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(1) Leveraging Big Data analytics in processing free-text entries
of personal goals among patients undergoing bladder cancer
surgery

Yuelin Li, PhD, Memorial Sloan Kettering Cancer Center, New York,

NY, United States; Thomas M. Atkinson, PhD, Memorial Sloan

Kettering Cancer Center, New York, NY, United States; Bernard H.

Bochner, MD, Memorial Sloan Kettering Cancer Center, New York,

NY, United States; Bruce D. Rapkin, PhD, Albert Einstein College

of Medicine/Montefiore Medical Center, Bronx, NY, United States

Aims: As we begin to leverage Big Data in health care settings and

particularly in assessing patient-reported outcomes, we need novel

analytics to address unique challenges. Latent Dirichlet Allocation

(LDA) has been previously applied to extract themes from tetrabytes

of free-text social media postings. In this study, LDA was applied to

interview data collected as part of a prospective, longitudinal study of

QOL in patients undergoing radical cystectomy and urinary diversion

for bladder cancer (ClinicalTrials.gov NCT00745355). Methods:

Patients’ personal goals were collected using Ideographic QOL

Interview probes: ‘‘For you to have the most satisfying life possible,

what are the main things you want to accomplish?’’ ‘‘to solve?’’ ‘‘to

prevent?’’ ‘‘keep the same?’’ ‘‘let go?’’ and ‘‘accept as they are

now?’’. Interviews were transcribed (N = 237; age 65 years, 19%

female, and 63% college education) into free-text goal statements,

e.g., ‘‘survive the surgery; have a manageable recovery process;

return to a normal life after recovery.’’ (3093 statements altogether)

LDA using Python scikit-learn Machine Learning tools extracted

themes from baseline and 6 months post-surgery data separately to

examine changes. Results: LDA summarized goal statements into

clusters of words with common latent themes. Baseline themes

included: ‘‘surgery operation life normal make healthy’’, ‘‘cancer

work pain live free living’’, and ‘‘time family health friends traveling

good’’. At 6 months post-surgery, new themes emerged: ‘‘want con-

tinence issues good functioning money’’ and ‘‘cancer free family life

know leakage’’. Goals common in both time points changed in pri-

ority, shown in Fig. 1, that ‘‘time family health friends traveling

good’’ became more salient post-surgery, while ‘‘surgery operation

life normal make healthy’’ became less salient. Generally, patients’

baseline goals were primarily on surgery success, recovery and a

sense of normalcy thereafter. At post-surgery, however, priorities

shifted to self-care and appreciation of life and family. Similar pat-

terns of changes were found in other goal domains. Conclusions:

Free-text data offer patients an important opportunity to voice their

unique experiences toward improving outcomes. Thanks to novel Big

Data analytics such as LDA, personal goals can be easily summarized

in real time without the need for conventional fixed-length measures

and qualitative data coding.

(2) Visualization of patient-reported experience measures:
opportunities for quality and health system improvements

Kyle Kemp, University of Calgary, Calgary, Alberta, Canada; Maria

Santana, University of Calgary, Calgary, Alberta, Canada; Hude

Quan, University of Calgary, Calgary, Alberta, Canada
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Aims: Interactive visualizations are an excellent way to present large

data sets and key messages to a variety of end-users. Although many

industries have adopted data visualization as an analytic tool, only a

handful of healthcare organizations have realized its potential. The

specific aim of this project was to provide a quick, step-by-step

example of the utility of data visualizations in reporting patient

experience survey data. Methods: Patients completed a telephone

survey within six weeks of their discharge from hospital. A

56-question, modified version of the Canadian Patient Experiences

Survey—Inpatient Care (CPES-IC) instrument was used to collect

data from a variety of domains (e.g. overall rating of care, commu-

nication with staff, pain control, medications, discharge information,

etc.). All data were housed in a secure repository. Following data

extraction, cleaning, and manipulation, visualizations were created

using a free version of Tableau Desktop (available to students and

academics). Data were presented at the province (health system), and

site (hospital) levels. In larger hospitals where sample size permitted,

results were also presented at the level of discharge unit. Results:

During a 2-year period (April 2014–March 2016), over 50,000 sur-

veys were completed across 93 hospitals. Cross-sectional (point-in-

time) and longitudinal (multiple quarters) visualizations were created

from the data. These allow end-users to determine what is working

well at the province/hospital level and where quality improvement

activities may be necessary. In comparing a given hospital’s results to

others, successes from a given site may also be shared. Through

linkage with administrative data sets, an examination of the experi-

ence of specific clinical and demographic groups is also possible,

using a series of interactive filters. Conclusions: Data visualization

has great potential in healthcare. From this presentation, attendees

will receive an introduction to its use in reporting patient experience

survey data. These dynamic visualizations were created in mere

minutes, representing a small fraction of the time typically spent by

analysts to create static, paper-based reports. Presenting data in this

fashion may also be useful in quality improvement initiatives such as

‘‘audit and feedback’’ activities.

(3) Longitudinal patient-reported cumulative symptom burden
as an indicator of chronic health conditions in adult survivors
of childhood cancer: a follow-up study of 25 years

I-Chan Huang, PhD, St. Jude Children’s Research Hospital, Memphis,

TN, United States; Matthew Ehrhardt, MD, St. Jude Children’s

Research Hospital, Memphis, TN, United States; Chenghong Li, PhD,

St. Jude Children’s Research Hospital, Memphis, TN, United States;

Daniel Mulrooney, MD, St. Jude Children’s Research Hospital,

Memphis, TN, United States; Wassim Chemaitilly, MD, St. Jude

Children’s Research Hospital, Memphis, TN, United States;

Deokumar Srivastava, PhD, St. Jude Children’s Research Hospital,

Memphis, TN, United States; Gregory Armstrong, MD, St. Jude

Children’s Research Hospital, Memphis, TN, United States; Leslie

Robison, PhD, St. Jude Children’s Research Hospital, Memphis, TN,

United States; Melissa Hudson, MD, St. Jude Children’s Research

Hospital, Memphis, TN, United States; Kevin Krull, PhD, St. Jude

Children’s Research Hospital, Memphis, TN, United States

Aims: Adult survivors of childhood cancer experience a high cumu-

lative burden of therapy-related chronic health conditions (CHCs).

However, longitudinal evaluation of patient-reported symptoms has

not been examined as an indicator of CHCs in this population.

Methods: 735 long-term adult survivors of childhood cancer com-

pleted three symptom surveys through participation in both St. Jude

Lifetime Cohort Study (SJLIFE) and Childhood Cancer Survivor

Study (CCSS) across 25 years (1992–2016). Surveys included ten

symptom domains related to late treatment effects, including sensory,

cardiac, pulmonary, musculoskeletal, memory, pain, fatigue, nausea,

anxiety and depression. Each symptom domains was classified as

present versus absent at each time point; longitudinal factor analyses

were conducted to summate the cumulative symptom burden with

possible scores ranging from 0 to 30. Cardiac, pulmonary and endo-

crine CHCs were clinically determined after the last survey and

graded using modified Common Terminology Criteria for Adverse

Events (CTCAE) criteria. Poisson regression identified associations of

cumulative symptom burden (dichotomized as high [top quartile of

the symptom burden scores] versus low [bottom three quartiles]) with

each organ system-specific CHC (CTCAE grades 2–4 vs. 0–1) and

severe/life-threatening CHCs (any grades 3–4 vs. 0–2), adjusting for

age, sex, race and educational attainment. Results: Across the three

symptom surveys, survivors’ mean ages were 27, 36 and 40 years;

mean years from diagnosis was 31 years at the final clinical assess-

ment. Survivors were mostly female (51%), Caucasian (90%) and

treated for leukemia (46%). Survivors with high cumulative symptom

burden had a 30% increased risk of hypertension/dyslipidemia (RR

1.3; 95% CI 1.1–1.6) and endocrine dysfunction (RR 1.3; 95% CI

1.0–1.7), and a 40% increased risk of respiratory disorders (RR 1.4;

95% CI 1.2–1.8) compared to survivors with low symptom burden.

High cumulative symptom burden was associated with a 50%

increased risk of having severe/life-threatening CHCs (RR 1.5; 95%

CI 1.2–1.9) compared to those with low symptom burden. Conclu-

sions: Longitudinal cumulative symptom burden indicates concurrent

and/or future risk of hypertension/dyslipidemia, endocrine and res-

piratory disorders in adult survivors of childhood cancer. Routine

symptom screening can help identify survivors who need compre-

hensive medical evaluations and interventions.

(4) Analysis of early predictive lung cancer symptoms
and sensations by orthogonal projections to latent structures
(OPLS)

Adrian Levitsky, PhD, Division of Innovative Care Research,

Department of Learning, Informatics, Management, and Ethics

(LIME); Department of Oncology-Pathology, Science for Life

Laboratory, Karolinska Institutet, Stockholm, Sweden; Maria

Pernemalm, PhD, Department of Oncology-Pathology, Science

for Life Laboratory, Karolinska Institutet, Stockholm, Sweden; Sara

Runesdotter, Division of Innovative Care Research, Department

of Learning, Informatics, Management, and Ethics (LIME),

Karolinska Institutet, Stockholm, Sweden; Britt-Marie Bernhardson,

PhD, Division of Innovative Care Research, Department of Learning,

Informatics, Management, and Ethics (LIME), Karolinska Institutet,

Stockholm, Sweden; Jenny Forshed, MD, PhD, Department

of Oncology-Pathology, Science for Life Laboratory, Karolinska

Institutet, Stockholm, Sweden; Janne Lehtiö, PhD, Department

of Oncology-Pathology, Science for Life Laboratory, Karolinska

Institutet, Stockholm, Sweden; Carol Tishelman, PhD, Division

of Innovative Care Research, Department of Learning, Informatics,

Management, and Ethics (LIME), Karolinska Institutet, Stockholm,

Sweden; Lars E. Eriksson, PhD, Division of Innovative Care

Research, Department of Learning, Informatics, Management,

and Ethics (LIME), Karolinska Institutet, Stockholm, Sweden

Aims: The aim of this study is to identify early predictive symptoms

and sensations attributable to lung cancer (LC). Methods: An online,

interactive questionnaire—PEKLUNG, comprised of 285 patient-

generated descriptors of first sensations that led to investigation for

possible LC and covering ten different symptom/sensation modules—

was administered to patients who were referred for diagnostic

investigation for suspected LC at a university hospital in Stockholm.

Patients filled in the questionnaire on a tablet before their first visit

with a pulmonary medicine physician. Medical records of eventual

diagnosis were later retrieved. Patient-recorded recall of early
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symptoms/sensations were binary (‘‘yes’’/’’no’’), and were, together

with known risk factors such as smoking, analyzed with orthogonal

projections to latent structures (OPLS) by six-fold cross-validation.

Analyses were based on full-module completion, C 4 observations

per descriptor, and a diagnosis of primary LC (other cancer diagnoses

led to exclusion) or no cancer was required. Results: Of 670 eligible

patients included in the study, 506 fully completed all modules and

were diagnosed with primary LC (n = 311) or no cancer (n = 195).

Patients were more likely to be diagnosed with LC if they were older,

current smokers, or female. After modelling the 146 early descriptors

meeting inclusion criteria in the training set (n = 433/506 patients),

five key symptoms/sensations (breathing problems that got worse

upon exertion, cough that varied over the day, appetite loss, feeling

full faster, and feeling unfit) were significant LC predictors. Their

combination with seven background predictors—age, current smok-

ing, sex, chronic obstructive pulmonary disease, lung inflammation,

or having had a cold or antibiotics within the past 2 years, respec-

tively (modelled separately in parentheses: background predictors

only/symptoms only, respectively)—resulted in the following model

performance in the independent test set (n = 73): area under the ROC

curve = 0.707 (0.652/0.626), sensitivity = 76.1% (76.1/73.9%),

specificity = 59.3% (51.9/51.9%). Conclusions: A set of symptoms/

sensations consisting of breathing problems that got worse upon

exertion, cough that varied over the day, appetite loss, feeling full

faster, and feeling unfit were potential predictors of LC. Further

research and precision in this model may lead to a tool for referral and

diagnostic decision-making in combination with other known back-

ground LC predictors.

Symposium Sessions

Symposium #1: Minimising research waste and maximising
the impact of patient reported outcome trial results

Moderator: Melanie Calvert, PhD, Centre for Patient Reported

Outcomes Research, University of Birmingham, Birmingham, United

Kingdom

Discussants: Madeleine King, BSc (Hons), DipMedStat, PhD,

University of Sydney, Sydney, Australia; Michael Brundage, MD,

MSc, Queen’s Cancer Research Institute, Kingston, Ontario, Canada

Overview: Patient-reported outcome data from clinical trials can

provide valuable evidence to inform shared-decision making, phar-

maceutical labelling claims, clinical guidelines and health policy. If

collected, analysed, and reported appropriately, use of these data can

promote patient centred-care. These data are particularly important to

inform treatment decisions when similar survival benefits are

observed but alternative treatments have differing side effects and

impacts on quality of life. Despite the potential benefits of PRO data a

number of challenges remain which may result in research waste, in

terms of patient and researcher time and funders money. ‘‘Approaches

that can be used to maximise the impact of PRO trial results include

(1) high-quality PRO protocol content; (2) minimising missing data;

(3) standardising approaches for analysing and interpreting PRO

endpoint to facilitate comparisons across clinical trials; (4) promotion

of the ISOQOL and CONSORT-PRO guidelines for PRO trial data

reporting; and (5) consistent graphical display of PRO results in the

literature to aid interpretation and promote use in clinical practice’’.

This symposium will summarise and discuss the latest developments

in the field which aim to improve the design, implementation, analysis

and reporting of PRO data to minimise waste and maximise patient

benefit and will explore how ISOQOL members can promote

implementation and uptake.

Individual presentations

Improving the design and reporting of PRO trial data:
implementation of the SPIRIT-PRO and CONSORT-PRO
Extensions

Melanie Calvert, PhD, Centre for Patient Reported Outcomes

Research, University of Birmingham, Birmingham, United Kingdom;

Derek Kyte, PhD, Centre for Patient-Reported Outcomes Research,

Institute of Applied Health Research, University of Birmingham,

Birmingham, United Kingdom; Rebecca Mercieca-Bebber, PhD,

NHMRC Clinical Trials Centre, The University of Sydney NSW,

Australia, Sydney, Australia; Ameeta Retzer, PhD, Centre for Patient

Reported Outcomes Research (CPROR), Institute of Applied Health

Research, University of Birmingham, Birmingham, United Kingdom,

Birmingham, United Kingdom; Anita Slade, PhD, Centre for Patient

Reported Outcomes Research (CPROR), Institute of Applied Health

Research, University of Birmingham, Birmingham, United Kingdom,

Birmingham, United Kingdom; Gary Price, Centre for Patient

Reported Outcomes Research (CPROR), Institute of Applied Health

Research, University of Birmingham, Birmingham, United Kingdom,

Birmingham, Ontario, United Kingdom; An-Wen Chan, MD,

Women’s College Research Institute, University of Toronto, Ontario,

Canada, Toronto, Ontario, Canada; Michael Brundage, MD, Queen’s

Cancer Research Institute, Kingston, Ontario, Canada; Madeleine

King, PhD, Central Clinical School, Sydney Medical School,

University of Sydney NSW, Australia, Sydney, Australia; submitted

on behalf of the SPIRIT-PRO, CONSORT-PRO and EPIC Groups

and the ISOQOL Best Practice for PROs in Trials Taskforce

Aims: Patient-reported outcome (PRO) results from clinical trials can

provide valuable evidence to inform clinical decision making, phar-

maceutical labeling claims and health policy. Despite this, reviews of

PRO protocol content and trial reporting demonstrate that the quality

of PRO components remains highly variable. The aim of this pre-

sentation is to highlight current challenges in trial design and

reporting, share examples of good practice, and discuss approaches to

implementation and uptake of SPIRIT-PRO and CONSORT-PRO

guidance. Methods: In this presentation, we will highlight evidence

from a range of empirical studies revealing continued widespread

omission of key PRO-specific content in contemporary clinical trial

protocols and trial publications. This will include our recently com-

pleted ‘EPiC’ study of 160 UK-led cancer trials collecting PROs

(2000–2014). We will then provide an overview of new international

PRO protocol guidance, the SPIRIT-PRO Extension, which identifies

16 items recommended for inclusion in clinical trial protocols where

PROs are a primary or key secondary outcome. Finally, we will

reflect on findings from a recent ISOQOL Taskforce review on pre-

liminary evidence on the uptake, use and benefits of the CONSORT-

PRO extension and consider how best to promote implementation of

SPIRIT-PRO and CONSORT-PRO in practice. Results: Our review

of UK-led cancer trials found on average: protocols omitted more

than two-thirds of recommended PRO items; and after a mean

duration of 6.4 years from trial closure, 38% of trials failed to report

their PRO findings. Where PRO findings were published, there was

often a significant delay, with publications failing to report more than

three-quarters of CONSORT-PRO extension items. The ISOQOL

Taskforce review of the preliminary use and endorsement of CON-

SORT-PRO found that its use was significantly associated with

improved reporting, but that only 11 of the top 100 medical journals

currently explicitly endorse the guidance. Conclusion: Broader

engagement and uptake of the SPIRIT-PRO and CONSORT-PRO

guidance is necessary to promote optimal PRO trial design and

reporting and use of PRO data to inform patient care. The role of key

stakeholders including: researchers, patient advocates, regulatory

agencies, funders, ethical review boards and journal editors will be

discussed.
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Missing patient-reported outcome data: understanding associated
factors and strategies to reduce its instance and impact through
careful design, quality assurance and reporting

Rebecca Mercieca-Bebber, PhD, University of Sydney, Sydney,

Australia; Michael Palmer, MSc, Cancer Care and Epidemiology,

Cancer Research Institute, Queen’s University, Kingston, Ontario,

Canada, Kingston, Ontario, Canada; Michael Brundage, MSc,

FRCPC, MD, Queen’s Cancer Research Institute, Kingston, Ontario,

Canada; Melanie Calvert, PhD, Centre for Patient Reported Outcomes

Research (CPROR), Institute of Applied Health Research, University

of Birmingham, Birmingham, United Kingdom, Birmingham, United

Kingdom; Martin Stockler, MBBS (Hons) MSc (Clin Epi) FRACP,

NHMRC Clinical Trials Centre, The University of Sydney, Sydney,

Australia; Madeleine King, PhD, Psycho-oncology Co-operative

Research Group (PoCoG), School of Psychology, The University of

Sydney, Sydney, Australia

Aims: Longitudinal studies with patient-reported outcomes (PROs)

almost inevitably suffer from missing data, which can compromise

the interpretability and value of findings, particularly when whole

assessments are unavailable for analysis. High rates of missed

assessments reduce study power and precision, and may lead to biased

estimates if not handled appropriately in the analysis—especially

when missing data is ‘‘informative’’ of poorer health outcomes. This

presentation integrates and synthesises factors associated with miss-

ing PRO data and presents novel guidance for minimising the impact

of missing PRO data. Methods: Medline and CINAHL were sys-

tematically searched (inception-March 2015) for articles on missing

PRO data. Two investigators independently screened abstracts against

pre-defined criteria and extracted data. References and citing articles

were hand-searched. A framework was developed to classify factors

associated with missing PRO data into five components (instrument,

participant, centre, staff, study). Strategies for minimising the

instance and impact of missing data were organised into design and

implementation strategies and further mapped to the classification

framework of associated factors. Reporting strategies were presented

separately. Results: We screened 6083 abstracts. Ultimately 100

articles informed the conceptual framework, and 117 offered strate-

gies to reduce the instance of ‘‘avoidable’’ types of missing PRO data,

and reduce the impact of both avoidable and informative types. In

total, 184 unique articles were included in the final guidance. Design

strategies most commonly comprised study factors (e.g. ensuring

baseline PROs were completed as part of the eligibility criteria,

aligning assessments to clinic visits), and instrument factors (e.g.

reducing burden). Common implementation strategies included study

factors (e.g. recording reasons for missing PRO data), staff (e.g.

appointing a study coordinator responsible for PROs, checking

completed questionnaires), centre (e.g. sending staff reminders of

upcoming assessments, monitoring) and participant factors. Reporting

strategies included: reporting rates, types, and analysis methods for

handling missing data; discussing the potential for missing data bias;

and presenting baseline PRO scores and sample characteristics.

Conclusion: This guidance enhances our understanding of factors

associated with missing data and is recommended for use by clinical

trial teams to improve the standard of PRO research and minimise the

negative impact of missing PRO data.

Setting standards for analysis of patient reported outcomes
and quality of life data for international cancer clinical trials
(SISAQOL consortium): progress update

Andrew Bottomley, PhD, EORTC, Brussels, Belgium; Madeline Pe,

PhD, European Organisation for Research and Treatment of Cancer

(EORTC Headquarters), Brussels, Belgium; Lien Dorme, MSc,

European Organisation for Research and Treatment of Cancer

(EORTC Headquarters), Brussels, Belgium; Jean-François Hamel,

PhD, Methodology and Biostatistics Department, University Hospital

of Angers UNAM, Angers, France; Jeff Sloan, PhD, Mayo Clinic,

Rochester, MN, United States; Ethan Basch, MD, Lineberger

Comprehensive Cancer Center, Chapel Hill, NC, United States;

Melanie Calvert, PhD, Centre for Patient Reported Outcomes

Research, Institute of Applied Health Research, College of Medical

and Dental Sciences, University of Birmingham, Birmingham, United

Kingdom; Alicyn Campbell, MPh, Genentech, a member of the

Roche group, South San Francisco, CA, United States; Charles

Cleeland, PhD, Department of Symptom Research, University of

Texas MD Anderson Cancer Center, Houston, TX, United States;

Kim Cocks, PhD, Adelphi Values, UK, Cheshire, United Kingdom;

Laurence Collette, PhD, European Organisation for Research and

Treatment of Cancer (EORTC Headquarters), Bussels, Belgium;

Amylou C. Dueck, PhD, Alliance Statistics and Data Center, Mayo

Clinic, Scottsdale, AZ, United States; Nancy Devlin, PhD, Office of

Health Economics, London, United Kingdom; Hans-Henning

Flechtner, MD, Clinic for Child and Adolescent Psychiatry and

Psychotherapy, Universität Magdeburg, Magdeburg, Germany;

Carolyn Gotay, PhD, School of Population and Public Health,

University of British Columbia, Vancouver, British Columbia,

Canada; Eva Greimel, PhD, Obstetrics and Gynecology, Medical

University Graz, Graz, Austria; Ingolf Griebsch, PhD, Boehringer-

Ingelheim, Frankfurt, Germany; Mogens Groenvold, MD, Department

of Public Health and Bispebjerg Hospital, University of Copenhagen,

Copenhagen, Denmark; Laura Lee Johnson, PhD, Office of

Hematology and Oncology Products, Center for Drug Evaluation and

Research, US Food and Drug Administration (FDA), Silver Spring,

MD, United States; Madeleine King, PhD, School of Psychology and

Sydney Medical School, University of Sydney, Sydney, Australia;

Paul G. Kluetz, MD, Office of Hematology and Oncology Products,

Center for Drug Evaluation and Research, US Food and Drug

Administration (FDA), Silver Spring, MD, United States; Michael

Koller, PhD, Center for Clinical Studies, University Hospital

Regensburg, Regensburg, Germany; Daniel C Malone, PhD, College

of Pharmacy, University of Arizona, Tucson, AZ, United States;

Chantal Quinten, MSc, European Centre for Disease Prevention and

Control (ECDC), Surveillance and Response Support Unit,

Epidemiological Methods: Section, Stockholm, Sweden; Jaap C.

Reijneveld, MD, VU University Medical Center, Department of

Neurology & Brain Tumor Center, Amsterdam, Netherlands;

Christoph Schürmann, PhD, Institute for Quality and Efficienty in

Health Care (IQWIG), Cologne, Germany, Ashley Wilder Smith,

PhD, Outcomes Research Branch, Healthcare Delivery Research

Program, Division of Cancer Control and Population Sciences,

National Cancer Institute (NCI), Bethesda, MD, United States;

Katherine M Soltys, PhD, Health Canada, Ottawa, Canada;

Rajeshwari Sridhara, PhD, Office of Hematology and Oncology

Products, Center for Drug Evaluation and Research, US Food and

Drug Administration (FDA), Silver Spring, DC, United States; Martin

JB Taphoorn, MD, Leiden University Medical Center/Medical Center

Haaglanden, Leiden/The Hague, Netherlands; Galina Velikova, MD,

Leeds Institute of Cancer and Pathology, University of Leeds, St

James’s Hospital, Leeds, United Kingdom; Corneel Coens, MSc,

European Organisation for Research and Treatment of Cancer

(EORTC Headquarters), Brussels, Belgium

Aims: With patient-centered care garnering a more central role in

oncology, patient-reported outcome (PRO) assessments of disease

symptoms, symptomatic adverse events, functional status and health-

related quality of life (HRQL) are increasingly acknowledged as vital

sources of data to help describe clinical benefit in cancer randomized

controlled trials (RCTs). However, with expanding inclusion of PROs

in cancer clinical trials there has also been variability in the ways that

the PRO endpoints are defined, analyzed and interpreted. This
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variation limits the interpretability of results within trials, yielding

challenges when evaluating results across studies and drawing robust

conclusions. Methods: To address this problem, the ‘‘Setting Inter-

national Standards in Analyzing Patient Reported Outcome and

Quality of Life Data’’ (SISAQOL) initiative was established. An

international multidisciplinary team of experts was convened to

develop consensus standards concerning the design and analysis of

PRO data collected during cancer clinical trials. The SISAQOL

consortium is comprised of leading PRO researchers and statisticians,

and expert representatives from international oncologic and medical

societies, advisory and regulatory bodies, academic societies, phar-

maceutical industry, cancer institutes, and patient advocacy

organizations. To define priority areas, two annual meetings took

place and systematic reviews were completed. Results: Based on

expert opinion of the consortium and systematic reviews, there was

clear agreement that standards and best practices for the analysis of

PRO data are lacking and recommendations are urgently needed. Four

priorities areas were highlighted: (1) generating a taxonomy of

meaningful PRO research objectives; (2) matching these research

objectives with appropriate statistical methods; (3) developing rec-

ommendations for handling missing data; and (4) standardizing

terminology relevant to PRO assessment and analysis. Results: from

on-going work will be presented. Conclusion: PRO data impact

determinations of treatment benefit and inform patient, provider,

payer and regulatory decision-making. As resources to cover costs of

cancer care become scarcer and treatment costs increase, it is

imperative that PRO findings are derived consistently across studies

to yield meaningful results. Members of the SISAQOL initiative have

a shared interest in addressing this gap by articulating a set of

international, consensus-based standards, best practices, and tools for

the analysis and interpretation of PRO data in cancer clinical trials.

Best practice recommendations for presenting PRO data in peer-
reviewed journals

Claire Snyder, PhD, Johns Hopkins, Baltimore, MD, United States;

Katherine Smith, PhD, Johns Hopkins Bloomberg School of Public

Health, Baltimore, MD, United States; Elissa Bantug, MHS, Sidney

Kimmel Comprehensive Cancer Center at Johns Hopkins, Baltimore,

MD, United States; Bernhard Holzner, PhD, Medical University of

Innsbruck, Innsbruck, Austria; Yonaira Rivera, MPH, PhD(c), Johns

Hopkins Bloomberg School of Public Health, Baltimore, MD, United

States; Michael Brundage, MD, MSc, Queen’s Cancer Research

Institute, Kingston, Ontario, Canada; submitted on behalf of PRO

Data Presentation Delphi Panel

Aims: Variations in the display of PRO results in publications make

interpretation challenging and can limit their use in practice. We

developed recommendations for displaying PRO results from clinical

trials/comparative research studies. Methods: Using a modified-Delphi

approach, a purposefully selected panel of cancer survivors/caregivers,

oncologists, PRO researchers, and journal editors developed recom-

mendations for displaying PRO results in peer-reviewed publications.

During a pre-meeting webinar, the panel reviewed the data display

issues and their evidence-base, including (1) directionality of scoring

(whether higher scores indicate better/worse outcomes), (2) normed

scoring, (3) descriptive y-axis labels, (4) conveying statistical signifi-

cance, (5) conveying clinical importance, and (6) displaying

proportions meeting a responder definition. We then surveyed partici-

pants about their initial perspectives to inform an in-person meeting to

develop consensus statements. A post-meeting survey ratified the pro-

posed consensus statements. A 10-member Stakeholder Advisory

Board guided the project. Results: Of the 27 stakeholder-participants,

96%completed the pre-meeting and post-meeting survey. Post-meeting

endorsement of draft consensus statements ranged from 88 to 100%

across the recommendations which were: (1) Avoid changing instru-

ment’s scoring directionality and use clear labeling, titling, and

annotations to aid interpretation. Avoid mixing score direction in a

single display; if not possible, authors may consider changing the dis-

play directionality for consistency. (2) PRO data presentation should

accommodate normed and non-normed scoring. One can decide if/

when to display the reference-population norm. If a norm is displayed,

describe and label the reference-population norm clearly. (3) Use

descriptive y-axis labels (e.g., none/mild/moderate/severe) when evi-

dence can support their placement; reference values for comparison

populations should be considered for inclusion on the y-axis, if avail-

able. (4) For statistical significance, the data suggest that p-values are

appreciated; however, the Panel recognized a move away from

reporting them; regardless of whether p-values are reported, confidence

intervals should be displayed. (5) Indicate clinically important between-

treatment differences with a symbol (not an asterisk, given its common

use for statistical significance). (6) Reasonable options for displaying

the proportion meeting a responder definition include bar, pie, or

stacked-bar charts. Conclusion: These recommendations aim to opti-

mize accurate and meaningful interpretation of PRO trial results. Work

to test this is now needed.

Symposium #2: Clinical outcomes assessment use in rare disease
studies: real life examples from clinicians, patient advocates,
industry, and measurement experts

Moderator: Michelle K. White, PhD, Optum, Johnston, RI, United

States

Overview: Regulatory agencies have recognized the need for atten-

tion to COAs in rare disease studies, and in 2017, ISPOR published

rare disease good practices guidelines. But what happens in real life

when these strategies are implemented? How do clinicians and

researchers deal with unexpected challenges and what new and

innovative solutions are being applied to achieve the end goal of

better understanding the burden that a patient faces with a rare dis-

ease? This symposium incorporates strategies for research in rare

diseases and how those strategies work in real life from four per-

spectives: clinicians, patients/caregivers, industry, and measurement

experts. The symposium presents examples of the use of generic

patient reported outcome measures in describing HRQOL burden in

patients with rare diseases as well as examples of the development

and use of disease-specific measures. We will present examples of

unique recruitment and patient engagement approaches in online

observational studies of patients with rare diseases, and novel COA

strategies that incorporate the use of technology to allow for more

frequent, observed evaluation based on videotaped performance

measures and accompanying observer reported outcome measures.

We will also present the clinician perspective on using COAs in

practice and research in patients with rare diseases.

Individual presentations

How we adapted standard disease-specific COA content
validation approaches to better meet the challenges of rare
disease: three case studies

Michelle White, PhD, Optum, Johnston, RI, United States

Aims: Developing disease-specific clinical outcome assessments

(COAs) in rare diseases is challenging. Heterogeneity in clinical

presentation coupled with scarcity of patients to study, makes it dif-

ficult to gather enough evidence for content validation. Rarity creates

challenges for efficiently gathering patients or observers to conduct in

person concept elicitation or cognitive debriefing studies. Due to
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delays in diagnosis and related iatrogenic conditions and impacts,

patients can have challenges attributing symptoms and impacts to

their disease versus to a co-occurring condition or age-related decline

in function. In addition, 75% of rare diseases affect children, requiring

the addition of observer reported outcomes, the possibility of varia-

tion of assessment based on developmental stage and disease

progression, and deciding frequency and mode of COA administra-

tion.This presentation spotlights three disease-specific COAs

developed in rare diseases, describing both planned protocol adapta-

tions and reactive adaptations that were necessary to successfully

collect evidence of content validation. We provide strategies that

were used to address all of the above-mentioned challenges and

evaluate how effective those strategies were in practice. First we

discuss development of a patient-reported outcome (PRO) measure in

transthyretin (TTR) amyloidosis, a severe, fatal autosomal dominant

neurodegenerative disease caused by the buildup of TTR fibrils that

can accumulate in many different organs and multiple organs. Sec-

ond, we discuss the DMD-Specific Measures of Physical Functioning:

Video Assessments, a set of performance-based measures that require

a caregiver to record smartphone videos of their child so physical

therapists can assess quality of movement. Duchenne muscular dys-

trophy (DMD) is a genetic, fatal, disease that causes progressive

muscular degeneration neuromuscular disease in children. Third, we

discuss content validation of self-report and caregiver-report daily

diaries for sickle cell pain crises (SCPC) experienced by patients with

sickle cell disease (SCD), a debilitating disease that causes red blood

cells to become misshapen and break down.We hope the strategies are

employed to overcome challenges in developing disease-specific

measures across wide age ranges, heterogeneity of clinical presenta-

tion, the use of technology, weighing patient burden in deciding

content for daily diaries versus retrospective assessment, difficulties

in recruitment, help researchers better prepare for development and

validation of disease-specific COAs.

Using technology to develop a novel physical function and quality
of movement performance outcome assessment in patients
with Duchenne’s muscular dystrophy (DMD)

Mindy Leffler, MEd, Casimir, Plymouth, MA, United States

Aims: Duchenne muscular dystrophy (DMD) is a debilitating, rare

genetic disorder characterized by progressive muscle degeneration

caused by an absence of dystrophin. DMD primarily affects boys, and

disease progression varies widely, making it difficult to design a

universally applicable outcome measures useful for over a short term.

Recently, FDA guidelines for drug development in DMD included a

call for the development of new outcome measures capable of mea-

suring clinically meaningful effects in patients. Both the FDA and

EMA noted that existing approaches to measuring patient disease

progression and treatment response could benefit from additional

measurement approaches outside of clinic settings. Outcome mea-

sures administered at home eliminates barriers of data captured in the

clinic, such as travel fatigue, medical anxiety, and financial barriers

related to frequent clinic visits for assessment. An in home assessment

option seemed ideal, but questions remained as to whether the stan-

dardization and rigor of in clinic assessment of physical function and

quality of movement could be replicated in an in home environment.

A video assessment approach was developed by a parent of a child

with DMD. The development process began with interviews with

physical therapists, physicians, and other parents to identify the most

important physical activities that could be easily described in training

materials, be feasible to videotape in home, and be videotaped in such

a way that a physical therapist could assign a meaningful rating by

only viewing the videos, without in person assessment. A smartphone

app was developed that included video instructions, confidential data

collection, and auto-upload of facially blurred videos to HIPAA-

compliant database.The six activities ultimately selected for the video

assessment approach were promising in that they demonstrated

specific elements in movement degradation indicative of disease

progression. Written and video training materials were developed.

DMD families reviewed training, followed instructions, and submit-

ted videos for review. Content validation was tested with clinician

interviews, caregiver concept elicitation interviews, and a separate set

of caregiver cognitive debriefing. The in-home video capture

approach proved to be a feasible and valid way to measure disease

progression and treatment response in patients with DMD.

Overcoming research challenges in observational studies of rare
diseases: lessons learned from amyloid light chain amyloidosis

Tiffany Quock, PhD, MS, Prothena Biosciences Inc., South San

Francisco, CA, United States

Aims: Amyloid light chain (AL) amyloidosis is a rare disease dis-

tinguished by misfolded protein deposits in bodily tissues and organs.

The accumulation of amyloid deposits can affect the structure of

tissues and ultimately lead to organ toxicity, irreversible organ

damage, dysfunction, and death. AL amyloidosis is a complex disease

in which the number and types of affected organs vary by patient,

resulting in a broad variation in the signs and symptoms. Positive

prognosis is associated with early diagnosis and prompt initiation of

treatment; however, delays and misdiagnoses are common. In fact, the

incidence of the disease (ie, 8–12 cases per million person-years) is

presumably underestimated as many patients may succumb to their

illness prior to receiving an accurate diagnosis. The complexity and

rareness of the disease contributes to a host of research challenges

related to sample accrual, data collection, and suitable measurement

strategies for patient-reported outcomes (PROs). This presentation

will focus on how these challenges were considered in the design and

implementation of an industry-sponsored, longitudinal, observational

study of patients with AL amyloidosis.First, we will describe the

specific recruitment and data collection strategies that ensured the

recruitment of (1) a diverse sample of patients, in terms of geographic

location, disease characteristics, and duration of disease; and (2) a

sufficient number of patients within a relatively short time frame (two

months). Second, we will review outreach efforts that were designed

to increase patient engagement and promote follow-up response rates.

Finally, we will discuss how generic and disease-specific measures

were identified to create a comprehensive, patient-focused measure-

ment strategy. Survey items assessed the journey to diagnosis,

humanistic burden of AL amyloidosis, healthcare resource utilization

patterns, and the natural history of the disease in a heterogeneous

sample. As a result, this novel data collection effort provided a unique

opportunity to examine multiple aspects of the disease experience and

to psychometrically validate the SF-36v2 Health Survey as an ade-

quate measure of health-related quality of life in patients with AL

amyloidosis. A comprehensive dissemination plan sought to increase

the understanding of the disease and to educate key stakeholders,

including clinicians, patients, payers, and regulatory groups.

Patient-reported outcomes in clinical care and clinical trial
settings: a clinician’s experience in amyloid light chain (AL)
amyloidosis

Anita D’Souza, MD, MS, Medical College of Wisconsin, Milwaukee,

WI, United States

Aims: Amyloid light chain (AL) amyloidosis is a rare, orphan disease

resulting from a plasma cell neoplasm leading to insoluble fibril

deposition into organs. Treatment involves plasma cell-directed
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chemotherapies to control the amyloidogenic light chain source, thus

reducing new amyloid formation (hematologic response). This strat-

egy has no effect on pre-formed and organ amyloid, for which

endogenous clearance is slow; thus organ responses can be delayed.

The NIH and the FDA emphasize patient-centeredness in designing

clinical trials to assess benefits and risks of new therapies. Patient-

reported outcomes complement both clinical and biological assess-

ments. Decline in health status is prevalent in AL amyloidosis and

often the signature feature at presentation. Patients can experience

symptoms even after a successful hematologic response. In other

settings, PROs do not always change in parallel with standard clinical

outcomes, so their separate assessment is important. The Patient

Reported Outcomes Measurement Information System (PROMIS)

measures were developed as part of NIH’s Roadmap initiative to

transform the clinical research enterprise. PROMIS uses a domain-

specific approach (rather than disease-specific); based on state-of-the-

science psychometric techniques to create item banks. The flexibility

of PROMIS item banks allows for the creation of customized short

forms that retain all the benefits of using PROMIS while also meeting

FDA’s current expectations for qualification of clinical outcomes

assessment (COA) within a specific disease context. Thus, the most

relevant items for a specific disease can be selected from a global

menu of items and then tested in a disease-specific context. We will

show the results from the PROMIS Global Health Survey in a

prospective AL amyloidosis clinical trial conducted at our center. We

will also show results from other patient-reported surveys (SF-36,

NCCN distress thermometer) used as part of AL amyloidosis clinical

care. We will review PROs in the context of clinical AL amyloidosis

and discuss the challenges that we faced in using these generic

assessments. This lays the groundwork needed to develop a relevant

and specific PRO measure for use in the AL amyloidosis patient

population.

Symposium #3: Challenges in itembanking - future perspectives
on development and application

Moderator: Jan Boehnke, University of Dundee, Dundee, United

Kingdom

Overview: In the past years, itembanking has helped in quality of life

research to build shorter but still precise tests and it offers a per-

spective to standardize measurement of Patient-Reported Outcomes

(PROs) by overcoming the use of fixed instruments, which are not

necessarily appropriate for every situation or population. This sym-

posium convenes five teams from Europe and the USA working on

the methodological development and clinical implementation of

itembank methodology. The symposium will present and discuss

recent approaches to tackle key challenges in development, mainte-

nance and application of itembanks in quality of life research. The

symposium will start off with a comparison of different techniques to

build itembanks. Inspired by Cook and Campbell’s (1979) approach

for research design, a taxonomy of instrument development approa-

ches is presented that shows that instrument development necessitates

choices between multiple competing goals and can guide researchers

to identify the optimal approach for their specific task at hand (Smits).

The next two talks focus on embracing the multidimensional nature of

health-related quality of life (as well as many other PROs) with

multidimensional itembanks and CATs. Simulation studies based on

existing itembanks and real patient data are used to explore whether

results on efficiency gains through multidimensional itembanks

known from educational research translate to health measurement

(Paap). Another potential approach for multidimensional assessments

are ‘meta-banks’ and the third talk presents research into how con-

ceptual and empirical overlap needs to be assessed to combine

different itembanks in such a ‘meta-bank’ (Kaat). Then, we will

discuss the effects on data analysis when plausible value imputation is

used to account for measurement error inherent in individual scores

from itembanks. Ignoring such measurement error leads to an

underestimation of variance and the size of such effects is explored in

a recent European quality of life survey (Fischer). Finally, we will

explore the potential to use patient feedback and patient generated

content to refine itembanks and enhance the relevance of assessments

of HRQOL (Gibbons). At the end of the session, the audience will

have the chance to discuss the presentations and their experiences in

an open Q&A round.

Individual presentations

On the many trade-offs in item bank construction

Niels Smits, University of Amsterdam, Amsterdam, Netherlands

Aims: In the literature on tests, questionnaires and item banks,

compared to other aspects, relatively little space is spend on the actual

test construction, specific procedures followed often remain unmen-

tioned, and the choice for a procedure is not often substantiated. In

addition, a generally accepted methodological categorization of test

construction methods has been absent. We present a taxonomy of test

construction methods which ties methods to a specific psychometric

aspect of a test. In line with the philosophy of Cook and Campbell’s

(1979) categorization of (quasi-) experimental research methods it is

claimed that although a questionnaire may meet minimal require-

ments on several aspects, it is impossible to optimize multiple aspects

simultaneously, and hence that trade-offs exist. Methods: The tax-

onomy distinguishes six methods: The rational method utilizes expert

judgments to maximize face validity. The prototypical method uses

judgments of raters to optimize process validity. The internal method

selects sets of homogeneous items using scaling techniques. The

external method optimizes criterion validity by selecting items that

best predict an external criterion. In the construct method items are

based on theoretical considerations to optimize construct validity. The

facet method is aimed at content validity by establishing a systematic

description of the concept domain. The methods are discussed using

four phases in test construction: concept analyses, item production,

scale construction, and evaluation. The idea of trade-offs among

psychometric aspects is both theoretically and empirically illustrated

applying the internal and external method to a data set consisting of

scores of 242 respondents on questionnaire items measuring mental

health. Results: We show that for the internal and external methods

different sets of items are selected and that a scale constructed to meet

the one goal does not show optimal performance with reference to the

other goal. Conclusion: The presented taxonomy allows the designer

to make a deliberate choice taking into account both strengths and

weaknesses of the available methods. In addition, it allows test users

to better understand the similarities among and differences between

construction methods, and therefore to select an appropriate ques-

tionnaire. Finally, it allows for a more effective communication about

the quality of instruments.

Imputation of plausible values to account for measurement error
in analysis of quality of life data

Felix Fischer, Charite - Universitätsmedizin Berlin, Berlin, Germany

Aims: One key advantage of Item-Response Theory (IRT) models in

general and itembanks measuring patient-reported outcome such as

Depression or Physical Function in particular is that measurement

precision for each individual estimate of the latent trait can be

assessed. Nevertheless, this information is currently only seldom used

in the analysis of quality of life data, although ignoring measurement
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error is known to lead to an underestimation of variance estimates. In

large-scale educational assessments imputation of plausible values is

used as a method to correct for this underestimation. Technically

similar to multiple imputation of missing values, plausible value

imputation can be used in a wide range of statistical models. We

apply this technique to quality of life data in order to illustrate how

results of statistical analyses are affected when measurement error is

accounted for. Methods: Based on PROMIS Profile 29 data from a

recent general population survey in the UK (n = 1509), France (1501)

and Germany (1502), we compare the results of a standard analysis

using crude expected a posteriori (EAP) latent trait estimates with

multiple imputations of plausible values. We focus on correlations

between health domains, predictor effect estimates and the corre-

sponding marginal means with their respective standard errors from

linear regression models. Results: Correlations between health

domains estimated under the plausible value imputation approach are

10–25% smaller compared to estimates based on crude EAP scores.

Similarly, standard errors of effect estimates are 10–60% larger and

errors of marginal means are up to 30% larger, when measurement

error is taken into account. Conclusion: Correlations as well as

standard errors are cornerstones of statistical analysis in quality of life

research. Our analysis shows that accounting for measurement error

has a relevant impact on the results of such analysis. When mea-

surement error is ignored, estimated standard errors and respective

p-values are smaller than they should be. This is true for all tests, but

with plausible value imputation IRT offers a straightforward method

to account for measurement error. It seems in particular relevant in

confirmatory research and analyses using measures with large stan-

dard errors and small samples.

Evaluating the incremental value of multidimensional
computerized adaptive tests (MCATs) under different scenarios

Muirne Paap, PhD, University of Groningen, Groningen, Netherlands;

Johan Braeken, PhD, University of Oslo, Oslo, Norway

Aims: Currently, most itembanks used to measure quality of life

(QoL) are based on unidimensional IRT models, whereas QoL is

known to be multidimensional. Multidimensional computerized

adaptive tests (multidimensional CATs; MCATs) are becoming

increasingly popular, but before MCATs can be widely implemented

in health measurement, it is of paramount to evaluate to what degree

research on MCAT conducted in the field of educational testing

(where it was first introduced) can be generalized to health mea-

surement. The aim of this presentation is to compare measurement

efficiency of MCAT with that of separate unidimensional CATs,

using example banks from educational testing and health measure-

ment. Methods: Two main scenarios were compared: health

polytomous (HEPO) and education dichotomous (EDDI). To ensure

realistic CAT simulations, we synthesized banks using item param-

eters from widely known empirical item banks (PROMIS, TIMSS &

PIRLS). Three correlation patterns were considered: r = 0 (unidi-

mensional CAT; UCAT), r = 0.5 (medium correlation), r = 0.8 (high

correlation). Furthermore, the effect of bank size and targeting (the

match between the item bank and the latent trait distribution) were

evaluated. All simulations involved three dimensions and fixed-pre-

cision termination (SE = 0.387). Results: MCAT generally resulted in

shorter test length and a higher proportion of individual CAT

assessments reaching the required measurement precision threshold.

For the HEPO scenario, MCAT were 17% shorter than UCATs for

r = 0.56 and 38% shorter for r = 0.80. Required bank size was sub-

stantially smaller for the HEPO scenario (when targeting was

adequate). When targeting was spot-on, 5 items per dimension would

suffice to support CAT (average resulting CAT length: 4–7 items). In

contrast, when targeting was problematic, as many as 120 items per

dimension were needed. Conclusion: Overall, from a measurement

efficiency perspective, MCAT holds a lot of promise for health

measurement. In case of adequate targeting, relatively short polyto-

mous banks are sufficient in supporting MCAT. Taking the

multidimensional nature of health outcomes explicitly into account

when designing an item bank does not only do justice to the nature of

the construct, it also allows one to take advantage of the relationship

among the dimensions, leading to short and efficient tests.

Meta-banks: aggregating item banks for score comparability

Aaron Kaat, PhD, Northwestern University, Chicago, IL, United

States; David Cella, PhD, Northwestern University, Chicago, IL,

United States; Benjamin Schalet, PhD, Northwestern University,

Chicago, IL, United States

Aims: Widespread use of person-reported outcome measures (PROs)

is compromised by a lack of standardization. Clinicians and

researchers are faced with a myriad of static and dynamic (i.e.

computer adaptive tests [CATs]) PROs, which poses significant

practical concerns, particularly for longitudinal research, data aggre-

gation, and the accumulation of knowledge based on common data

elements. Meta-banks, which combine items from multiple linked or

scaled PROs into one larger itembank, allow for additional mea-

surement opportunities within and across time. However, little

evidence is available as to the comparability of scores over time,

when converting between measures, or when administering item

subsets from different PROs concurrently. This session explores the

advantages and drawbacks of meta-banks. Methods: Drawing exam-

ples from two domains—Depression and Pain—we explored methods

to form meta-banks, including unidimensional and bifactor linking

and calibrated projection. Then, we simulated 1000 CATs from the

exemplar meta-banks to examine the agreement with the original

measures. Finally, we demonstrate possible applications of meta-

banks using two existing longitudinal datasets (PROMIS 1 Wave 2

Depression; PROMIS 1 Wave 2 Pain). Results: The simulation results

found slightly larger correlations between the meta-bank and original

measures than between the original measures themselves (all

r[ 0.80). Graphical and statistical analyses within the existing lon-

gitudinal data suggest that meta-banks also can recover change scores

and may allow group comparisons even when changing PROs com-

pletely at later measurement occasions. Conclusion: Meta-banks are

unique applications of linking and scaling multiple PROs to a com-

mon metric. Using depression and pain as examples, we demonstrated

the utility of meta-banks in simulations and as applications in existing

data. We envision meta-banks as enabling comparisons over time,

including situations where a different PRO is necessary (e.g. when an

adolescent becomes an adult). They may also facilitate international

research, with or without language-specific items and calibrations.

Pragmatic concerns need to be addressed before widespread meta-

bank adoption can occur. Some specific issues include domain-

specific optimal methods for linking, setting the scale of the meta-

bank, local dependence by PRO, and other aspects of

multidimensionality.

Future perspectives on item banking: item anchoring, ecological
momentary assessment, and iterative re-calibration

Chris Gibbons, Brigham and Women’s Hospital/Harvard Medical

School, Boston, MA, United States; Bao Sheng Loe, MPHIL,

University of Cambridge, Cambridge, United Kingdom

Aims: Though the advantages of item response theory (IRT) and item

banking in terms of improving measurement accuracy, targeting, and

efficiency are well described, these flexible methodologies can be
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exploited ways which can transform person-reported outcomes

assessment (PROMs). We will introduce three techniques which

interface with IRT to expand the possibilities of patient-reported

outcomes assessment. Methods: We examine item anchoring for

overcoming issues with differential item functioning to create item

banks which combine a core of items which are relevant to many

populations with items which are designed specifically to assess the

unique experiences of certain demographic groups. Ecological

momentary assessment (EMA) is an exciting technique for creating

assessments which are sensitive to temporal variations in the thoughts

and feelings. Many EMA assessments comprise items which are

picked either randomly or by hand. We use information analysis to

demonstrate the risk of such approaching in terms of measurement

reliability and show how IRT and computerized adaptive testing can

prevent such risks from affecting the accurate of EMA measure-

ments.Finally we will present the possibilities offered by iterative re-

calibration. Iterative re-calibration allows items bank parameters to

dynamically updated with new items. We will give examples of

cognitive ability item banks which are deployed and iteratively re-

calibrated using automatically generated items. We then demonstrate

the potential of putting patients and the centre of item bank devel-

opment by allowing respondents to make suggestions and respond to

new items whilst completing the existing calibrated item bank. These

studies include data gathered from assessments of quality of life,

depression, functional status, and cognitive ability; drawing from an

international population of over 14,000 people who have participated

in research at the University of Cambridge Psychometrics Centre.

Results: The results of these studies are forthcoming and will be

presented for the first time at the 25th ISOQOL conference. Con-

clusion: We provide evidence to demonstrate how the fundamental

principles of IRT can be utilized to develop smart electronic tools

which will transform the way in which person-reported outcomes

measures (PROMs) are be used to support clinical care and research.

Symposium #4: Using PROs and machine learning to identify ‘‘at
risk’’ patients for musculoskeletal injury

Moderator: Judith Baumhauer, MD, MPH, University of Rochester

Medical Center, Rochester, NY, United States

Discussants: David Mitten, MD, University of Rochester Medical

Center, Rochester, NY, United States; Kostantinos Vasalos PT,

CSCS, MSBA, University of Rochester Medical Center, Rochester,

NY, United States

Overview: Each year approximately 30–40% of people over the age

of 65 fall. Approximately one-half of these falls result in an injury

with the estimated annual direct medical costs of $30 billion.

Equally devastating are osteoporotic fractures resulting in medical

treatment costs of 15 billion dollars yearly. Identifying patients at

risk to fall or to have osteoporosis with common tests and imple-

menting a prevention plan would help patients and save cost to the

healthcare system. Using real-time PRO data, electronic health data

elements, structured physical examinations and data analytics

through machine learning, ‘‘at risk’’ patients can be identified and a

further identification and preventative program put in place to

decrease injury. Objective: To present: (1) the current standard of

care PRO collection across a healthcare system at 3 years (185,000

unique patients); (2) the process and challenges using machine

learning data analytics in defining ‘‘at risk’’ individuals for falls,

osteoporosis and the need for skilled nursing after joint replacement

and (3) identifying preventative program selection or next steps

discussions with clinicians.

Individual presentations

Standard of care PRO collection across a healthcare system

Paul Rubery, MD, University of Rochester Medical Center,

Rochester, NY, United States; Allison McIntyre, MPH, University of

Rochester Medical Center, Rochester, NY, United States; David

Mitten, MD, University of Rochester Medical Center, Rochester, NY,

United States; Chris Dasilva, BS, University of Rochester Medical

Center, Rochester, NY, United States; Jeff Houck, PT PhD,

University of Rochester Medical Center, Rochester, NY, United

States; Judith Baumhauer, MD MPH, University of Rochester

Medical Center, Rochester, NY, United States

Aims: (1) To evaluate patient-reported outcomes (PRO) program

metrics across a large healthcare system since initiation to present

(2015–2018). (2) Assess the provider adoption as assessed by PRO

views within the Electronic Health Record. Methods: Patient Repor-

ted Outcomes Measurement Information System (PROMIS�)

physical function, pain interference and depression CAT t-scores have

been asked of patients at every visit in orthopaedics beginning in 2015

and the initiative quickly spread across a healthcare system to include

other areas such as Cardiology, Cancer and 33 other Depart-

ments/divisions. Use of these core PROMIS instruments initially were

encouraged across the enterprise however with time other depart-

ments incorporated other domains and PROs based on their patient’s

needs. Evaluating and tracking the trends in PRO administration,

collection, patient refusal (‘‘opt out’’) and provider adoption and

visualization within the EHR over 3 years provides important infor-

mation regarding the longevity and need for change and modification

of this PRO initiative. Results: Since February 2015 PRO have been

collected on 182,909 individuals resulting in almost 1.5 million

PROMIS� scores (Fig. 1.0). The average number of patients in ALL

Departments administered an iPad and completing ALL the PROs is

68% and 79% respectively. Administration rates in Orthopaedic clinic

is 92% with a completion rate of ALL PROs in Orthopaedics is 74%.

Average ‘‘Opt out’’ rates have slightly increased from 2015 to 2018

(approximately 5%) in Orthopaedics. There was an 11% increase in

provider visualization of the PROs graphic display from 2016 to 2017

resulting in 1290 health professionals viewing the data in the EHR,

including 86% of ALL Orthopaedic surgeons. Conclusion: Admin-

istration rates are subject to many influences including collection

schedules and level of staff education. Completion rates are also

susceptible to staff and provider commitment. Tracking and identi-

fying trends provides information on where additional support such as

patient, provider and staff education and/or IT enhancements is

needed to advance PRO adoption with providers and with patients.

Does the Patient Reported Outcome Information System
(PROMIS) physical function scale perform as well
as recommended performance based tests to identify older adults
at falls risk?

Jeff Houck, PT, PhD, George Fox University/University of Rochester,

Newberg, OR, United States; Vasalos Konstantinos, DPT, University

of Rochester, Rochester, NY, United States; Judith Baumhauer, MD,

University of Rochester, Rochester, NY, United States

Aims: To compare the ability of the Patient Reported Outcome Infor-

mation System Physical Function (PROMIS PF) scale to performance

based test in identifying community dwelling older adults ([ 65 years

old) who have fallen one or more times in the last year. Methods: A

sample of 45 community dwelling older adults(Age = 77 ± 4.6,

female = 27) participated in a single data collection screening for falls

risk. Fifty percent of patients had three or more co-morbidities, 39.1% of

patients took 4 or more medications and the Mean Mini-mental state

exam was 28.4 ± 1.5. Participants completed the modified Physical
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Performance Test (mPPT) battery (7 timed tests including 5 9 sit to

stand (5 9 STS), gait speed (GS), and timed stair climbing(TSC)). Ten

participants fell one or more times (7 fell 1 time and 3 fell 2 times) in the

last year. The ability of PROMIS PF, 5 9 STS, GS, and TSC to identify

which patients had fallen in the last year were assessed using receiver

operator curve(ROC) analysis. Area’s under curve (AUC) that were

above 0.7 were considered potentially useful clinically. Thresholds for

useful for screening (100% sensitivity in ruling out a faller) and confir-

mation of a person who had fallen (95% specificity) were identified for

tests with AUC C 0.7. Results: All the examined tests had significant

AUC(AUC C 0.7) for predicting patients who fell in the last year

(Fig. 1). The highest to lowest AUC for predicting a fall in the last year

was the PROMIS PF(0.77), 5 9 STS (0.73), TSC(0.73), and GS(0.70).

Thresholds for 100% sensitivity for ruling out a faller were less than

12.2 s 5 9 STS, 6.4 s SCT, 1.4 m/s GS, 52.5 PROMIS PF. Thresholds

nearest to 95% specificity for ruling in a faller were 19.6 s 5 9 STS,

10.2 s SCT, 0.9 m/s GS, 43.5 PROMIS PF. Conclusion: PROMIS PF

performed better than current ‘‘best’’ physical performance tests in

patients who identified themselves as fallers in the past year. This finding

supports the evaluation of PROMIS PF in prospective interventions to

identify risk for falling and as an outcome to determine what level of

functioning is necessary(PROMIS PF C 52.5) to reduce fall risk.

Identifying joint replacement patients at risk for skilled nursing
facility (SNF) placement using computer analytics and neural
network processing

Allison W. McIntyre, MPH, University of Rochester Medical Center,

Rochester, NY, United States; David Mitten, MD, University of

Rochester Medical Center, Rochester, NY, United States; Chris

Dasilva, University of Rochester Medical Center, Rochester, NY,

United States; Jack Teitel, University of Rochester Medical Center,

Rochester, NY, United States; Judy Baumhauer, MD, MPH,

University of Rochester Medical Center, Rochester, NY, United

States

Aims: Utilize machine learning analytics to pre-operatively predict

which total joint patients will require Skilled Nursing Facility (SNF)

post-operatively. Methods: Demographics, socio-economic factors,

billing data and medical variables were collected from the Electronic

Health Record (EHR) of patients who underwent a hip or knee

replacement at a high-volume, academic subspecialty orthopaedic

practice. The training dataset consisted of 1250 patients who required

a SNF combined with 1200 random joint replacement patients who

went home after surgery. Using cloud software (Microsoft Azure) a

predictive neural network model was constructed to identify the

highest predictive variables for SNF placement (Table 1.0). A web

API endpoint was linked to the trained model allowing data from new

preoperative joint clinic patients to be routed through the API and

obtain a probability prediction of SNF placement. Lastly, to opera-

tionalize this prediction, an app was developed in the EHR to

automatically pull the data for a specific patient from the EHR and

provide the predicted outcome. This application allows the provider to

adjust the modifiable variables, such as weight and living situation,

and demonstrate the impact these changes have on the prediction of

SNF placement (Fig. 1.0). Results: Approximately 25% of the 5000

patients in the original dataset went to a SNF. The one variable that

was highly predictive of SNF placement was a previous SNF

admission. Changes in some of the variables were found to have high

likelihood that a patient would require SNF services such as laterality.

A right-sided joint replacement had a much higher probability of

requiring SNF than a left-sided joint replacement, felt due to driving

limitations and lack of independence. Conclusion: The ability to

predict which patients might require skilled nursing placement can

benefit both the patient and the health system. Helping a patient

visualize how small changes in modifiable variables, like losing

weight, might allow the patient to return to his/her home is a powerful

way to improve patient engagement. Being able to budget post-op-

erative costs within a comprehensive bundled payment model allows

health care systems to remain financially viable.

Identifying patients at risk for osteoporosis using artificial
intelligence on X-rays

Chris Dasilva, University of Rochester Medical Center, Rochester,

NY, United States; Jack Teitel, MS, University of Rochester Medical

Center, Rochester, NY, United States; Numair Sani, University of

Rochester, Rochester, NY, United States; David Mitten, MD,

University of Rochester Medical Center, Rochester, NY, United

States

Aims: To determine the feasibility of utilizing deep learning algo-

rithms on X-rays in order to screen for osteoporosis.Osteoporosis

related fractures cost patients, families and the healthcare system

19 million dollars annually. Identifying patients at risk for osteo-

porosis from commonly performed radiographs completed for other

reasons than fracture (such as hand X-rays) could allow for earlier

detection and preventative treatment. Methods: We hypothesized that

the index metacarpal in a hand postero-anterior (PA) X-ray contained

the visual information necessary for a computer to make an osteo-

porosis prediction (Schreiber et al. 20**). A retrospective analysis of

approximately 4000 randomly selected adult patients with hand

X-rays was performed. A sequence of neural networks and computer

vision algorithms were used to isolate the index metacarpal. The

algorithms would perform image correction using predictions of

whether the image was a hand, was the correct view, was a left or

right, or was rotated. From the standardized images, the index

metacarpal was segmented.A final neural network was trained on the

segmented index metacarpal to make a prediction of osteoporosis

versus non-osteoporosis. The ground truth data was manually labeled

based on the methods of the original publication. Results: The code

was tested on 268 new hand X-rays. The accuracy of our algorithm at

predicting the correct label for each image was 93.9%. Conclusion:

Osteoporosis is a treatable comorbidity of falls. Bone density scans

are currently used to screen for osteoporosis but require specialized

equipment to perform. The results of this preliminary study show that

X-rays have the potential to screen for osteoporosis when combined

with artificial intelligence. X-rays are standard of care for a variety of

different conditions unrelated to falls or fractures. Using artificial

intelligence on X-rays could allow a health care system to identify ‘‘at

risk’’ patients that may not otherwise receive a bone density scan. In a

fee-for-service system this could drive additional volume to a health

system’s osteoporosis centers and in a value based system this could

help prevent more costly falls and fractures.

Identifying foot and ankle patients at risk to fall based on patient
reported outcome assessments

Judith Baumhauer, MD MPH, University of Rochester Medical

Center, Rochester, NY, United States; Jack Teitel, University of

Rochester Medical Center, Rochester, NY, United States; Kathleen

Fear, PhD, University of Rochester Medical Center, Rochester, NY,

United States; Allison McIntyre, MPH, University of Rochester

Medical Center, Rochester, NY, United States; David Mitten, MD,

University of Rochester Medical Center, Rochester, NY, United

States; Jeff Houck, PT PhD, George Fox University, Newberg, OR,

United States

Aims: To determine if patient reported outcomes (PROMIS) can

identify orthopaedic and specifically foot and ankle patients at risk to
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fall. Methods: Prospective patient reported outcomes (PROMIS CAT

physical function, pain interference and depression and CMS fall risk

assessment questions) and patient demographics were collected for all

patients at each clinic visit from an academic orthopaedic multi-

specialty practice between January 2015 and November 2017. Stan-

dardized yes/no validated self-reported fall risk questions include:

‘‘Have you fallen in the last year?’’ and ‘‘Do you feel you are at risk of

falling?’’ Histograms, t-tests, confidence intervals and effect size were

used to determine the fall risk ‘‘YES’’ patients were different than the

‘‘NO’’ for ALL orthopaedic patients and specifically foot and ankle

patients. Logistic Regression was used to determine if age, gender,

height, weight, and PROMIS scales predicted self-reported falls risk.

Results: 94,761 orthopaedic patients comprising 315,273 visits (44%

male, mean age 53.7 ± 17 years) and 13,720 foot/ankle patients

comprising 33,480 visits (37% male, mean age 52.7 ± 16.1 years)

had complete data for analysis. Table 1 provides the means/SD/p-

values/effect sizes for patient self-identifying at risk to fall stratified

by PROMIS PF/PI/Dep t-scores. Although all PROMIS scores

demonstrated significant impairment between patients at risk desig-

nation (yes/no), PROMIS PF had the largest effect size for ALL Ortho

and FOOT AND ANKLE patients (0.8 and 0.7 respectively). Patients

who are at risk to fall have PROMIS PF t-scores[ 1.5 lower than the

United States normative population while the patients not at risk are

less\ 1 SD. In the adjusted regression models gender and PROMIS

PF had the largest coefficients. Conclusion: Falls are a major cost to

the healthcare system and threat to patient’s quality of life and

independence. Screening patients for prevention/treatment strategies

has previously been difficult to implement across a health system due

to the burdensome ‘‘hands on’’ clinical testing required. This study

demonstrates that PROMIS PF t-scores can be linked to self-reported

fall risk. This information can potentially be used to fulfill a quality

indicator requirement by CMS (falls risk). Most importantly this

screening can aid the provider in identifying patients who may benefit

from prevention programs.

Symposium #5: What matters to you: measuring patient
experiences

Moderator: Elizabeth Gibbons, Nuffield Department of Population

Health, University of Oxford, Oxford, United Kingdom

Overview: Patient-reported experience measures (PREMs) are patient

reports and ratings of aspects of care such as access to care, provider

communication, involvement in decision-making, care coordination,

and staff courtesy and respect. PREMs yield information about the

extent to which care is responsive to patient needs, values and pref-

erences. PREMs were developed to support evaluation of the quality

of health care received and have been used to monitor improvement in

health care services. The overall objective of this symposium is to

describe the assessment of patient experiences in different countries.

We will present new initiatives (person-centred indicators) and

techniques (using machine learning and natural language processing)

for assessing patient experience; and we will discuss programs that

may allow the standardization of these assessments and improve the

understanding of what they mean and in what circumstances the

integration of PREMs data into big data leads to improvements in

patient care. The symposium will include presentations on: (1)

methods of measuring patient experiences and the role of PREMs; (2)

How patient experience is assessed in England, USA and Canada; (3)

Evidence-based and patient/caregiver/community informed indica-

tors; and (4) Using automated systems to make sense of open-text

comments in order to supplement PREMs and to gain actionable

insights into healthcare quality and improvement.

Individual presentations

The role of patient-reported outcomes in health care quality
improvement in Canada

Maria J. Santana, Cumming School of Medicine, University of

Calgary, Calgary, Alberta, Canada

Aims: Priorities and experiences of patients and family caregivers are

often not included in quality improvement and health system perfor-

mance measurement. In Canada, the Canadian Institute of Health

Information collects data on Patient-Reported Outcome Measures

(PROMs) and Patient-Reported Experience Measures (PREMs), as part

of their Performance Measurement Framework for the Canadian Health

System. Despite this national big data initiative, there are no standard

mechanisms in place to use this data (PROMs and PREMs) to measure

andmonitor systemperformance at thenational level.Using existingdata

on PROMs and PREMs, and with the support of international collabo-

rators, our goal was to develop a set of evidence-based and patient-

informed Patient-Centred Quality Indicators (PC-QIs) that will ulti-

mately drive the healthcare improvement valued bypatients and families.

Methods: The goals were achieved by conducting the following phases:

1—Identify and collect information about existing PC-QIs—by con-

ducting a scoping review of the literature and an international

environmental scan, to identify and collect PC-QIs previously imple-

mented and evaluated in various settings. Additionally, through focus

groups, we incorporated the perspectives of diverse patients and family

caregivers to identify ‘whatmatters to them’ in their healthcare. This first

phase informed the identification/development of PC-QIs, which were

categorized into ‘‘Structure,’’ ‘‘Process,’’ and ‘‘Outcome’’ indicators

based on theDonabedianmodel. 2—Refine identifiedPC-QIs - through a

Delphi process with patients and family caregivers, clinicians, quality

improvement leads and decision makers, the newly identified indicators

were further developed and prioritized. Results: Thirty-nine unique

indicators were identified: 12 structure PC-QIs, including domains

related to patient-centred care policy, protocols, educational programs,

and structures to support data collection and reporting; 20 process indi-

cators that capture domains related to patient-healthcare provider

communication, timely access, and shared decision making and plan-

ning; 6 outcome indicators included overall patient-reported outcomes

and experiences: 1 global indicator was identified, to provide an overall

rating of care received at a health facility. Conclusion: Future steps

include development of new tools to analyze patient narratives, for

example text mining tools; and to implement these evidence-based and

patient informed PC-QIs to advance standardized patient-centred care

measurement in Canada, to ultimately improve patient-centred care.

The evolution of the measurement of patient experience
in England

Jenny King, Picker Institute Europe, Oxford, United Kingdom;

Elizabeth Gibbons, Nuffield Department of Population Health,

University of Oxford, Oxford, United Kingdom

Aims: This presentation will look at the evolution of patient experi-

ence measurement in England. We will explore how we’ve

progressed from just one NHS Adult Inpatient Survey in 2002 to the

suite of surveys we now see today. How the piloting of innovative

methods of capturing patient experiences such as online surveys and

SMS text messaging is increasing. And how attention has now turned

to understanding how best to support organisations make improve-

ments based on patient experience feedback. Methods: The

presentation will first look at the surveys on the Care Quality Com-

mission’s national patient survey programme. We will then explore

the growth of other means of collecting patient experience data such

as the NHS Friends and Family Test, which has been rolled out across

the majority of NHS services. Results: from a National Institute of
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Health Research funded study, carried out by the University of

Oxford and Picker, looking at how NHS staff use patient feedback to

improve care will be drawn upon. Results: The national patient survey

programme was one of the first of its kind in the world and has

inspired similar initiatives in many other countries. Its suite of surveys

enables feedback to be collected from different patient groups. The

piloting of innovative methods has led to small improvements in

response rates for specific groups. The NHS Friends and Family Test

is an unreliable performance management measure but can be useful

for improving services where focus is given to patient comments.

There are challenges around the use of feedback, such as time and

resource, and it can be difficult for NHS trusts to move from mea-

surement to improvement. Conclusion: The introduction of a national

patient survey programme was the catalyst for changing the way

policy makers and providers viewed the importance of understanding

and improving patient experience. Now in England patient experience

is given equal importance as clinical effectiveness and safety. It is

part of a nationally accepted definition of healthcare quality. Despite

having a good understanding of what matters to patients, more work is

required to ensure feedback results in improvements to care.

Not just a tick-box exercise: realizing the value of written patient
comments using machine learning and natural language
processing

Chris Gibbons, Brigham and Women’s Hospital/Harvard Medical

School, Boston, MA, United States; Maria J. Santana, Cumming

School of Medicine, University of Calgary, Calgary, Alberta, Canada

Aims: Summary scores derived from tick-box questionnaires of

patient experience are useful for benchmarking, but this give little

insight into what could be done to improve the quality of healthcare.

More actionable insight could be gained from the addition of open-

text comments on patient experience surveys, but such information is

time-consuming to analyse and interpret. Methods: Automated natural

language processing (NLP) powered by machine learning could

provide a solution to make sense of unstructured open-text in real-

time. This talk will describe the use of NLP to analyse open-text

experience data. We will describe supervised (i.e., regression) and

unsupervised (i.e., dimension reduction) machine learning algorithms

and demonstrate their use as tools to analyse patient and doctor

comments collected within the NHS. Results: Results: of new studies

demonstrating high performance on classification tasks (accu-

racy[ 0.90) as well as using Latent Dirichlet Analysis to identify

salient and novel themes from open-text patient experience data

collected in the NHS. We demonstrate a straightforward process by

which machine learning algorithms maybe be developing into online

tools (e.g., opentextanalysis.com) which facilitate both classification

of open-text comments, continuous data collection, and iterative re-

calibration of predictive models. Conclusion: Natural language pro-

cessing and machine learning can be used to automatically arrange

unstructured open-text comments and provide granular insights into

elements of healthcare delivery that are affecting patient experience.

The future of NLP and its relationship to patient experience assess-

ment will be critically discussed in the light of the reasonable

expectations for predictive performance as well as issues surrounding

implementation into clinical and managerial workflows.

The Consumer Assessment of Healthcare Providers and Systems
(CAHPS) approach to assessing patient experiences with care
in the United States

Ron Hays, PhD, UCLA School of Medicine, Los Angeles, CA, United

States

Aims: The objective of this presentation is to provide an overview of

past CAHPS work and plans for future work on survey development,

reporting of survey results, and use of CAHPS patient experience data

for health care quality improvement. In addition, the challenges from

health care providers about the use of patient experience data to

evaluate health care will be summarized. Methods: The presentation

covers the successes and challenges in the construction and use of

patient experience data to evaluate and improve health care in the

United States based on a review of the patient experience data pub-

lished from 1995 to 2018 and the authors experience as one of the

principal investigators for the CAHPS I, CAHPS II, CAHPS III,

CAHPS IV, and CAHPS V project. Results: The review documents

the plethora of ambulatory (e.g., health plan, group/physician),

institutional (e.g., hospital, incenter hemodialysis, nursing home), and

across setting (e.g., cancer) CAHPS surveys developed to date, the

rationale for item wording and selection, reliance on patient input,

evaluation of psychometric properties when scores are focused on

higher-level units rather than individual patients, usage of CAHPS

surveys for quality improvement, and how the survey data is reporting

to providers and patients who are choosing among different health

care options. The importance of key stakeholder involvement (e.g.,

Centers for Medicare and Medicaid Services, National Committee on

Quality Assurance, National Quality Forum) in the process is also

emphasized. The ongoing resistance to use of patient experience

surveys for payment of providers is also noted. Conclusion: The

CAHPS surveys are the most widely used patient experience mea-

sures in the United States during the last two decades. Due to

declining survey response rates, there is a need for concentrated

efforts to develop briefer and easy to read variants of the existing

CAHPS surveys. In addition, electronic data collection methods (e.g.,

web surveys, tablet administration) need to be utilized more exten-

sively and evaluated.

Symposium #6: A PRO-cision medicine toolkit: methods
for aiding interpretation of and acting on PRO scores in clinical
practice

Moderator: Claire Snyder, PhD, Johns Hopkins, Baltimore, MD,

United States

Overview: There is increasing interest in using patient-reported out-

come measures (PROMs) in clinical practice for individual patient

management. PRO data can be used to promote personalized and

patient-centered care, which we refer to as ‘‘PRO-cision Medicine.’’

However, the use of PROMs in practice is limited by difficulties in

interpreting PRO score meaning and in determining how to act on

PRO score results. A number of projects have explored alternative

methods for aiding PRO score interpretation and acting on PRO score

results, but there is currently no standard approach to address these

issues. We invited a series of papers that summarize methods that

have been used to aid PRO score interpretation and to develop

guidance for acting on PRO results (i.e., the ‘‘PRO-cision Medicine

Methods Toolkit Paper Series’’). The series includes eight papers

describing methods for aiding score interpretation and eight papers

describing how different PRO data collection systems address score

interpretation and/or guidance for acting on the PRO results. In this

symposium, we will summarize the different approaches featured in

the paper series for both interpreting and acting on PRO scores and

discuss the relative advantages and disadvantages of the alternative

approaches. We will also identify cross-cutting themes across meth-

ods, highlighting areas of similarity and points of difference.

Specifically, the moderator will first provide an overview of the

project, and then we will present two brief abstracts: one summarizing

approaches to aid PRO score interpretation and one summarizing

approaches for developing guidance for acting on PRO score results.

S12 Qual Life Res (2018) 27 (Suppl 1):S1–S190

123



These brief presentations will be followed by an extended and

interactive discussion with the audience, featuring a panel of paper

series authors.

Individual presentations

Methods for aiding interpretation of PRO scores

Michael Brundage, MD, MSc, Queen’s Cancer Research Institute,

Kingston, Ontario, Canada; Albert Wu, MD, MPH, Johns Hopkins

Bloomberg School of Public Health, Baltimore, MD, United States;

Yonaira Rivera, MPH, PhD(c), Johns Hopkins Bloomberg School of

Public Health, Baltimore, MD, United States; Stefan Cano, PhD,

Modus Outcomes Ltd, Letchworth Garden City, MD, United

Kingdom; Amylou Dueck, PhD, Mayo Clinic, Scottsdale, AZ, United

States; Roxanne Jensen, PhD, Leidos Biomedical Research contract

supporting the National Cancer Institute, Rockville, MD, United

States; Madeleine King, PhD, University of Sydney, Sydney,

Australia; Brant Oliver, PhD, MS, MPH, APRN-BC, The Dartmouth

Institute and Geisel School of Medicine at Dartmouth, Hanover, NH,

United States; Bryce Reeve, PhD, Duke University, Durham, NC,

United States; Dennis Revicki, PhD, Evidera, Bethesda, MD, United

States; Quiling Shi, PhD, University of Texas MD Anderson Cancer

Center, Houston, TX, United States; Claire Snyder, PhD, Johns

Hopkins, Baltimore, MD, United States; submitted on behalf of PRO-

cision Medicine Toolkit Paper Authors

Aims: Because of the variation in how patient-reported outcome

measures (PROMs) are scored and scaled, it can be challenging to

interpret a PRO score’s meaning. A Delphi-panel recommended that

PRO data be displayed to include (1) descriptive labels along the

y-axis (e.g., none/mild/moderate/severe); (2) an indication of whether

the PRO score is concerning; and (3) scores for reference populations.

However, the Panel also noted that the information needed to

implement these recommendations is not available for many PRO

instruments. We invited a series of papers that describe different

approaches that have been used to address these issues and aid in PRO

score interpretation. Methods: The invited papers cover a range of

approaches for aiding score interpretation and describe how different

PRO data collection systems have operationalized these approaches.

They also address the applicability (or not) of group-level metrics

such as minimally important differences to the interpretation of an

individual patient’s score. Results: Several approaches can be used to

aid interpretation of PRO scores, each of which involves a number of

considerations. If reference values are used, it is important to deter-

mine whose data should be shown and the best ways to collect these

data. Both quantitative and qualitative methods can be used to cate-

gorize PRO score ranges (e.g., none/mild/moderate/severe).

Comparisons against other standards (e.g., needs assessments) can

help identify scores that are normal versus those that may require

additional attention. There are also examples of using PRO scores at

the individual patient level to predict who is likely to benefit from

care, and applying that information in shared decision-making.

Finally, a number of investigations have explored the applicability of

more traditional psychometric methods (e.g., responsiveness and

responder thresholds) for understanding and interpreting within sub-

ject changes at the individual patient level. The presentation will

highlight relative advantages and disadvantages of each approach, as

well as cross-cutting themes across methods. Conclusion: The

methods described in this PRO-cision Medicine Methods: Toolkit

paper series will serve as a valuable resource for researchers and

practitioners aiming to aid the interpretability of PRO scores for the

management of individual patients in clinical practice.

Methods for developing guidance for acting on PRO results

Albert Wu, MD, MPH, Johns Hopkins Bloomberg School of Public

Health, Baltimore, MD, United States; Michael Brundage, MD, MSc,

Queen’s Cancer Research Institute, Kingston, Ontario, Canada;

Yonaira Rivera, MPH, PhD(c), Johns Hopkins Bloomberg School of

Public Health, Baltimore, MD, United States; Lisa Barbera, MD,

Sunnybrook Odette Cancer Centre, Toronto, MDOntario, Canada;

Amanda Blackford, ScM, Sidney Kimmel Comprehensive Cancer

Center at Johns Hopkins, Baltimore, MD, United States; Afaf Girgis,

PhD, BSc(Hons), Ingham Institute for Applied Medical Research,

University of New South Wales, Sydney, Australia; Lotte Haverman,

PhD, Emma Children’s Hospital, Academic Medical Center,

Amsterdam, Netherlands; Kathi Mooney, PhD, Huntsman Cancer

Institute; University of Utah, Salt Lake City, UT, United States; Jeff

Sloan, PhD, Mayo Clinic, Rochester, MN, United States; Carrie

Stricker, PhD, RN, Carevive Systems, Inc., Philadelphia, PA, United

States; Galina Velikova, MD, PhD, Leeds Institute of Cancer &

Pathology, University of Leeds, Leeds, United Kingdom; Claire

Snyder, PhD, Johns Hopkins, Baltimore, MD, United States;

submitted on behalf of PRO-cision Medicine Toolkit Paper Authors

Aims: While there is increasing interest in using patient-reported

outcome measures (PROMs) in clinical practice to inform individual

patient management, uncertainty about how clinicians (and, in some

cases, patients) should act on PRO findings poses a barrier to routine

use. At a recent meeting of experts, helping clinicians and patients act

on PRO results was identified as a priority to advance the use of PROs

in clinical practice. We invited a series of papers, the PRO-cision

Medicine Methods: Toolkit, which describes different approaches to

develop guidance for clinicians and/or patients to act on PRO results.

Methods: The invited papers include descriptions of eight different

PRO data collection systems. For each system, the paper describes the

processes they used to develop recommendations for clinicians and/or

patients on how to act on PRO results. Results: A number of

approaches have been used to develop guidance for clinicians and/or

patients on how to act on PRO results. These approaches include

literature searches, reference to clinical practice guidelines, one-on-

one interviews with experts from various disciplines, focus groups

with key stakeholders (e.g., patients, clinicians), stakeholder surveys,

consultation with patient advocacy groups, and various combinations

of the above. The guidance has been operationalized in a number of

forms, with some providing general recommendations and others

tailoring the recommendations based on severity. In some systems,

clinicians can click on a link in the electronic PRO system and see a

range of options for responding to issues regarding a particular PRO

domain (e.g., refer to social work; consider adjusting pain medica-

tion). In other systems, guidance has been presented as clinical

pathways and includes resources from within the institution, as well

as from the community. In still other cases, the guidance has been

designed to be provided via stand-alone paper documents, as well as

integrated into electronic systems. We will highlight relative advan-

tages and disadvantages of each approach, as well as cross-cutting

themes across methods. Conclusion: The methods described in this

PRO-cision Medicine Methods: Toolkit paper series will serve as a

valuable resource for researchers and practitioners aiming to develop

guidance for acting on PRO score results in clinical practice.

Symposium #7: Role of health preferences in clinical decision
making: the past, present, and future

Moderator: Richard Skolasky, Sc.D., Johns Hopkins University,

Baltimore, MD, United States

Overview: Health Preference Research (HPR) seeks to understand the

value of health and health-related goods and services (i.e., patient
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preference). For most healthcare decisions, a choice must be made

between the combination of available treatments and the positive and

negative outcomes of each treatment. In the context of shared deci-

sion making, assessing patient preferences for possible health

outcomes can help patients and healthcare providers choose treat-

ments that fit the personal goals of each patient. One way to determine

patient preference is to ascertain the health utilities for various health

states. While health utilities are underutilized, they are important tools

in aiding shared decision making between patients, caregivers and

healthcare providers. To be useful, health utilities should be specific

to the clinical population for which they are being used. There are

many ways to develop health utilities that assess patient preference

using either direct or indirect methods. Direct methods involve asking

patients to choose between health states (e.g., discrete choice exper-

iments). Indirect methods involve using a patient reported outcome

measure to generate health states that have been previously associated

with a health utility (e.g., EQ-5D-5L or SF-6D). Once ascertained,

health utilities can guide treatment discussion between patients and

providers, allocation decisions among administrators and payers, and

regulatory decisions by policymakers. By understanding patient

preferences, healthcare providers, administrators, and payers can

provide services that meet the patients’ needs. This symposium will

describe the current state of HPR in the breast cancer literature and

provide an example of a multi-attribute utility to assess quality

adjusted life years. The speakers will also describe how HPR can be

used by administrators and payers in healthcare resource allocation

and by clinicians in making treatment recommendations.

Individual presentations

Improving breast cancer care by understanding health utilities:
the work before the work

Manraj Kaur, PhD(c), McMaster University, Hamilton, Ontario,

Canada; Anne Klassen, McMaster University, Hamilton, Ontario,

Canada; Paolo David, McMaster University, Hamilton, Ontario,

Canada; Dilshan Pieris, McMaster University, Hamilton, Ontario,

Canada; Manraj Sharma, McMaster University, Hamilton, Ontario,

Canada; Bordeleau Louise, Juranvinski Cancer Center, Hamilton

Health Sciences, Hamilton, Ontario, Canada; Pusic Andrea, Memorial

Sloan-Kettering Cancer Center, New York, NY, United States; Feng

Xie, McMaster University, Hamilton, Ontario, Canada

Aims: Utility values inform estimates of the cost-effectiveness of

treatment for breast cancer, but the values can vary significantly

depending on the method used. We conducted a systematic review to

explore how methods of elicitation impact utility values and the

source of variation for breast cancer. Methods: We identified English-

language articles in MEDLINE, EMBASE, Web of Science, Psych-

info, Cochrane Library and EconLit between January 2005 and

September 2016 using keywords for ‘‘breast cancer’’ and ‘‘utilities’’.

Studies reporting health utility values using established methods

(direct or indirect) were included. Data pertaining to study population,

method of elicitation, and type of health states and utility values were

extracted. Results: A total of 20,248 abstracts and 302 full-text arti-

cles were assessed. 62 articles met the inclusion criteria. We found

that there was considerable variation in the type of health states

assessed. Direct methods often yielded higher utility values than

indirect methods. Further, we found values obtained through visual

analog scale [VAS] were slightly higher than standard gamble [SG]

and time trade-off [TTO]. Patients with breast cancer reported slightly

higher utility values when compared to the general population or

healthcare professionals. EQ-5D was the most commonly used indi-

rect method, with values typically higher than SF-6D or HUI3.

Methodological variation across the studies using the same elicitation

method was significant, alongside high variability in reporting of

study results. Conclusion: This review highlights a series of problems

that should be addressed before the health state utility values for

breast cancer-related health states can be used for clinical or policy

decision making. These include non-standardized reporting of

methodological characteristics, study timeframes, and health state

utility values. This review also highlights the lack of focus on patient-

or caregiver-driven health states. It is critical that these issues be

addressed before health state utility values can be translated from

published literature to cost-effectiveness evaluations.

Use of preferences to inform healthcare resource allocation

Donna Rowen, PhD, University of Sheffield, Sheffield, United

Kingdom

Aims: Health preferences inform resource allocation decisions around

which treatments are recommended for use on the basis of their rel-

ative cost-effectiveness. The aim of this presentation is to explain

how health preferences can be used in this context and latest devel-

opments in the field. This will include a case study around valuing a

measure capturing the quality of life impact of self-management for

diabetes. Methods: Typically generic preference-based measures of

health are used to inform cost-effectiveness analyses, such as EQ-5D,

SF-6D or HUI. However recent years has seen the development of

condition-specific preference-based measures of health for a range of

conditions and population-specific preference-based measures for use

in social care and children. Latest developments include widening the

classification system used to measure health to capture aspects

beyond health to focus on aspects such as self-management and

quality of life. This presents challenges for the methods used to elicit

utility values and the scope of the QALY itself and its role in

informing cost-effectiveness analyses. The presentation will use a

case study of a preference-based measure capturing the quality of life

impact of self-management for diabetes valued in the UK using an

online discrete choice experiment with both members of the general

population and people with diabetes. The preference data generate

both utility values and willingness to pay values that can be used to

inform cost-benefit analyses. Results: Both methods were feasible, but

the results differed by population and method. Valuation of classifi-

cation systems including impact beyond health present challenges of

the scale used to capture these preferences, how to obtain preferences

and whose preferences count. Conclusion: Challenges remain around

the valuation of measures including: whose preferences to use; which

elicitation technique to use; and how to use these preferences to

inform decisions around healthcare resource allocation. Widening the

classification system beyond health means that healthcare decisions

may be made on the basis of improving wider quality of life rather

than health per se, potentially changing which healthcare treatments

are available for use.

MAUCa

Madeleine King, BSc(Hons), DipMedStat, PhD, University of

Sydney, Sydney, Australia; Helen McTaggart-Cowan, PhD, Faculty

of Health Sciences, Simon Fraser University, Vancouver, British

Columbia, Canada; Georg Kemmler, PhD, Department of Psychiatry,

Psychotherapy and Psychosomatics, Innsbruck Medical University,

Innsbruck, Austria; submitted on behalf of the MAUCa Consortium

and the EORTC HTA/Utility Work Group

Aims: The Multi-Attribute Utility in Cancer (MAUCa) Consortium

aims to facilitate the use of health-related quality of life data in cost-

utility analysis in cancer settings by providing a series of country-

specific value sets for the EORTC QLQ-C30 and FACT-G. The

Consortium has developed suitable descriptive systems and valuation

S14 Qual Life Res (2018) 27 (Suppl 1):S1–S190

123



methodologies, yielding two cancer-specific multi-attribute utility

instruments (MAUIs), QLU-C10D and FACT-8D. This presentation

will describe the Consortium’s achievements, compare preferences

across countries, and summarise lessons learnt and next steps.

Methods: Each country used a standardised valuation method: par-

ticipants ([ 18 years) were recruited from online panels; participants

completed a discrete choice experiment; data were analysed using

conditional logistic regression, parameterised to fit the quality-ad-

justed life-year framework; utility weights were calculated as the ratio

of each dimension-level coefficient to the life expectancy coefficient.

The number of participants was, for QLU-C10D: Australia

(n = 1904), Austria (n = 1007), Canada (n = 2345), Germany

(n(v1) = 1002, n(v2) = 1016), France (n = 1033), Italy, (n = 1005),

Poland (n = 1000), United Kingdom (UK, n = 2187); for FACT-8D:

Australia (n = 1644), Canada (n = 1579). Results: Population repre-

sentativeness by age and sex was achieved by quota sampling; other

sociodemographic characteristics were often not representative. The

following preferences were similar across countries. For the QLU-

C10D, mobility loss always had the greatest utility decrement, pain

usually ranked second, inability to work always ranked 3–4, and

nausea usually ranked 4–5. For the FACT-8D, which does not have a

mobility domain, pain always had the greatest utility decrement,

followed by nausea; problems with work and social support ranked

3–4. In both MAUIs, other symptoms such as sleep, appetite loss and

fatigue had the smallest decrements. A notable difference was for the

depression domain of the QLU-C10D: ranked 3–4 in the Australia,

Canada, France, Italy, UK; ranked 8–10 in Austria, Germany and

Poland. Conclusion: MAUCa’s standardised valuation methodology

has enabled uniquely unconfounded cross-country comparisons of

population preferences. Domain rankings were generally similar

across countries, except for depression. However, differences in the

absolute utility decrements confirm the need for country-specific

value sets for country-specific policy decisions. Challenges include

potential selection bias in online panels. Head-to-head comparisons of

these cancer-specific MAUIs versus generic MAUIs are required to

assess relative sensitivity and responsiveness.

Using patient reported outcomes and health preferences
to improve decision-making in orthopaedic surgery

Amy Cizik, PhD, MPH, University of Washington, Seattle, WA,

United States

Aims: Many orthopaedic surgeries are elective procedures that are

preference sensitive with the intent of restoring or improving func-

tion. By measuring patient-reported outcomes (PROMs) and eliciting

health preferences (HPs) from both the perspective of the treating

surgeons, along with measuring other biopsychosocial risk factors, we

can begin to demonstrate the value of these surgical procedures. This

presentation will present a research study in orthopaedic oncology to

demonstrate the use of both PROMs and HP elicitation methods to

quantify surgeons’ health preferences for orthopaedic oncology sur-

gical health states and if surgeons’ preferences predict their choices

for treatment strategies. Methods: A systematic review of the ortho-

paedic oncology health state literature was conducted and health

states for the surgical treatment of soft tissue sarcoma (STS) were

developed. An online questionnaire and standard gamble (SG) exer-

cise was administered to surgeons to elicit health state utility values

from a surgeon’s perspective. Results: This study found that there is

significant variation among surgeons in their valuations of STS-re-

lated health states. Acceptable function following primary excision of

STS has significant impact on perceived quality of life with the

median utility decrement ranging from - 0.20 to - 0.26 depending

on margin status, but local recurrence had a clinically significant

median utility decrement of close to - 0.30. For the patient and

societal perspectives, over both a 10-year and lifetime time horizon,

the surgical strategy of low-risk local recurrence with higher risk

adverse functional outcome dominates (LLR + HAF)—i.e., lower

cost and better outcomes—the surgical strategy of high-risk local

recurrence with lower risk adverse functional outcome (HLR + LAF).

Conclusion: The results generally supported the hypothesis that sur-

geons’ utility for STS-related health states influence their choice of

surgical treatment strategy for STS. If the average surgical strategy

followed the preferences of surgeons, it would produce lower health

gains (i.e., QALYs) for a typical patient as compared to a strategy

reflecting community or patient’s valuation of health states. This

finding is important as surgeons highly influence patients’ preferences

and decision-making for surgical treatment. This study and future

works will measure and better understand the role of surgeon pref-

erences to improve clinical decision making for orthopaedic surgery.

Symposium #8: Methods for scoring that maximize sensitivity
to treatment effects: three major pitfalls and how to avoid them

Moderator: R. J. Wirth, PhD, Vector Psychometric Group, LLC,

Chapel Hill, NC, United States

Discussant: Laura Lee Johnson, PhD, US FDA, Silver Spring, MD,

United States

The paramount goal in patient reported outcome (PRO) development

is to develop psychometrically precise scores that accurately char-

acterize the effect of treatment on disease. Shortcomings in scoring

methods can hinder our ability to detect treatment effects. In this

symposium, we call upon our diverse PRO development experience to

highlight: 1. three common barriers to construction of sensitive PRO

endpoints, and 2. empirical methods useful in bypassing these barri-

ers. The three intricately-related barriers are: 1. multidimensionality,

2. confounding effects [differential item functioning (DIF)], 3. alter-

native scoring procedures. These barriers are intricately related

because they each compose sequential hurdles to the final construc-

tion of optimally sensitive scores. Mishandling any one of these can

decrease the validity and reliability of scores thereby negatively

impacting the outcome of a study. Thus, success or failure of end-

points largely depends on how many of these barriers are encountered

and how each is handled. Effectively managing each of these barriers

is the key to generating scores which are optimized to detect signif-

icant treatment effects, should they truly exist. Emphasis will be made

throughout on how each barrier and corresponding solution fits into

current regulatory guidance and positions, and optimal strategies for

balancing the three pillars of barrier, solution, and regulatory com-

munication. Rather than in-depth technical explanations of the three

major barriers, the concepts are illustrated using a series of examples.

These examples rely upon data simulated to emulate real PRO vali-

dations conducted by presenters. The simulated datasets allow the

creation of ‘‘true’’ treatment effects. Invocation of such simulated data

enables us to evaluate the ability of alternative procedures to recover

this signal from the noise. This symposium will provide attendees

with a conceptual understanding of these common barriers and the

current best practices for bypassing them. This understanding will

permit attendees to be more effective consumers of PRO evidence,

and translate to greater refinements in participants’ PRO research

practices. It is the hope of the symposium panel that issues and

techniques reviewed will help attendees construct maximally

responsive PRO scores in their ongoing and future endpoint research.
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Individual presentations

Multidimensional PRO measures: consequences for treatment
effect detection and proposed solutions

R. J. Wirth, PhD, Vector Psychometric Group, LLC, Chapel Hill, NC,

United States; Carrie Houts, PhD, Vector Psychometric Group, LLC,

Chapel Hill, AZ, United States

Aims: An unavoidable fact of patient reported outcome (PRO)

questionnaires is that they often are multidimensional in nature. That

is, the instruments often measure multiple subdomains that may or

may not be of substantive interest. This is the case for both symptom

and impact measures, though generally more prevalent in impact

measures. Conceptual frameworks emerging from qualitative research

often explicitly specify multidimensional structures, which in vali-

dation analysis are routinely ignored in favor of unidimensional

structures. Furthermore, some sub-domains may be more or less

sensitive to treatment. Combining such sub-domains into an equally

weighted observed total score (i.e., sum-scores or mean-scores) may

create a mix that is not sensitive to movement in any subdomain nor

in the total score. Here we aim to review the statistical approaches for

addressing this multidimensionality and estimating scores that max-

imize power. Methods: The proposed solution is to empirically

evaluate dimensionality. This process consists of exploratory factor

analysis to identify domain structures and test whether domain-based-

scoring or total scores are justified through model fit tests and recently

developed statistical indices. Evidence from this process may lead to

iterative refinements: insensitive items may be dropped and dimen-

sionality reassessed until statistical and clinical considerations are

optimized. Balancing findings with qualitative evidence and input

from content and regulatory experts is essential. Results: A simulated

example based on real data illustrates how to arrive at empirically

justified scoring in the context of multidimensionality, and the con-

sequence of improperly accounting for the domain structure. A

statistically significant treatment effect is simulated in the clinical

trial. First, the sum-scores are computed and used in a Mixed Effects

Model for Repeated Measures. The treatment effect is not significant.

However, after using scores correctly accounting for dimensionality,

the treatment arm demonstrated significant advantages over com-

parator. Conclusion: This demonstrates the power of the proposed

approach and illustrates how insensitive approaches to what the

patients’ voice, as captured in the PRO responses, is revealing can

lead to insensitive endpoints.

Ignoring differential item functioning in PRO items: score bias,
lower power, and proposed solutions

Charles Iaconangelo, PhD, Pharmerit International, Bethesda, NY,

United States

Aims: Regulatory reviewers increasingly request that differential item

functioning (DIF) assessments be explicitly planned for in statistical

analysis plans. This is because DIF can both undermine the validity of

a patient reported outcome and reduce the power to detect treatment

effects. In PROs, DIF manifests when confounding variables defining

sub-populations (e.g., language differences) result in subjects with

identical disease severity/impact from one sub-population responding

differently to an item than subjects from another sub-population. DIF

can lead to biased scores and can impact the ability to detect treatment

effects.Two major issues face our field. First, DIF is often ignored.

Second, when DIF is examined, the evaluation results in many indi-

vidual tests. Even with p-value adjustments, traditional DIF

assessments over-detect and mischaracterize DIF, which can obscure

treatment benefit. Methods: Current best practice incorporates a

several stage approach. First, a two stage Wald sweep procedure is

used to identify items with potentially problematic performance.

Following that, DIF severity measures are computed, which essen-

tially function as effect sizes for DIF. If particular thresholds are met,

then this indicates that the subgroup responds to the item in a fun-

damentally different way. This can be resolved via differential

scoring, wherein the item is scored using different parameters for the

subgroup. This reflects the fact that the item with DIF is, funda-

mentally, a different item for a sub-population. Results: The

simulated example presented here illustrates the impact of severe DIF

observed in real data. Items in a dermatologic questionnaire display

meaningful differences across Fitzpatrick Skin Tone groups that

attenuate treatment efficacy. Scores computed ignoring DIF fail to

detect significant treatment effects in a Mixed Effects Model for

Repeated Measures. Using scoring procedures accounting for DIF

leads to the correct conclusion that a statistically significant difference

exists. Conclusion: The example presented illustrates that DIF is not

only a threat to the validity of the instrument but to the sensitivity of

the scores as well. A procedure for evaluating and addressing DIF

eliminates the extra noise and results in estimated scores that are more

likely to detect treatment effects.

Techniques for optimizing score sensitivity and reliability

Daniel Serrano, PhD, Pharmerit International, Bethesda, MD, United

States

Aims: A major barrier to treatment efficacy detection is the empirical

justification of a single optimal scoring procedure where myriad

options exist. Modern and classical scoring procedures often correlate

highly. However, modern scoring procedures, which are individual-

ized and adjust for measurement error are more sensitive and

accurately tailored to the individual. Here we present two modern

scoring methods that lead to greater power than the classical methods.

Methods: Scores may either be taken as granted (classical methods) or

empirically optimized (modern methods). A major emphasis in

modern psychometric methods is to empirically justify scores. One

can use item response theory (IRT) models to determine whether

classical or modern scores are optimal. After IRT model-fitting, the

estimated item weights, which characterize the item reliability and

location of reliability in the symptom/impact distribution, may be

employed to compute statistics which aid scoring determinations. The

IRT model utilizes the item weights to augment the precision of

classical scores by individualizing scores through the relationship

between item weights and each individual’s item response profiles.

Traditionally, IRT scores rely on either the weighted mode or mean of

individual’s symptom/impact item response profiles. Modern modal

and mean scores and classical scores tend to be rather similar. Plau-

sible value scores (PVs) are another option that is well-developed in

the educational measurement literature. PVs are particularly useful

when subject response is highly idiosyncratic and neither the mode

nor mean are sufficient to precisely characterize the symptom/impact

severity/frequency for subjects. PVs can be thought of as boot-

strapped weighted scores. PVs have been demonstrated to most

precisely characterize treatment-arm-specific characteristics. Results:

Simulated data reflecting treatment effects observed within an actual

in-trial validation illustrate the value of using modern individualized

scores. Some items are essentially noise, unconnected to the construct

of interest. The additional noise prevents the detection of treatment

effects with classical scores. However, modern scoring methods lead

to statistically significant treatment effects. Conclusion: Under real-

istic conditions, the usual classical-score approach may suppress

detection of significant treatment effects. Modern individualized

scoring approaches can offer researchers a more accurate estimate of

treatment differences.
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Oral Sessions

101: Interpreting meaningful change

(101.1) Triangulating estimates of meaningful change
or difference in patient-reported outcomes: application
of a correlation-based weighting procedure

Amelia Harper, Adelphi Values, Manchester, United Kingdom; Claire

Trennery, MSc, Adelphi Values, Manchester, United Kingdom; Kate

Sully, PhD, Adelphi Values, Manchester, United Kingdom; Andrew

Trigg, MSc, Adelphi Values, Manchester, United Kingdom

Aims: Increasingly numerous Methods: to estimate meaningful differ-

ence or change in patient-reported outcome (PRO) scores exist. This,

combinedwith the use of several anchormeasures, often result in a range

of estimates.While a range is of value, there is regularly a need toperform

triangulation to convergeonone ‘base case’ estimatewhendesigning and

powering studies. Methods: A triangulation procedure was developed

and applied to three published studies using multiple anchor- and dis-

tribution-based. Methods: The first study derived estimates for the

EuroQol 5-Dimension 3-Level questionnaire (EQ-5D-3L; 0.04–0.10)

and Quality of Wellbeing Self-Administered scale (QWB-SA;

0.02–0.05) in post-traumatic stress disorder. The second study derived

estimates for three scores of the modified Pulmonary Functional Status

and Dyspnea Questionnaire (PFSDQ-M; Activity [- 3.2 to - 6.1],

Dyspnea [- 3.3 to - 4.3], Fatigue [- 3.1 to - 4.7]) in chronic

obstructive pulmonary disease. The third study derived estimates for the

International Consultation on Incontinence Questionnaire-Urinary

Incontinence Short Form at two time points (ICIQ-UI SF; 12 months

[- 0.8 to - 5.7], 24 months [- 0.8 to - 4.3]) in urinary incontinence.

Results: Anchor-based Methods: were deemed of primary importance;

therefore triangulation focused on these estimates rather than distribu-

tion-basedwhich play a secondary role. Single valueswere calculated for

each study PRO using a weighting procedure based on correlations

between each anchor and target measure. Estimates converged as fol-

lows: EQ-5D-3L (0.06), QWB-SA (0.04), PFSDQ-M Activity (- 5.3),

PFSDQ-M Dyspnea (- 4.0), PFSDQ-M Fatigue (- 3.3), and ICIQ-UI

SF (5.0 at 12 months; 4.0 at 24 months). The procedure can be gener-

alised to instanceswhere estimates for the samePROcome frommultiple

studies, given they are in similar populations. Conclusions: A procedure

to converge on a single anchor-based estimate of meaningful difference

or change frommultiple starting values has been developed and applied.

The studies identified lacked qualitatively-derived estimates, so there is

opportunity to extend the framework to incorporate suchMethods:. This

approach is valuable when a single estimate is needed as a ‘base case’ for

powering and analysing studies, and information is only available from

secondary sources. Sensitivity analyses based on the range of available

estimates are advocated.

(101.2) How to simulate responses to items and to an anchor
question with a known minimal clinically important difference
value? The proposal of a simulation model

Antoine Vanier, Inserm U1246 SPHERE - University of Nantes,

Nantes, France; Myriam Blanchin, PhD, Inserm U1246 SPHERE -

University of Nantes, Nantes, France; Véronique Sébille, PhD, ScD,

Inserm U1246 SPHERE - University of Nantes, Nantes, France; Jean-

Benoit Hardouin, PhD, ScD, Inserm U1246 SPHERE - University of

Nantes, Nantes, France

Aims: The Minimal Clinically Important Difference (MCID) of a

Patient-ReportedOutcomesMeasure (PROM) is a useful tool in helping

to interpret the evolution of a score over time. Nonetheless, there is

currently no consensus on the most adequate method to estimate a

MCID.One of theAims of theMIDIPRESproject is to identify themost

valuable Methods: to determine the MCID using a simulation study.

The simulation model required to generate the data has to be theoreti-

cally built. We aimed to propose such a model. Methods: The objective

of the model is to simulate response to items of a PROM at two mea-

surement occasions alongside with a response to an anchor question

with known populationMCID value.We used the Rapkin and Schwartz

appraisal model for change in subjective constructs as a basis and

expanded it. Results: Four main steps are proposed. (1) Simulate

responses to items of a PROM at two measurement occasions using a

longitudinal Partial Credit Model. At this step, change in the construct

can be simulated alongside with a between time correlation. (2) Sim-

ulate a ‘‘Remembered latent trait level at baseline’’. This construct

represents how someone is remembering at the second time his/her state

at the first time. It is a function of his/her state at both times of mea-

surement and a third variable representing other contingencies (e.g.

impact of the catalyst on the process of remembering). The parameters

at this step can be adapted to change the correlation between the anchor

and themeasured change. (3) Simulate a level of ‘‘PerceivedChange’’, a

continuous construct representing how someone thinks he/she has

globally changed over time. (4) Simulate responses to an anchor: the

‘‘Perceived Change’’ is classified into response categories by using pre-

specified thresholds (values at which someone will switch from one

response category to the next). These thresholds are random variables

with known populational distributions. The first moment of the

threshold from ‘‘no change’’ to ‘‘a little change’’ is the simulatedMCID

value. Conclusions: The technical details of this simulation model for

empirically exploring MCID determination methods will be exposed.

(101.3) The statistical performances of common estimators
for Minimal Clinically Important Difference determination
of patient-reported outcomes: a simulation study

Jean-Benoit Hardouin, INSERM UMR 1246-SPHERE ‘‘Methods: in

Patients reported outcomes and HEalth ResEarch’’, Nantes, France;

Qual Life Res (2018) 27 (Suppl 1):S1–S190 S17

123



Maxime Leroy, MSC, INSERM UMR 1246-SPHERE ‘‘Methods: in

Patients reported outcomes and HEalth ResEarch’’, Nantes, France;

Antoine Vanier, PhD MD, INSERM UMR 1246-SPHERE ‘‘Methods:

in Patients reported outcomes and HEalth ResEarch’’, Nantes, France

Aims: The Minimal Clinically Important Difference (MCID) of a

Patient-Reported Outcomes Measure (PROM) is a useful tool in

helping to interpret the evolution of a score over time. This quantity

corresponds to the smallest difference in score perceived as mean-

ingful by the patient. Nonetheless, there is currently no consensus on

the most adequate method to estimate a MCID. Thus, we propose for

the first time an assessment of the statistical performances of many

estimators commonly used for MCID determination through a sim-

ulation study. Methods: Responses to polytomous items and to an

anchor question were simulated with known populational MCID

values. 2160 combinations of various levels of sample and ques-

tionnaire characteristics were considered (sample size, change over

time on the concept being measured, correlation between the anchor

and the measured change, number of items to measure the concept,

number of response categories of the anchor, distributional charac-

teristics of the MCID within the population). A thousand datasets

were generated for each combination. MCID determination was

performed on each dataset using 24 estimators (15 distribution-based

and 9 anchor-based) identified through a systematic review. The bias

of each estimator was estimated. Results: Depending on specific

sample and questionnaire characteristics, some estimators appear to

be less biased than others. Thus, it will not be straightforward to

distinguish a unique overall Best Linear Unbiased Estimate (BLUE)

of the MCID because of this dependency. Thus, with this study, we

will be able to assess which MCID estimators are the more robust to

specific characteristics, what is the impact of characteristics such as

the correlation between the anchor and the measured change and the

magnitude of measured change (especially for Receiver Operating

Curve Methods:) on MCID estimation. We will also know what is the

BLUE MCID estimate for some key combinations of characteristics.

Conclusions: This first simulation study on MCID estimation bias

gives insight on estimators to use and estimators to avoid according to

key sample and questionnaire characteristics. Nonetheless, it was

conducted assuming ‘‘optimal’’ circumstances (no missing data, no

occurrence of response shift). Further investigations will be needed to

assess the robustness under less optimal circumstances.

(101.4) Evidence-based approach to determine meaningful change
in scores of the EORTC QLQ-C30 in breast and head and neck
cancer: on behalf of the EORTC Breast, Head and Neck
and Quality of Life Groups

Jammbe Z. Musoro, PhD, European Organisation for Research and

Treatment of Cancer, Brussels, Belgium; Corneel Coens, Msc,

European Organisation for Research and Treatment of Cancer,

Brussels, Belgium; Frederic Fiteni, MD PhD, University of

Montpellier Montpellier, Montpellier, France; Katarzyna Pogoda,

MD, Maria Sklodowska-Curie Institute - Oncology Center, Warsaw,

Poland; Fatima Cardoso, MD, Champalimaud Clinical Centre,

Champalimaud Foundation, Lisbon, Portugal; Nicola Russell,

Netherlands Cancer Institute, Amsterdam, Netherlands; Susanne

Singer, PhD, University of Leipzig, Leipzig, Germany; Christian

Simon, MD, PhD, CHUV - Centre hospitalier universitaire vaudois,

Lausanne, Switzerland; Jean-Pascal H. Machiels, MD, Department of

Medical Oncology and Early drug Development, Cliniques

Universitaires Saint-Luc, Brussels, Belgium; Silke Tribius, PD Dr.

med., Department of Radiation Oncology, Asklepios Hospital St.

Georg, Hamburg, Germany; Vincent Gregoire, MD, PhD, Cliniques

Universitaires Saint-Luc, Brussels, Belgium; Sjoukje Oosting,

Department of Medical Oncology, University Medical Center

Groningen, Groningen, Netherlands; Galina Velikova, PhD, Leeds

Institute of Cancer and Pathology/St James’s Institute of Oncology,

Leeds, United Kingdom; Mogens Groenvold, MD, PhD, University of

Copenhagen, Copenhagen, Denmark; Madeleine T King, PhD,

Psycho-Oncology Co-operative Research Group (PoCoG), University

of Sydney, Sydney, Australia; Mirjam A.G. Sprangers, Department of

Medical Psychology, Academic Medical Center, University of

Amsterdam, Amsterdam, Netherlands; Andrew Bottomley, PhD,

European Organisation for Research and Treatment of Cancer,

Brussels, Belgium

Aims: Health-related quality of life (HRQOL) is increasingly recog-

nized as an important endpoint in cancer clinical trials. The notion of

minimally important difference (MID) enables the interpretation of

differences and changes in HRQOL scores as clinically meaningful.

MIDs are crucial to patients, clinicians, and researchers, as a bench-

mark for evaluating the benefit of treatments. We aim to provide

evidence-based MID estimates for QLQ-C30 scales in breast cancer

(BC) and head and neck cancer (HNC) patients. Methods: Data are

derived from three published Phase III EORTC trials comprising 616

HNC and 448 BC patients. We used an anchor-based approach where

anchors were constructed using clinical data from physician exami-

nations, common terminology criteria for adverse events (CTCAE)

and laboratory Results:. A disease-oriented and methodological panel

of experts provided independent guidance on anchor selection.

Changes in QLQ-C30 scales and anchors were evaluated and pooled

across all pairwise time-points. MIDs were estimated using the mean-

change method and linear regression. The effects of potential con-

founders e.g. age and disease stage were investigated. Results:

Performance status and CTCAEs were sufficiently correlated (r

C 0.3) with many of the QLQ-C30 scales while laboratory Results:

yielded no suitable anchors due to lower correlations. MIDs varied

according to scale, direction (improvement vs. deterioration), selected

anchor and cancer type, e.g. MIDs for the global health status (QL)

and social functioning (SF) scales for improvement (deterioration)

were QL: 8.2 (- 4.5) and SF: 6.1 (- 7.3) in HNC and QL: 12.6

(- 7.3) and SF: 6.4 (- 4.0) in BC. MIDs were not affected by

potential confounders. Conclusions: Our findings provide further

evidence that MIDs can differ by direction, across QLQ-C30 scales

and by cancer types. This study reinforces the evidence that there is

no single global standard for clinically meaningful change, and

highlights the need to update and diversify the current MID standards.

102: Health utilities

(102.1) Development of health-state classification system for a new
breast cancer-specific preference-based measure: the BREAST-
Q-U

Manraj Kaur, McMaster University, Hamilton, Ontario, Canada;

Andrea Pusic, MD MHS FACS FRCSC, Harvard University, Boston,

MA, United States; Feng Xie, PhD, McMaster University, Hamilton,

Ontario, Canada; Louise Bordeleau, MD, MSc, FRCP(C), McMaster

University, Hamilton, Ontario, Canada; Evan Matros, MD, MMSc,

Memorial Sloan Kettering Cancer Center, New York, NY, United

States; Toni Zhong, MD, MHSc, FRCSC, University of Toronto,

Toronto, Ontario, Canada; Stefan Cano, PhD, CPsychol, AFBPsS,

Modus Outcomes, Letchworth, United Kingdom; Susan Dimitry, BA,

McMaster University, Hamilton, Ontario, Canada; Anne Klassen, BA,

DPhil (Oxon), McMaster University, Hamilton, Ontario, Canada

Aims: Generic preference-based measures (PBM), though commonly

used, may not be optimal for use in the economic evaluations

assessing the impact of breast cancer interventions. Concerns that are

unique to women with breast cancer, such as the impact on body

image, breast sensation, radiated skin changes, and cancer-specific
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symptoms are not captured by existing generic measures. No breast

cancer-specific PBM currently exists. The objective of this study was

to construct a health state classification system specific to breast

cancer, which is amenable to valuation. Methods: We conducted

semi-structured interviews in a heterogeneous sample of women with

breast cancer (Stage 0–4) who had completed or were undergoing

treatment(s) (i.e., surgery, adjuvant chemotherapy, radiotherapy,

hormone replacement or targeted therapy). Interviews were audio-

recorded, transcribed verbatim and coded using constant comparison

approach to develop the conceptual framework. Patients were also

asked to describe their most and least important concerns during the

interview and to rate items in the related BREAST-Q module (i.e.,

mastectomy, breast-conserving therapy, or reconstruction) on a

modified 5-point Likert scale (ranging from not important to very

important). A face-to-face meeting with an expert panel of healthcare

professionals, health economists and HRQOL researchers was used to

obtain feedback on the health state classification system, response

levels and wording of the items. Results: Interviews (n = 50) with

patients aged 59 ± 9 years were completed. The resultant conceptual

framework included site-specific (i.e., abdomen, arm, breast) and

overall (i.e., cancer, psychological, sexual and social) domains. Tri-

angulation of the qualitative and quantitative evidence led to the

selection of key constructs for inclusion in the new preference-based

measure. The field-test version of the BREAST-Q utility health state

classification system consisted of eight domains with four response

levels each. Conclusions: The health-state classification system for

the preference-based module of the BREAST-Q (BREAST-Q-U) was

derived using patient and expert feedback. The next phase will

involve establishing psychometric properties of the BREAST-Q-U,

followed by a valuation study to generate utility weights for this

system.

(102.2) A hybrid modelling approach for eliciting Portuguese
health states preferences

Patricia Antunes, CEISUC, Coimbra, Portugal; Pedro Lopes Ferreira,

CEISUC, Coimbra, Portugal; Lara Noronha Ferreira, CEISUC,

Coimbra, Portugal; Luı́s Pereira, CEISUC, Coimbra, Portugal

Aims: The purpose of this study was to elicit EQ-5D-5L health states

preferences from the general Portuguese population and to estimate

econometric models to obtain the Portuguese value set to assign

values to all the EQ-5D-5L health states. Methods: A representative

sample of the Portuguese general population aged above 18 years was

stratified by age and gender between October’2015 and July’2016.

Twenty-eight interviewers performed 1-h duration computer assisted

personal interviews according to the EuroQol Valuation Technology

protocol. Each interview included the valuation of ten health states

using the composite time trade-off (cTTO) and seven pairs of discrete

choice experiment (DCE). A standardized tool for quality control (QC

Tool) was applied to assess the quality of the data as well as direct

supervision and cross-examination of 10% of the global sample size.

To model cTTO data we used OLS and random-effects GLS models

as well as tobit random effects models censoring at - 1. We also

modeled DCE data by logit and probit regression models. Finally, a

basic main effects hybrid model estimated data together from both

TTO and DCE tasks. All models were compared in terms of goodness

of fit statistics and prediction ability of the Portuguese EQ-5D-5L

value set. Results: A sample of 1451 inhabitants revealed a smaller

ceiling effect than experienced in the 3L version and the respondents

showed a VAS mean score of 78.9 in a 0–100 scale from the worst

and the best health the respondent can imagine. All cTTO and DCE

models showed no inconsistencies and all hybrid model coefficients

were consistent as well, only with a small gap to 1. Conclusions: This

research provided the Portuguese value set for the EQ-5D-5L on the

basis of a hybrid econometric model using cTTO and DCE data.

These Results: are recommended for the use in cost-utility analyses to

be conducted in Portugal. This study also provides Portuguese pop-

ulation health-related quality of life data, that can be used in

population norms as reference values when comparing different

groups’ health status within the Portuguese population. If other

countries perform their valuation studies for the EQ-5D-5L, com-

parison between tariffs will be possible.

(102.3) Generating PROPr utility scores for the PROMIS-29

Barry Dewitt, PhD, Carnegie Mellon University, Pittsburgh, PA,

United States; Hawre Jalal, MD, PhD, University of Pittsburgh,

Pittsburgh, PA, United States; Janel Hanmer, MD, PhD, University of

Pittsburgh, Pittsburgh, PA, United States

Aims: The Patient-Reported Outcomes Measurement Information

System (PROMIS�)-29 is a widely-used questionnaire that measures

eight health domains. The PROPr score provides a societal, preference-

based summary score for health states defined by seven PROMIS

domains: six included in the PROMIS-29 (Depression, Fatigue, Pain

Interference, Physical Function, Ability to Participate in Social Roles

and Activities, and Sleep Disturbance), plus Cognitive Function—

Abilities. Here, we provide amethod for estimating PROPr scoreswhen

only data from the PROMIS-29 domains is available. Methods: We use

data from 3983 members of US online survey panels who responded to

items from all 7 of the PROMISdomains used in PROPr.We use 70%of

responses for model fit and 30% of responses for out-of-sample testing.

We compare several models for predicting Cognitive Function scores:

setting the Cognitive Function score to the population average; to a

score representing excellent cognitive function; to a score representing

poor cognitive function; using linear regression of the other 6 domains;

and, using a Bayesian neural network of the other six domains. We

compare model performance with mean error (ME) and root-mean-

square error (rMSE). Results: The MEs on the PROPr scores (whose

scale ranges from - 0.022 to 1) for the models are: 0.48 for using the

population mean; 0.62 for using a high score; - 0.38 for using a low

score; 0.013 for linear regression; and, 0.011 for the Bayesian neural

network. The rMSEs on the PROPr scores for the models are: 0.54 for

using the population mean; 0.67 for using a high score; 0.46 for using a

low score; 0.083 for linear regression; and, 0.080 for the Bayesian

neural network. Conclusions: Of five models, the Bayesian neural

network provides the lowest ME and rMSE when used to estimate a

PROPr preference score from data missing Cognition scores. Linear

regression performs almost as well as the Bayesian neural network.

Code in R and SAS is freely available to implement either procedure.

Researchers can now produce a summary preference score using

PROMIS-29 data.

(102.4) Mind the (inter-rater) gap. An empirical investigation
of self-reported and proxy reported quality of life
in the derivation of childhood utility values for economic
evaluation

Julie Ratcliffe, PhD Health Economics, Institute for Choice, Business

School, University of South Australia, Adelaide, Australia; Jyoti

Khadka, PhD, Institute for Choice, Business School, University of

South Australia, Adelaide, Australia; Joseph Kwon, PhD, Warwick

Medical School, University of Warwick, Coventry, United Kingdom;

Stavros Petrou, PhD, Warwick Medical School, University of

Warwick, Coventry, United Kingdom; Emily Lancsar, PhD,

Department of Health Services Research and Policy, Research School

of Population Health, The Australian National University, Canberra,

Australia
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Aims: Economic evaluation evidence incorporating utility values

derived from the application of preference based quality of life instru-

ments is increasingly being utilised by decision-making bodies

internationally to assess the cost effectiveness of child health inter-

ventions. This study sought to investigate the degree of convergence (or

otherwise) in childhood utility values generated from the application of

preference based instruments to assess self-reported child and proxy

(adult parent and/or health professional) reported quality of life.

Methods: A systematic literature review was conducted following the

PRISMA guidelines using a comprehensive literature search strategy

across six different online data bases (PubMed, Embase, Web of Sci-

ence, PsychoINFO,EconLit, CINAHLandCochraneLibrary).Original

peer reviewed articles that reported utility values and/or levels of

agreement/correlations between utility values derived from the appli-

cation of preference based instruments in dyad child self-reports and

proxy reports (parents or health professionals) were extracted. Mean

and median utility values, correlation coefficients and levels of agree-

ment (kappa statistics) were extracted and catalogued. Differences in

weighted mean utility values were estimated. Results: A total of 65

studies were identified reporting two or more respondent types for

preference based quality of life instruments. Of these, 27 eligible studies

were included in the final sample, 20 studies reporting dyad child self-

and proxy utility values and 7 studies reporting levels of agree-

ment/correlations only. Proxy assessment was most often conducted by

parents with the HUI3 representing the most commonly applied

instrument across a range of health conditions. Mean differences in

utility values derived from child self-reports and parent proxy-reports

were bidirectional, with parental proxies tending to underestimate rel-

ative to child self-report for the EQ-5D (weightedmean difference 0.10)

and overestimate for HUI3 (weighted mean difference - 0.03). In

general, the inter-rater agreement between parent-proxy and self-re-

ports was poorer for more subjective quality of life domains (cognition,

emotion and pain) relative to functional domains (mobility, self-care,

speech, vision). Conclusions: Utility values derived from the applica-

tion of preference based quality of life instruments in children and

proxies are not interchangeable. The choice of self or proxy assessor

may have potentially significant implications for the economic evalu-

ation of child health interventions.

103: Mobile applications

(103.1) Qualitative interviews to explore experiences of using web-
based and mobile technologies to support self-management
of type 2 diabetes mellitus

Laura Kelly, University of Oxford, Oxford, United Kingdom; Crispin

Jenkinson, University of Oxford, Oxford, United Kingdom; David

Morley, University of Oxford, Oxford, United Kingdom

Aims: Web-based and mobile technologies offer important sources of

information and support for people living with type 2 diabetes. While

some evidence indicates that these technologies can help to reduce

complications, further research using appropriate tools is needed to

fully evaluate their effectiveness. This study aimed to inform candidate

items for a new questionnaire to assess self-management in people

living with type 2 diabetes using web-based and mobile technology.

Methods: Qualitative interviews were conducted with 15 people living

with type 2 diabetes to explore experiences of using one or more web-

based or mobile platform to manage their diabetes. Interviews were

transcribed and analysed using the Framework method. Candidate

items were developed to represent identified themes. Results: Web-

based and mobile technologies supported users to reach and maintain

tailored goals when managing their condition. Seven themes were

identified as important to people living with type 2 diabetes when using

technology aimed at supporting self-management: (1) Information, (2)

Understanding individual health and personal data, (3) Reaching and

sustaining goals, (4) Minimising disruption to daily life, (5) Reassur-

ance, (6) Communicating with health professionals; and (7) Co-

ordinated care. Thirty-seven candidate items to represent the identified

themes were subsequently generated. Conclusions: Patients need to be

supported to manage their condition to improve well-being and prevent

further complications arising. Web-based and mobile technologies

enabled participants in this study to get an in-depth sense of how they

reacted to lifestyle and medication factors; something much more dif-

ficult with the use of traditional ‘standardised’ information alone. The

candidate items will be tested in cognitive interviews and will inform a

new questionnaire to assess the impact of web-based and mobile

technology to manage type 2 diabetes.

(103.2) Patients’ experiences of using an interactive app
during treatment for breast cancer

Maria Fjell, RN, OCN, PhD Candidate, Karolinska Institutet,

Stockholm, Sweden; Ann Langius-Eklöf, RN, PhD, Professor,

Karolinska Institutet, Stockholm, Sweden; Marie Nilsson, MSW,

PhD, Karolinska Institutet, Stockholm, Syria; Yvonne Wengström,

RN, OCN, PhD, Professor, Karolinska Institutet, Stockholm, Sweden;

Kay Sundberg, RN, PhD, Karolinska Institutet, Stockholm, Sweden

Aims: To evaluate patients’ experiences of using an interactive app

for reporting symptoms during neoadjuvant chemotherapy treatment

for breast cancer. Methods: The research project is a multicenter

Randomized Controlled Trial with a mixed method approach. The

content of the interactive app (Interaktor) was developed from the

perspective of patients, health care professionals and literature. It is

made for use in a smart device including a 14-symptom questionnaire

based on a risk assessment model, which generates alerts to a nurse at

the clinic if symptoms are severe. Patients have continuous access to

self-care advice and can follow their symptoms in graphs. The study

includes patients recruited from two university hospitals in Sweden,

75 using the app during treatment in comparison to control group

(n = 75) with standard care routines. Data was collected between

2015 and 2017 including logged data, interviews with patients and

nurses concerning experiences of using the app and participation in

care. Outcomes were collected at three time points by questionnaires

including symptom distress, health literacy, perceptions of individu-

alized care, sense of coherence and quality of life. Analysis of

outcome data is currently ongoing. Results: Results: including logged

data showed an 80% adherence to reporting in the app. A total of

16.299 symptoms were reported during the study period and the most

frequent symptoms reported were fatigue, sleeping difficulties, pain,

nausea, sadness and oral discomfort. Results: from interviews showed

that patients using the app noted that it was easy to use with few

technical problems. They considered the app as a source for infor-

mation with the self-care advice, helping them manage symptoms.

Knowing that nurses at the clinic monitored them, led to a feeling of

being looked after and cared for. The app was an easy way of getting

in contact with the health care if symptoms were severe, which

increased the interaction with caregivers, leading to a feeling of

security, personalized and participatory care. Conclusions: Using the

app during treatment for breast cancer can facilitate management of

symptoms, participatory and individualized care.

(103.3) Routine use of patient reported symptoms assisted
with an interactive app decreased symptom burden after surgery
for pancreatic cancer

Tina Gustavell, Karolinska Institutet, NVS, Nursing, Stockholm,

Sweden; Kay Sundberg, PhD, Karolinska Institutet, NVS, Nursing,

Stockholm, Sweden; Ralf Segersvärd, PhD, Karolinska Institutet,
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CLINTEC, Surgery, Stockholm, Sweden; Yvonne Wengström, PhD,

Karolinska Institutet, NVS, Nursing, Stockholm, Sweden; Ann

Langius-Eklöf, PhD, Karolinska Institutet, NVS, Nursing, Stockholm,

Sweden

Aims: To evaluate the effect on health-related quality of life and

symptom burden, when using an interactive app (Interaktor) for

symptom assessment and management, following pancreaticoduo-

denectomy for pancreatic cancer. Methods: Our app Interaktor

includes (1) a questionnaire allowing patients’ assessments of the

occurrence, frequency, and distress of symptoms and concerns,

available in real time to healthcare providers, (2) a risk-assessment

model for symptoms of concern that sends automatic alerts via text

message to the healthcare providers, (3) continuous access to evi-

dence-based self-care advice related to reported symptoms, and links

to relevant web sites for more information, and (4) graphs for the

patients and healthcare providers to view the history of symptom

reporting. During 6 months following surgery, patients in the inter-

vention group (n = 26) reported symptoms in the app daily, and in

case of frequent or distressing symptoms the nurse was alerted and

called the patient to give advice. Outcome data was EORTC QLQ-

C30 and PAN26 and the Sense of Coherence (SOC) scale before

surgery, and 6 weeks and 6 months after surgery. The same ques-

tionnaires, at the same time points, were collected in a historical

control group (n = 33). Statistically significant univariate Results:

were analysed in a multiple linear regression model with group,

chemotherapy and SOC as predictors. Results: The intervention group

reported, at the 6 week follow up, statistically significant better

emotional functioning and less nausea/vomiting, pain, appetite loss,

constipation, pancreatic pain, flatulence, and worry about weight. In

the regression model group was a significant predictor for all of those

variables. At 6 months after surgery, the intervention group reported

statistically significant less hepatic symptoms and worry about

weight. The regression model showed group as the only significant

predictor for hepatic symptoms. Conclusions: Routine collection of

patient reported symptoms in clinical practice, assisted with an

interactive app the first 6 weeks after pancreaticoduodenectomy due

to pancreatic cancer, seem to effectively respond to patients’ needs

and serve as a facilitator in the delivery of timely symptoms

management.

(103.4) ‘Kræftværket’ - a co-created smartphone application
to improve the quality of life of adolescents and young adults
with cancer

Helle Pappot, MD, DMSc, Senior Consultant, Rigshospitalet,

University Hospital of Copenhagen, Copenhagen, Denmark; Abbey

Elsbernd, Medical Student, University of Kansas, School of

Medicine, Kansas City, KS, United States; Maiken Hjerming, Nurse

Specialist, Rigshospitalet, Copenhagen, Denmark; Camilla Visler,

Nurse, Rigshospitalet, Copenhagen, Denmark; Lisa Lyngsie

Hjalgrim, MD PhD, Rigshospitalet, Copenhagen, Denmark; Carsten

U. Niemann, MD PhD, Rigshospitalet, Copenhagen, Denmark;

Kirsten A. Boisen, MD PhD, Rigshospitalet, Copenhagen, Denmark

Aims: Adolescents and young adults (AYA) with cancer face sig-

nificant challenges during the course of medical treatment and

recovery from illness. Mobile health (mHealth) interventions provide

an innovative platform for delivering helpful supportive care, par-

ticularly through the utilization of applications (apps) on smartphones

and tablets. In order to create a successful mHealth intervention for

AYAs, we believe that youth input and feedback are essential. The

Aims: of this abstract are to describe the Kræftværket app, a prototype

app designed via co-creation for AYAs with cancer to support and

improve health-related quality of life (HRQoL) and to present the

protocol for its evaluation. Methods: The process of co-creation, in

which the target app user has a direct role in dictating design and

function, was utilized to create the prototype smartphone app for

AYA with cancer, Kræftværket. The Kræftværket application con-

tains three primary functions: (1) a symptom and activity diary, (2) a

supportive communication network between app users, (3) a ‘‘one-

stop shop’’ information bank with practical information and links to

patient organizations and other resources. In a pilot test, the app will

be launched to a test group of 20 AYAs age 15–29 selected for equal

representation amongst age group, and treatment status. Patients will

be allowed to utilize the app over the course of six weeks, and will

complete a baseline and follow-up EORTC QLQ-C30 HRQoL

inventory. In addition, participant focus group interviews will be

conducted according to a semi-structured interview guide. Resulting

data will be analyzed using thematic analysis. Appropriate changes

based on user feedback will be made to the app before further

research in larger populations and implementation. Results: The app

Kræftværket has been developed using the process of co-creation with

AYAs with cancer and will be presented at the conference. The pilot

testing, including HRQoL measurement, is currently in process and

Results: hereof will also be presented. Conclusions: It is the hope that

Kræftværket app will serve as a beneficial and easily utilized product,

which will support and improve HRQoL in AYAs with cancer.

104: Holistic measurement in dementia and Alzheimer’s disease

(104.1) The conceptual relevance of assessment measures
in patients with mild/mild-moderate Alzheimer’s disease

Ann Hartry, Lundbeck, Deerfield, IL, United States; Natalie

Aldhouse, DRG Abacus, Manchester, United Kingdom; Tamara Al-

Zubeidi, DRG Abacus, Bicester, United Kingdom; Myrlene Sanon,

Otsuka Pharmaceutical Development & Commercialization,

Princeton, NJ, United States; Richard Stefanacci, Jefferson College of

Population Health, Thomas Jefferson University, Philadelphia, PA,

United States; Sarah Knight, DRG Abacus, Bicester, United Kingdom

Aims: To explore and evaluate the conceptual relevance of four

outcome measures of disease activity in patients with mild/mild-

moderate Alzheimer’s disease (AD); the Alzheimer’s Disease

Assessment Scale - Cognitive Subscale (ADAS-Cog), the Alzhei-

mer’s Disease Cooperative Study - Activities of Daily Living

Inventory (ADCS-ADL), the Neuropsychiatry Inventory (NPI), and

the Dependence Scale (DS). Methods: A steering committee (com-

prising a clinical AD expert, a patient with mild AD, a caregiver of a

patient with mild AD, and a representative from an AD patient

association) were consulted throughout the project to ensure it

remained patient-focussed. A literature review identified qualitative

research reporting patients’ experience of mild AD. From this, a

conceptual model (CM) depicting patient experience of mild AD was

developed. The four measures were compared against the CM to

assess their conceptual relevance. A quantitative survey to further

assess important symptoms/impacts was completed by 100 mild/mild-

moderate AD patients. Lastly, qualitative interviews took place with

15 patients who had completed the survey, to further explore and

document the impact of mild/mild-moderate AD. Results: Conceptual

relevance of the four measures varied; the ADCS-ADL was most

relevant, and the NPI had the least amount of conceptual coverage.

‘Misplacing objects,’ ‘forgetting names of familiar people/objects’,

and ‘experiencing problems with verbal communication’ were iden-

tified as being the most bothersome symptoms to patients. ‘Fear and

worry over deterioration of condition,’ ‘frustration and aggravation,’

and ‘loss of identity’ were the most bothersome impacts. Some

variation was noticed between individual responses from the quanti-

tative survey and qualitative interviews; possibly due to fluctuation of

their AD, or patients’ inability to remember what their main problems

are. Interestingly, however, none of the measures were patient
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reported. Conclusions: The four included measures do not appear to

capture the most important concepts for patients with mild/mild-

moderate AD; possibly because the symptoms/impacts experienced

by these patients are subtle. Psychological impacts were particularly

poorly captured. Further work is needed to establish whether a suit-

able outcome measure(s) exists to capture important concepts in these

patients within clinical trials; if not, a new measure may be needed.

(104.2) Exploring the responsiveness of Goal Attainment Scaling
(GAS) in relation to number of goals set in a sample of patients
with Alzheimer’s Disease

Lisa McGarrigle, DGI Clinical, Halifax, Nova Scotia, Canada;

Kenneth Rockwood, MD, DGI Clinical, Halifax, Nova Scotia, Canada

Aims: Goal Attainment Scaling (GAS) is an individualized outcome

measure that allows the patient/client, and/or their clinician, to set

personalized treatment goals. GAS guidelines recommend specifying

at least three goals. Some people however, choose to set only one

goal. Investigations into the psychometric properties of GAS with

three or more goals largely support its reliability, validity, and

responsiveness compared with standard measures. Whether sensitivity

to change holds when GAS is calculated based on one goal is unclear.

For this reason, we aimed to investigate and compare the respon-

siveness of one- and multiple-goal GAS in patients with Alzheimer’s

Disease (AD). Methods: Secondary analyses were conducted on data

from the treatment arm of the Video-Imaging Synthesis of Treating

Alzheimer’s Disease (VISTA) study, a 4-month, double-blind, ran-

domized controlled trial of galantamine in community-dwelling

patients with mild to moderate AD (n = 64). All patients/caregivers

targeted 3 + goals, which they ranked by importance. Two indepen-

dent GAS assessments were completed: one by patients/caregivers in

an interview facilitated by a health care professional (patient/care-

giver-rated GAS); and the other by clinicians after interviewing

patients/caregivers (clinician-rated GAS). One-goal GAS was calcu-

lated for patients/caregivers using their highest ranked goal. As goals

were not ranked for the clinician-rated GAS, one-goal GAS was

calculated by selecting the first goal listed for each patient. The

standardized response mean (SRM) was used to assess responsiveness

of one- and multiple-goal GAS at 16 weeks. Results: Both one-goal

and multiple-goal patient/caregiver-rated GAS demonstrated clini-

cally detectable responsiveness to change at 16-week follow-up (one-

goal SRM = 0.32; multiple-goal SRM = 0.46). Clinician-rated one-

goal and multiple-goal GAS also demonstrated clinically

detectable responsiveness to change at 16-week follow-up (one-goal

SRM = 0.47; multiple goal SRM = 0.57). Larger SRMs were

observed for multiple-goal GAS and clinician-rated GAS, but all were

within the rubric of a small to moderate effect size. Conclusions: One-

goal GAS is sensitive to change in a population with mild to moderate

AD being treated with galantamine. Further research in the context of

a controlled trial will focus on treatment effects evaluated using one-

goal GAS compared with multiple-goal GAS and secondary outcome

measures.

(104.3) Cross-cultural measurement of health-related quality
of life in dementia: secondary data analysis of UK and Latin
American epidemiological samples

Jan R. Boehnke, School of Nursing and Health Siences & Dundee

Centre for Health and Related Research, University of Dundee,

Dundee, United Kingdom; Kia-Chong Chua, Centre for Global

Mental Health, Institute of Psychiatry, Psychology and Neuroscience,

King’s College London, London, United Kingdom; Martin Prince,

King’s Global Health Institute, Institute of Psychiatry, Psychology

and Neuroscience, King’s College London, London, United

Kingdom; Sube Banerjee, Centre for Dementia Studies, Brighton and

Sussex Medical School, University of Sussex, Brighton, United

Kingdom

Aims: Evaluations of interventions in dementia benefit from including

broad measures of overall impact such as health-related quality of life

(HRQL). However, dementia-specific measures of HRQL have been

developed in high-income countries, although the burden of dementia

is also high and growing in low-and-middle-income countries. None

of the available measures have been systematically validated for

cross-cultural use, which limits the potential for global health col-

laboration and comparative international metrics of intervention

effects. The aim of this project was therefore to evaluate cross-cul-

turally the use of DEMQOL and DEMQOL-Proxy in the UK and

Latin America. Methods: Multiple-group confirmatory bifactor

modelling for categorical data was employed to investigate mea-

surement invariance across two data sets in this secondary data

analysis. The first data set comprised community-dwelling (n = 867)

older adults attending a London (UK) memory assessment service,

who underwent a comprehensive multidisciplinary assessment

including DEMQOL(-Proxy). The second was a dataset of commu-

nity-dwelling older adults (n = 417) from population cohort surveys

conducted by the 10/66 Dementia Research Group in Latin America

(DOM, MEX, CUB, PER, VEN). Assessments in the first dataset

were made with the English version of DEMQOL(-Proxy) and with

the Spanish version in the second dataset. Results: Both samples

covered the same age range (78.6–79.7 years), over half of the

respondents were female (63–72%) and the majority (85–97%) in

both samples had mild to moderately severe dementia. Multi-group

models showed evidence for scalar invariance of the DEMQOL(-

Proxy). Cross-culturally, similar structures were found. Nevertheless,

for self-reports ‘‘negative emotion’’ items were sufficiently explained

by the general factor; for DEMQOL-Proxy this was true for ‘‘social

relationship’’ items. ‘‘Positive emotion’’ was not a major component

of HRQL in the Latin American sample. Conclusions: This study

supports the use of these HRQL measures cross-culturally, but sug-

gests benefits in making statistical adjustments for potential

differences in sensitivity and standards of difficulty between trans-

lations. Especially striking is that the absence of ‘HRQL impairment’

is not the same as ‘good HRQL’. The presence of impairment shows

meaningful individual differences, but the absence of impairment

gives little insight about what constitutes ‘‘good’’ HRQL.

(104.4) Psychometric properties of DEMQOL and DEMQOL-
Proxy in people with dementia: a Rasch based analysis

Jolijn Hendriks, PhD, London School of Hygiene and Tropical

Medicine, London, United Kingdom; Sarah C. Smith, PhD, London

School of Hygiene and Tropical Medicine, London, United Kingdom;

Theopisti Chrysanthaki, PhD, University of Surrey, Guildford, United

Kingdom; Nick Black, MD, London School of Hygiene and Tropical

Medicine, London, United Kingdom

Aims: We have previously developed improved scoring algorithms,

based on Rasch measurement theory (RMT), for DEMQOL and
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DEMQOL-Proxy using a sample of people attending a first appoint-

ment at memory assessment services (MAS) and their family carers.

At six months follow up information about diagnosis was collected

for this sample and we aimed to replicate the promising Rasch based

measurement properties of DEMQOL/DEMQOL-Proxy in a sample

of people with a confirmed diagnosis of dementia. Methods: Our

sample was 441 patients diagnosed with dementia (PWD) and family

carers for 342 of them. We investigated for both DEMQOL and

DEMQOL-Proxy: scale to sample targeting, how well the items work

together as a measuring instrument (response thresholds, item fit, item

dependency, DIF by age, sex, severity or relationship) and how well

the instrument measures the people in the sample (person separation

index PSI). Results: DEMQOL: targeting highly comparable with

Results: for all MAS attenders; 7 items with response options not

working as intended; no items showed misfit to the model (fit resid-

ual[ 2.5; Chi square p\ 0.01; ICC suggesting misfit); after re-

scoring disordered thresholds, no item pair showed item dependency

(r[ 0.3); no items showed DIF (for sex, age, or severity); PSI was

0.86. DEMQOL-Proxy: targeting highly comparable with Results: for

all MAS attenders; 4 items with response options not working as

intended; no items showed misfit to the model; after re-scoring dis-

ordered thresholds, 10 item pairs showed item dependency (r[ 0.3);

3 items showed DIF (for PWD sex or age, carer sex or age, or

severity); PSI was 0.90. Overall, Results: for DEMQOL-Proxy were

highly comparable with the Results: for all MAS attenders and

Results: for DEMQOL even better. Conclusions: In people with a

diagnosis of dementia, Results: are very similar to those for all people

attending a first appointment at MAS. Our previously reported

improved scoring algorithms are demonstrated to be appropriate for

the sub-group with a diagnosis of dementia.

105: Paediatrics

(105.1) Do children/adolescents with chronic health conditions
have worse HrQoL than their healthy peers? A meta-analysis
of studies using the KIDSCREEN questionnaires

Neuza Silva, PhD, Centre for Research in Neuropsychology and

Cognitive Behavioural Intervention (CINEICC), Faculty of

Psychology and Education Sciences of the University of Coimbra,

Coimbra, Portugal; Marco Pereira, Centre for Research in

Neuropsychology and Cognitive Behavioural Intervention

(CINEICC), Faculty of Psychology and Education Sciences of the

University of Coimbra, Coimbra, Portugal; Christiane Otto,

Department of Child and Adolescent Psychiatry and Psychotherapy,

University Medical Center Hamburg-Eppendorf, Hamburg, Germany;

Ulrike Ravens-Sieberer, Department of Child and Adolescent

Psychiatry and Psychotherapy, University Medical Center Hamburg-

Eppendorf, Hamburg, Germany; Maria Cristina Canavarro, Centre for

Research in Neuropsychology and Cognitive Behavioural

Intervention (CINEICC), Faculty of Psychology and Education

Sciences of the University of Coimbra, Coimbra, Portugal; Monika

Bullinger, Department of Medical Psychology, University Medical

Center Hamburg-Eppendorf, Hamburg, Germany

Aims: This meta-analytic review was conducted to estimate the

magnitude of quality of life (QoL) impairments in children/adoles-

cents with chronic health conditions, from their own and from their

parents’ perspectives. The generic KIDSCREEN questionnaires were

selected as outcome measures, since they are developmentally

appropriate, were designed for screening in healthy populations and

provide benchmarking data for comparisons across health conditions,

and are available in 33 languages and cross-culturally validated in 44

countries. Methods: To identify studies using the KIDSCREEN

questionnaires, the keyword ‘‘KIDSCREEN’’ was searched in all

fields in three electronic databases (PubMed, PsycINFO, EBSCOhost

Psychology & Behavioral Sciences Collection). The final search

(February 14–15, 2018) revealed 528 non-duplicated articles, of

which 19 articles directly compared the QoL, as assessed by the

KIDSCREEN questionnaires, of children/adolescents between 8 and

18 years of age with chronic health conditions to community/healthy

controls, and were included in the meta-analysis (Fig. 1). Pooled

mean differences (MD) with 95% CI were estimated for the

KIDSCREEN total score using the inverse-variance random-effects

method. Results: Of the 19 included papers, 18 (94.7%) used self-

reports and 3 (15.8%) used parent-reports. Children/adolescents with

chronic health conditions (n = 4538) self-reported significantly lower

QoL than healthy/community controls (n = 26,589), with a MD =

- 1.2, 95% CI = - 1.95/- 0.28 (Fig. 2). Similarly, parents also

reported significantly lower QoL for their children with chronic

conditions (n = 467), as compared to parents of healthy/community

children (n = 416), with a MD = - 3.42, 95% CI = - 4.77/- 2.06

(Fig. 3). The test for subgroup differences with regard to ICD-10

clusters of diagnosis yielded no significant differences, either self-

reported (v2(9) = 12.57, p = 0.19) or parent-reported (v2(1) = 0.00,

p = 0.96), but greater heterogeneity was observed for self-reports.

Conclusions: The generic KIDSCREEN questionnaires proved to be

sensitive to detect differences in QoL between pediatric patients and

healthy/community controls; however, chronic-generic instruments

should be used to compare QoL across diagnostic categories. The

ascertainment of significant QoL impairments among pediatric

patients highlights the importance of routine psychosocial assessment

and intervention in primary healthcare services.
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(105.2) Trajectories of health-related quality of life and mental
wellbeing in children and adolescents: results: of the BELLA
cohort study

Ulrike Ravens-Sieberer, Prof. Dr. Phil, MPH, University Medical

Center Hamburg-Eppendorf, Hamburg, Germany; Claus Barkmann,

Dr. phil. Dipl.-Psych., MPH, University Medical Center Hamburg-

Eppendorf, Hamburg, Germany; Christiane Otto, Dr. Rer. Hum. Biol.

Dipl.-Psych., University Medical Center Hamburg-Eppendorf,

Hamburg, Germany; Ann-Katrin Meyrose, M. Sc.-Psych., University

Medical Center Hamburg-Eppendorf, Hamburg, Germany; Franz

Petermann, Prof. Dr., University of Bremen, Bremen, Germany;

Robert Schlack, Dr. rer. nat., Robert Koch Institute, Berlin, Germany;

Monika Bullinger, Prof. Dr. phil. Dipl.-Psych., University Medical

Center Hamburg-Eppendorf, Hamburg, Germany; Michael Schulte-

Markwort, Univ.-Prof. Dr. med., University Medical Center

Hamburg-Eppendorf, Hamburg, Germany; Fionna Klasen, Priv.-Doz.

Dr. phil. Dipl.-Psych., University Medical Center Hamburg-

Eppendorf, Hamburg, Germany

Aims: Health-related quality of life (HrQoL) and Mental Wellbeing

are regarded as important parameters for describing the health of

children and adolescents. However, empirical studies on the longi-

tudinal course of HrQoL in general populations are rare. The aim of

the present study was to examine the course of self-reported HrQoL in

children and adolescents and to identify the trajectories of mental

health problems in the general population and to predict this in

relation to somatic problems, sociodemographic factors, as well as

further predictors. Methods: In the nationally representative and

prospective BELLA cohort study on HrQol & Mental Wellbeing in

children and adolescents, data of 3256 participants (7–17 years) were

analyzed over a time period of 10 years (4 measurement points) to

estimate the trajectories of HrQoL (KIDSCREEN) and mental health

problems (eg. depression, anxiety disorder, ADHD, conduct disorder)

using mixed models for longitudinal data. Results: Regarding HrQoL,

physical well-being decreased significantly with age; girls had lower

overall values and a greater decrease with age than boys. The course

of psychological well-being corresponded with that of physical well-

being, with smaller effect sizes. The values for relationship with

parents and autonomy and school environment decreased slightly over

the years but did so regardless of gender. Significant predictors were

mental health problems and physical problems of the child, mental

health problems of the parents, as well as age, gender, migrational

background, and socioeconomic status. A substantial percentage of

children and adolescents in Germany (10%) showed clinically rele-

vant symptoms of mental health problems in any developmental

stage. The trajectories of mental health problems over the childhood

period differed between depression, anxiety disorders, ADHD, and

conduct disorder. Conclusions: The analysis revealed that the most

important predictor for the course of HrQoL was mental health

problems of the child. Children’s gender and age influence the

developmental course meaningfully. To understand the temporal

dynamics of HrQOL and mental health problems properly, not only a

variety of relevant indicators but also a developmental theory of

HrQoL is required. The Results: provide guidance for possible out-

comes to improve HrQOL through preventive measures.

(105.3) Health-related quality of life of Dutch children
and adolescents with a chronic health condition aged 6 to 18 years

Maud van Muilekom,Psychosocial Department Emma Children’s

Hospital Amsterdam UMC, Amsterdam, Netherlands; Hedy van Oers,

MSc, Psychosocial Department Emma Children’s Hospital

Amsterdam UMC, Amsterdam, Netherlands; Michiel Luijten, MSc,

Psychosocial Department Emma Children’s Hospital Amsterdam

UMC, Amsterdam, Netherlands; Thirsa Conijn, MSc, Psychosocial

Department Emma Children’s Hospital Amsterdam UMC,

Amsterdam, Netherlands; Heleen Maurice-Stam, PhD, Psychosocial

Department Emma Children’s Hospital Amsterdam UMC,

Amsterdam, Netherlands; Martha Grootenhuis, PhD, Princess

Máxima Center for Pediatric Oncology, Utrecht, Netherlands; Lotte

Haverman, PhD, Psychosocial Department Emma Children’s Hospital

Amsterdam UMC, Amsterdam, Netherlands

Aims: Children and adolescents with a chronic health condition

(CHC) are at greater risk of having a lower health-related quality of

life (HRQOL) than their healthy peers. However, in the Netherlands,

an overall picture of HRQOL of patients with CHC as a group is

missing. Therefore, this study aimed to compare HRQOL of patients

with various CHC aged 6–18 years with healthy peers. Variables

associated with HRQOL were assessed. Methods: HRQOL was cross-

sectionally assessed among 1661 pediatric patients with various CHC,

all receiving care in the Emma Children’s Hospital AMC (e.g.

rheumatology, gastroenterology, endocrinology). Parents (children

aged 6–7 years) or patients (aged 8–18 years) completed the Pediatric
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Quality of Life Inventory (PedsQLTM) proxy or self-report version

respectively on the KLIK website (http://www.hetklikt.nu). Six

PedsQL domain scores (physical and psychosocial health, emotional,

social, and school functioning, and total score) and 23 individual item

scores were compared with a Dutch healthy reference group

(N = 541) by using Independent Samples T-Tests and Chi-Square

Tests respectively. Linear Regression Analyses were performed to

determine which variables are associated with HRQOL. Significance

levels were Bonferroni corrected. Results: Children and adolescents

with a CHC reported a lower HRQOL than the healthy reference

group on all domains in all age groups (p B 0.001, d = 0.36–0.74),

except for emotional functioning (13–18 years). Pediatric patients

also reported more problems on individual items in the physical

health and school functioning domain than the healthy reference

group (p B 0.002). Finally, being a girl, younger age, school absence,

grade retention, and lower parental education were negatively asso-

ciated with HRQOL scores (p B 0.008, b = 0.09–.35). Conclusions:

HRQOL of pediatric patients with various CHC is remarkably

impaired. Therefore, structural monitoring of HRQOL in daily clin-

ical practice is necessary to detect problems, offer the right help on

time, and consequently improve the wellbeing of children and ado-

lescents with a CHC.

(105.4) Quality of Life (QOL) of typically developing children
depends on how old they are and where they live: a meta-analysis
with meta-regression

Nikki Ow, McGill University, Montreal, Quebec, Canada; Nancy E.

Mayo, McGill University, Montreal, Quebec, Canada

Aims: QOL is a major consideration for children with chronic health

conditions yet it is hard to interpret findings without knowing the

QOL of typically developing children. As most chronic diseases are

rare in children, the study of rare diseases often requires recruitment

worldwide. When norms exist for QOL measures, they are often from

populations in specific regions of countries. This lack of a global

estimate hampers interpretation of QOL studies of rare pediatric

conditions when data come from around the world. The objective of

this paper is to estimate the QOL of typically developing children on

the Pediatric Quality of Life Inventory and to determine the extent to

which the source of data influence QOL. Methods: A systematic

review and meta-regression were conducted to explore the reasons for

heterogeneity. A systematic search was conducted on four databases:

MEDLINE, EMBASE, CINAHL and PsychINFO. Data on QOL total

and domain scores, sample size, percentage of girls in study, region,

mode of administration, year of study, minimum age of participants

were extracted from the included articles. The AXIS tool was used for

quality appraisal. Weighted by sample size, a random effects meta-

regression of categorical trial level covariates was conducted using

both univariate and multivariate models. Similar analyses were con-

ducted on domain scores. Results: A total of 39 studies with a sample

size of 40,023 participants were included in this analysis. The average

QOL score across all studies was 84 (CI 82.9–85.2). Univariate

analyses showed that region and age, but not gender, influenced the

total score. In a multivariate model, adjusted for gender, the effect of

older age ([ 12 years) added 2.3 points to the total score (CI 0.7–4.0).

Compared to the average of all regions, studies from the Middle East

had lower scores (- 4.4 CI - 7.4, - 1.4) while studies from North

America and Asia-Pacific had higher scores. Conclusions: While

relationships across trials may not be the same as relationships within

trials, the impact of age and region on QOL might be informative for

global child health. The need for different questions according to the

age and culture of the child cannot be ruled out.

106: Cancer

(106.1) Translation and linguistic validation of the US National
Cancer Institute’s patient-reported outcomes version
of the common terminology criteria for adverse events (PRO-
CTCAETM) in 10 languages

Sandra Mitchell, PhD, CRNP, FAAN, National Cancer Institute,

Rockville, MD, United States; Elizabeth Yohe Moore, MPH, RWS

Life Sciences, East Hartford, CT, United States; Shawn McKown,

MA, RWS Life Sciences, East Hartford, CT, United States; Timothy

Poepsel, PhD, RWS Life Sciences, East Hartford, CT, United States;

Matthew Lauritzen, BA, RWS Life Sciences, East Hartford, CT,

United States; Alicyn Campbell, MPH, Genentech-A Member of the

Roche Group, South San Francisco CA, United States; Elisabeth

Piault, PharmD, Genentech-A Member of the Roche Group, South

San Francisco, CA, United States; Katherine Zarzar, BA, Genentech-

A Member of the Roche Group, South San Francisco, CA, United

States; Katherine Kim, MPH, Genentech-A Member of the Roche

Group, South San Francisco, CA, United States

Aims: The aim of this study was to linguistically validate the PRO-

CTCAE item library in 10 languages (Czech, Russian, Hungarian,

Polish, Greek, Canadian-French, European-French, Traditional Chi-

nese, Spanish and German). Methods: All 124 items in the PRO-

CTCAE item library were translated and linguistically validated using

ISPOR best practices, including cognitive interviewing to determine if

the translations captured the concepts of the original PRO-CTCAE, and

to evaluate comprehension, clarity and ease of judgement. Interview

probes addressed the 78 PRO-CTCAE symptom terms (e.g. fatigue),

attributes (e.g. severity), response choices, and phrasing of ‘at itsworst’.

Items that met the a priori threshold of C 20% of respondents with

comprehension difficulties were considered for rephrasing. Interviews

were conductedwith a diverse sample of native speakers (n = 521; 50%

female; mean age 53 years, range 18–89) recruited in 13 countries. All

had received cancer-directed treatment within the past six months for a

solid (n = 426) or hematologic malignancy (n = 75). The sample was

enriched for older adults (23%), lower educational attainment (22%),

and poor performance status (53%). Results: Across languages the

median comprehension rate for the 78 symptom termswas 100% (range

82–100%). PRO-CTCAE symptom terms with the lowest comprehen-

sion rates were ‘cracking at the corners of the mouth’ (82%), hand-foot

syndrome (84)%, painful urination (85%),wheezing (85%), and stretch

marks (90%). Across languages the attributes and response choices

were generally well understood and acceptable to most respondents.

25% of Polish-speaking respondents noted some judgement difficulties

when distinguishing two response options for interference (a little

bit/somewhat), although the phrasing was comprehensible and no

acceptable alternative was identified. The phrasing for ‘severity at its

worst’ was well understood in 9 of 10 languages, however 42% of

Russian speakers indicated that judgements about ‘severity at its worst’

were challenging to make due to cumbersome phrasing. Revised

phrasing was retested with additional Russian speakers (n = 22) with

100% comprehension and ease of judgement. Conclusions: Transla-

tions of PRO-CTCAE in 10 languages demonstrated conceptual,

semantic and cultural equivalence to the original English version. Study

Results: also support harmonization of the German and Spanish lan-

guage PRO-CTCAE item libraries across countries.

(106.2) The electronic collection of patient-reported outcomes
(PROs) to assess symptom burden after ambulatory cancer
surgery

Cara Stabile, MPH, Memorial Sloan Kettering Cancer Center, New

York, NY, United States; Andrea Pusic, MD, MHS, FACS, FRCSC,

Brigham and Women’s Hospital, Boston, MA, United States; Brett
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Simon, MD, PhD, Memorial Sloan Kettering Cancer Center, New

York, NY, United States; Daniel Stein, MD, PhD, Memorial Sloan

Kettering Cancer Center, New York, NY, United States; Peter

Stetson, MD, MA, Memorial Sloan Kettering Cancer Center, New

York, NY, United States; Rori Salvaggio, Memorial Sloan Kettering

Cancer Center, New York, NY, United States; Andrew Vickers, PhD,

Memorial Sloan Kettering Cancer Center, New York NY, United

States; Magalie Lilavois, Memorial Sloan Kettering Cancer Center,

New York, NY, United States; Vincent Laudone, MD, Memorial

Sloan Kettering Cancer Center, New York, NY, United States;

Rebecca Twersky, MD, MPH, Memorial Sloan Kettering Cancer

Center, New York, NY, United States; Marcia Levine, MSN, RN,

NE-BC, Memorial Sloan Kettering Cancer Center, New York, NY,

United States; Jeanne Carter, PhD, Memorial Sloan Kettering Cancer

Center, New York, NY, United States; Amylou Dueck, PhD, Mayo

Clinic, Rochester, MN, United States; Ethan Basch, MD, MSc,

University of North Carolina, Chapel Hill, NC, United States; Larissa

Temple, MD, University of Rochester, Rochester, NY, United States

Aims: To describe our experience with an electronic patient-reported

outcome (PRO) survey given to patients undergoing ambulatory

cancer surgery to assess symptom burden during the post-operative

recovery period. Methods: Breast, urologic, gynecologic, and head

and neck cancer patients scheduled for complex ambulatory cancer

surgery (e.g. mastectomy, prostatectomy, hysterectomy, thyroidec-

tomy procedures) complete an electronic survey about their

symptoms for ten days after surgery. The survey consists of eleven

items from the Patient-Reported Outcomes Version of the Common

Terminology Criteria for Adverse Events (PRO-CTCAE) to evaluate

surgical symptoms, plus nine additional questions that are specifically

targeted to capture important post-operative issues. Symptoms

assessed include pain, nausea, fatigue, constipation, vomiting, fever,

chills, dyspnea, swelling, discharge, and redness. Using advanced

informatics support tools, severity thresholds are set to alert both

patients and providers if a symptom is more severe or prolonged than

expected. The survey takes approximately one minute to complete,

and can be accessed via computer, tablet, or mobile phone. Results:

Between September 2016 and March 2018, 2701 patients have

completed the PRO survey, and 15,573 surveys have been submitted,

with a response rate of 59%. The most reported symptoms included

pain (34%), constipation (28%), and fatigue (23%). The most severe

symptoms were experienced between days one and four post-opera-

tively, and diminished over time. Conclusions: Patients undergoing

ambulatory cancer surgery experience post-operative symptoms such

as pain, constipation, and fatigue, that must be managed largely at

home. The routine collection of PROs creates new pathways to

enhance patient-centered care by aiding in the development of tai-

lored perioperative care strategies, education and expectation setting,

and directing care decisions not only to the providers, but also to the

patients.

(106.3) Floor & ceiling effects in physical functioning as measured
by the EORTC QLQ-C30 in breast cancer patients

Bellinda King-Kallimanis, US FDA, Silver Spring, MD, United

States; Lynn Howie, US FDA, Silver Spring, MD, United States;

Jennifer Gao, US FDA, Silver Spring, MD, United States; Selena

Daniels, US FDA, Silver Spring, MD, United States; Hui Zhang, US

FDA, Silver Spring, MD, United States; Julia Beaver, US FDA, Silver

Spring, MD, United States; Paul Kluetz, US FDA, Silver Spring MD,

United States

Aims: Physical function (PF) is important to cancer patients and can

be affected by disease symptoms and treatment-related side effects.

Many cancer clinical trials report limited impact on PF despite reports

of treatment toxicity. We hypothesized that items in the EORTC

quality of life questionnaire (QLQ-C30) PF domain would exhibit

ceiling effects in breast cancer (BC) patients and these effects would

be more pronounced in the adjuvant setting and for patients with a

performance score (ECOG) of 0. Methods: Food and Drug Admin-

istration BC trials (n = 7) submitted since 2007 that included the

QLQ-C30 were reviewed. Patients with an ECOG score of 0–1 and a

treatment start date on or after the initial patient reported outcome

assessment (n = 7356) were included. PF items were answered on a

4-point response scale. An item was considered to have floor or

ceiling effects if C 25% of responses were in the lowest or highest

response categories. We investigated the effects in all patients, by

stage of disease/therapy setting, and baseline ECOG score. Results:

All 5 items in BC patients regardless of therapy setting met the cri-

teria for floor effects. ‘‘Need help eating and dressing’’ had the

strongest floor effect ([ 90% of all patients reported ‘‘no problem at

all’’), and ‘‘trouble with strenuous activity’’ had the lowest effect

(39% reported ‘‘no problem at all’’). This pattern was more marked

for patients receiving adjuvant therapy for early stage BC, with nearly

half (47%) having no problem with strenuous activity. A quarter of

patients with metastatic BC reported no problem with strenuous

activity (26% 1st line, 25% C 2nd line). For patients with an ECOG

score of 1, the strenuous activity item was not associated with a floor

effect (19% reported ‘‘no problem at all’’) and all other items for these

patients had a floor effect with C 25% reporting ‘‘no problem at all’’.

Conclusions: There are floor effects in the QLQ-C30 PF domain for

all BC trial patient populations assessed, this was most pronounced

for patients with ECOG 0 or those in the adjuvant setting. Addition of

item(s) that assess higher levels of PF from item banks may improve

sensitivity in these populations.

(106.4) Establishing the European Norm for the health-related
quality of life scales of the EORTC Computer-Adaptive Test
and new reference values for the QLQ-C30 based on a population
survey of 15,386 persons across 13 European countries, the USA,
and Canada

Sandra Nolte, Department of Psychosomatic Medicine, Center for

Internal Medicine and Dermatology, Charité - Universitätsmedizin

Berlin, Berlin, Germany; Gregor Liegl, Department of Psychosomatic

Medicine, Center for Internal Medicine and Dermatology, Charité -

Universitätsmedizin Berlin, Berlin, Germany; Morten Aa Petersen,

Department of Palliative Medicine, Bispebjerg Hospital, Copenhagen,

Denmark; Neil Aaronson, Division of Psychosocial Research &

Epidemiology, The Netherlands Cancer Institute, Amsterdam,

Netherlands; Anna Costantini, Psycho-Oncology Unit, Sant’Andrea

Hospital Sapienza, University of Rome, Rome, Italy; Peter Fayers,

Institute of Applied Health Science, University of Aberdeen,

Aberdeen, United Kingdom; Mogens Groenvold, Department of

Palliative Medicine, Bispebjerg Hospital, Copenhagen, Denmark;

Bernhard Holzner, Department of Psychiatry and Psychotherapy,

Medical University Innsbruck, Innsbruck, Austria; Colin D Johnson,

Professor of Surgical Sciences, University of Southampton,

Southampton, United Kingdom; Georg Kemmler, Department of

Psychiatry and Psychotherapy, Medical University Innsbruck,

Innsbruck, Austria; Krzysztof Tomaszewski, Department of

Orthopaedic Surgery, 5th Military Clinical Hospital, Krakow, Poland;

and Department of Anatomy, Jagiellonian University Medical

College, Krakow, Poland; Annika Waldmann, Ministry for Health

and Consumer Protection, Hamburg Cancer Registry, Hamburg,

Germany; Teresa Young, Lynda Jackson Macmillan Centre, Mount

Vernon Hospital, Middlesex, United Kingdom; Matthias Rose,

Department of Psychosomatic Medicine, Center for Internal Medicine

and Dermatology, Charité - Universitätsmedizin Berlin, Berlin,

Germany; submitted on behalf of EORTC Quality of Life Group
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Aims: The computer-adaptive test version of the widely used European

Organisation for Research and Treatment of Cancer (EORTC) QLQ-

C30 health-related quality of life (HRQoL) questionnaire, the QLQ-

CAT, assesses the same 15 content areas as the QLQ-C30 with

increased precision, efficiency and flexibility. Using item response

theory (IRT) Methods:, item parameters for the estimation of HRQoL

domain scores were recently established based on clinical data. The

Aims of this study were to establish the European Norm for each of the

QLQ-CAT domain scales and to generate up-to-date reference values

for the QLQ-C30 based on general population data to enable more

meaningful interpretation of HRQoL scores. Methods: We collected

general population data across 11 EU countries, Russia, Turkey,

Canada, and USA (n C 1000/country). Representative samples were

stratified by sex and age groups (18–39, 40–49, 50–59, 60–69,

70+ years) who were administered a subset of items of the QLQ-CAT

item banks (86 items in total). We conducted differential item func-

tioning (DIF) analyses to investigate cross-cultural measurement

invariance. To form a common European Norm for each domain, we

applied weights based on Organisation for Economic Cooperation and

Development (OECD) population distribution statistics. For the QLQ-

CAT, means and standard deviations from the EU countries were used

to transform the original IRT-scale to a T-metric with a general popu-

lationmean = 50 (SD = 10). Reference values for all 15 countries were

calculated for both the QLQ-CAT and theQLQ-C30. Results: A total of

15,386 respondents completed the online survey (n = 11,343 from EU

countries). DIF had negligible impact on scoring. Domain-specific

QLQ-CAT T-scores differed significantly across countries, with stan-

dardized mean differences up toC 0.80. For the QLQ-C30, while only

small differences were observed by age and sex, most notable differ-

ences were seen in cross-country comparisons. Conclusions: This study

established the official European Norm for the EORTC QLQ-CAT

which allows for more meaningful interpretation of scores on a stan-

dardized scale including comparisons of HRQoL in cancer populations

between countries. In addition, the study generated up-to-date QLQ-

C30 data across 15 countries. Applying a common data collection

procedure, this study is the first to enable comparisons ofQLQ-C30 data

between countries and regions.

107: Mapping and linking across measures

(107.1) Mapping PROMIS physical function scores to functional
ability

Joshua Biber, MS, MBA, University of Utah Health, Salt Lake City,

UT, United States; Howard Weeks, MD, University of Utah Health,

Salt Lake City, UT, United States; Craig Gale, MS, University of

Utah Health, Salt Lake City, UT, United States; Heidi Cozart,

University of Utah Health, Salt Lake City, UT, United States; Darrel

Brodke, MD, University of Utah Health, Salt Lake City, UT, United

States; Anne Thackeray, PhD, University of Utah Health, Salt Lake

City, UT, United States; Rachel Hess, MD, MS, University of Utah

Health, Salt Lake City, UT, United States

Aims: We sought to improve interpretability of Patient Reported Out-

comes (PROs) by correlating the functional status of a patient as

measured by the PROMIS Bank v1.2 Physical Function (PF) computer

adaptive test (CAT) score with their ability to complete certain tasks

identified by the PROMIS questions answered. Methods: PROS are

implemented in over 70% of our ambulatory encounters. As part of our

core assessment, patients complete the PROMIS PF CAT. Functional

status is identified using the corresponding t-score. To improve inter-

pretability of these scores, we examined the association of the t-score

with specific items and item responses. To determine functional status

based on t-score, scores were aggregated by question and answer and

then averaged. The score averages were then sorted in order to map to a

functional range. Items with similar scores were then ranked by sample

size using the items with larger sample sizes. Results: From 2015 to

2017, 90,382 PROMIS PF scores were collected throughout our

healthcare system. There were 32 unique items as the last question.

Each question had between three and five response options, totaling 144

different answers with average scores. The lowest average value was

15.4 while the highest average value was 68.8. Scores were grouped

using 5-point intervals. Item responses of ‘‘unable to do’’were seenwith

scores below 40; responses of ‘‘somewhat able to do’’ were seen with

scores between 40 and 60; and ‘‘able to do’’ responses were seen with

scores above 60. A summary scale was then created to reflect how the

different scores related to functional ability (Fig. 1). Items relating to

walking or running were grouped on one side of the scale and daily

activities were grouped on the other side. Conclusions: As expected,

there is consistency in the relationship between final t-score and the

answer to last question delivered by the CAT. Looking at the last

question, answer, and resulting score, clinicians, patients, and

researchers can identify specific limitations in functional ability. This

description may provide more intuitive information when using the

data, improved communication of PROs between patients and provi-

ders, and the establishment realistic functional benchmarks for

improvement after intervention.

(107.2) Linking multiple versions of the Perceived Stress Scale
with NIH toolbox

Benjamin Schalet, Northwestern University Feinberg School of

Medicine, Evanston, IL, United States; James Griffith, Northwestern

University Feinberg School of Medicine, Chicago, IL, United States;

John Salsman, Wake Forest School of Medicine, Winston-Salem, NC,

United States; Cindy Nowinski, Northwestern University Feinberg

School of Medicine, Chicago, IL, United States; Richard Gershon,

Northwestern University Feinberg School of Medicine, Chicago, IL,
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United States; David Cella, Northwestern University Feinberg School

of Medicine, Chicago, IL, United States

Aims: The Perceived Stress Scale (PSS) is the most widely used self-

report instrument for measuring the perception of stress (Cohen et al.

1983; Cohen 1994). The 10-item version was recently adopted by the

NIH Toolbox as part of its emotion battery (Kupst et al. 2015). The

NIH Toolbox item content is identical, but the measure is scored

using a T-score metric based on item response theory (IRT), and

centered on the general population (2010 Census). The original PSS,

however, comes in 3 forms: 4-, 10-, and 14-items. The objective of

this analysis is to place these versions of the PSS on the NIH Toolbox

metric, to facilitate merging of data across studies. Methods: We

conducted IRT re-analyses of the PSS items administered during NIH

Toolbox norming to adults (N = 893). We examined unidimension-

ality estimates with a series of single and bi-factor factor analyses and

estimated omega-hierarchical (McDonald 1999). We conducted fixed

calibration and Stocking-Lord linking, following previous Methods:

of PRO equating/linking (Choi et al. 2014). We created cross-walk

tables with the Lord-Wingersky algorithm, and computed agreement

(ICCs) between T-scores estimated by the different PSS versions.

Finally, we translated mean PSS scores from probability samples

(Cohen & Janicki-Deverts 2012) into the TB metric for validation.

Results: Factor analyses suggested deletion of one problematic item

in the 14-item version. The subsequent omega-hierarchical estimate

was reasonably high ([ 0.70) suggesting that linking could proceed

with the remaining 13 items. Rescoring data based on the resulting

three cross-walk tables provided evidence of high agreement across

versions (ICC[ 0.90). The normative T-score interpretation was

supported by mean PSS scores reported in large probability samples

(which translate to 50–52 on the TB metric). Conclusions: Our

Results: provide researchers with T-score cross-walk tables, allowing

them to recode summed scores of any version of the PSS to the

Toolbox T-score metric. This permits merging of data across studies

and comparison to a national reference. This approach supports pro-

jects with Aims: of coordinated analysis across cohorts, such as the

Environmental influences on Child Health Outcomes (ECHO)

Program.

(107.3) Can we get there from here? Linking scores of legacy
depression measures to PROMIS-depression in the absence of co-
administration

Michael Kallen, PhD, MPH, Northwestern University, Missouri City,

TX, United States; Karon Cook, PhD, Northwestern University,

Houston, TX, United States; Richard Gershon, PhD, Northwestern

University, Chicago, IL, United States; Dagmar Amtmann, PhD,

University of Washington, Seattle, WA, United States; David Cella,

PhD, Northwestern University, Chicago, IL, United States

Aims: The utility of associating scores from different measures to a

common metric is well established. The PROsetta� Project, for

example, successfully linked scores on the Patient-Reported Out-

comes Measurement Information System (PROMIS�) with scores of

other related instruments using data in which legacy and PROMIS

instruments were co-administered. Many PROsetta crosswalks are

being applied in the Environmental influences on Child Health Out-

comes (ECHO) Program, a large-scale, transdisciplinary research

consortium. In this study we evaluated a novel approach to score

linking, ‘‘indirect linking,’’ as applied to depression measures. This

method uses a link between two legacy measures as the basis for the

link to the PROMIS metric. Methods: A secondary data set was

obtained that included co-current responses of persons with multiple

sclerosis to PROMIS-Depression (PROMIS-D), Public Health Ques-

tionnaire-9 (PHQ-9), and Center for Epidemiologic Studies-

Depression (CES-D). Because the dataset included observed

PROMIS-D scores, we had a gold standard to which to compare

scores estimated through direct and indirect linking. Analysis steps

are described graphically in Fig. 1: Obtain predicted PROMIS-D

scores based on observed CES-D responses and published CES-D to

PROMIS-D direct linking parameters.Link CES-D to PHQ-9

responses using co-administered sample data anchored by PHQ-9 to

PROMIS-D linking parameters.Obtain predicted PROMIS-D scores

based on observed CES-D responses and new CES-D to PROMIS-D

(via PHQ-9) indirect linking parameters. Estimate correlation and

RMSD between predicted and observed PROMIS-D scores and

between PROMIS-D scores predicted by direct and indirect link-

ing.Repeat steps 1–4, predicting PROMIS-D scores based on

observed PHQ-9 responses. Results: Full Results: are presented in

Table 1. Direct and indirect linking resulted in similar PROMIS-D

scores. Both Methods: produced score estimates that compared

favorably to actual observed scores. Conclusions: Indirect linking

could be an efficient method for estimating scores when co-admin-

istering measures is not feasible. However, caution is warranted. The

scores of scales linked in this study had very strong correlations.

Simulation studies could identify standards for when indirect linking

is justifiable.

(107.4) An algorithm to generate EQ-5D-5L utility scores
from the dermatology life quality index: a direct mapping study
in a population with atopic dermatitis

Andreas Vilsbøll, Aalborg University, Aalborg, Denmark; Nana

Kragh, MsC Econ, LEO Pharma, Copenhagen, Denmark; Julie Hahn-

Pedersen, Cand. Scient. Med., LEO Pharma, Copenhagen, Denmark;

Cathrine Elgaard Jensen, Cand. Scient. Med, Aalborg University,

Aalborg, Denmark

Aims: The study aimed to develop an algorithm for mapping from

Dermatology Life Quality Index (DLQI) to EQ-5D-5L utility scores
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in patients with atopic dermatitis (AD). Methods: Data from an

international cross-sectional study (respondents from France, Ger-

many, United Kingdom and United States) based on the National

Health and Wellness Study in 2015 and 2016 of patients with AD was

used to develop the algorithm. The conceptual overlap between DLQI

and EQ-5D-5L was evaluated using Spearman’s rank correlation

coefficient. To generate EQ-5D-5L, mapping models were tested with

different specifications (number and choice of independent variables).

Four types of mapping models were used: ordinary least squares,

generalized linear models, two-part models and tobit models. These

were tested to determine which type of model performed best. To

validate each of the models, 10-fold cross-validation was done to

compare observed and estimated EQ-5D-5L utility scores along with

an assessment of the conceptual validity of the mapping algorithm.

Based on root mean squared error (RMSE), mean absolute error

(MAE), and mean error (ME) the final model was selected. Results:

The study yielded 1232 observations of DLQI and EQ-5D-5L. Mean

age of respondents was 48.3 and 69.4% were female. The mean DLQI

and EQ-5D-5L scores were 7.23 and 0.69, respectively. Correlation

between DLQI and EQ-5D-5L was moderate (q = - 50.7). An

ordinary least squares model was the best performing model pro-

viding an algorithm with RMSE = 0.184, MAE = 0.142, and

ME = 0.063. The model was developed with the separate DLQI

items, age, and gender as the independent variables. Mapping-algo-

rithms that allow calculation of EQ-5D-5L utility scores, if only few

variables were available, were also developed. Conclusions: This is

the first study mapping DLQI to EQ-5D-5L in patients with AD.

Using a pragmatic approach, it was possible to develop an applicable

tool for generating EQ-5D-5L utility scores from DLQI. The corre-

lation between DLQI and EQ-5D-3L from mapping studies in other

dermatology areas are similar to the findings with EQ-5D-5L in this

study. To better understand the relationship between the DLQI items

and EQ-5D-5L dimensions and further validate the findings of the

study, additional work is needed.

108: Digital health technologies

(108.1) Social media use and happiness with aspects of life
in young people

Philip Powell, PhD, University of Sheffield, Sheffield, United

Kingdom; Emily McDool, PhD, University of Sheffield, Sheffield,

United Kingdom; Jennifer Roberts, PhD, University of Sheffield,

Sheffield, United Kingdom; Karl Taylor, PhD, University of

Sheffield, Sheffield, United Kingdom

Aims: Online social networking is a ubiquitous feature of childhood.

Studies suggest that digital behaviour can have a lasting impact on

young people’s quality of life, but most evidence is limited by sample

size, issues of bi-directionality, and/or use of a unidimensional out-

come. We explore the effect that chatting on online social networks

has on young people’s reported happiness with six aspects of their

lives, using a large representative sample of young people and an

instrumental variable (IV) technique to address issues of causality.

Methods: We use data from an unbalanced panel of 5171 10–15 year

olds from the UK Household Longitudinal Study (2011–2016),

totalling 10,039 observations. We analyse the data using a two-stage

least squares (2SLS) IV econometric technique with fixed effects,

incorporating matched average Ofcom local area broadband speeds as

the IV. This IV technique is empirically valid, and allows us to derive

close-to-causal (rather than associational) estimates of social net-

working on happiness. The primary independent variable is hours

spent chatting or interacting with friends on social networks on a

normal school day. Outcomes are happiness with school work;

appearance; family; friends; school attended; and life overall. Results:

Spending more time chatting on social networks reduces happiness in

all aspects of children’s lives, with the largest effect for family and

the smallest effect for school work. Our most stringent model sug-

gests that a 1 SD increase in the time spent using social media leads to

a 0.38 SD reduction in how happy children feel about their life

overall. This effect is non-trivial, being around half the size of the

effect on young people’s happiness of living in a single parent

household. The effects are worse for girls than boys; for those on a

lower relative income; those who report being bullied; and those who

report undertaking a greater number of additional activities. Con-

clusions: Our Results: suggest that interventions to reduce the time

young people spend on social media could have positive effects on

their quality of life in a number of domains.

108.2 Exploring the association between patient-reported
outcomes and patient-generated health data from a wearable
device in cancer patients

Tempei Miyaji, MSc, Department of Clinical Trial Data Management,

Graduate School of Medicine, The University of Tokyo, Bunkyo-ku,

Japan; Takashi Kawaguchi, PhD, Department of Practical Pharmacy,

School of Pharmacy, Tokyo University of Pharmacy and Life

Sciences, Hachioji-city, Japan; Kanako Azuma, BSc., Department of

Pharmacy, Tokyo Medical University Hospital, Shinjuku-ku, Japan;

Shinya Suzuki, PhD., Department of Pharmacy, Kanagawa

Prefectural Keiyukai Keiyu Hospital, Yokohama-shi, Japan; Yoko

Sano, BSc., Department of Pharmacy, Tokyo Medical University

Hospital, Shinjuku-ku, Japan; Moe Manabe, BSc., Department of

Pharmacy, Tokyo Medical University Hospital, Shinjuku-ku, Japan;

Ayako Torii, MSc., Department of Pharmacy, Tokyo Medical

University Hospital, Shinjuku-ku, Japan; Tadamasa Kamimura, BSc.,

Department of Pharmacy, Kanagawa Prefectural Keiyukai Keiyu

Hospital, Yokohama-shi, Japan; Yuki Ozawa, BSc., Department of

Pharmacy, Kanagawa Prefectural Keiyukai Keiyu Hospital,

Yokohama-shi, Japan; Takuhiro Yamaguchi, PhD., Division of

Biostatistics, Tohoku University Graduate School of Medicine,

Sendai, Japan

Aims: Patient-generated health data (PGHD) from electronic mobile

devices provides new Methods: to monitor daily physical activities

and functioning of cancer patients both in clinical research and gen-

eral practice. However, the association between symptom scores such

as fatigue, pain and insomnia from patient-reported outcomes (PRO)

and physical activity data from wearable devices were not well

investigated. This research aimed to investigate the association

between PRO and PGHD regarding major cancer symptoms and

sleep. This is a secondary analysis of the feasibility study of wearable

device (UMIN000027575). Methods: Adult patients with any verified

cancer who were planning to receive first-line systemic chemother-

apy, able to use their own smartphone, and admitted to hospital at the

time of enrollment were eligible. Patients were asked to wear a

wristband-style device (Garmin Vivofit 3�) for 28 days from the day

before the initiation of chemotherapy. Brief Fatigue Inventory (BFI)

and MD Anderson Symptom Inventory (MDASI) were assessed

electronically at baseline and on day 29. Pittsburgh Sleep Quality

Index (PSQI), global impression of the devices, and NCI CTCAE v4

were assessed on day 29. Sleep onset time and wake up time were

recorded every day for 28 days by electronic patient daily. Results: A

total of 30 patients enrolled from July to November 2017. Participants

had a mean age of 58.6 years, and 21 (70%) were male. Further, 15

(50%) had gastrointestinal cancer, and 11 (36.7%) had lung cancer.

Of the 30 patients, 27 (90%, 95 CI 0.73–0.98) were well adhered

([ 70%) to the device for 28 days. The degree of physical activity

fairly correlated with the baseline scores of BFI global fatigue score (r

= - 0.38) and MDASI core symptom severity score (r = - 0.40). The

average rate of concordance (± 30 min) of sleep onset time, wake up
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time and sleep duration between patient daily and the wearable device

were 66%, 54% and 41% respectively. Conclusions: PGHD from

wearable device has a certain association with PRO and may be used

as surrogate endpoints in a certain research setting.

(108.3) Evaluation of the implementation of PROMIS CAT
batteries for total joint arthroplasty in an electronic health record

Nan Rothrock, PhD, Northwestern University, Chicago, IL, United

States; Cynthia Barnard, Northwestern Memorial HealthCare,

Chicago, IL, United States; Surabhi Bhatt, Northwestern University,

Chicago, IL,United States; Zeeshan Butt, Northwestern University,

Chicago, IL, United States; Ryan Chmiel, Northwestern Memorial

HealthCare, Chicago, IL, United States; Carl Christensen,

Northwestern Memorial HealthCare, Chicago, IL, United States;

Beghum Kutay, Northwestern Memorial HealthCare, Chicago IL,

United States; David Manning, Northwestern University, Chicago, IL,

United States; Nicole McGuire, Northwestern Memorial HealthCare,

Chicago, IL, United States; Terrance Peabody, Northwestern

University, Chicago, IL, United States; Luke Rasmussen,

Northwestern University, Chicago, IL, United States; Michael

Schachter, Northwestern Memorial HealthCare, Chicago, IL, United

States; Justin Starren, Northwestern University, Chicago, IL, United

States; Michael Stover, Northwestern University, Chicago, IL, United

States; David Cella, Northwestern University, Chicago, IL, United

States

Aims: We evaluated the implementation of patient-reported outcome

(PRO) batteries as part of routine clinical care within an electronic

health record (EHR) at an academic medical center. Methods: Bat-

teries of PROMIS Computer Adaptive Tests (CATs) and one short

form were offered to patients undergoing total knee or total hip

arthroplasty (TKA, THA) at pre-operative (6 weeks) and post-oper-

ative points (3, 6 weeks, 3, 6, and 12 months). Clinic staff created one

pre-operative order and one post-operative order for the series.

Patients completed the assessment in clinic or remotely through the

EHR patient portal.We evaluated monthly order rates, monthly

completion rates for each assessment, and average PRO T-scores for

each assessment by type of surgery. Results: In 15 months, 784 pre-

operative orders were placed (60.8% of TKA/THA procedures,

SD = 17.3). Although order rates improved over time, they varied and

never exceeded 80% of eligible procedures (range 17–80%). Post-

surgery order rates were consistently higher; 1357 orders were placed

(93.2%, SD = 6.3). Patients completed the pre-surgery evaluation

65.6% of the time (SD = 6.3). Completion rates were lower for post-

surgery assessments, particularly after 6 weeks. At 3 weeks, 607 of

1289 assessments were completed (47.1%, SD = 9.5). The comple-

tion rate at 6 weeks was 51.9% (SD = 9.2), at 3 months 37.9%

(SD = 6.8), and at 6 months 31.8% (SD = 6.7).Patients reported

moderate severity pre-operatively for Physical Function (TKA =

38.0, SD = 5.4, THA = 37.1, SD = 5.6) and Pain Interference

(TKA = 62.8, SD = 6.5, THA = 63.8, SD = 5.6) and mild impair-

ment in Ability to Participate in Social Roles and Activities

(TKA = 40.6, SD = 7.2, THA = 40.5, SD = 6.9). All three improved

to within normal limits post-operatively. Pain Intensity short form

scores were within normal limits pre- and post-operatively. Conclu-

sions: PRO assessment with CATs can be embedded in the EHR

workflow, but staff compliance with manual processes is variable.

Placing orders for multiple patients at one time improved compliance.

Patients were more likely to complete PROs in the clinic versus home

and when there may be a greater desire to appear compliant. PROMIS

Physical Function, Pain Interference, and Ability to Participate in

Social Roles and Activities CATs capture impairment that improves

post-surgery.

(108.4) Feasibility of digital self-report PRO data for monitoring
adverse events after discharge following major abdominal cancer
surgery: the eRAPID study

Kerry Avery,University of Bristol, Bristol, United Kingdom; Hollie

Richards, University of Bristol, Bristol, United Kingdom; Amanda

Portal, University of Bristol, Bristol, United Kingdom; Trudy Reed,

University Hospitals Bristol NHS Foundation Trust, Bristol, United

Kingdom; Ruth Harding, University Hospitals Bristol NHS

Foundation Trust, Bristol, United Kingdom; Robert Carter, University

of Leeds, Leeds, United Kingdom; Kate Absolom, University of

Leeds, Leeds, United Kingdom; Galina Velikova, Prof, University of

Leeds, Leeds, United Kingdom; Jane Blazeby, Prof, University of

Bristol, Bristol, United Kingdom

Aims: Major abdominal cancer surgery can have acute or long-term

adverse effects (AEs). If complications occur at home, late detection

and treatment may lead to impaired quality-of-life and increased

emergency admissions. Prompt identification of AEs is important to

improve patient safety and outcomes. eRAPID is an online PRO

platform, integrated within hospital electronic patient records (EPR),

for patients undergoing surgery to report patient-reported outcomes

(PRO) during early recovery, in which tailored self-management

feedback or advice to contact a clinician is generated. Clinicians are

also alerted to symptoms indicative of AEs by email. This prospective

feasibility study examines the functionality and feasibility of eRAPID

to support patient PRO self-tracking during recovery and inform

clinical decision-making. Methods: 47 patients (30 men, mean age

62.2) undergoing major abdominal cancer surgery (e.g gastrectomy,

hepatectomy) were invited to complete the online eRAPID symptom

questionnaire pre-discharge and a minimum of 9 times during the

8-week post-discharge period. Patients login to a secure website to

complete 37 questionnaire items regarding 24 symptoms. Initial

analyses explored the system’s functionality, data completeness and

stratification of potential AEs and concerning or expected symptoms.

Results: 23 patients (49%, 16 men, mean age 64.7) consented to

participate and completed the questionnaire a total of 163 times

(median completion time 8 min). Of these, 21 (91%) completed the

questionnaire pre-discharge and 16 (70%) C 7 times post-discharge.

Response rates were lowest (range 48–52%) from week 7 post-dis-

charge. Of 163 completions, 13 (8%) triggered AE alerts to clinicians

(pain, fever, shortness of breath, problems swallowing), 69 (42%)

triggered advice to contact a clinician for potentially concerning

symptoms and 63 (39%) triggered patient self-management advice in

response to expected symptoms. Conclusions: A system for digital

PRO data collection post-discharge following surgery has been

developed and integrated into EPR. Preliminary findings indicate that

the eRAPID system is acceptable for patients to complete and can

tailor clinician alerts and patient self-management advice dependent

on the severity and combination of symptoms reported. Further

analyses will establish actions/outcomes resulting from AE alerts to

clinicians and advice for patients to contact clinicians (e.g. hospital

admissions, GP visits, clinical events, further treatment).

201: Response shift

(201.1) Exploring response shift recalibration using survival
analysis

Mohamed Boucekine, PhD, Aix-Marseille Université, EA 3279 Santé

Publique et Maladies Chroniques, Marseille, France; Anderson

Loundou, Aix-Marseille Université, EA 3279 Santé Publique et

Maladies Chroniques, Marseille, France; Laurent Boyer, Aix-

Marseille Université, EA 3279 Santé Publique et Maladies

Chroniques, Marseille, France; Jean Pelletier, Aix-Marseille

Université, EA 3279 Santé Publique et Maladies Chroniques,
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Marseille, France; Karine Baumstarck, Aix-Marseille Université, EA

3279 Santé Publique et Maladies Chroniques, Marseille, France;

Badih Ghattas, Department of Mathematics, Faculté des Sciences de

Luminy, Aix-Marseille University, Marseille, France; Pascal Auquier,

Aix-Marseille Université, EA 3279 Santé Publique et Maladies

Chroniques, Marseille, France

Aims: In individuals with multiple sclerosis (MS), we compared the

probability of a clinical (Expanded Disability Status Scale EDSS)

deterioration in accordance with magnitude of quality of life (QOL)

deterioration every 6-month periods during 2 years of follow-up,

using survival analysis. Methods: Patients with MS were enrolled into

a multicenter, multiregional, longitudinal observational study. QOL

was assessed using the 36-Item Short-Form (SF-36) at baseline and

every 6 months thereafter up to month 24 (M0, M6, M12, M18,

M24). [M0-M6] was called P1, [M6-M12] P2, [M12-M18] P3, [M18-

M24] P4. We examined the subsample of individuals with a QOL

deterioration during each previous defined periods (P1–P4). We

worked with the complement of the c.d.f, the survival function

S(t) = P{T C t} = 1-F(t)=$f(x)dx which gives the probability of

being alive just before duration t, or more generally, the probability

that the event of interest has not occurred by duration t. We applied

this model by modeling the probability that the event of interest

(EDSS deterioration during a period i) has not occurred by magnitude

of difference in QOL greater or equal to D scale-points. We compared

P1 and P2, P1 and P3, and P1 and P4 using the log-rank test. The

magnitude of QOL deterioration was estimated by the Cohen’s d

effect sizes. Results: 600 consecutive patients were enrolled. The

number of QOL worsened individuals on the different SF36 domains

were: from 259 to 397 during P1, from 250 to 381 during P2, from

244 to 379 during P3, from 247 to 372 during P4. The survival

analysis showed no significant difference between P1 and P2, but a

significant difference between P1 and P3, between P1 and P4 for all

SF36-domains. The effect size ranges were from 0.3 to 6.7 during P3,

from 0.6 to 8.5 during P4. See Fig. 1 and Fig. 2. Conclusions: The

differences of probability to have EDSS deterioration differ for a

same QOL deterioration over the time periods allowing us to

hypothesize the occurrence of potential recalibration response shift

phenomenon.

(201.2) Evaluation of an algorithm to identify response shift
and its determinants at the item level using Rasch family models –
a simulation study

Priscilla Brisson, U1246 SPHERE - Université de Nantes, Nantes,

France; Véronique Sébille, U1246 SPHERE - Université de Nantes,

Nantes, France; Jean-Benoit Hardouin, U1246 SPHERE - Université

de Nantes, Nantes, France; Myriam Blanchin, U1246 SPHERE -

Université de Nantes, Nantes, France

Aims: Identifying reponse shift (RS) when it occurs is important for a

better understanding of patients’ adaptation and psychological

adjustment to their disease as well as for the interpretation of the

patients’ ‘‘true’’ perceived change to avoid erroneous Conclusions:

due to confounding RS effects. Most approaches that have been

proposed for RS analysis assume that the majority of patients have

adapted to their disease in the same way which does not seem real-

istic. Integrating covariates in RS detection could help investigating

whether clinical (pathology, treatment…) or psychological (anxiety,

coping strategies, perceived stress...) characteristics of patients are

associated with RS and perceived changes. A simulation study was

performed to evaluate the performance of item-level RS detection

integrating covariates. Methods: An algorithm to detect RS at item

level based on Rasch Measurement Theory models has been adapted

to integrate a covariate. Perceived changes over time or/and RS

effects can be estimated differentially in the subgroups depending on

the covariate. The performance of the algorithm was evaluated in a

simulation study in different cases depending on: the i/absence or

presence of RS, ii/type and size of RS, iii/effect of the covariate on

RS or on perceived changes. The performance of the algorithm was

assessed regarding the rate of incorrect detection of RS (when no RS

is simulated), the rate of correct detection of RS (when RS is simu-

lated), RS assessment (regarding the items, the types of RS that were

detected depending on the covariate) and perceived change bias.

Results: The rate of incorrect detection of RS should be lower than

5% as was the case for a previous evaluation of the algorithm without

covariate. We expect that the rate of correct detection of RS might be

influenced by the size and type of RS. The rate of correct detection

could be lower when RS affects differentially the subgroups because

of a loss of power. Conclusions: Identifying the occurrence of RS and

its determinants can help to identify the need for medical/psycho-

logical support over the course of illness, which may differ depending

on patients’ characteristics.

(201.3) A critical appraisal of the minimally important difference:
evidence of instability over time and across groups

Joel Finkelstein, M.D., M.Sc., FRCS(C), Sunnybrook Health Sciences

Centre, Toronto, Ontario, Canada; Jie Zhang, M.P.H., DeltaQuest

Foundation, Inc., Concord, MA, United States; Bruce Rapkin, Ph.D.,

Albert Einstein College of Medicine, Bronx, NY, United States;
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Carolyn Schwartz, Sc.D., DeltaQuest Foundation, Inc., Concord, MA,

United States

Aims: Research suggests patients undergoing surgery for lumbar

spine disorders experience changes in how they think about symptoms

and functional health. These underlying cognitive changes affect the

meaning of patient-reported outcome (PRO) scales pre- and post-

surgery. Current evidence suggests that such response shift effects

complicate the interpretation of change over time on standard spine

PROs. This study investigated if a patients’ minimally important

differences (MID) change over time after spinal surgery, and whether

cognitive appraisal processes are implicated. Methods: This longitu-

dinal cohort included 104 people (mean age 60, 50% female) with

pre- and up to 12 months post-surgery data. Participants completed

the SF-36, Oswestry Disability Index, Numeric Rating Scale, PRO-

MIS Pain Impact, a Global Rating of Change (GAC) item; and the

Quality of Life (QOL) Appraisal Profile Standards of Comparison

items. MID used an anchor technique and was computed by GAC

group. Participants were then binned into one of three groups based

on their GAC response patterns at all timepoints: Better Post-Surgery,

Worse Post-Surgery, and Bouncers (i.e., better then worse then better;

or vice versa). Individuals’ longitudinal QOL- and appraisal-slope

scores were computed; and QOL-appraisal slopes’ correlations were

computed by GAC group. Fisher’s Z transformation tested the

hypothesis that GAC groups differed in the QOL-appraisal relation-

ship over time. Results: The MID generally increased over time, but

‘somewhat better’ patients had larger effect sizes that were consis-

tently reflecting improvement. The ‘somewhat worse’ patients had

MIDs that fluctuated in direction by PRO, and never grew larger than

medium effect sizes. The QOL-appraisal slopes’ correlations differed

most between Bouncers and Better groups, reflecting different

emphases by PRO. Bouncers’ QOL changes were more correlated

with comparing oneself to people without a limiting health condition

and how others see them than Betters; and less correlated with

comparing oneself to what their doctor told them, ideal health, others

without a spinal condition, and others their age. Conclusions: MID

grows larger over time for those who improve post-surgery, but

fluctuates in magnitude and direction for those who get worse. People

whose experience vacillates in the year post-surgery tend to empha-

size different standards of comparison compared to those with more

steady improvement.

(201.4) The implacability of item-response-theory measures: does
appraisal still impact interpretation of change?

Carolyn Schwartz, ScD, DeltaQuest Foundation, Inc., Concord, MA,

United States; Jie Zhang, M.P.H., DeltaQuest Foundation, Inc.,

Concord, MA, United States; Wesley Michael, M.B.A., Rare Patient

Voice, LLC, Towson, MD, United States; Bruce Rapkin, Ph.D.,

Albert Einstein School of Medicine, Bronx, NY, United States

Aims: It is increasingly recognized that response shift phenomena

impact evaluative self-reported quality of life (QOL) outcomes over

time. With the growing use of item-response-theory (IRT) based

measurement development, many researchers assume that response

shift effects are no longer an issue in longitudinal studies. This study

aimed to test the hypothesis that response shift effects are not present

in IRT-based measures over time. Methods: Chronically ill patients

(n = 1481) participated in a web-based survey at baseline and 17

months later. Patients completed the PROMIS-10, the NeuroQOL

Applied Cognition, and the NeuroQOL Positive Affect and Well-

Being static short-forms. Response shift effects were operationalized

using the QOL Appraisal Profile-v2, which yields 12 summary scores.

The sample was divided into Catalyst versus No-Catalyst groups, the

former being those who reported job loss, relationship termination, or

additional comorbidities since baseline. T-tests compared groups on

item- and summary-score change on the three IRT-based measures.

Significant outcomes were examined in subsequent canonical corre-

lation (CC) analyses of QOL and Appraisal change scores by Catalyst

group. Fisher’s Z-score transformation compared CC coefficients.

Results: In this sample (86% female, mean age 50), 664 (45%)

reported a Catalyst. The Catalyst group showed decline on 17 of 38

QOL scales compared to No-Catalyst. CC analyses kept two CCs in

both groups (CC-1, CC-2). In both groups, CC-1 indicated an asso-

ciation between improved physical health and appraisal focused on

wellness versus health worries or recent changes. The relationship

was slightly stronger in the Catalyst group (CC-1 = 0.65 vs. 0.57,

Z = 2.63, p = 0.004). CC-2 was distinct between groups, with the

Catalyst group reflecting an association between satisfaction in mul-

tiple QOL domains and the desire to maintain a lightness of being. In

contrast, the No-Catalyst group’s CC-2 reflected an association

between fatigue and cognitive decline with appraisals involving

health problems, reducing responsibilities, and maintaining a light-

ness of being. Although different in composition, the two groups’

second canonical correlations were of similar magnitude (CC-

2 = 0.55 and 0.56, respectively). Conclusions: Results: suggest that

changes in appraisal influence IRT-based measures somewhat dif-

ferently for people who experience important life events. Analyses are

underway to examine hypothesized relationships using Oort’s Struc-

tural Equation Modeling approach.

202: Meeting the needs of stakeholders

(202.1) Embedding patient and public involvement
within the centre for patient reported outcomes research

Olalekan Lee Aiyegbusi, MBChB, MPH, Centre for Patient-Reported

Outcomes Research, Institute of Applied Health Research, University

of Birmingham, Birmingham, United Kingdom; Grace Turner, PhD,

Centre for Patient Reported Outcomes Research, Institute of Applied

Health Research, University of Birmingham, Birmingham, United

Kingdom; Derek Kyte, PhD, Centre for Patient Reported Outcomes

Research, Institute of Applied Health Research, University of

Birmingham, Birmingham, United Kingdom; Anita Slade, PhD,

Centre for Patient Reported Outcomes Research, Institute of Applied

Health Research, University of Birmingham, Birmingham, United

Kingdom; Magdalena Skrybant, Centre for Patient Reported

Outcomes Research, Institute of Applied Health Research, University

of Birmingham, Birmingham, United Kingdom; Gary Price, Centre

for Patient Reported Outcomes Research, Institute of Applied Health

Research, University of Birmingham, Birmingham, United Kingdom;

Melanie Clavert, PhD, Centre for Patient Reported Outcomes

Research, Institute of Applied Health Research, University of

Birmingham, Birmingham, United Kingdom

Aims: The Centre for Patient Reported Outcomes (PRO) Research

(CPROR) at the University of Birmingham Aims: to optimise use of

PROs in clinical trials and routine clinical care, to improve service

delivery, enhance patient care and outcomes and ensure the patient

perspective is at the heart of health research and decision making. The

core ethos of the Centre is ‘‘making patient centred care a reality’’;

therefore, embedding patient and public involvement (PPI) is key to

achieve CPROR’s Aims: Methods: Patient partners were involved in

the establishment of the Centre by providing feedback on the CPROR

application. At the Centre launch event two patient advocates gave

inspiring presentations on the value of PRO research based on their

experiences. PPI continues to be embedded in CPROR through rep-

resentation on the executive committee, which oversees the delivery

of the CPROR strategy. Results: In terms of CPROR research, PPI is

incorporated at different stages of the research cycle, including:

(i) research prioritisation; (ii) collaborators on developing research

proposals and co-applicants on grant applications; (iii) providing
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input during the study (such as ethics applications and recruitment

strategies);iv) Involvement in dissemination, including being named

authors on journal publications.Specific to PRO research, an example

of the value of PPI is during the selection of which PRO measures to

include in our research. Patients’ perspectives ensures that the content

of PRO measures are appropriate/relevant and the measure is

acceptable in terms of questionnaire length, frequency and mode of

administration. Conclusions: We will present our experiences of

embedding PPI within the Centre, aimed at building capacity for PPI

in PRO research, both for the research team and patient partners. We

will outline the challenges faced and our proposed solutions. We

aspire to continue to improve PPI for PRO research and develop best

practice.

(202.2) Strengthening scale development for clinical practice:
recommendations for the next decade

Skye Barbic, University of British Columbia, West Vancovuer,

British Columbia, Canada; Jeremy Hobart, MD, Plymouth University,

Plymouth, United Kingdom; David Barbic, MD, University of British

Columbia, Vancouver, British Columbia, Canada; Susan Bartlett,

PhD, McGill University, Montreal, Quebec, Canada; Clifton

Bingham, MD, Johns Hopkins, Baltimore, United Kingdom; Steve

Mathias, MD, University of British Columbia, Vancouver, British

Columbia, Canada

Aims: The science of health measurement has changed substantially

in the last decade. The implications for clinical practice are signifi-

cant. The aim of this talk is to demonstrate the application of the new

approaches to measurement for advancing clinical care in four set-

tings: (1) psychiatry, (2) emergency medicine, (3) rheumatology, and

(4) neurology. Methods: Our team developed an iterative mixed

Methods: approach to design and test new outcome measures in real

world clinical settings. Stakeholders from six youth mental health

centres (n = 12,000 patients/year), one emergency department

(90,000 patients/year), twenty rheumatology clinics (n = 800 patients/

year), and one outpatient neurology clinic (n = 16,000 patients/year)

shared barriers and facilitators to developing and implementing

patient reported outcome measures (PROMs) in clinical practice.

Shared learning was consolidated and preliminary set of recommen-

dations for PROM development, testing, and implementation in

clinical settings was proposed. Results: The preliminary recommen-

dations include: (1) basic measurement and research engagement

training for stakeholders (e.g., patients and clinicians); (2) in-depth

1:1 qualitative work to identify the needs and priorities of patients; (3)

focus groups to develop conceptual and measurement models

underpinning these needs; (4) identification of instruments via sys-

tematic review of the literature; (5) a priori hypothesis-driven

psychometric testing of these instruments in clinical settings; (6)

consultation with stakeholders to interpret psychometric findings; (7)

development and testing of new items if needed); (8) collection of a

minimal data set for item and instrument calibration in a real world

patient sample; (9) implementation of measurement operating pro-

cedures for monitoring patients and clinical care; and (10) policies to

ensure ongoing quality assurance for assessing PROM reliability,

validity, and clinical utility. Conclusions: In order for outcome

measures to be used in clinical practice, strong emphasis is needed on

conceptualization, real world hypothesis testing approaches and

designs, interpretation, and sustainable stakeholder engagement.

Embedding instrument development and testing in clinical settings

has the potential to build capacity for clinicians and patients to

understand measurement, align services with patient needs, improve

communication between stakeholders, and optimize patient outcomes

and experiences.

(202.3) Common issues encountered in regulatory review
of the development of clinical outcome assessments

Wen-Hung Chen, FDA, Silver Spring, MD, United States

Aims: The objective of this presentation is to highlight the serious

oversights in the development of the clinical outcome assessment

(COA) that lead to the conclusion that the proposed COA is not fit-

for-purpose for use as study endpoint in clinical trials. Methods:

COAs play a critical role in medical product development programs

as they are commonly used as study endpoints to assess how patients

feel or function to demonstrate positive treatment benefit or tolera-

bility. However, owing to various reasons, such as the nature of the

indication, overall drug development strategy, resources, and inter-

pretation of the guidance principles, the quality of COAs proposed to

evaluate treatment benefit for regulatory purposes has varied greatly.

Some COAs have been well developed and used to support drug

approval and labeling clAims: while others have been inadequate and

were rejected or recommend by FDA to be substantially revised. The

types of concerns FDA has encountered include: lack of adequate

content validity, not reliable, not sensitive to detect change, or

yielding uninterpretable score(s). Many of the serious oversights are

avoidable. Four case studies will be used as examples in this pre-

sentation to highlight the serious oversights and concerns that have

been encountered at FDA and approaches to avoid them will be

recommended. Results: The serious oversights to be illustrated are as

the followings: Case study 1: ignoring the findings of the qualitative

studies and data and letting the psychometric analysis to determine

the final items contained in the instrument Case study 2: ignoring the

findings of the basic psychometric analysis and proceeding to more

complex psychometric analysis that violated the basic assumptions

and yielded misleading findings Case study 3: ignoring the findings

that a shorter and simpler version of the instrument and its scoring

were more sensitive and interpretable, whereas a longer and more

complex version of the instrument that was less sensitive and more

difficult to interpret was selected Case study 4: using wrong data unit

for the psychometric analysis and conducting psychometric analysis

that did not follow a logical order Conclusions: A COA can be

developed successfully by paying attention to the fundamental prin-

ciples without using complex methodology.

(202.4) Can patient-reported outcomes assessment be brought
to scale? Lessons from a statewide PRO-focused quality
improvement initiative

Sara Khor, MASc, University of Washington, Seattle, WA, United

States; Heather Harris, University of Washington, Seattle, WA,

United States; David R. Flum, MD, MPH, University of Washington,

Seattle, WA, United States; Amy M. Cizik, PhD, MS, University of

Washington, Seattle, WA, United States; Danielle C. Lavallee,

PharmD, PhD, University of Washington, Seattle, WA, United States

Aims: Healthcare systems face increased expectations from payers

and policy-makers to report on patient-reported outcomes (PROs) as

part of bundled payment contracts. As part of a statewide surgical

collaborative, the CERTAIN survey center captured patient-reported

pain and function outcomes from patients undergoing elective lumbar

and cervical surgeries using a multimodal approach. We describe the

design and implementation of PROs collection efforts and implica-

tions for healthcare systems. Methods: This observational cohort

study included individuals completing preoperative PRO surveys at

15 spine clinics across Washington State in 2014. Outreach occurred

at 60 days, and at 1 year for those who had surgery. We conducted up

to seven contact attempts using standard mail, electronic mail, tele-

phone, integrated voice response, and text messaging, customized to

patient preference. Univariate logistic regression models were used to
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examine the association of modality preference and age on response

rates. Surveying costs were assessed based on staff, materials, and IT

infrastructure. Results: Among the 3277 eligible for the 60-day survey

(mean age 60 (SD 14); 50% female), 3230 (99%) indicated preferred

modalities for surveying (53% preferred phone first; 18% email; 15%

mail; 12% text or automated call). The 60-day response rate reached

64% by the 7th attempt (see figure). Compared to phone calls, those

who preferred mail or email were 27% (p = 0.05) and 46% (p\ 0.05)

more likely to respond at the 1st attempt, respectively. Each year of

increased age was associated with a 3% increased likelihood of

completing a survey (p\ 0.01). Older adults ([ 80) reported a higher

preference for mail (23 vs 15%) and lower for emails (11 vs. 18%).

12-month response rate was 76% (1189/1561). In total, 18,796 out-

reach attempts were made with a total cost between $155–210K

($8–10/survey attempt, $56–64/completed survey). Costs excluding

IT infrastructure were $6/attempt and $37/completed survey. Con-

clusions: Achieving high response rates in surveying for quality

improvement and research is important to avoid response bias. When

surveying across non-integrated clinics, especially with older patients,

offering preferred survey modalities and multiple attempts may be

necessary. The cost of achieving high PRO response rates is con-

siderable and poses a challenge to the scalability and sustainability of

this work.

203: Clinical trial methods

(203.1) Sample estimation for randomised controlled trials
with repeated assessment of quality of life: what correlation
between baseline and follow up outcomes should we assume?

Stephen Walters, PhD, University of Sheffield, Sheffield, United

Kingdom; Richard Jacques, PhD, University of Sheffield, Sheffield,

United Kingdom; Mica Teo Shu Xian, University of Edinburgh,

Edinburgh, United Kingdom

Aims: Patient Reported Outcome Measures (PROMs) are now fre-

quently used in randomised controlled trials (RCTs) as primary

endpoints. RCTs are longitudinal and many have a baseline (PRE)

assessment of the outcome and one or more post-randomisation

assessments of outcome (POST). With such pre-test post-test RCT

designs there are several ways of estimating the sample size and

analysing the outcome data:Analysis of post-randomisation treatment

means (POST)Analysis of mean changes from pre to post-randomi-

sation (CHANGE)Analysis of covariance (ANCOVA)Sample size

estimation using the CHANGE and ANCOVA Methods: requires

specification of the correlation between the baseline and follow-up

measurements. Other parameters in the sample size estimation

method being unchanged an assumed correlation of 0.70 (between

baseline and follow-up outcomes) means that we can halve the

required sample size at the study design stage if we used an

ANCOVA method compared to a comparison of POST treatment

means method. So what correlation (between baseline and follow-up

outcomes) should be assumed and used in the sample size calcula-

tion?Aim: To estimate the correlations between baseline and follow-

up PROMs in RCTs. Methods: The Pearson correlations coefficient

between the baseline and repeated PROMs (Bathel, EQ-5D, EORTC-

QLC-C30, SPADI, SF-36, WOMAC) assessments from eleven RCTs

(with 2,717 participants) were calculated and summarised. Results:

The 11 reviewed RCTs had sample sizes ranging from 86 to 445. The

time-points for the post-randomisation follow-up assessments ranged

from 1.5 to 24 months. 291 correlations, between baseline and follow-

up, were estimated; the mean (and median) correlation was 0.50 (SD

0.13; range 0.09–0.88). Conclusions: There is a general consistency in

the correlations, between the repeated PROMs, with the majority

being in the range 0.4–0.6. The implications are that we can reduce

the sample size in a RCT by 25% if we use an ANCOVA model, with

a correlation of 0.50, for the design and analysis. There is a decline in

correlation amongst more distance pairs of time-points. We might

assume an autoregressive covariance structure for the repeated mea-

sures in a trial.

(203.2) Time to health-related quality of life score deterioration
in oncology phase III clinical trials: a systematic review

Emilie Charton, Methodology and Quality of Life Unit in Oncology,

INSERM UMR 1098, University Hospital of Besançon, Besançon,

France; Fabio Efficace, PhD, Data Center and Health Outcomes

Research Unit, Italian Group for Adult Hematologic Diseases

(GIMEMA), Rome, Italy; Francesco Cottone, PhD, Data Center and

Health Outcomes Research Unit, Italian Group for Adult Hematologic

Diseases (GIMEMA), Rome, Italy; Célia Touraine, PhD, Montpellier

Cancer Institute (ICM) – Val d’Aurelle, University of Montpellier,

Montpellier, France; Benjamin Cuer, PhD Student, Montpellier

Cancer Institute (ICM) – Val d’Aurelle, University of Montpellier,

Institute of Cancer Research of Montpellier (IRCM), ICM, INSERM,

Montpellier, France; Zeinab Hamidou, PhD, EA3279 Self-perceived

Health Assessment Research Unit, Aix-Marseille University, French

National Platform Quality of Life and Cancer, Marseille, France;

Frédéric Fiteni, MD PhD, Department of Medical Oncology,

University Hospital of Nı̂mes, Montpellier Cancer Institute (ICM) –

Val d’Aurelle, University of Montpellier, Nı̂mes, France; Franck

Bonnetain, PhD, Methodology and Quality of Life Unit in Oncology,

INSERM UMR 1098, University Hospital of Besançon, French

National Platform Quality of Life and Cancer, Besançon, France;

Caroline Bascoul-Mollevi, PhD, Montpellier Cancer Institute (ICM) –

Val d’Aurelle, University of Montpellier, Institute of Cancer Research

of Montpellier (IRCM), ICM, INSERM, French National Platform

Quality of Life and Cancer, Montpellier, France; Amélie Anota, PhD,

Methodology and Quality of Life Unit in Oncology, INSERM UMR

1098, University Hospital of Besançon, French National Platform

Quality of Life and Cancer, Besançon, France

Aims: The time to deterioration (TTD) has been proposed as a

modality of longitudinal analysis of patient-reported outcomes

(PROs) in oncology randomized clinical trials (RCTs). Recommen-

dations on this approach were suggested and adapted to the cancer

context (adjuvant or advanced setting) according to: the reference

score, the event definitions and the minimal clinically important

difference (MCID) (Anota A. et al QoL Research 2013). The aim of

this review was to assess how the TTD was defined and reported in

phase III RCTs since 2014. Methods: A systematic review was per-

formed in PubMed/Medline to identify studies published between

January 2014 and April 2018. All phase III RCTs in oncology
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including a PRO endpoint with the TTD approach were considered.

We collected general information about the study, PROs assessment

and TTD approach, such as the event definition, the choice of refer-

ence score, the MCID and whether the deterioration was definitive or

not. We focused in particular on missing data and how death was

handled. Results: A total of 311 articles were screened and 36 studies

(11.6%) were finally identified as relevant according to predefined

criteria. Among these 36 studies, 31 (86.1%) were on metastatic or

advanced setting. Twelve studies (33.3%) clearly reported that

patients without baseline scores were excluded from TTD analyses.

The deterioration was defined as definitive in 8 studies (22.2%) and

confirmed in 7 studies (19.4%), which corresponds to a deterioration

maintained over time and sustained for a defined time period,

respectively. The baseline score was explicitly stated as the reference

score to qualify the deterioration for most of studies (n = 30, 83.3%).

Composite definitions of PRO deterioration were considered in 15

studies (41.7%), including deterioration in several PROs scales

(6.7%) and either death (53.3%) or simultaneously death and disease

progression (33.3%) in the event definition. Conclusions: This review

highlighted the lack of standardization of the TTD approach, despite

the recommendations already proposed. A better attention is required

to the definition of deterioration, depending on the cancer setting. In

particular, in case of composite definition, the event associated should

be meaningful in term of clinical benefit for the patient.

(203.3) Systematic evaluation of patient-reported outcome (PRO)
protocol content and reporting in cancer clinical trials: the EPiC
study

Derek Kyte, Centre for Patient Reported Outcomes Research,

University of Birmingham, Birmingham, United Kingdom; Ameeta

Retzer, Centre for Patient Reported Outcomes Research, University of

Birmingham, Birmingham, United Kingdom; Khaled Ahmed,

University of Birmingham, Birmingham, United Kingdom; Thomas

Keeley, GlaxoSmithKline (formerly of CPROR, University of

Birmingham), London, United Kingdom; Jo Armes, School of Health

Sciences, University of Surrey, Guildford, United Kingdom; Julia M

Brown, UKCRC Registered CTU Network, University of Leeds,

Leeds,United Kingdom; Lynn Calman, Macmillan Survivorship

Research Group, Health Sciences, University of Southampton,

Southampton, United Kingdom; Fabio Efficace, Health Outcomes

Research Unit, Italian Group for Adult Hematologic Diseases

(GIMEMA), Rome, Italy; Anna Gavin, N. Ireland Cancer Registry,

Queen’s University Belfast, Centre for Public Health, Belfast,United

Kingdom; Adam Glaser, Leeds Institute of Cancer & Pathology,

University of Leeds, Leeds, United Kingdom; Diana M Greenfield,

Sheffield Teaching Hospitals NHS Foundation Trust, Sheffield,

United Kingdom; Anne Lanceley, UCL EGA Institute for Women’s

Health, University College London, London, United Kingdom;

Rachel M Taylor, Cancer Division, University College Hospitals

NHS Foundation Trust, London, United Kingdom; Galina Velikova,

Leeds Institute of Cancer & Pathology, University of Leeds,

Leeds,United Kingdom; Michael Brundage, Queen’s Department of

Oncology School of Medicine, Queen’s University Cancer Research

Institute, Kingston, Ontario, Canada; Rebecca Mercieca-Bebber,

Central Clinical School, Sydney Medical School, University of

Sydney, Sydney, Ontario, Australia; Madeleine T King, Psycho-

Oncology Cooperative Research Group, Faculty of Science,

University of Sydney, Sydney, Australia; Grace Turner, Centre for

Patient Reported Outcomes Research, University of Birmingham,

Birmingham, United Kingdom; Melanie Calvert, Centre for Patient

Reported Outcomes Research, University of Birmingham,

Birmingham, United Kingdom

Aims: Evidence suggests trial protocols often omit patient-reported

outcome (PRO) content, potentially impairing PRO data collection,

reporting, and impact. This study investigated whether this is gener-

alisable to randomised controlled cancer trials on the National

Institute for Health Research (NIHR) portfolio, and the barriers and

facilitators to good practice. Methods: Trials (all cancer specialties/

ages) completed between 2001 and 2014 and collecting a primary/

secondary PRO were included. The final ethically-approved trial

protocols and subsequent publications were retrieved. Two indepen-

dent investigators reviewed: (i) protocol/publication quality using the

SPIRIT and CONSORT checklists; and (ii) PRO-specific aspects

using a PRO protocol checklist and the CONSORT-PRO Extension.

Semi-structured interviews were conducted with stakeholders and

thematically analysed. Results: 228 trials were identified. Of 160

trials with published Results:, over one-third (61/160, 38%, 95% CI

31–46%) failed to publish their PRO findings [mean of 6.43 (SD 3.56)

years post trial closure]. These trials included 49,568 participants.

Under half of trials (101/228, 44%) had accessible protocols and one

in 10 (28/228, 10%) were publicly available. The 101 trial protocols

retrieved included a mean of 32/51 SPIRIT 2013 items (66% item

inclusion adjusted for denominator variation), and 10/33 PRO Pro-

tocol Checklist items (32% adjusted). Over one quarter (25/85, 29%)

of trials publishing PRO findings in a primary publication and over

half (12/22, 55%) of trials publishing PRO findings in a secondary

publication did so in C 4 years. Publications included a mean of

23/37 CONSORT 2010 items (63% adjusted), and 3/14 CONSORT-

PRO Extension items (22% adjusted). Forty-four interviews were

undertaken with 9 journal editors and funding representatives; 10

international PRO methodology experts; 12 people with lived expe-

rience of cancer; and 13 trialists. Several examples of good practice

and barriers to optimal PRO trial design, collection and reporting

pertaining to awareness, training, and accountability were identified.

Conclusions: Non-reporting of PRO findings is widespread. PRO

protocol content is frequently inadequate and where PRO findings are

published, these are often delayed and of variable quality. These may

be addressed by timely and accessible training interventions with

corresponding compliance and adherence measures subscribed to by

all stakeholders involved in the research process.

(203.4) Improving standards of patient reported outcomes
analysis: developing a consensus taxonomy of key research
objectives – a SISAQOL initiative

Madeline Pe, PhD, European Organisation for Research and

Treatment of Cancer (EORTC), Brussels, Belgium; Lien Dorme,

European Organisation for Research and Treatment of Cancer

(EORTC), Brussels, Belgium; Corneel Coens, European Organisation

for Research and Treatment of Cancer (EORTC), Brussels, Belgium;

Ethan Basch, Lineberger Comprehensive Cancer Center, University

of North Carolina, Chapel Hill, NC, United States; Melanie Calvert,

Centre for Patient Reported Outcomes Research, Institute of Applied

Health Research, College of Medical and Dental Sciences, University

of Birmingham, Birmingham, United Kingdom; Alicyn Campbell,

Genentech, San Francisco, CA, United States; Charles Cleeland,

Department of Symptom Research, The University of Texas MD

Anderson Cancer Center, Houston TX, United States; Kim Cocks,

Adelphi Values, Bollington, Cheshire, United Kingdom; Laurence

Collette, European Organisation for Research and Treatment of

Cancer (EORTC), Brussels, Belgium; Nancy Devlin, Office of Health

Economics, London, United Kingdom; Amylou Dueck, Alliance

Statistics and Data Center, Mayo Clinic, Scottsdale, AZ, United

States; Hans-Henning Flechtner, Clinic for Child and Adolescent

Psychiatry and Psychotherapy, University of Magdeburg, Magdeburg,

Germany; Carolyn Gotay, School of Population and Public Health,

University of British Columbia, Vancouver, British Columbia,
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Canada; Eva Greimel, Obstetrics and Gynecology, Medical

University Graz, Graz, Austria; Ingolf Griebsch, Boehringer

Ingelheim, Frankfurt, Germany; Mogens Groenvold, Department of

Public Health and Bispebjerg Hospital, University of Copenhagen,

Copenhagen, Denmark; Jean-Francois Hamel, Methodology and

Biostatistics Department, University Hospital of Angers UNAM,

Angers, France; Laura Lee Johnson, US Food and Drug

Administration, Silver Spring, MD, United States; Madeleine King,

School of Psychology and Sydney Medical School, University of

Sydney, Sydney, Australia; Paul Kluetz, US Food and Drug

Administration, Silver Spring, MD, United States; Michael Koller,

Center for Clinical Studies, University Hospital Regensburg,

Regensburg, Germany; Daniel Malone, College of Pharmacy,

University of Arizona, Tucson, AZ, United States; Francesca

Martinelli, European Organisation for Research and Treatment of

Cancer (EORTC), Brussels, Belgium; Sandra Mitchell, Outcomes

Research Branch, Healthcare Delivery Research Program, Division of

Cancer Control and Population Sciences, National Cancer Institute,

Bethesda, MD, United States; Jammbe Musoro, European

Organisation for Research and Treatment of Cancer (EORTC),

Brussels, Belgium; Daniel O’ Connor, Medicines and Healthcare

Products Regulatory Agency, London, United Kingdom; Kathy

Oliver, International Brain Tumour Alliance, Surrey, United

Kingdom; Elisabeth Piault-Louis, Genentech, San Francisco, CA,

United States; Martine Piccart, Institut Jules Bordet, Université Libre

de Bruxelles (ULB), Brussels, Belgium; Francisco Pimentel,

Blueclinical Phase I, Porto, Portugal; Chantal Quinten, European

Centre for Disease Prevention and Control, Surveillance and

Response Support Unit, Epidemiological Methods: Section,

Stockholm, Sweden; Jaap Reijneveld, VU University Medical Center,

Department of Neurology & Brain Tumor Center, Amsterdam,

Netherlands; Christoph Schurmann, Institute for Quality and

Efficiency in Health Care, Cologne, Germany; Jeff Sloan, Alliance

Statistics and Data Center, Mayo Clinic, Rochester, MN, United

States; Ashley Wilder Smith, Outcomes Research Branch, Healthcare

Delivery Research Program, Division of Cancer Control and

Population Sciences, National Cancer Institute, Bethesda, MD, United

States; Katherine Soltys, Health Canada, Ottawa, Ontario, Canada;

Rajeshwari Sridhara, US Food and Drug Administration, Silver

Spring, MD, United States; Martin Taphoorn, Leiden University

Medical Center/Haaglanden Medical Center, Leiden/The Hague,

Netherlands; Galina Velikova, Leeds Institute of Cancer and

Pathology, University of Leeds, St James’s Hospital, Leeds, United

Kingdom; Andrew Bottomley, European Organisation for Research

and Treatment of Cancer (EORTC), Brussels, Belgium; submitted on

behalf of Setting International Standards in Analyzing Patient-

Reported Outcomes and Quality of Life Endpoints Data (SISAQOL)

Consortium

Aims: Currently, no internationally agreed upon standards exist for

patient reported outcome (PRO) analysis in cancer randomized con-

trolled trials (RCTs). The Setting International Standards in

Analyzing Patient-Reported Outcomes and Quality of Life Endpoints

Data (SISAQOL) Consortium identified critical issues on PRO anal-

ysis in cancer RCTs and will present their first core deliverables

addressing this need: a taxonomy of PRO research objectives and

recommended statistical techniques for each objective. Methods:

Critical appraisal of cancer RCT reports that included a PRO outcome

was conducted to identify gaps in PRO analysis in cancer RCTs. Two

expert meetings were held to develop a strategic work plan. Working

groups were established. Surveys and/or expert discussions were used

to reach consensus on (i) initial taxonomy of research objectives, (ii)

‘‘essential’’ statistical features needed for PRO analysis, and (iii)

recommended statistical techniques for each PRO objective in the

taxonomy of research objectives. Results: Systematic reviews

demonstrated heterogeneity in statistical techniques employed and the

rigor of their use. Consortium members (n = 41) identified the lack of

clearly pre-defined PRO research objectives as a critical reason for

such heterogeneity and proposed to develop a taxonomy of research

objectives that can be matched with appropriate statistical techniques.

Research objectives group members (n = 29) developed the taxon-

omy of PRO research objectives (e.g. separation of two broad PRO

objectives: drawing Conclusions: on treatment efficacy versus

describing patient experience). Statistical Methods: working group

members (n = 18) (i) identified’’essential’’ statistical features needed

for PRO analysis (e.g., Results: can be linked with the clinical rele-

vance of the PRO instrument), and (ii) evaluated commonly used

statistical techniques in PRO analysis (e.g., linear mixed model) based

on these features. Expert discussions with Consortium members are

planned for September 2018 to reach consensus on recommended

statistical techniques for each objective. Conclusions: from this

meeting on the initial taxonomy will be presented. Conclusions: This

consensus-based draft taxonomy represents a first step towards

improving standards for PRO analysis in cancer RCTs, benefitting

researchers, treatment developers, policy makers and patients. The

Consortium is pursuing further efforts from this work, including

testing and validating the taxonomy in future cancer clinical trial

settings.

204: Underresearched populations

(204.1) Screening strategy to support children at risk -
a technology-enabled catalyst for support

Nancy Young, BScPT MSc PhD, Laurentian University, Sudbury,

Ontario, Canada; Diane Jacko, BA, Naandewechige-Gamig

Wikemikong Health Centre, Wiikwemkoong Unceded Territory,

Ontario, Canada; Marnie Anderson, BPHE, Laurentian University,

Sudbury, Ontario, Canada; Trisha Trudeau, BA, Naandewechige-

Gamig Wikemikong Health Centre, Wiikwemkoong Unceded

Territory, Ontario, Canada; Koyo Usuba, MHK, Laurentian

University, Sudbury, Ontario, Canada; Mary Jo Wabano, MHK,

Naandewechige-Gamig Wikemikong Health Centre, Wiikwemkoong

Unceded Territory, Ontario, Canada

Aims: Population health surveys require a process to recognize and

support individuals at-risk. The Aboriginal Children’s Health and

Well-Being Measure� (ACHWM) is a tablet based self-report health

measure for Aboriginal children, that includes a screening and triage

strategy, for this purpose. The strategy was developed by local mental

health workers (MHWs) and coded into an android tablet application.

The purpose of this presentation is to evaluate the precision and

impact of this strategy in a new sample. Methods: Participants

(8-18 years of age) were recruited on the Wiikwemkoong Unceded

Territory, Canada, during a community-based survey. All participants

completed the ACHWM and their responses were screened in real

time. Local MHWs conducted brief assessments with all participants

immediately after the survey, to determine true positives. Results:

This study included 180 children (57.8% girls), whose mean age was

13.3 (SD = 3.0) years. The screening process identified 60 (33.3%) as

being potentially at-risk. MHWs determined that 42 (23.3%) were

true positives. Of these, the health needs of 29 were previously

unrecognized. Five (2.8%) were not identified by the ACHWM were

found to be false negatives by the MHWs. The sensitivity of the

screening was 88.1% (95% CI 74.4–96.0%) and the specificity was

83.3% (CI 76.0–89.1%). Positive and negative predictive values were

70.0 and 97.0% respectively. All 42 children at-risk were provided

brief support and connected to ongoing services (triage component).

Conclusions: This study provides more precise estimates than the

previous estimate of 75% (CI 19–99) from a smaller sample (n = 37)..

The new estimates exceed 80% and indicate the screening process is

highly sensitive. The ACHWM is unique in using digital technology
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to link population health survey Results:, via a triage process, to

clinical practice. The screening and triage strategy was able to

identify and respond to risk in real time. This strategy is a catalyst for

good conversations, between children and MHWs, that facilitate

connections and support that would not otherwise be possible. This

strategy leverages the power of technology to support children’s

health and has the potential to optimize the allocation of scarce

resources to support children at-risk.

(204.2) Older patients going through kidney transplantation –
results: from a large, prospective multi methods: study

Kjersti Lønning, RN, PhD student, Department of Transplantation

Medicine, Oslo University Hospital, Oslo, Norway; Karsten Midtvedt,

MD PhD, Department of Transplantation Medicin, Oslo University

Hospital, Oslo, Norway; Kristian Heldal, MD Phd, Clinic of Internal

Medicine, Telemark Hospital Trust, Skien, Norway; Marit Helen

Andersen, RN PhD, Department of Transplantation Medicine, Oslo,

Norway

Aims: Kidney transplantation (KTx) is, when successful, associated

with increased survival and better health related quality of life

(HRQoL) compared to lifelong dialysis. Most available data

describing the patient perspectives on end stage renal disease (ESRD)

and KTx reflect adult populations with a median age of about

50 years. Very limited data is provided on patients 65 years and

older.The overall aim of the study was to gain knowledge regarding

HRQoL in older KTx candidates before and after KTx. In addition we

aimed to study the enlisted dialysis patients’ expectations about life

after KTx. Methods: A multi method design was chosen. A total of

289 patients participated in the quantitative part of the study. The

patient self-reporting Kidney Disease and Quality of Life Short Form

version 1.3 was used for assessing HRQoL both pre (every 6 months

on wait-list) and post (2, 6, 12 months) engraftment. In the qualitative

study a total of 15 dialysis patients awaiting KTx underwent indi-

vidual interviews focusing on expectations towards life as

transplanted. Data were analyzed through an inductive thematic

approach. Results: At time of enlisting, overall HRQoL was all over

reasonably good even when compared to an age-matched Norwegian

cohort. After 1 year on the wait-list HRQoL scores had declined. Post

engraftment, the majority of the HRQoL domains increased already

after 10 weeks and remained stable at a high level at 6 months and

1 year. One year after KTx, all HRQoL domains except social

function were again comparable to the general population. Five

themes were revealed in the interviews of KTx candidates on dialysis:

(1) Receiving a kidney is getting life back; (2) Grasp the chance; (3)

Hard to lose capacity and strength; (4) Reduced freedom; (5) Life on

hold. Conclusions: Our findings indicate that ESRD patients 65 years

and older have significant and persistently improved HRQoL fol-

lowing KTx. The patients’ expectations pre-transplant reflect that

older KTx candidates comprise a heterogeneous group taking indi-

vidual, autonomous approaches with positive expectations towards

life as transplanted.

(204.3) Building a rare disease research consortium
with harmonized, patient-powered natural history registries

Vanessa Boulanger, MSc, National Organization for Rare Disorders,

Danbury, CT, United States; Allison Seebald, National Organization

for Rare Disorders, Danbury, CT, United States; Suzanne Rossov,

National Organization for Rare Disorders, Danbury, CT, United

States

Aims: Describe the role of natural history data in addressing rare

disease research obstacles; Explain at least three ways that

interdisciplinary collaboration can support patient-powered registries;

Identify challenges specific to conducting research in the rare disease

space. Methods: Over 30 million Americans live with a rare disease,

yet most rare diseases lack not only treatments, but also compre-

hensive natural history data. This dearth of information about disease

progression contributes to diagnosis delays, poorly-defined patient

populations, and inefficient clinical trial designs. The FDA has

emphasized the importance of natural history data to rare disease drug

development; however, barriers such as inadequate resources and

standardization have prevented patient organizations from conducting

robust, sustainable natural history studies. To eliminate these barriers

across rare diseases, the National Organization for Rare Disorders

(NORD) partnered with the FDA, NIH, patients, clinicians,

researchers, and advocacy groups to develop a natural history pro-

gram that provides a flexible registry platform to capture patient- and

caregiver-entered longitudinal health data. A common infrastructure

is leveraged across disease-specific registries to reduce community

disparities by minimizing the financial challenges of conducting long-

term research studies. NORD’s core library of survey questions,

developed with interdisciplinary stakeholder guidance, similarly

decreases the participation burden for patient organizations, while

also facilitating cross-disease analysis through standard ontologies.

Using this model, sixteen registries have launched as part of NORD’s

natural history program, with several additional registries in devel-

opment, thus creating a harmonized rare disease research consortium.

Research insights and best practices are shared through the consor-

tium’s virtual community portal, webinars, and in-person meetings.

Patient organizations are further empowered to maximize the impact

of their data by forming academic and industry partnerships as well as

engaging with government agencies. Results: Preliminary data from

the consortium has suggested trends of improved therapy approaches

and reduced time to diagnosis, underscoring the power of natural

history data to address fundamental gaps in rare disease knowledge

and clinical care. Conclusions: The role of patients and patient

organizations in natural history studies represents a critical shift in the

dynamics of rare disease research collaborations, transforming how

research goals are prioritized and pursued to best address the needs of

the community.

(204.4) A pragmatic patient-reported outcome strategy for rare
disease clinical trials: application of the EORTC Item Library
to higher risk myelodysplastic syndromes, low-blast acute myeloid
leukemia, chronic myelomonocytic leukemia

Jill A. Bell,Takeda Pharmaceuticals, Cambridge, MA, United States;

Aaron Galaznik, MD, Takeda Pharmaceuticals, Millennium

Pharmaceuticals, Cambridge, MA, United States; Farrah Pompilus,

MA, Modus Outcomes, Cambridge, MA, United States; Sara Strzok,

MA, Modus Outcomes, Cambridge, MA, United States; Robert J.

Fram, MD, Takeda Pharmaceuticals, Millennium Pharmaceuticals,

Cambridge, MA, United States; Douglas V. Faller, MD, PhD, Takeda

Pharmaceuticals, Millennium Pharmaceuticals, Cambridge, MA,

United States; Antoine Regnault, PhD, Modus Outcomes, Lyon MA,

France; Stefan Cano, PhD, CPsychol, AFBPsS, Modus Outcomes,

Cambridge, MA, United States; Patrick Marquis, MD, MBA, Modus

Outcomes, Cambridge, MA, United States

Aims: Measuring health-related quality of life (HRQOL) in rare

disease clinical trials can be challenging. Generic patient-reported

outcome (PRO) instruments may lack the sensitivity required to

demonstrate clinical change brought about by new therapies. Here, we

describe a pragmatic PRO strategy to guide item selection for

myelodysplastic syndromes (MDS) clinical trials based on the

EORTC item library. Methods: Our mixed Methods: approach com-

prised literature review, clinician consultation (n = 3), and patient
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interviews (higher risk MDS, low-blast acute myeloid leukemia

[AML], chronic myelomonocytic leukemia [CMML]). Concept elic-

itation and debriefing interviews (n = 14) based on the EORTC QLQ-

C30 were analyzed qualitatively (thematic coding) and quantitatively

(item-level endorsement frequency). Descriptions of disease symp-

toms and impacts collected from the literature, clinicians, and patients

were compiled into conceptual frameworks of treatment benefit and

compared against the EORTC QLQ-C30 to assess conceptual gaps in

treatment benefit coverage. Findings informed the selection of sup-

plemental items from the EORTC item library to address conceptual

gaps, were debriefed with patients (n = 18), and quantitatively ana-

lyzed to determine the final set of supplemental items. Results:

Symptom (n = 54) and impact (n = 72) concepts were organized into

conceptual frameworks. Thirteen items were selected from the

EORTC item library to address the conceptual gaps of treatment

benefit of the EORTC QLQ-C30. Debriefing interviews with patients

indicated that the EORTC QLQ-C30 and supplemental items were

well-understood. All supplemental items met item-level criteria,

suggesting good targeting to this sample. Synthesis of debriefing

Results:, quantitative Results:, and consultation with clinical and drug

development teams informed the final choice of seven symptom items

(felt weak, felt slowed down, easily tired, lacked energy, dizziness,

shortness of breath, stopping for breath) and three impact items

(climbing stairs or getting up, housework, shopping). Conclusions:

Integrating data from different sources through a mixed Methods:

framework is a pragmatic and efficient approach to maximizing the

applicability of a legacy PRO instrument in a new context of use.

Supplemental items enhanced the conceptual coverage of the EORTC

QLQ-C30 in the context of higher risk MDS, low-blast AML, and

CMML, likely improving the instrument’s ability to detect clinically

meaningful treatment benefit in these rare diseases.

205: Psychometrics

(205.1) The factor structure and subscale properties of the pain
catastrophizing scale: are there differences in the distinctions?

Karon Cook, Northwestern University, Houston, TX, United States;

Beth Darnall, PhD, Stanford University, Palo Alto, CA, United States;

Sean Mackey, MD, PhD, Stanford University, Palo Alto, CA, United

States

Aims: Pain catastrophizing has been defined as ‘‘an exaggerated

negative mental set brought to bear during actual or anticipated

painful experience’’. The Pain Catastrophizing Scale (PCS) includes

three subscales targeting Rumination, Magnification, and Helpless-

ness. Traditional factor analyses have supported this factor structure,

but no study has directly estimated the added value of subscale

scoring. Methods: Data were collected from N = 8370 people seeking

treatment at the Stanford’s Pain Management Center. Patients com-

pleted a battery of PROMIS� measures as well as the Pain

Catastrophizing Survey (PCS). A random half of data was used for

cross-validation. Factor analyses were conducted, including a bi-

factor CFA positing a General Factor on which all items loaded and

the remaining variance was represented by three orthogonal Group

Factors. To test the hypotheses that subscale scores discriminated

within persons, we evaluated the degree to which mean item scores

for each subscale varied within individuals. Inter-item consistency of

subscales and all items was measured using Cronbach’s alpha.

Results: The EFA Results: suggested a one factor solution (e.g., ratio

of first and second eigenvalue = 11.3). The bifactor CFA model fit

significantly better than the 3-factor CFA model representing the

theoretical structure of the PCA. RMSEA for the 3-factor model was

0.87 compared to 0.69 for the bifactor model. The General Factor

explained the lion’s share of modeled variance (86.4%); orthogonal

Group Factors, Helplessness, Magnification, and Rumination,

accounted for only 4.3, 3.8, and 5.5%, respectively. Subscale scores

varied little within individuals. Analyses in the holdout sample yiel-

ded very similar Results:. Cronbach alpha values for the Helplessness,

Magnification, and Rumination Subscales and the total PCS were

0.902, 0.761, 0.913, and 0.944 respectively. Conclusions: Our

Results: strongly support the essential unidimensionality of PCS item

responses. Though not necessarily disconfirming Helplessness,

Magnification, and Rumination as clinically meaningful theoretical

distinctions, the PCS (at least as presently constructed) fails to dis-

tinguish them. Released from the onus to represent each of the factors,

a shorter measure of PCS could be generated that would function

similarly, and reduce item response burden. Joint efforts in mea-

surement and theory could illuminate the role that posited ‘‘kinds’’ of

pain catastrophizing play in individuals’ pain experience.

(205.2) Psychometric evaluation of a new measure of quality
of life and wellness of health care workers in long term care

Oluwagbohunmi Awosoga, PhD, MBA, Faculty of Health Sciences,

University of Lethbridge, Lethbridge, Alberta, Canada; Jon Doan,

PhD, PEng, Department of Kinesiology & Physical Education,

University of Lethbridge, Lethbridge, Alberta, Canada; Claudia

Steinke, PhD, Nursing, Faculty of Health Sciences, University of

Lethbridge, Lethbridge, Alberta, Canada; Remi Bolarinwa, MSc,

Coaldale Health Centre, Alberta Health Services, Lethbridge, Alberta,

Canada; Annita Lucchesi, MSc, Faculty of Arts & Science, University

of Lethbridge, Lethbridge, Alberta, Canada; Benjamin Dosu, MSc,

Faculty of Arts & Science, University of Lethbridge, Lethbridge,

Alberta, Canada; Sheli Murphy, PhD, Covenant Health, Edmonton

Alberta, Canada; Scott Baerg, MBA, Covenant Health, Edmonton,

Alberta, Canada; Oluwaseyi Lawal, MSc, Department of Community

Health Sciences, University of Calgary, Calgary, Alberta, Canada;

Tolulope Sajobi, PhD, Department of Community Health Sciences,

University of Calgary, Calgary, Alberta, Canada

Aims: Due to ageing baby-boomer population, caring for older adults

in long-term care (LTC) facilities is becoming more complex. Con-

sequently, there is growing pressure on healthcare workers and this

demands takes tolls on health care workers’ well-being and quality of

life (QOL) with many reporting stress, burn out, injury, abuse, and job

dissatisfaction. Increasingly, research is showing association between

the health status of health care workers in LTC and the quality of care

they provide to the residents. This study develops and evaluates the

psychometric properties of a new measure of health status and

wellness of healthcare professionals in LTC settings. Methods: Data

were obtained from the ‘‘Caring for Southern Alberta Caregivers

Study’’, a cross-sectional study of the QOL of caregivers in Southern

Alberta. Participants completed questionnaires with 96 items adapted

from the 2008 Canadian Health Survey and the World Health

Organisation Quality of Life BREF. Exploratory factor analysis

(EFA) based on Varimax rotation with maximum likelihood estima-

tion was used for item reduction and development of the factor

structure for the reduced set of items. Confirmatory factor analysis

(CFA) was used to establish the factorial structure for the reduced set

of items. The internal consistency of the measure was evaluated using

Cronbach’s alpha. Results: Of the 281 individuals that completed the

new measure, 252 (90.6%) were females, 203 (72.3%) respondents

have post-secondary education, while 170 (62.2%) are between 26

and 54 years old. The EFA shows that 62.1% of the total variance was

explained by a 4-factor model, which encompassed domains such

emotional health (12 items), mental health (2 items), quality of life (5

items), and work fulfilment (8 items). A CFA revealed a 4-factor

structure with fairly good fit statistics (Root Mean Square Error of

Approximation = 0.08, Comparative Fit Index = 0.87). The new

measure demonstrated good internal consistency with Cronbach’s
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alpha values ranged between 0.88 and 0.94. Conclusions: This study

provides preliminary psychometric evidence in support of the validity

of this tool for health status. It can be used to assess health workers’

wellness and health status in LTC and other health related settings.

(205.3) The new health and self-management in diabetes
(HASMID-10) measure: assessing psychometric performance
in a large longitudinal survey

Jill Carlton,University of Sheffield, Sheffield, United Kingdom;

Donna Rowen, PhD, University of Sheffield, Sheffield, United

Kingdom; Jackie Elliott, PhD, MRCP, University of Sheffield,

Sheffield, United Kingdom

Aims: Recently a patient reported outcome measure (PROM) was

developed to assess health and self-management in diabetes (HAS-

MIDv1). The PROM was developed using bottom-up methodology,

with items generated through cognitive interviews with people with

diabetes. The aim of this study was to further refine and validate the

PROM through a large cross-sectional postal and online longitudinal

survey. Methods: Potential participants for the longitudinal survey

were recruited via an existing patient panel, Diabetes UK, and

DAFNE Online (a website designed for people with Type 1 diabetes

who have undertaken a DAFNE structured education). Participants

were asked to complete a survey involving HASMIDv1, an addi-

tional/alternative five potential items to HASMID, EQ-5D-5L and

health, treatment and sociodemographic questions. Participants were

asked to complete the survey again 3 months later. The psychometric

properties of HASMID items and the overall PROM were assessed

looking at reliability (Cronbach’s a), floor/ceiling effects, item dis-

tributions, validity (known-group differences), responsiveness, and

using Rasch analysis to assess item fit and severity. Results: A total of

2835 responses were received at time point 1, and 1243 at time point

2. The Results: from all analyses were considered to generate HAS-

MID-10, the final measure. Cronbach a was 0.81. There were no large

floor/ceiling effects across the HASMID-10 items. Discriminative

validity Results: suggest the HASMID-10 items differentiate by

treatment modality. Statistically significant differences and significant

effect sizes across Type 1/Type 2 diabetes were consistently seen for

several HASMID-10 items, but not all, and HASMID-10 summative

scores differentiated between diabetes type. HASMID-10 items

showed responsiveness: the health items demonstrated a change in

mean item response in the same direction of change as general health;

the self-management items demonstrated a change in mean item

response in the same direction of change as general self-management.

Conclusions: The HASMID-10 questionnaire assesses: temper; irri-

tability; fear of hypos; tiredness; feeling tied to mealtimes; social

activities; control; hassle; stress; and support. The measure can be

scored using total summative scorings, with utility and monetary

values also available. This allows the measure to be used in a range of

applications in diabetes including cost-utility and cost-benefit analy-

ses of self-management interventions.

(205.4) Psychometric evaluation and score interpretation
of the cough severity diary (CSD)

Allison Nguyen, Merck & Co., Inc., North Wales, PA, United States;

Kim Heithoff, Merck & Co., Inc., Kenilworth, NJ, United States;

Elizabeth Bacci, Evidera, Bethesda, MD, United States; Margaret

Vernon, Evidera, Bethesda, MD, United States

Aims: The Cough Severity Diary (CSD) is the first cough symptom

severity measure developed and validated according to FDA PRO

development guidelines. The CSD contains 7 items scored from 0 to

10 and contains three domains (Intensity, Frequency and Disruption).

The objectives of this analysis were to confirm the CSD domain

structure and psychometrics, and to define clinically meaningful

responses (CMR). Methods: Methods:: Pooled data from 253 adult

subjects (mean age 60.2; 76% female) in a Phase 2, multinational,

placebo-controlled, double-blind trial of an investigational treatment

for refractory chronic cough, were analyzed. Baseline and follow-up

data were obtained over 7 days prior to randomization and Day28,

respectively. Mean weekly CSD total scores (sum of 7 items) were

derived from CSD entries in a daily e-diary. Other measures included:

Leicester Cough Questionnaire (LCQ) (Baseline, Day 28), Patient

Global Impression of Change (PGIC) (Day28), and Objective Cough

Frequency (Baseline, Day28). Confirmatory factor analyses (CFA)

and analyses to assess reliability, convergent, known-groups validity,

construct validity, and responsiveness were conducted. Anchor- and

distribution-based analyses were used to define a CMR. Results:

Results:. The 3-factor domain structure of the CSD was found to be

acceptable (item factor loadings range: 0.67 to 0.93). Internal con-

sistency was confirmed at Baseline and Day28 (Cronbach’s alpha:

Total, 0.92–0.95; Frequency, 0.84–0.91; Intensity, 0.87–0.91; Dis-

ruption, 0.77–0.79). Reliability based on PGIC ratings of ‘‘no

change’’ from Baseline to Day28 was acceptable (ICC range

0.87–0.92). Concurrent validity was supported by moderate correla-

tions with the LCQ (0.42–0.62) and the CSD discriminated among

known-groups defined by tertiles of objective cough frequency.

Responsiveness was supported through significant differences in

scores between PGIC-defined responders and non-responders. Finally,

CMR analyses indicate a change on the mean weekly CSD Total

score of 1.3–2.7 points to be meaningful and above the inherent

variability of the measure. Conclusions: Conclusion: Results: from

this analysis confirm the validity, reliability and responsiveness of the

CSD as a measure of cough symptom severity in patients with

refractory chronic cough. The Results: also provide guidance on the
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degree of change that can be considered a clinically meaningful

response to guide treatment decisions and inform drug development.

206: PROs in clinical practice

(206.1) The PACT study: acceptability of an integrated model
for psychosocial screening, care and treatment of patients
with urological and head and neck cancers

Afaf Girgis, Ingham Institute for Applied Medical Research, South

Western Sydney Clinical School, UNSWMedicine, The University of

New South Wales, Sydney NSW Australia, Sydney, Australia; Hayley

Candler, Ingham Institute for Applied Medical Research, South

Western Sydney Clinical School, UNSWMedicine, The University of

New South Wales, Sydney NSW Australia, Sydney, Australia; Vibeke

Hansen, BA Hons (Psych), University Centre for Rural Health,

School of Rural Health, University of Sydney, Lismore NSW

Australia, Lismore, Australia; Brian Kelly, BMed, PhD, FRANZCP,

FAChPM, Priority Research Centre for Translational Neuroscience

and Mental Health, Faculty of Health and Medicine, The University

of Newcastle; Consultation Liaison Psychiatry Service, Hunter New

England Local Health District, John Hunter Hospital, Newcastle

NSW, Newcastle, Australia

Aims: Guidelines recommend integrating psychosocial care into

routine services. This study aimed to develop, implement and assess

the impact, acceptability and cost of an integrated, patient-centred

Psychosocial Assessment, Care and Treatment (PACT) model for

patients with urological and head and neck cancers. Methods: The

PACT model, newly introduced in an Australian tertiary hospital,

included appointment of a clinical psychologist and clinical nurse

consultant, to support front-line staff to undertake routine distress

screening, triaging for psychosocial concerns, developing psychoso-

cial care plans, and establishing links with ‘‘local’’ service providers,

and to support these providers with clinical case reviews. In a

24-month time-series research design, system-level impact on sys-

tematic distress screening and management was assessed through

audit of patients’ medical records; and impact on patient experience

and health care professionals’ (HCPs) knowledge and confidence

were assessed via patient and HCP surveys. Acceptability and per-

ceived impact of PACT (presented here) were assessed through HCP

semi-structured interviews at 24 months and analysed using qualita-

tive content analysis. Results: Medical, nursing and allied health staff

(n = 17) involved in patients’ PACT care pathways perceived the

PACT model as highly beneficial: ‘‘raises the profile of psychosocial

issues so they’re not an accidental, incidental or ad hoc thing’’;

instrumental in bringing about significant changes to staff’s knowl-

edge, practices and awareness of psychosocial issues; ‘‘improved

coordination of care’’; and leading to greater job satisfaction. Distress

screening was deemed essential for early identification of issues:

‘‘there’s definitely been less code blacks, like delirious agitation ....

we’ve managed the agitation earlier’’. HCPs perceived triaging for

psychosocial concerns by staff involved in their day-to-day care as

having high patient acceptability. Care plans were perceived as

invaluable for ensuring continuity of care: ‘‘everyone on the same

page, across staff shifts and specialties’’. Challenges included time

and need for further training and resource allocation. Conclusions:

The PACT model can potentially address unmet needs of the target

population and was perceived to lead to improved continuity of care

and access to specialised psychological care services. While this

model can inform implementation of psycho-oncology services across

other clinical streams, challenges need to be addressed.

(206.2) Impact of routine assessment of health related quality
of life on the satisfaction with care and the health related quality
of life of patients with head and neck cancer

Tienhan Sandrine Dabakuyo-Yonli, Epidemiology and Quality of

Life Unit, Georges-François Leclerc Cancer Centre-UNICANCER,

Dijon, France; Franck Bonnetain, PhD, Methodology and Quality of

Life in Oncology Unit (INSERM UMR 1098), University Hospital of

Besançon, Besançon, France; Oumar Billa, MD, MSc, Epidemiology

and Quality of Life Unit, Georges-François Leclerc Cancer Centre-

UNICANCER, Dijon, France; Jérôme Chamois, MD, Centre

Hospitalier Saint Grégoire, Saint Gregoire, France; Pierre Truntzer,

MD, Paul Strauss Cancer Centre-UNICANCER, Strasbourg, France;

Angeline Ligey, MD, Centre Hospitalier FLERIAT, Bourg En Bresse,

France; Valérie Ganansia, MD, Paul Strauss Cancer Centre-

UNICANCER, Strasbourg, France; Sophie Renard, MD, Institut de

Cancérologie de Lorraine, Nancy, France; Sophie Maillard, MD,

Centre Bourgogne, Lille, France; Céline Mirjolet, PhD, Radiotherapy

Department, Georges-François Leclerc Cancer Centre-UNICANCER,

Dijon, France; Gilles Truc, MD, Radiotherapy Department, Georges-

François Leclerc Cancer Centre-UNICANCER, Dijon, France; Gilles

Crehange, MD, PhD, Radiotherapy Department, Georges-François

Leclerc Cancer Centre-UNICANCER, Dijon, France; Philippe

Maingon, MD, PhD, Radiotherapy Unit- Hôpital de la Pitié-

Salpêtrière - AP-HP, Paris, France

Aims: The aim of this phase III multicenter study was to assess the

impact of routine assessment of health related quality of life (HRQoL)

on the satisfaction with care and the HRQoL of patients with head and

neck cancer (HNC) treated with radiotherapy. Methods: Patients with

HNC treated by radiotherapy were included from May 2009 to

September 2014 in 4 centers. HRQoL was assessed using the

EORTC-QLQ-C30, the EORTC-QLQ-H&N35 and the EuroQoL

questionnaires. The EORTC-QLQ-SAT32 questionnaire was used to

assess the satisfaction with in-hospital care. Patients were randomized

1:1 in two arms, with stratification on sex, cancer localization and

stage of the disease. In arm A, patients were asked to complete the

EORTC-QLQ-C30, the EORTC-QLQ-H&N35 questionnaires firstly

before randomization, and before each medical appointment during

radiotherapy (7 weeks) and then every three months until 1 and 2 year

after. In arm B, HRQoL and satisfaction with care were assessed

before randomization and at 1 year and two years thereafter. The

primary endpoints (HRQoL and satisfaction with care) were com-

pared at one and two years between the two arms using Mann and

Whitney tests. Results: 200 patients were included. At baseline, socio-

demographic and clinical characteristics were similar between the two

arms. Thirty-four (17%) deaths occurred during follow-up (18 in arm

A and 16 in Arm B). At 2 years, there is a significant improvement in

the interventional arm for several dimensions such as EORTC-QLQ-

C30: physical functioning (MD = 10.5, p = 0.02), social functioning

(MD = 11.14, p = 0.002), fatigue (MD = - 12.28, p = 0.02) and

EORTC-QLQ-H&N35 dimensions: difficulties with meals (MD =

- 6.47, p = 0.01), pain killer use (MD = - 21, p = 0.0085) weight

loss (MD = - 14.43, p = 0.0306). Satisfaction with care: general

satisfaction (MD = 8.7, p = 0.02), medical care (technical resources

(MD = 8.96, p = 0.02) and availability (MD = 10.1, p = 0.021)),

nursing care (accessibility (MD = 11.9, p = 0.0089), time spent doing

medical examinations (MD = 8.7, p = 0.0089)) were also improved

at 2 years in the interventional arm. Conclusions: Weekly assessment

of QoL improves QoL and satisfaction with care for patients suffering

from HNC treated with radiotherapy. It should be implemented in

routine. The impact of such interventional study would be studied on

the general outcome of the disease (local control and overall

survival).
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(206.3) A systematic review of randomized controlled trials
evaluating the use of patient reported outcome measures
(PROMs)

Sana Ishaque, PhD (candidate), The University of Adelaide, Adelaide,

Australia; Jonathan Karnon, The University of Adelaide, Adelaide,

Australia; Gang Chen, Monash Business School, Monash University,

Adelaide, Australia; Rahul Nair, School of Dentistry, University of

Adelaide, Adelaide, Australia; Amy Salter, The University of

Adelaide, Adelaide, Australia

Aims: To assess evidence on the effectiveness of using Patient

reported outcome measures (PROMs) in clinical practice by per-

forming a systematic review of all publications of randomized

controlled trials (RCTs) examining the use of PROMs as an inter-

vention to improve health outcomes. Methods: A systematic search

was performed using controlled vocabulary relating to terms: clinical

care setting and patient reported outcome. An English language study

was included if it was a RCT with a PROM as an intervention in a

patient population. Included studies were synthesized and their

methodological quality appraised using Cochrane Risk of Bias tool.

The protocol was registered with PROSPERO (Submission ID

removed- personal identifier). Results: Of 4302 articles initially

identified, 115 underwent full text review, resulting in inclusion of 22

studies reporting on 25 comparisons. Included studies were catego-

rized into two groups: (A) studies comparing completion of a PROM

with and without presentation of Results: to clinicians, (B) studies

comparing PROM completion (with or without presentation of

Results: to clinicians) to standard care. Of the 18 studies in group A;

six were powered to detect an effect in their per-specified primary

outcome, with four of those reporting significant differences in favor

of the intervention group, one reporting non-significant improvement

in the intervention group, and the last reporting non-significant

improvement in the control group. Of the seven studies in group B;

five per-specified their primary outcomes but only one of these studies

achieved its desired sample size and demonstrated a robust positive

effect. Conclusions: Overall, positive findings in favor of the PROM

intervention were reported on 21 occasions but these effects were

robust in only five cases, i.e. statistically significant and adequately

powered. While combined evidence supports the use of PROMS in

clinical practice, standards of reporting remain inadequate with many

published RCTs failing to per-specify primary and secondary out-

comes and/or adequately powering their comparisons for clinically

meaningful differences.

(206.4) Patient- and family-reported outcome and experience
measures across transitions of care for frail seniors living
at home: A meta-narrative synthesis

Kara Schick-Makaroff, PhD, MN, BScN, Faculty of Nursing,

University of Alberta, Edmonton, Alberta, Canada; Mehri Karimi-

Dehkordi, PhD, MSc, BSc, University of Ottawa, Edmonton, Alberta,

Canada; Sharon Wang, MSN, BSN, Trinity Western University,

Langley, British Columbia, Canada; Lena Cuthbertson, BHScOT,

Med., PMP, Office of Patient Centred Measurement BC, Ministry of

Health, Vancouver, British Columbia, Canada; Richard Sawatzky,

PhD, RN, Trinity Western University & Centre for Health Evaluation

and Outcome Sciences, Langley, British Columbia, Canada

Aims: The aim was to create a ‘‘storyline’’ that provides empirical

explanation of different stakeholder perspectives underlying the

selection, valuing, and use of patient- and family-reported outcome

and experience measures (PROMs and PREMs) to inform continuity

across transitions in care for frail older adults and their family

members. Methods: We conducted a meta-narrative synthesis, an

established approach to knowledge synthesis, to explore different

stakeholder perspectives pertaining to the use of PROMs and PREMs

for frail elders experiencing transitions in care settings and care

providers. Stakeholder perspectives included micro (patients, care-

givers, healthcare providers), meso (organizational managers/

executives) and macro (decision/policy-makers) levels in healthcare.

Systematic searches identified 3796 citations, of which 61 were

identified as potentially relevant based on screening of titles/abstracts,

and 40 were included based on full-text screening. Results: The most

common theoretical rationale used by diverse stakeholders was that

PROMs and PREMs incorporated items that were prioritized by

patients to maintain or restore frail seniors to live independently.

PROMs and PREMS were rarely used across sectors of care (i.e.

across primary care, emergency rooms, homecare, and acute care).

The instruments were often used independently (PROMs = 30;

PREMs = 3) and less frequently together (n = 7). PROMs and

PREMs were perceived to offer (a) focused measurement of an area

of need (i.e. risk factors), (b) comprehensive assessment a wide range

of health status, quality of life, or healthcare issues, and (c) benefit for

transition to providers across sectors and their associated settings. At

the macro level, PROMs and PREMs were often used in the context

of, but not for the explicit purpose of, economic analysis. At the meso

level, Results: informed quality improvement strategies pertaining to

risk and discharge planning. And at the micro level, use of PROMS

and PREMs were intended to equip frail seniors and their caregivers

as active participants in shared-decision making and self-manage-

ment. Conclusions: There is international support for PROM and

PREM use in healthcare. Yet, if policies or programs are not guided

by evidence about the selection and use of PROMs and PREMs,

implementation may waste scarce resources and the desired outcomes

may not be achieved.

207: Daily PRO measurement

(207.1) A qualitative study of patient and clinician perspectives
on item importance, scoring preferences, and clinically important
differences for two patient-reported outcome measures:
endometriosis Symptom Diary (ESD) and Endometriosis Impact
Scale (EIS)

Helen Kitchen, DRG Abacus, Manchester, United Kingdom; Claudia

Haberland, Bayer AG, Berlin, Germany; Andrew Trigg, Adelphi

Values, Macclesfield, United Kingdom; Natalie Aldhouse, DRG

Abacus, Manchester, United Kingdom; Thomas Willgoss, Formerly

of DRG Abacus, Manchester, United Kingdom; Heinz Schmitz, Bayer

AG, Berlin, Germany; Adam Gater, Adelphi Values, Macclesfield,

United Kingdom; Christoph Gerlinger, Bayer AG, Berlin, Germany;

Christian Seitz, Bayer AG, Berlin, Germany

Aims: Endometriosis is a chronic condition characterized by pelvic

pain, dysmenorrhea and dyspareunia. The Endometriosis Symptom

Diary (ESD) and Endometriosis Impact Scale (EIS) are novel patient-

reported outcome measures developed to evaluate efficacy in

endometriosis clinical trials. This study explored (a) patients’ and

clinicians’ item preferences and (b) perspectives on score aggregation

and clinically important difference (CID) thresholds to inform potential

clinical trial endpoints and interpretation. Methods: Endometriosis

patients in Germany and US and expert clinicians in Germany, US,

Spain, and Finland participated in semi-structured qualitative inter-

views comprising structured tasks to explore ESD/EIS item importance,

perspectives on score aggregation, and exploration of clinically

meaningful score changes. Interviews transcripts were analysed using

thematic analysis techniques in ATLAS.ti v7. Results: Twenty-five

endometriosis patients (n = 17US, n = 8Germany,mean age 33 years)

and four clinicians were interviewed. Endometriosis associated pelvic

pain varied considerably among patients; some experienced daily pel-

vic pain and others experienced dysmenorrhea only. Of the different
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pain concepts investigated by the ESD, patients and clinicians ranked

‘worst pelvic pain’ as the most meaningful; followed by constant and

short-term pelvic pain. Pain due to sexual intercourse, or associated

with bleeding were considered a lesser priority. Preferences for item

scoring over the 28-day menstrual cycle were dependent on individual

pain experience; patients with daily pain preferred a score of all

28-days, whereas patients who primarily experienced dysmenorrhea

and clinicians preferred a score of the most severe pain days. CID

exploration for the ‘worst pelvic pain’ 0–10 numerical rating scale

(NRS) revealed a 2-point or 3-point reduction as indicative of mean-

ingful improvement, dependent on baseline severity. Patients and

clinicians ranked ‘emotional well-being’ and ‘limitations in physical

activities’ as the most important EIS domains. Conclusions: The ESD

and EIS provide clinically relevant assessments of endometriosis

symptoms and related impacts. The most meaningful ESD concept for

clinical trial measurement is ‘worst pelvic pain’; scoring the most

severe pain days in the 28-day menstrual cycle may provide an appro-

priate interpretable endpoint. Reductions of 2–3 points on the ‘worst

pelvic pain’ 0–10NRSare consideredmeaningful to patients. Assessing

‘emotional well-being’ and ‘limitations of physical activities’ is

important for understanding treatment effect.

(207.2) Validation of the ‘‘daily experience sampling
questionnaire’’ (DESQ), an end-of-day diary measuring
subjective well-being

Christine Blome, University Medical Center Hamburg, Hamburg,

Germany; Natalia Kirsten, MD, University Medical Center Hamburg,

Hamburg, Germany; Matthias Augustin, Prof. Dr. Med., University

Medical Center Hamburg, Hamburg, Germany

Aims: Health-related quality of life (HRQoL) instruments usually

assess circumstances that impair well-being (e. g., symptoms, social

impairments). The same circumstances can however have very dif-

ferent effects on patient well-being, which impairs comparability.

Therefore, the direct measurement of subjective well-being (SWB)

may have advantages over HRQoL as an indicator of treatment

benefit. SWB can be measured with Experience Sampling, where

patients rate their SWB multiple times a day on a mobile device.

Disadvantages are that this affords a compatible device and

responding is impossible in many situations. Another approach called

‘‘Day Reconstruction Method’’ is an end-of-day measure with patients

retrospectively rating their SWB during each single episode of the

day. This method is, however, time consuming. To address limitations

of other Methods:, we developed the DESQ. In this end-of-day

measure, patients retrospectively rate their SWB at 6 randomly var-

ied, single moments of the day (e.g., 7:15 a.m.). This study evaluated

the DESQ for validity, sensitivity to change, retest-reliability, and

acceptance. Methods: 101 adult patients with the chronic skin disease

psoriasis and 105 control participants without psoriasis completed the

DESQ each evening for three weeks. In the second and third week,

they also conducted an Experience Sampling (used here as gold

standard for SWB measurement). Criterion validity was determined

as week-wise intra class correlation (ICC) between both Methods:. As

convergent criteria, HRQoL (Skindex-17; EQ-5D), SWB (Positive

and Negative Affect Scale; Satisfaction with Life Scale), neuroticism

(NEO-FFI) and depression (ADS-K) were assessed. Results: Criterion

validity was excellent with ICC = 0.86 (95% confidence interval:

0.81–0.91) in patients and 0.86 (0.79–0.91) in controls. Sensitivity to

change (partial correlation between instruments, week 2–3) was sig-

nificant with r = 0.67 (patients) and r = 0.70 (controls). Correlations

with convergent criteria were significant (except for skin-related

HRQoL) with decreasing effect sizes depending on the proximity of

constructs. Retest-reliability was ICC = 0.77/0.81. 97% of partici-

pants found daily completion of the DESQ (rather) feasible.

Conclusions: The DESQ is a valid, reliable, and feasible instrument

for SWB measurement. It can be used as an alternative to Experience

Sampling with mobile phones.

(207.3) Psychometric validation of the Endometriosis Symptom
Diary (ESD) and Endometriosis Impact Scale (EIS): findings
from an interventional study

Claudia Haberland, Bayer AG, Bollington, United Kingdom; Adam

Gater, Adelphi Values Ltd, Bollington, United Kingdom; Dorothea

Wessiepe, Metronomia Clinical Research, Munich, Germany; Heinz

Schmitz, Bayer AG, Berlin, Germany; Chrisoph Gerlinger, Bayer AG,

Berlin, Germany; Christian Seitz, Bayer AG, Berlin, Germany

Aims: As a condition characterised by pelvic pain, dysmenorrhea and

dyspareunia, patient-reported outcome (PRO) measures are important

for evaluating endometriosis disease severity. Developed in accor-

dance with the FDA PRO Guidance, the reliability, validity and

sensitivity to change of the Endometriosis Symptom Diary (ESD) and

Endometriosis Impact Scale (EIS) have been supported by extensive

qualitative and quantitative research in non-interventional settings.

Psychometric analyses conducted to evaluate the measurement

properties of the ESD and EIS using data from an interventional phase

IIb study are described. Methods: ESPARIOS was a randomized,

multinational, phase IIb study evaluating the efficacy and safety of an

aromatase inhibitor plus progestin in an intravaginal ring versus

placebo and leuprorelin/leuprolide acetate in women with symp-

tomatic endometriosis. Patients (n = 258) completed the ESD and EIS

for 12 weeks alongside other concurrent PRO measures, including the

Biberoglu & Behrman Scale, Endometriosis Health Profile-30 and

Patient Global Impression of Severity and Change measures. Psy-

chometric analyses were conducted to evaluate the reliability, validity

and responsiveness of ESD and EIS scores. Clinically important

responder (CIR) thresholds were also explored by triangulating

anchor-based and distribution-based estimates. Results: Intraclass

correlation coefficients among ‘stable’ patients supported the test–

retest reliability of ESD/EIS scores. Analysis of variance models

revealed statistically significant differences (p\ 0.05) between

groups of patients categorized by symptom severity (according to

scores on concurrent measures). Correlation coefficients between

ESD and EIS scores and scores from concurrent measures were

consistent with a priori hypotheses. ESD and EIS scores also

demonstrated sensitivity to changes in patient and clinician-reported

disease severity, with greater reductions (indicating less severe

symptoms/impacts) observed in patients classified as ‘improved’

compared to those who had not improved. Provisional CIR thresholds

for absolute change ranged between - 1 and - 3 for ESD scores

based on 0–10 scales (e.g. ESD items evaluating pelvic pain, short-

term pain, constant pain, pain due to bleeding, pain due to inter-

course) and - 10 to - 30 for EIS scores based on 0–100 scales (e.g.

EIS scores evaluating physical activities or emotional well-being).

Conclusions: Evidence further supports the measurement properties

of the ESD and EIS, reinforcing the value of these PRO measures as

efficacy endpoints in future endometriosis clinical trials.

(207.4) Symptom monitoring using patient-reported outcome
(PRO) instruments in pediatric oncology patients hospitalized
for chemotherapy: a feasibility study

Allison Barz Leahy, Department of Pediatrics, Division of Oncology,

Children’s Hospital of Philadelphia, Philadelphia, PA, United States;

Dylan Scholes, Department of Pediatrics, Division of Oncology,

Children’s Hospital of Philadelphia, Philadelphia, PA, United States;

Gabrielle Helton, Department of Pediatrics, Division of Oncology,
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Children’s Hospital of Philadelphia, Philadelphia, PA, United States;

Bryce B. Reeve, PhD, Department of Population Health Sciences,

Duke University School of Medicine, Durham, NC, United States;

Lisa Schwartz, PhD, Department of Pediatrics, Division of Oncology,

Children’s Hospital of Philadelphia, Philadelphia, PA, United States;

Richard Aplenc, MD, PhD, MSCE, Department of Pediatrics,

Division of Oncology, Children’s Hospital of Philadelphia,

Philadelphia, PA, United States; Ethan Basch, MD, MSc, Lineberger

Comprehensive Cancer Center, University of North Carolina, Chapel

Hill NC, United States

Aims: Pilot daily electronic patient-reported symptom monitoring for

pediatric oncology patients hospitalized for chemotherapy. Methods:

TheCommonTerminologyCriteria forAdverse Events (CTCAE) is the

standard language for adverse event reporting in cancer trials and is

familiar to all oncology providers. The Pediatric PRO-CTCAE is a

system that allows children to self-report symptom toxicities experi-

enced while undergoing cancer treatment. Patients and caregiver-

proxies were asked to respond daily, following text or email prompts, to

Pediatric PRO-CTCAE items addressing ten symptoms via REDCap

(web-based data capture). Patients wereC 7 years old, English-literate,

with a planned admission for chemotherapy expected to last C 48 h at a

single tertiary care pediatric institution. Every morning, available

symptom reports were emailed to the frontline clinicians. No instruc-

tions were given regarding the use of patient-reported information.

Utilization of symptom reports was determined by electronic survey

administered to the same clinician eight hours following receipt of the

report, and provider acceptability was assessed monthly. Results: From

October 2017 to March 2018, 35 patients and their caregivers were

invited to participate and 30 patient/caregiver dyads enrolled. Mean

patient agewas 12.6 years (range 7–18).Mean length of hospitalization

was 8 days (median 4, range 2–38), during which one patient died.

Approximately half the enrolled dyads (53%) generated at least one

symptom report (patient or caregiver) daily; three-quarters (77%) of all

dyads generated symptom reports at least half of all hospitalized days.

Two dyads did not complete any symptom assessments following

enrollment. All participating healthcare providers (n = 28) understood

the symptom reports, and all, except one, found the reports useful and

expressed interest in continuing to receive them. In response to the

reports (128 from 28 dyads), 62 actions were reported, including

counseling the use ofmedications already prescribed (37), prescribing a

newmedication or altering dosage of a currently prescribed medication

(19), performing laboratory tests (1) or imaging (3), and obtaining a

consult from another service or team (2). Conclusions: Patient and

proxy symptom self-reporting is a feasible strategy for symptom

monitoring in pediatric patients hospitalized for chemotherapy. Further,

healthcare providers find the information useful and influential in

medical decision-making.

208: Missing data

(208.1) How much missing data is too much? Monte Carlo
simulations to develop SISAQOL guidelines for missing data
handling

Gina L. Mazza, Ph.D., Mayo Clinic, Scottsdale, AZ, United States;

Corneel Coens, MSc, European Organisation for Research and

Treatment of Cancer, Brussels, Belgium; Madeline Pe, PhD,

European Organisation for Research and Treatment of Cancer,

Brussels, Belgium; Lien Dorme, MSc, European Organisation for

Research and Treatment of Cancer, Brussels, Belgium; Kathy Oliver,

BA, International Brain Tumour Alliance, Tadworth, United

Kingdom; Andrew Bottomley, PhD, European Organisation for

Research and Treatment of Cancer, Brussels, Belgium; Jeff A. Sloan,

PhD, Mayo Clinic, Rochester MN, United States; Amylou C. Dueck,

PhD, Mayo Clinic, Scottsdale, AZ, United States; submitted on behalf

of Setting International Standards in Analyzing Patient-Reported

Outcomes and Quality of Life Endpoints Data (SISAQOL)

Consortium

Aims: While drug developers, researchers, and regulatory agencies

agree that missing data should be minimized in the conduct of ran-

domized controlled trials (RCTs), there is no consensus regarding how

much missing data is too much when evaluating patient-reported out-

comes. Thus, the Missing Data Working Group of the Setting

International Standards in Analyzing Patient-Reported Outcomes and

Quality of Life Endpoints Data (SISAQOL) Consortium conducted

Monte Carlo simulations to investigate how increasing rates of missing

data impacted bias and power for a typical superiority RCT. Methods:

Data were generated for three time points (T1, T2, T3) with means and

covariance structure based on a fatigue item in a cancer-related fatigue

RCT (Barton et al. 2013). The sample size (N = 200, 500, or 1000 with

cases evenly split between two arms), missing data rate (10–50%), and

missing data mechanism (missing completely at random [MCAR],

missing at random [MAR], missing not at random [MNAR], or 50%

MAR/50% MNAR combination) were manipulated to produce 60

design cells, each with 1000 replications. Within each replication, the

between-arm treatment effect at T3 was estimated using a two-sample

t-test, analysis of covariance adjusting for T1, ormixedmodel including

T1 through T3. Results: were evaluated based on bias, relative bias, and

power. Results: Under anMCARorMARmechanism, themixedmodel

provided unbiased or minimally biased (i.e., B 10% absolute relative

bias) estimates across all missing data rates (10–50%, Fig. 1). Under an

MAR/MNAR combination, the mixed model provided minimally

biased estimates until the missing data rate exceeded 40%. However,

under an MNAR mechanism, the mixed model provided biased esti-

mates when the missing data rate exceeded 10%. Relative to the mixed

model, the two-sample t-test and analysis of covariance yielded greater

bias and lower power due to excluding cases with missing scores. Bias

was unaffected by sample size. Conclusions: Results: demonstrate that,

under certain conditions, researchers can make valid between-arm

treatment comparisons in RCTs with high missing data rates. However,

variability of simulation Results: across missing data mechanisms

highlights the importance of capturing reasons for missing data.

Development of a template for capturing these reasons and guidelines

for missing data handling are ongoing.

(208.2) Reason for not completing quality of life questionnaires
in multiple myeloma patients

Lene Kongsgaard Nielsen, Quality of Life Research Center,

Department of Hematology, Odense Univerisity Hospital and OPEN,

Odense Patient data Explorative Network, Odense University

Hospital, Odense, Denmark; Madeleine King, Central Clinical
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School, Sidney Medical School and Psyco-Oncology Co-operative

Research Group, School of Psychology, Sidney, Australia; Mary

Jarden, Department of Hematology, Copenhagen University Hospital,

Copenhagen, Denmark; Christen Lykkegaard Andersen, Department

of Hematology, Zealand University Hospital, Roskilde, Denmark;

Henrik Frederiksen, Quality of Life Research Center, Department of

Hematology, Odense University Hospital, Odense, Denmark; Henrik

Gregersen, Department of Hematology, Aalborg University Hospital,

Aalborg,Denmark; Anja Klostergaard, Department of Hematology,

Aarhus University Hospital, Aarhus, Denmark; Morten Saaby

Steffensen, Department of Hematology, Regional Hospital West

Jutland, Holstebro, Denmark; Per Trøllund Pedersen, Department of

Hematology, South West Jutland Hospital, Esbjerg,Denmark; Bettina

Broch, Department of Hematology, Vejle Hospital, Vejle, Denmark;

Mikael Frederiksen, Department of Hematology, Hospital of Southern

Jutland, Aabenraa, Denmark; Bo Amdi Jensen, Department of

Hematology, Zealand University Hospital, Roskilde, Denmark;

Carsten Helleberg, Department of Hematology, Herlev Hospital,

Herlev, Denmark; Anne Kærgaard Mylin, Department of

Hematology, Copenhagen University Hospital, Copenhagen,

Denmark; Niels Abildgaard, Quality of Life Research Center,

Department of Hematology, Odense University Hospital, Odense,

Denmark

Aims: To clarify missing data mechanisms in a quality of life (QoL)

study of multiple myeloma (MM) patients. Missing data in QoL studies

are often unavoidable, e.g. when patients feel too unwell to complete

questionnaires or have died. However, such missing data can lead to

bias and loss of power. Understanding the missing data mechanisms

facilitates appropriate statistical handling. The ongoing longitudinal

population-based study of ‘‘Quality of Life inDanishmultiplemyeloma

patients’’ (QoL-MM) Aims: to determine reasons why patients miss

planned QoL assessments (‘‘non-response’’) andminimise the extent of

missing data. Methods: The QoL-MM study is a prospective, national,

observational and primarily web-based survey with real-time moni-

toring and active follow-up of non-responses. Newly diagnosed and

relapsed MM patients are eligible and complete QoL questionnaires at

baseline and 12 pre-scheduled times within two years. If a patient has

not answered the questionnaire within 7 days of the scheduled date, the

local nurse contacts the patient, records the reason for non-response and

invites the patient to complete the questionnaire. Results: As of March

16, 2018, 209 patients are active participants in the study. Of 824

planned QoL assessments, 690 (84%) were completed within the 7-day

window and 134 (16%) were not. Fifty-two questionnaires were not

completed due to patients’ admission to hospital, or mental or physical

reasons or death (5 patients); 17/52 (33%) were then completed when

invited by the nurse. Forty-three questionnaires were not completed

because patients had overlooked them; 41/43 (95%) were completed

when invited. Nineteen and 20 questionnaires were missed due to

technical difficulties/procedural errors and to other reasons, respec-

tively. In total 84/134 (62%) assessments identified as missed were

completed in response to active follow-up. Conclusions: Non-response

due to admission to hospital, or mental or physical reasons or death is

informative and should be handled carefully and appropriately in sta-

tistical analysis to avoid bias. The missed answers due to overlooked

questionnaires or technical difficulties/procedural errors are avoidable

and can be minimized with real-time monitoring of non-responses.

Active follow-up of missed QoL assessments will minimise missing

data in the study and reduce potential bias.

(208.3) Differential PRO completion rates between arms in open-
label cancer trials: can principal stratification help?

Jessica Roydhouse, PhD, US Food and Drug Administration, Silver

Spring, MD, United States; Pallavi Mishra-Kalyani, PhD, US Food

and Drug Administration, Silver Spring, MD, United States; Vishal

Bhatnagar, MD, US Food and Drug Administration, Silver Spring,

MD, United States; Roee Gutman, PhD, Brown University School of

Public Health, Providence, RI, United States; Bellinda King-

Kallimanis, PhD, US Food and Drug Administration, Silver Spring,

MD, United States; Paul Kluetz, MD, US Food and Drug

Administration, Silver Spring, MD, United States

Aims: Open-label designs are frequently used in cancer trials, par-

ticularly for anti-cancer therapies seeking regulatory approval.

However, regulators and researchers are concerned about the potential

for open-label bias in these trials, particularly regarding PROs. One

way in which open-label bias may occur is discrepant between-arm

PRO completion rates, with implications for interpretation of PRO.

Results: We applied principal stratification, a causal inference method

frequently used to assess treatment effects in situations of treatment

non-compliance, to trials with asymmetric between-arm PRO com-

pletion. Furthermore, we hypothesized that open-label bias would be

greater in emotional function compared to physical function. Meth-

ods: We evaluated data from five open-label trials in multiple

myeloma and head and neck cancer. We compared between-arm

change from pre-treatment (baseline) to the first or second on-treat-

ment PRO assessment on two domains from the EORTC QLQ-C30:

physical and emotional function. In addition to principal stratification,

we evaluated complete case analysis (CCA), last observation carried

forward (LOCF), and worst case scenario (WCS) for missing outcome

data. Results: Completion rates in the experimental arm ranged from

66 to 94% and 51–95% in the control arm. Three trials had small

completion differences favoring the control arm (1–2%) and two had

large differences favoring the experimental arm (15–17%). For trials

with small completion differences, Results: were similar for emo-

tional and physical function. WCS exaggerated treatment benefit in

trials where the experimental arm had better completion and down-

played benefit when the control arm had better completion. LOCF

attenuated physical function differences when between-arm comple-

tion gaps were large. When trials had large completion differences,

the principal stratification estimate attenuated treatment benefit for

emotional function by 2–3 points. However, physical function

Results: under principal stratification were within\ 1 point of CCA

Results:. Conclusions: Principal stratification can be applied to trials

where PRO completion varies between arms. WCS and LOCF are

problematic approaches in this context. For open-label trials, principal

stratification Results: for the physical function domain appeared less

sensitive to varying completion rates, suggesting that if it exists,

open-label bias may be stronger for domains such as emotional

function.

(208.4) Handling informative drop-out in longitudinal analysis
of health-related quality of life: application on data
from the oesophageal cancer clinical trial PRODIGE5/
ACCORD17

Benjamin Cuer, PhD Student, Montpellier Cancer Institute (ICM) –

Val d’Aurelle, Univ Montpellier, Montpellier, France; Caroline

Mollevi, Montpellier Cancer Institute (ICM) – Val d’Aurelle, Univ

Montpellier, IRCM, Univ Montpellier, ICM, INSERM, French

National Platform Quality of Life and Cancer, Montpellier, France;

Amélie Anota, Methodology and Quality of Life Unit in Oncology,

INSERM UMR 1098, University Hospital of Besançon, French

National Platform Quality of Life and Cancer, Besançon, France;

Emilie Charton, PhD Student, Methodology and Quality of Life Unit

in Oncology, INSERM UMR 1098, University Hospital of Besançon,

Besançon, France; Franck Bonnetain, Methodology and Quality of

Life Unit in Oncology, INSERM UMR 1098, University Hospital of

Besançon, French National Platform Quality of Life and Cancer,
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Besançon, France; Thierry Conroy, Institut de Cancérologie de

Lorraine (ICL), Vandoeuvre-lès-Nancy, France; Beata Juzyna, R&D

Unicancer, Paris, France; Sophie Gourgou, Montpellier Cancer

Institute (ICM) – Val d’Aurelle, Univ Montpellier, Montpellier,

France; Célia Touraine, Montpellier Cancer Institute (ICM) – Val

d’Aurelle, Univ Montpellier, Montpellier, France

Aims: Health-related quality of life (HRQoL) has become a crucial

endpoint in cancer clinical trials but missing data can compromise its

longitudinal analysis. Missingness can depend only on observed

characteristics or HRQoL (MAR assumption), or additionally on

unobserved HRQoL (MNAR assumption).Our objective was to

explore and compare several approaches to longitudinally model

HRQoL data with potentially informative drop-out (subsequent to

HRQoL deterioration) in the PRODIGE5/ACCORD17 clinical trial.

Methods: In this trial, HRQoL were assessed using the EORTC QLQ-

C30 questionnaire in 267 patients with advanced oesophageal cancer

receiving FOLFOX or fluorouracil–cisplatin.We have first used linear

mixed models (LMMs) which produce unbiased estimates under the

MAR assumption.Assuming a MNAR assumption, we have consid-

ered the joint distribution of the HRQoL score and the missingness

process. It decomposes in two ways leading to pattern-mixture models

(PMMs) or selection models (SMs). PMMs were mixtures of the

conditional distribution of the HRQoL score given the pattern of

drop-out weighted by the probability of drop-out in each pattern. SMs

factored the joint distribution into the HRQoL score distribution and

the conditional distribution of the missingness process given the

HRQoL scores. Results: At baseline and at 12 months (6th assess-

ment), the compliance was 119/134 (89%) and 48/101 (48%) in the

FOLFOX arm and 120/133 (90%) and 44/99 (44%) in the fluo-

rouracil–cisplatin arm, respectively.Using LMMs (MAR assumption),

we have obtained estimates including time and arm effects.Using the

PMM approach (MNAR assumption), we have considered 6 patterns

corresponding to the time of drop-out. The HRQoL score were

modeled using a mixture of LMMs, thus we have calculated weighted

estimates and compared them to the estimates from the LMM

approach.Using the SM approach, we have modeled the drop-out

probability using a logistic regression depending on the last (ob-

served) and current (unobserved) HRQoL scores. In this case, the

unobserved score coefficient allowed to test the MNAR assumption.

Conclusions: Although PMMs and SMs account for informative drop-

out contrary to LMMs, they also rely on untestable modelling

assumptions. This work has allowed to better understand them. We

have also illustrated the advantages/drawbacks of PMMs and SMs

regarding clinical interpretation.

301: Cancer survivorship

(301.1) Phase I and II development of an EORTC QOL cancer
survivorship assessment strategy: issue generation
and construction of provisional questionnaires

Marieke van Leeuwen, PhD, Division of Psychosocial Research &

Epidemiology, The Netherlands Cancer Institute, Amsterdam,

Netherlands; Neil Aaronson, PhD, Division of Psychosocial Research

& Epidemiology, The Netherlands Cancer Institute, Amsterdam,

Netherlands; Lonneke van de Poll-Franse, PhD, Division of

Psychosocial Research & Epidemiology, The Netherlands Cancer

Institute, Amsterdam, Netherlands; submitted on behalf of The

European Organisation for Research and Treatment of Cancer Quality

of Life Group

Aims: The objective of this project is to develop a European

Organisation for Research and Treatment of Cancer (EORTC)

assessment strategy that captures the full range of physical, mental

and social health-related quality of life (HRQOL) issues relevant to

disease-free cancer survivors. Methods: In the first project phase, we

reviewed 134 publications on cancer survivorship and interviewed

117 disease-free cancer survivors with 11 different types of cancer

across 14 countries in Europe to generate an exhaustive, provisional

list of HRQOL issues relevant to cancer survivors. The resulting issue

list, the EORTC core questionnaire (QLQ-C30), and site-specific

modules were completed by a second group of 458 survivors to

identify relevant issues. In the second phase, we deleted or rephrased

issues which were rated as offensive, unclear, or redundant by at least

several patients. We also carried out preliminary psychometric anal-

yses to identify redundant issues. The remaining issues were

operationalized into items. Results: In phase I, we identified 116

generic survivorship issues, and 7 to 48 site-specific issues per cancer

site. These issues covered body image, cognitive functioning, health

behaviors, negative and positive outlook, health distress, mental

health, fatigue, sleep problems, physical functioning, pain, several

other physical symptoms, social functioning, and sexual problems.

Patients rated most of the acute symptoms of cancer and its treatment

(e.g. nausea) as no longer relevant approximately one year after

completion of treatment. Based on these findings, in phase II we

developed a provisional core survivorship questionnaire (QLQ-

SURV111) for disease-free adult cancer survivors who are at least one

year post-treatment, and three provisional site-specific survivorship

modules for breast (BR-SURV45), colorectal (CR-SURV44), and

prostate cancer survivors (PR-SURV30). The QLQ-SURV111 retains

many of the original items from the QLQ-C30, deleting only those

items that assess acute symptoms, and is supplemented with a range

of generic survivorship issues. Conclusions: Based on these findings,

we will further develop the four questionnaires according to the

guidelines of the EORTC. The availability of these questionnaires

will facilitate a standardized and robust assessment of the HRQOL of

disease-free cancer survivors.

(301.2) Relationship between patient-reported bother from side
effects, adverse events and survival in advanced ovarian cancer

Lari Wenzel, University of California, Irvine, Irvine, CA, United

States; Kathryn Osann, PhD, University of California, Irvine, Irvine,

CA, United States; David Cella, PhD, Northwestern University,

Evanston, IL, United States; Giulia Fulci, PhD, University of

Alabama, Birmingham, AL, United States; Michael Birrer, MD, PhD,

University of Alabama, Birmingham, AL, United States

Aims: A measure of overall bother from cancer therapy side effects

has the potential to help interpret clinical trial side effect profiles. This

is particularly important in maintenance therapy that Aims: to

improve progression-free survival because of associations with toxi-

city. In a study examining predictors of long-term ovarian cancer

survival in a front-line maintenance therapy trial, we investigated the

relationship between clinician-rated adverse events (AEs) and a single

item assessing patient-reported ‘‘bother’’ from side effects, and

associations with long-term survival. Methods: We utilized data from

GOG 218, a clinical trial evaluating the addition of bevacizumab to

standard front-line therapy. The Functional Assessment of Cancer

Therapy-Ovarian Trial Outcome Index (FACT-O-TOI) was used to

assess quality of life prior to cycles 1, 4, 7, 13, and 21. AEs were

graded by NCI CTCAE version 3 and reported until end of treatment.

Item GP5 from the FACT assessed patient-reported side effect bother.

AEs were compared between survivor groups (\ 5 vs. 8 + years) and

by patient-reported bother at each assessment using Chi square tests

and ANOVA. Results: Long-term survivors (N = 164) were less

likely than short-term survivors (n = 977) to have C 4 AEs deemed to

be ‘‘patient-reported’’ (e.g. constipation, diarrhea, nausea, vomiting,

abdominal pain, fatigue, neuropathy and pain/undefined) prior to

cycle 4 (9 vs 17%, p = 0.012). Differences approached significance at
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cycle 7 (p = 0.054) but were not significant at Cycles 13 or 21.

Frequency of grade 2 + AEs did not differ significantly by survival

group. Patients reporting they were ‘somewhat to very much’ both-

ered by side effects had significantly more AEs, more ‘‘patient-

reported’’ AEs, and more grade 2 + AEs (p\ 0.001). Further,

patients reporting they were ‘somewhat to very much’ bothered by

side effects had significantly increased odds for having C 4 patient-

reported AEs, and C 2 grade 2 + AEs relative to those reporting little

or no bother. Conclusions: The extent to which people are ‘‘bothered’’

by side effects of treatment may herald the need for dose reductions,

treatment delays, or treatment changes. This particular PRO item

(GP5) may be sensitive to incipient AEs and treatment differences,

and could be monitored outside of a clinical setting to improve care.

(301.3) Quality of life, spiritual well-being, and self-compassion:
finding ‘peace of mind’ among cancer survivors

Hayley Whitford, University of South Australia Cancer Research

Institute, Adelaide, Australia; John Salsman, PhD, Department of

Social Sciences and Health Policy, Wake Forest School of Medicine,

Winston-Salem, NC, United States; Ian Olver, MD, PhD, FRACP,

University of South Australia Cancer Research Institute, Adelaide,

Australia

Aims: Our research to-date has identified spiritual well-being as a

core domain in quality of life (QOL) assessment in oncology, con-

tributing unique variance often only second to physical well-being,

with evidence of clinical utility, mostly for the factor ‘peace’. Factor

analysis of the Functional Assessment of Chronic Illness Therapy –

Spiritual Well-Being, Expanded (FACIT-Sp-Ex) has allowed explo-

ration of more comprehensive measures of ‘peace’, ‘meaning’, ‘faith’,

and a new factor we termed ‘positive interaction’. Given the com-

pelling rise of third-wave cognitive behavioral therapies such as

mindfulness, with roots in Eastern existentialism, it is timely to

investigate components of such therapies associated with QOL,

especially spiritual well-being, to determine alignment with clinically

relevant outcomes. Moreover, as mindfulness assessment evolves,

investigating multifaceted outcomes like ‘self-compassion’ appears

warranted. Methods: The Australian community responded to a lon-

gitudinal, online existential well-being survey where 1,211 cancer

patients/survivors (52.9% of a mixed group sample) provided baseline

data for: the FACIT-Sp-Ex, the Functional Assessment of Cancer

Therapy—General (FACT-G) including four core well-being

domains, and the Self-Compassion Scale (SCS), among others.

Results: The current sample averaged better SCS scores (M = 89.8,

SD = 19.1) than normative scores (M = 78.3, SD = 14.8), yet showed

poorer scale reliability (a = 0.74) than norms (a = 0.93). Supported

by univariate correlations across Total SCS and its six subscales, a

hierarchical regression with 4 blocks (B1 age; B2 Physical, Social/

Family, Emotional, Functional Well-Being; B3 Meaning, Faith,

Positive Interaction; B4 Peace), revealed Peace uniquely contributed

the most change in Total SCS variance (R2 change = 0.04, F

change = 56.06, p B 0.001). The significant full model accounted for

46.3% of the variance (Adjusted R2) with only Functional Well-

Being and Faith not achieving significant, unique contributions. Beta

values ranged from - 0.08 to 0.30; the highest, moderate contribution

being for Peace. Conclusions: Third-wave psychological interventions

such as mindfulness, known to increase self-compassion components,

have potential to increase peace and other important QOL facets.

Such interventions may improve the well-being of patients/survivors

of cancer even in the midst of chronic symptoms, based on previous

findings. Future work should explore these relationships using lon-

gitudinal interventions, including cross-cultural comparisons.

(301.4) Non-compensatory analysis of quality of life in breast
cancer survivors using multivariate hidden Markov modeling

Edward Ip, Wake Forest School of Medicine, Winston-Salem, NC,

United States; Sarah Marshall, MPH, Wake Forest School of

Medicine, Winston-Salem, NC, United States; Beverly Levine, PhD,

Wake Forest School of Medicine, Winston-Salem, NC, United States;

Nancy Avis, PhD, Wake Forest School of Medicine, Winston-Salem,

NC, United States

Aims: Health-related quality-of-life (HRQL) is a multidimensional

concept comprising multiple domains such as physical, emotional,

and social functioning. Many HRQL analyses used a sum score to

represent the construct. However, sum score implies that gain in one

domain could compensate for a deficit in another. Thus this approach

may not be able to capture people with different HRQL profiles, who

may need different interventions. Additionally, within-individual

change such as improving in one domain but deteriorating in another

over time may not be detected. The Aims: of this research are to (1)

evaluate a non-compensatory approach to HRQL data, and (2) apply

the approach to longitudinal HRQL data to investigate the within-

individual change dynamic. Methods: Data from a sample of N = 653

breast cancer survivors (BCS, mean age = 55, White = 90%) pro-

vided 5 measurement time-points over 18 months. Scores from five

domains on the FACT-B (physical, functional, social, and emotional

well-being, and breast cancer-specific concerns) were jointly analyzed

using the multivariate hidden Markov model (MHMM), a non-com-

pensatory, state-based statistical approach. Results: Fig. 1 shows 6

states as delineated by the MHMM. States 1 and 2 were characterized

by below-average scores in all 5 domains. People in State 3 were

below-average in physical well-being, average functional well-being

and breast cancer concerns, and above-average social and emotional

well-being. State 4 had average social well-being, but was above-

average in the other 4 domains. States 5 and 6 were above-average on

all domains. Figure 2 shows the change dynamic over any two time

points. People in State 2 had the highest likelihood of staying in the

same state over time (79%). State 2 had moderate (13%) probability

of transitioning into the better State 4. States 3–6 mostly ‘‘commu-

nicated’’ with each other (with moderate probabilities of transitioning

between states). Figure 3 shows state prevalence over time. Generally

BCS transitioned into better states but prevalence of States 4 and 5

remained unchanged over time. Conclusions: The analysis shows

differential profiles and transition patterns in HRQL of BCS. Partic-

ularly, it revealed some subgroups (States 4 and 5, which had above-

average physical function but respectively lower social and emotional

well-being) that may require targeted interventions.
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302: Surveys and longitudinal studies

(302.1) Predictors of quality of life in adults with coeliac disease
in England

Michele Peters, PhD, University of Oxford, Oxford, United Kingdom;

Helen Crocker, DPhil, University of Oxford, Oxford, United

Kingdom; Mara Violato, PhD, University of Oxford, Oxford, United

Kingdom; Thomas Lewis, BSc, University of Oxford, Oxford, United

Kingdom; Crispin Jenkinson, DPhil, University of Oxford, Oxford,

United Kingdom

Aims: The aim was to determine predictors of quality of life (QOL) in

adults with coeliac disease following changes in the availability of

prescriptions of gluten free food (GFF) in some local areas. Methods:

A cross-sectional postal survey was conducted on 4050 members of

Coeliac UK. The survey included questions about the cost and

affordability of GFF, prescriptions for GFF, demographics and health-

related questions, and the Coeliac Disease Assessment Questionnaire

(CDAQ) to measure QOL. The CDAQ has five dimensions (stigma;

dietary burden; symptoms; social isolation; and worries and concerns)

and an Overall Index Score can be calculated. Further participants

were invited through social media to complete an electronic version

of the survey. Regression analyses were used to identify predictors of

QOL for each of the five dimensions of the CDAQ and the Overall

Index Score. Results: The postal survey response rate was 40.8%

(n = 1653), and 234 people completed the electronic survey. A total

of 1736 cases were retained in the analysis, of which 51.2% (n = 888)

were not able to receive GFF prescriptions and 46.6% (n = 809) were

able to receive GFF prescriptions; 1244 (71.9%) were women with a

mean age of 59.76 years (SD 16.00). All regression models were

significant (p\ 0.001), with perceived affordability of GFF the main

explanatory variable of differences in stigma, dietary burden, symp-

toms, social isolation, and worries and concerns (all significant at

p\ 0.001). The availability of prescriptions was also a significant

predictor of dietary burden. Additionally a number of demographics

and health related variables were also significant predictors indicating

that more vulnerable people, such as the permanently sick or disabled

or lower socioeconomic groups have worse outcomes. The adjusted

R2 ranged from 0.22 (social isolation) to 0.30 (overall index score).

Conclusions: The main predictor of QOL in adults with coeliac dis-

ease is affordability of GFF. Other factors such as availability of GFF

prescriptions, having other health problems or lower socioeconomic

status also have an impact. GFF can be up to four times more

expensive than gluten containing alternatives, and it is likely that it is

in this group that prescriptions are particularly important to maintain

good QOL.

(302.2) The association of health, housing and social factors
with subjective quality of life in homeless and vulnerably housed
individuals

Anne Gadermann, PhD, University of British Columbia, Vancouver,

British Columbia, Canada; Lara Russell, PhD, Providence Health

Care, Vancouver, British Columbia, Canada; Monica Norena, MSc,

Providence Health Care, Vancouver, British Columbia, Canada; Anita

Hubley, PhD, University of British Columbia, Vancouver, British

Columbia, Canada; Susan Farrell, PhD, University of Ottawa, Ottawa,

Ontario, Canada; Stephen Hwang, MD, University of Toronto,

Toronto, Ontario, Canada; Anita Palepu, MD, University of British

Columbia, Vancouver British Columbia, Canada

Aims: Previous research has shown that homelessness and unsta-

ble housing are associated with poor physical and mental health

functioning. Less is known about the subjective quality of life

(SQOL) of homeless and vulnerably housed individuals (HVHs). A

deeper understanding of the correlates of SQOL of HVHs is helpful to

researchers, service providers, and policy-makers in their evaluations

of the impact of homelessness on HVHs and the effectiveness of

interventions aimed at improving their lives. The purpose of this study

was to examine predictors of SQOL of HVHs. Methods: Data were

obtained from the Health and Housing in Transition (HHiT) study, a

4-year Canadian longitudinal multi-site cohort study (N = 1190;

response rate at follow-up 4: 79%). At each time point, trained

research assistants administered structured interviews. SQOL was

assessed with the Quality of Life of Homeless and Vulnerably Housed

Individuals Instrument, specifically developed and validated with this

population. Predictor variables were assessed with validated measures

of housing status, housing quality, social support, physical and mental

health problems, and problematic substance use. Multivariate gener-

alized estimating equation (GEE) analysis was used to examine the

association between predictor variables and SQOL, adjusting for

demographic variables including age, gender, ethnicity, employment

status, and income, and time point. Results: Problematic substance

use (ß = - 0.25; 95% Confidence Interval (CI) - 0.31, - 0.19),

mental and physical health conditions (ß = - 0.15; 95% CI - 0.23,

- 0.07 and ß = - 0.21; CI - 0.3, - 0.13, respectively), and resi-

dential instability (ß = - 0.03; 95% CI - 0.05, - 0.02) were

independently associated with lower SQOL, whereas good housing

quality (ß = 0.05; 95% CI 0.04, 0.05) and perceived social support (ß

= 0.09; 95% CI 0.08, 0.1) were associated with higher SQOL. Con-

clusions: The findings point to the fact that in seeking to understand

SQoL among HVHs, it is important to look beyond health and

housing status. Social support and housing quality appear to be sig-

nificant predictors of SQOL when taking health and residential

stability into account.

(302.3) Prediction models for functional outcome after trauma:
a prospective cohort study

Leonie de Munter, MSc, Department Trauma TopCare, Elisabeth-

TweeSteden Hospital, Tilburg, Netherlands; Suzanne Polinder, PhD,

Department of Public Health, Erasmus Medical Centre, Rotterdam,

the Netherlands, Rotterdam, Netherlands; Cornelis van de Ree, MD,

Department Trauma TopCare, Elisabeth-TweeSteden Hospital,

Tilburg, the Netherlands, Tilburg, Netherlands; Nena Kruithof, MSc,

Department Trauma TopCare, Elisabeth-TweeSteden Hospital,

Tilburg, the Netherlands, Tilburg, Netherlands; Ewout Steyerberg,

PhD, Department of Public Health, Erasmus Medical Centre,

Rotterdam, the Netherlands AND Department of Biomedical Data

Sciences, Leiden University Medical Center, Leiden, The

Netherlands, Rotterdam, Netherlands; Mariska de Jongh, PhD,

Department Trauma TopCare, Elisabeth-TweeSteden Hospital,

Tilburg, the Netherlands AND Brabant Trauma Registry, Network

Emergency Care Brabant, the Netherlands, Tilburg, Netherlands

Aims: In trauma care, survival prediction models are often used to

evaluate the quality of care, by comparing predicted survival rates

with observed survival. Because mortality rates decline, a growing

number of patients experiences long-term disability after trauma. This

study Aims: to develop a prediction model for health status in the

trauma population. The model should incorporate easily accessible

predictors. Methods: The Brabant Injury Outcome Surveillance

(BIOS-study) is a multicenter prospective observational cohort study.

Adult trauma patients were included from August 2015 through

November 2016 if they were admitted to one of the ten hospitals in a

county in the South of the Netherlands. Outcome measures were the

EuroQol-5 dimensions (EQ-5D) and the Health Utilities Index (HUI)

1 week and 1, 3, 6 and 12 months after injury. Summary scores were

calculated for all outcome measures. Possible predictors were pre-

injury health status, injury severity, patient characteristics and frailty

pre-injury (measured with the Groningen Frailty Index). All potential
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predictors were assessed with backwards selection in a multiple linear

mixed models with p\ 0.05. The model performances were assessed

with explained variance (Nagelkerke R-square [R2]) and calibration

curves. Results: A total of 4,883 patients participated in the BIOS-

study. Pre-injury health status and frailty pre-injury were the strongest

predictors for the EQ-5D utility in the general trauma population.

Age, gender, injury severity, number of days admitted to hospital,

functional capacity index and follow-up time points were also

included in the multivariable prediction model predicting EQ-5D over

time. R2 ranged from 0.18 for outcome 1 week after injury to 0.40 six

months after injury. Similar Results: were found for the prediction

models predicting HUI or the EQ-5D visual analogue Scale. Con-

clusions: To our knowledge, these are the first models to predict

functional outcome during one year post injury. The models seem

promising for predicting health status of trauma patients in the

western society for evaluation of trauma care quality. Health status

prior to injury is an important variable to include in predicting out-

come after injury. Future research is recommended to externally

validate the models.

(302.4) Factors associated with community ambulation in adults
aged 45–85 – the Canadian Longitudinal Study on Aging

Ruth Barclay, PhD, College of Rehabilitation Sciences, University of

Manitoba, Winnipeg, Manitoba, Canada; Sandra Webber, PhD,

College of Rehabilitation Sciences, University of Manitoba,

Winnipeg, Manitoba, Canada; Jacquie Ripat, PhD, College of

Rehabilitation Sciences, University of Manitoba, Winnipeg,

Manitoba, Canada; Robert Tate, PhD, Department of Community

Health Sciences, University of Manitoba, Winnipeg, Manitoba,

Canada

Aims: To identify factors associated with community ambulation in

Canadians aged 45–85. Community ambulation (CA) is an important

component of social participation and quality of life. CA enables an

individual to get to social, leisure and work activities as well as

contribute to daily physical activity. CA has been associated with

good general health perception, however, many older adults do not

walk outdoors frequently. Methods: Data from the Canadian Longi-

tudinal Study on Aging, Tracking Main Wave and Maintaining

Contact Questionnaires were analyzed. Multivariate logistic regres-

sion models were developed with CA (outdoor walking frequency) as

the outcome. Explanatory variables were chosen based on published

literature. Models were controlled for province, income, education,

marital status, and urban/rural location. Models for all ages, males,

females, and 10 year age groups were evaluated.Results: In the all

ages model (n = 18,700), people were less likely to walk outdoors

sometimes or often if they had lower versus excellent general health

perception, had difficulty walking 2–3 blocks, had pain versus being

free of pain, or were female (e.g. odds ratio (OR) 0.89[95%

CI0.82,0.96]). Those more likely to walk outside were those in

younger age groups versus 75–85 years, and were evaluated in ‘good

weather’ months (e.g., June vs. January, OR 1.65[1.41,1.92]). Female

and male models included similar significant associated factors to

each other and the all ages model. However, the male model

(n = 9153) also included chronic conditions; those with fewer chronic

conditions were more likely to walk outdoors (2 chronic conditions

vs. 7 or more, OR 1.32[1.07,1.63]). Differences in factors associated

with CA amongst age categories were evident. The number of falls in

the previous year was not associated with frequency of outdoor

walking in any model. Conclusions: Pain and ability to walk 2–3

blocks without difficulty are factors which are amenable to

improvement with intervention. Safe locations and strategies for

walking in ‘poor weather’ months can also be addressed. Being

familiar with factors associated with community ambulation may

assist health care professionals to address those factors which could

be changed with intervention, thereby improving CA, social partici-

pation, and quality of life in adults aged 45 or older.

303: Heterogeneity and meaning in measurement

(303.1) Comprehension of patient-reported outcome items
by older adult patients with mild or moderate cognitive
impairment

Antonia Bennett, University of North Carolina, Chapel Hill, NC,

United States; Sarah Drier, MPH, University of North Carolina,

Chapel Hill, NC, United States; Kimberly Light, University of North

Carolina, Chapel Hill, NC, United States; Michelle Johnson,

University of North Carolina, Chapel Hill, NC, United States; Mary

Mouw, MD MPH, University of North Carolina, Chapel Hill, NC,

United States; Bryce Reeve, PhD, Duke University, Durham, NC,

United States; John Kizer, MD, University of North Carolina, Chapel

Hill NC, United States; Darren Dewalt, MD MPH, University of

North Carolina, Chapel Hill, NC, United States

Aims: Patient-reported outcome instruments are widely used in

clinical trials of older adults, many of whom may be experiencing

cognitive decline. The objective of this study was to identify whether

patients with mild or moderate cognitive impairment understand item

stems commonly assessed in quality of life measures. Methods:

Individual interviews employing a think-aloud technique were con-

ducted in patients receiving routine care at a geriatrics specialty clinic

of a public university hospital. Patients were enrolled into strata of

cognitive impairment defined by the Montreal Cognitive Assessment

as normal (26–30), mild cognitive impairment (20–25), and sugges-

tive of dementia (3 strata: 15–19, 10–14, and 5–9). Participants

completed the 10-item Edmonton Symptom Assessment Scale-re-

vised and the PROMIS-29, then were queried about their

comprehension of 13 pre-selected item stems, e.g.,‘‘What does [lack

of appetite] mean to you?’’ Two raters blinded to participant level of

cognitive impairment reviewed evidence for comprehension from the

interview transcripts and notes, and discussed and reconciled all rat-

ings. Patient comprehension was rated as Excellent, Good, Basic,

Poor, or Indeterminate, in which Basic (e.g., pain means ‘it hurts’ or

worthless means ‘no good’) or better indicated comprehension, and

Poor indicated incorrect understanding. Results: Thirty-three patients

were enrolled and interviewed; the median age was 78 (range 66–90),

61% were female and 51% had 2 + major medical conditions. Ratings

of item stem comprehension are summarized by strata of patient

cognitive status in Table 1. Comprehension varied by strata (Pear-

son’s Chi square = 119.98 p\ 0.001, Cramer’s V = 0.31). Patients

with dementia-range MoCA scores misunderstood the meaning of the

item stem in 15% (33/215) of cases. The more difficult item stems

included ‘‘lack of appetite’’, ‘‘felt worthless’’, ‘‘feel fatigued’’ and

‘‘pain on average.’’ Conclusions: Patients with dementia often

demonstrated a basic understanding of the examined item stems, and

in some cases completely misunderstood them. A limitation of this

study is that demonstrating comprehension required some verbal

fluency. PRO instruments to be used in clinical trials with patients

who may have dementia should be examined for challenging item

stems. Further research should examine comprehension of recall

periods, symptom attributes, and response options, and the domains of

cognition associated with the ability to self-report.
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(303.2) Inter-individual differences in the understanding
of health-related quality of life in patients with chronic diseases:
a vignette approach

Janine Topp, University Medical Center Hamburg, Hamburg,

Germany; Christine Blome, University Medical Center Hamburg,

Hamburg, Germany; Chrsitoph Heesen, University Medical Center

Hamburg, Hamburg, Germany; Matthias Augustin, University

Medical Center Hamburg, Hamburg, Germany; Jana Poettgen,

University Medical Center Hamburg, Hamburg, Germany; Valerie

Andrees, University Medical Center Hamburg, Hamburg, Germany

Aims: Due to the complex and subjective nature of the construct

health-related quality of life (HRQoL), a gold standard for its

assessment is missing and Results: may be biased and imprecise. A

promising approach to investigate impreciseness and subjectivity is

the application of vignettes. Vignettes are short descriptions of fictive

patients. The assessment of these vignettes according to their HRQoL

serves as a reference and enables a deeper insight into the patients’

individual assessment process and general understanding of HRQoL.

The present study analyzes how patients with a chronic disease assess

the HRQoL of vignettes. Methods: In an explorative observational

study with mixed-method methodology, the SF-12 was used to assess

HRQoL among 100 patients with chronic diseases (50 with multiple

sclerosis and 50 with psoriasis). Two vignettes for each of the eight

domains of the SF-12 were developed and pilot-tested for its feasi-

bility. In the main study, patients rated the HRQoL of the vignettes

after rating their own HRQoL. In semi-structured interviews, the

patients were asked to give reasons for their vignette ratings. We

analyzed whether the assessment of vignettes differed depending on

individual patient characteristics. Results: Patients self-assessment of

HRQoL resulted in a total score of 62.9 ± 19.6 on a scale ranging

from 0 to 100. While patients with multiple sclerosis reported slightly

lower HRQoL-scores (60.8 ± 18.3) for themselves as compared to

patients with psoriasis (65.0 ± 20.8), they judged the HRQoL of half

of the vignettes significantly better. No difference in the vignette

assessment was observed between male and female patients. The

qualitative analysis revealed differences between patients with regard

to the reasoning for the vignette assessment. While some patients

focused on the mere presence of impairments as described in the

vignettes, others considered its duration and/or intensity. Conclusions:

The use of vignettes provides the opportunity to identify differences

in the individual assessment process of HRQoL. The type of disease

seems to affect vignette assessment. In addition to the Results:

reported in this abstract, multivariate regression analyses and

additional qualitative analyses will be available in October 2018,

aiming at a more detailed view on factors associated with a patient’s

understanding of HRQoL.

(303.3) Accommodating heterogeneity to improve measurement
validity in large population health surveys

Richard Sawatzky, Trinity Western University & Centre for Health

Evaluation and Outcome Sciences, Langley, British Columbia,

Canada; Lara Russell, PhD, Centre for Health Evaluation and

Outcome Sciences, Vancouver, British Columbia, Canada; Tolulope

Sajobi, PhD, University of Calgary, Calgary, Alberta, Canada; Anne

Gadermann, PhD, University of British Columbia, Vancouver, British

Columbia, Canada; Juxin Liu, PhD, University of Saskatchewan,

Saskatoon, Saskatchewan, Canada; Bruno Zumbo, PhD, University of

British Columbia, Vancouver, British Columbia, Canada; Lisa Lix,

PhD, University of Manitoba, Winnipeg Manitoba, Canada

Aims: People in heterogeneous populations may not interpret and

respond to questions for the measurement of their health status in the

same way. Summary measures may be biased when sources of

heterogeneity are ignored. Therefore, our aim was to examine

implications of population heterogeneity in the measurement of

physical and mental health status using the Veterans Rand 12

instrument. Our objectives were to: (a) evaluate measurement bias

associated with population heterogeneity and (b) explore sources of

heterogeneity. Methods: Analyses were based on a random sample

(N = 10,000, 51% 65–74 years old, 34% C75 years old, 58% male)

from the 2012–2014 cohort (n = 296,320) of the US Medicare Health

Outcomes Survey. A 2-parameter item response theory (IRT) mixture

model was used to examine heterogeneity in physical and mental

health status by allowing difficulty and discrimination parameters to

vary across latent classes. Measurement bias was calculated as the

differences between standardized factor scores from a 1-class model

(assuming no heterogeneity) and a 2-class model (accommodating

heterogeneity). The latent classes were regressed on various demo-

graphic (e.g., age, gender, education, marital status) and health status

variables (e.g., chronic conditions, pain, activities) to identify

potential sources of heterogeneity. Results: Relative to a one-class

model (assuming no heterogeneity), improved model fit was obtained

when two classes were specified (class proportions = 0.66 and 0.34;

entropy = 0.68; Bayesian Information Criterion of 242, 334 for

1-class vs. 234,750 for 2-classes). For physical health, 10% of the

differences in standardized factor scores between 1- and 2-class

models were B - 1.37 and 10% were C 0.76 (5% were C 1.22),

which indicates effect sizes of moderate or large magnitude for over

20% of the sample. For mental health, 10% of the differences were B

- 0.19 and 10% were[= 0.31. The two latent classes were predicted

by several demographic and health status variables (Fig. 1). Con-

clusions: People in heterogeneous populations may not be consistent

in how they interpret and respond to questions about their physical

and mental health. Measurement validity is threatened when such

differences are ignored. Mixture IRT can be used to accommodate

heterogeneity in population-based health surveys.
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(303.4) Deciding when a child is depressed: content heterogeneity
in PROMs for children and adolescent depression

Anna Vilar, Institut de Neuropsiquiatria i Addiccions (INAD) - Parc

de Salut Mar, Barcelona, Spain; Gemma Vilagut, PhD, Health

Services Research Unit, IMIM - Hospital del Mar Medical Research

Institute, Barcelona, Spain; Maria Jesús Blasco, MPsych(Clin),

Universitat Pompeu Fabra (UPF), Department of Experimental and

Health Sciences, Barcelona, Spain; Laura Ballester, MPsych(Clin),

Health Services Research Unit, IMIM - Hospital del Mar Medical

Research Institute, Barcelona, Spain; Santiago Batlle-Vila,

MPsych(Clin), Institut de Neuropsiquiatria i Addiccions (INAD) -

Parc de Salut Mar, Barcelona, Spain; Mireia Romero, MPsych(Clin),

Institut de Neuropsiquiatria i Addiccions (INAD) - Parc de Salut Mar,

Barcelona, Spain; Jordi Alonso, PhD, Health Services Research Unit,

IMIM - Hospital del Mar Medical Research Institute; CIBER

Epidemiologa y Salud Pblica (CIBERESP), Barcelona, Spain; Carlos

G Forero, PhD, CIBER Epidemiologı́a y Salud Pública (CIBERESP),

Barcelona, Spain

Aims: In clinical practice and research, children and adolescent

depression is assessed with specific PROMs. Assessment proceeds as

though Conclusions: were scale-independent, under the assumption

that instruments are interchangeable in content. We investigate to

what degree depression PROMs for children and adolescents differ in

terms of item content, and, as secondary objective, the adequacy of

literacy level and recall periods. Methods: Item content analysis of

fifteen widespread PROMs ([ 200 Pubmed citations) for depression

assessment between ages 7 and 18 years old. Two reviewers classified

items contents in terms of (a) psychological processes and (b) distinct

symptoms. Agreement was computed with Cohen’s Kappa, consensus

resolved discrepancies. We computed process and symptom content

frequencies, overall and by instrument, as well as instrument content-

overlap using Jaccard similarity index (J, 0–100% overlap). Instru-

ment-intended literacy levels and recall periods were compared with

target population ages and clinical diagnosis periods. Results: We

classified the contents of 453 items (average kappa = 0.86).

Regarding processes, most items covered cognitions (40%), followed

by affects (27%), regulation/activation (19%) and functioning (7%).

Anxiety and somatic processes were marginally explored (\ 4%).

Overall processes overlap among scales was high (J = 70%), with

average overlap of each scale with others ranging from 51 to 75%. As

for distinct symptoms, 36% of the items covered depressed thoughts,

at least twice as often as low-mood or sadness (16%), and anhedonia

(10%); other clinical criteria were covered by less than 10% items.

Global overlap in symptoms was low (J = 40%), ranging from 25 to

65%. Eight instruments had too short recall periods; five of them used

no recall period at all. Four instruments exceeded the literacy level of

the youngest target population group, and four did not include any

literacy indicator. Conclusions: Contents of depressive symptoma-

tology are not well-balanced in comparison to clinical assessment in

PROMs for children and adolescents. Affective and functioning

symptomatology, which are core in disorder definition, are much less

explored than depressed cognitions. Heterogeneity in contents, inad-

equate literacy levels and recall periods threaten the replicability of

decisions both in research and clinical practice.

304: Qualitative methods in instrument development

(304.1) Quality of life priorities for children with disabilities:
contrasting child and parent perspectives

Elena Swift, University of Melbourne, Carlton, Australia; Lisa Gibbs,

PhD, University of Melbourne, Melbourne, Australia; Dinah

Reddihough, MD, Royal Children’s Hospital, Melbourne, Australia;

Elise Davis, PhD, University of Melbourne, Melbourne, Australia;

Andrew Mackinnon, PhD, University of Melbourne, Melbourne,

Australia

Aims: To gain an increased understanding of the quality of life of

children with cerebral palsy (CP), comparing the perspectives of

children and their parents. Methods: Constructivist grounded theory

analysis of in-depth interviews. Eighteen families of children with

CP, aged 4–12 years, recruited through a State-based register. Parents

of all 18 families (17 mothers, two fathers) completed interviews.

Eight children aged 9–12 years (M = 10 years; 2 girls, 6 boys),

GMFCS level 1–3, were also interviewed by themselves. For parent

interviews only, mean child age was 8 years (range 5–12 years);

GMFCS 1–5; 5 boys, 5 girls. Interviews took place at the family home

(N = 14), a children’s hospital (N = 2), by phone (N-1, parent only),

or Skype (N = 1, parent only). Child interviews included prompts

using printed emojis and drawing activities. All interviews were audio

recorded, and lasted from 35 to 75 min. Verbatim transcripts were

analysed in NVivo 11 for Windows. Results: Children emphasised the

need for friends, play, supportive relationships with immediate family

and extended social networks, and being able to navigate physical

environments at school and in the community. Discomfort and

exhaustion attributable to CP related to child’s experiences of therapy

and medical treatment. While children expressed fewer practical

concerns than parents in accessing treatment, they raised the need to

be included in treatment goals and plans, expressed frustrations over

delays acquiring new disability aids, and nervousness about changing

treatment schedules and expectations. Children provided insight on

complex issues of social inclusion specific to having disabilities,

including negative experiences of bullying and exclusion, positive

experiences with disability specific services, and adaptations during

school and community activities. Parents raised similar topics, and

highlighted the need for practical and social support for the whole

family, including balancing needs of other family members. Parents

general reflected less on support children receive from their peers and

its contribution to positive self-concept. Conclusions: Overall chil-

dren with CP and their parents express corresponding QOL goals.

However, parents emphasise practical concerns and family dynamics,

while self-concept is prominent for children self-reporting.

(304.2) Qualitative evidence on the content validity of EORTC
QLQ-C30: Initial findings

Kim Cocks, Adelphi Values Ltd, Bollington, United Kingdom; Chloe

Tolley, BSc, Adelphi Values Ltd, Bollington, United Kingdom; Laura
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Grant, MSc, Adelphi Values Ltd, Bollington, United Kingdom; Jane

Wells, MSc, Adelphi Values Ltd, Bollington, United Kingdom; Sally

Wheelwright, University of Southampton, Southampton, United

Kingdom; Krzysztof Tomaszewski, MD, PhD, Jagiellonian

University Medical College, Krakow, Poland; Mogens Gronvold,

PhD, Bispebjerg Hospital, Copenhagen, Denmark; Andrew

Bottomley, PhD, EORTC Headquarters, Brussels, Belgium; Deborah

Fitzsimmons, PhD, University of Swansea, Wales, United Kingdom;

Galina Velikova, PhD, University of Leeds, Leeds, United Kingdom;

Simone Oerlemans, PhD, University of Amsterdam, Amsterdam,

Netherlands; Monica Pinto, MD, Istituto Nazionale dei Tumori,

Milan, Italy; Colin Johnson, MChir FRCS, University of

Southampton, Southampton, United Kingdom; submitted on behalf of

on behalf of the EORTC Quality of Life Group

Aims: The EORTC QLQ-C30 is a widely used quality of life measure

in oncology. Our aim was to generate evidence to support the content

validity of the QLQ-C30, in line with current best practice guidelines.

Methods: Face-to-face interviews were conducted with patients in the

Netherlands and Poland. Open-ended concept elicitation discussion

was used to encourage patients to describe their experience and to

identify any additional concepts, followed by structured cognitive

debriefing to evaluate understanding and relevance of items. Inter-

view transcripts were analysed using thematic analysis Methods:.

Initial analysis was conducted on interviews conducted to date.

Results: To date, 16 patients with prostate (n = 6), breast (n = 4),

colorectal (n = 3) and lung (n = 3) cancer have completed interviews.

Patients in these initial interviews raised 41 concepts (spontaneously

and when probed), including all concepts covered by the QLQ-C30.

Additional concepts mentioned by C 3 patients include: skin prob-

lems, neuropathy and ability to climb stairs. All items were

understood by at least 80% of patients. Most items (24/30) were

perceived as relevant by at least 50% of patients and all items were

perceived as relevant by at least 25% of patients. Least relevant QLQ-

C30 items concerned concentration (relevant to n = 7 patients),

nausea (n = 7), taking a short walk (n = 6), financial impact (n = 6),

and vomiting (n = 4). The recall period (during the past week) was

adhered to by the majority of patients (69%). All patients understood

the questionnaire instructions. Choosing a response option was

reported to be easy and questionnaire length was acceptable to all but

one patient. Conclusions: These Initial findings suggest that the QLQ-

C30 items are well understood by and are relevant to the patient

experience of cancer. In 2018, a total of 120 patients will be recruited

across five European countries (UK, Poland, Denmark, the Nether-

lands and Italy) and the United States. Quotas will ensure a diverse

sample of patients in terms of cancer sites and disease stage. The

complete data will enable full evaluation of the content validity of the

QLQ-C30.

(304.3) Determinants of quality of life in atrial fibrillation
and the clinical value of measurement: focus group results:
from the RATE-AF trial led by a patient & public involvement
team

Jacqueline Jones, Patient & public involvement team, RATE-AF trial,

Birmingham, United Kingdom; Mary Stanbury, Patient & public

involvement team, RATE-AF trial, Birmingham, United Kingdom;

Jonathan Mathers, Institute of Applied Health Research & Centre for

Patient Reported Outcomes Research, University of Birmingham,

Birmingham, United Kingdom; Melanie Calvert, Institute of Applied

Health Research & Centre for Patient Reported Outcomes Research,

University of Birmingham, Birmingham, United Kingdom; Dipak

Kotecha, Institute of Cardiovascular Sciences & Centre for Patient

Reported Outcomes Research, University of Birmingham,

Birmingham, United Kingdom

Aims: Quality of life (QoL) is reduced in patients with atrial fibril-

lation (AF), an increasingly common heart rhythm disorder. The

importance to patients of different aspects of QoL, and how we should

document well-being in AF are unclear. Methods: The RATE-AF trial

(RAte control Therapy Evaluation in permanent Atrial Fibrillation) is

the first randomised trial of digoxin versus beta-blockers to control

heart rate in AF. After informed consent, patients from each arm were

asked to participate in two focus groups, led by the Patient and Public

Involvement Team. The aim of the focus groups was to elicit patient

views about aspects of QoL important to them, and to explore the

content and experience of completing generic questionnaires SF-36

and EQ-5D-5L, and AF-specific AFEQT. Results: Eight women and

ten men aged 61–87 years participated. Common themes were of a

lack of information from healthcare professionals about AF, a lack of

focus on QoL in consultations, and a sense of frustration, isolation

and reduced confidence associated with the diagnosis. There was

marked variability in AF symptoms in individual patients, with some

describing severe impact on activities of daily living due to breath-

lessness, fatigue and dizziness, whereas others had few symptoms. In

group discussion, the patients concluded that impact of comorbidities

(especially arthritis) was the most important determinant of the effect

of AF on physical activity. QoL questionnaires were hard to complete

due to day-to-day variation in symptoms, and separation of emotional

from physical well-being was difficult in SF-36. AFEQT had the most

relevance to AF symptom burden, but attribution to AF or other

comorbidities was challenging. Consensus was reached that collecting

both general and AF-specific QoL (using EQ-5D-5L and AFEQT)

would be useful in future trials and clinical practice. Inadvertently,

participation in the focus group was empowering for the patients, who

recommended a similar process of integrated care for those under-

going AF treatment. Conclusions: The impact of comorbidities is

poorly appreciated in the context of AF, with variable QoL requiring

both generic and AF-specific assessment. Questionnaires and group

discussion could have benefits on QoL in AF patients seen in clinical

practice.

(304.4) Development of a patient-centered conceptual model
of fatigability

Anna Kratz, PhD, University of Michigan, Ann Arbor, MI, United

States; Noelle Carlozzi, PhD, University of Michigan, Ann Arbor, MI,

United States; Tiffany Braley, MD, University of Michigan, Ann

Arbor, MI, United States; Neil Basu, MBChB MRCP PhD, University

of Aberdeen, Aberdeen, United Kingdom; Susan Murphy, ScD OTR,

University of Michigan, Ann Arbor, MI, United States

Aims: Fatigue is pervasive across clinical conditions. Current mea-

sures of fatigue do not reflect the activity level with which the fatigue

is associated. A better representation of the intersection of fatigue

with activity is needed to advance clinical care and research. Atten-

tion has recently turned to the construct of fatigability, which reflects

how fatigued a person becomes during activity, as an optimal way of

characterizing patients’ problems with fatigue. There is a lack of

brief, accessible, and comprehensive measures of fatigability that can

be used across the full range of fatigability severity. The aim of this

study was to develop a conceptual model of fatigability that captures

the experiences of patients across several different clinical conditions.

This model can be used to inform the development of a patient-

centered outcome measure of fatigability. Methods: Thirteen focus

groups with ‘‘normally aging adults’’ (n = 44) and adults with

fibromyalgia (FM; n = 26) or multiple sclerosis (MS; n = 31). Most

of the participants (76.2%) were women and age ranged from 18 to

90 years (Mean = 55.17 years, SD = 16.44 years). Focus group

recordings were transcribed and data were analyzed using latent

content analysis to ascertain the primary themes related to fatigability.
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Results: Qualitative analyses indicated that fatigability is multifaceted

and differs across various type of physical, mental/cognitive, and

social activities. Personal accounts included frequent descriptions of

cross-domain fatigability (e.g., mental/cognitive activity precipitating

physical fatigue). While all groups highlighted relevant examples of

fatigability, individuals with MS and FM, as well of those that were of

advanced age described longer recovery times and the need for self-

management strategies to mitigate fatigability. Conclusions: Findings

indicate that people experience fatigability in terms of physical,

mental/cognitive, and emotional fatigability. Fatigability is a complex

process whereby the effects of activity on fatigue are modulated by

relatively stable personal factors as well as variable contextual fac-

tors. These data hold implications for the interdisciplinary treatment

of fatigue as well as for the development of new fatigability outcome

measures.

Outstanding Poster Award Finalists

(1003) The Patient-Reported Experience Measure for Improving
Quality of care in Mental health (PREMIUM) project in France:
domain mapping process and item selection

Sara Fernandes, PhD student, Aix-Marseille University, School

of Medicine - La Timone Medical Campus, EA 3279: CEReSS -

Health Service Research and Quality of Life Center, Marseille,

France; Guillaume Fond, Aix-Marseille University, School

of Medicine - La Timone Medical Campus, EA 3279: CEReSS -

Health Service Research and Quality of Life Center, Marseille,

France; Xavier Zendjidjian, Aix-Marseille University, School

of Medicine - La Timone Medical Campus, EA 3279: CEReSS -

Health Service Research and Quality of Life Center, Marseille,

France; Pierre-Michel Llorca, Aix-Marseille University, School

of medicine - La Timone Medical Campus, EA 3279: CEReSS -

Health Service Research and Quality of Life Center, Marseille,

France; Pierre Michel, Aix-Marseille University, School of Medicine

- La Timone Medical Campus, EA 3279: CEReSS - Health Service

Research and Quality of Life Center, Marseille, France; Pascal

Auquier, Aix-Marseille University, School of Medicine - La Timone

Medical Campus, EA 3279: CEReSS - Health Service Research

and Quality of Life Center, Marseille, France; Laurent Boyer, Aix-

Marseille University, School of medicine - La Timone Medical

Campus, EA 3279: CEReSS - Health Service Research and Quality

of Life Center, Marseille, France

Aims: Measuring the quality and performance of care is a major

challenge for improving the efficiency of the health system. Patient

experience is considered as an important measure of the quality of

health care and the use of patient-reported experience measures

(PREMs) is recommended. The aim of this project was (i) to develop

item banks of PREMs on the quality of care in mental health appli-

cable to all the adult patients with mental health disorders, to validate

Computerized Adaptive Testing (CAT) in order to support the routine

use of PREMs; and (ii) to analyze the acceptability and conditions of

diffusion and use of this tool by patients, professionals and health

authorities. Methods: This multicenter and cross-sectional study is

based on a mixed method approach associating qualitative and

quantitative methodologies, following two phases: (1) Item bank and

CAT development based on a standardized procedure and (2) Qual-

itative study exploring the acceptability and conditions of diffusion

and use of this tool by patients, professionals and health authorities. In

this work, we present the results of the first step including conceptual

work, definition of the domain mapping and item selection. Results:

45 face-to-face semi-structured interviews were conducted with

patients with schizophrenia, bipolar disorder or depression, allowing

to define the domain map including 7 dimensions: care environment,

information, respect and dignity, drug therapy, psychological support,

access and coordination of care and interpersonal relationships. The

identification of the items was based on an exhaustive review of the

PREMs literature which identified 69 PREMs corresponding to 1540

items. After translation, the experts reviewed and revised each item

and classified them into one of the 7 domains of the item bank,

resulting in a final selection of 170 items. Conclusions: This first step

will be followed by the calibration of the item bank and CAT sim-

ulations for elaboration of administration algorithm and a CAT

validation. The development of PREMs on the quality of care will

contribute to supporting decision-making for public authorities,

transparency and improved organization of care for health institu-

tions, improving professional practices and providing appropriate

care, in the light of scientific knowledge, while complying with

patients’ expectations and needs.

(1004) Quality of life as an outcome in EORTC clinical trials:
15 years of clinical trial research

Irina Ghislain, MSc, EORTC, Brussels, Belgium; Corneel Coens,

MSc, EORTC, Brussels, Belgium; Madeline Pie, Ph.D, EORTC,

Brussels, Belgium; Jaap C. Reijneveld, MD, VU University Medical

Center, Amsterdam, Netherlands; Hans-Henning Flechtner, Ph.D,

University of Magdeburg, Magdeburg, Germany; Eva Greimel, Ph.D,

Medical University Graz, Graz, Austria; Andrew Bottomley, Ph.D,

EORTC, Brussels, Belgium; submitted on behalf of EORTC

Aims: Based on a previous review in 2002, it was concluded that

Quality of Life (QOL) was well integrated in EORTC Clinical Trials

(CTs) but sometimes with limitations. We reviewed the past 15 years

of QOL integration in EORTC CTs to identify current evolution

compared to 2002. Methods: We searched through the EORTC

database for CTs activated between 1st January 2003 and 31st

December 2017 and identified CTs that included a QOL component.

Three periods were constructed (2003–2007;2008–2012;2013–2017)

to capture change over time. To have an overview of recent devel-

opments, we extended our search to include currently under

development CTs between January 2018 and April 2018. Results: 174

EORTC CTs were activated in the last 15 years. 52 CTs (30%)

included QOL, with a trend suggesting increase in uptake over time

(2003–2007: 12/68 (18%); 2008–2012: 15/38 (39%); 2013–2017:

25/68 (37%).Notably, more Phase II CTs included a QOL component

over time (2003–2007: 1/12 (8%); 2008–2012: 1/15 (7%);

2013–2017: 8/25 (32%)) (Table 1). Across EORTC disease-oriented

groups, the EORTC Brain Tumor (12/21;57%) and Radiation Groups

57% (4/7;57%) had the highest QOL implementation rate in their CTs

(Table 2). 88% (46/52) of the CTs with QOL used the EORTC QLQ-

C30. Among trials that used the QLQ-C30, 72% (33/46) also included

a disease-specific module (Table 3). In addition to the validated

modules, the Item library was also used to supplement relevant items

(from the 900 items available from 65 EORTC questionnaires).21

EORTC CTs are currently under development (Jan 2018 to April

2018). 10 (48%) CTs will include a QOL component. Among the 10

CTs with QOL, 70% (7/10) will use the QLQ-C30. Distinctly, 42%

(3/7) of CTs plan to use the EORTC Item Library to include relevant

trial-specific items not captured by the QLQ-C30 or modules. Con-

clusions: The clinical trial landscape in cancer research has become

more diversified in the last years. This is reflected at the EORTC by

inclusion of QoL endpoints in early phases and the increased use of

item-tailored questionnaires to fit trial-specific requirements. Careful

selection of QOL measures and thoughtful design of CTs with QOL

are critical to establish trust in QOL findings.

S52 Qual Life Res (2018) 27 (Suppl 1):S1–S190

123



(1005) Total hip arthroplasty: long-term health related quality
of life outcomes

Amaia Bilbao, PhD, Research Unit, Basurto University Hospital

(Osakidetza) - REDISSEC, Bilbao, Spain; Laura Ansola, MSc,

Research Unit, Basurto University Hospital (Osakidetza), Bilbao,

Spain; Juan Carlos Arenaza, MD, Traumatology and Orthopedic

Surgery Service, Basurto University Hospital (Osakidetza) –

REDISSEC, Bilbao, Spain; Jesus Azcarate, MD, Traumatology

and Orthopedic Surgery Service, Mendaro Hospital (Osakidetza),

Mendaro, Spain; Pedro Martin Esnaola, MD, Traumatology

and Orthopedic Surgery Service, Donostia University Hospital

(Osakidetza), Donostia, Spain; Ziortza Trancho, MSc, Research Unit,

Basurto University Hospital (Osakidetza), Bilbao, Spain; Jose Maria

Quintana, MD, PhD, Research Unit, Galdakao-Usansolo Hospital

(Osakidetza) – REDISSEC, Galdakao, Spain; Antonio Escobar, MD,

PhD, Research Unit, Basurto University Hospital (Osakidetza) -

REDISSEC, Bilbao, Spain

Aims: To describe long-term health-related quality of life (HRQoL)

in patients with hip osteoarthritis (OA) 10 years after total hip

arthroplasty (THA) and to determine factors associated with a worse

long-term HRQoL. Methods: We included 591 patients with hip OA.

Patients completed the WOMAC questionnaire, which covers three

dimensions (pain, stiffness, and function), before surgery, and at

6 months and 10 years after surgery. Preoperative demographics,

comorbidities, painful locations other than hip, and clinical data were

also collected. The baseline and follow-up WOMAC scores were

compared by the paired t-test and effect sizes (ES). To study factors

associated with a worse long-term HRQoL, the general linear model

was used considering the change scores from baseline to 10 years

follow-up as dependent variable. Results: A total of 395 (66.84%) and

385 (65.14%) patients were followed-up at 6 months and 10 years

after surgery, respectively. The mean age at 10-years follow-up was

74.08 (SD = 9.89) and 43.64% were women. There were significant

improvements between pre-operative and long-term follow-up

WOMAC scores (p\ 0.0001), with large ES (range 1.74–2.42). The

WOMAC scores remained stable from 6 months to 10 years after

surgery, showing low ES (range 0.05–0.22). Variables independently

associated with a lower improvement in pain and function WOMAC

scores were better WOMAC pre-operative scores (p\ 0.0001),

higher body mass index (p\ 0.01), previous comorbidity of

myocardial infarction (p\ 0.01), and painful locations other than hip

(p\ 0.01). For the function score, comorbidity of COPD, post-op-

erative complications, and marital status (single vs. couple) were also

significantly associated with a lower improvement. The variables

significantly associated with a lower improvement in the stiffness

score were, baseline score, greater level of pre-operative pain, painful

locations other than hip, and complications at discharge. The vari-

ances explained in the models ranged from 28.08 to 46.52%.

Conclusions: THA can even improve the long-term HRQoL, main-

taining the improvement from 6 months to 10 years after surgery. The

WOMAC scores improve significantly at 10 years of follow-up,

showing large changes. Addressing comorbidities, painful locations

other than hip, or high body mass index could have positive long-term

effects on HRQoL in patients undergoing THA.

(1006) Reliability and validity of PROMIS Pediatric Family
Relationships short form in children with chronic disease

Elizabeth Cox, MD, PhD, University of Wisconsin School

of Medicine and Public Health, Madison, WI, United States; Jennifer

Connolly, MS, University of Wisconsin School of Medicine

and Public Health, Madison, WI, United States; Mari Palta, PhD,

University of Wisconsin School of Medicine and Public Health,

Madison, WI, United States; Victoria Rajamanickam, MS, University

of Wisconsin School of Medicine and Public Health, Madison, WI,

United States; Kathryn Flynn, PhD, Medical College of Wisconsin,

Milwaukee, WI, United States

Aims: Families provide support in managing pediatric chronic illness.

The PROMIS Pediatric Family Relationships measure was primarily

developed and tested in a general population of children. We examined

the reliability and convergent/discriminant validity of the 8-item short

form among children with chronic conditions and their parents. Meth-

ods: We enrolled children aged 8–18 with asthma (n = 73) or type 1

diabetes (n = 122), and a parent from outpatient specialty clinics to

complete the 8-item Family Relationships short form (higher scores

favorable) and the PROMIS Pediatric Profile-25, via paper or elec-

tronically (REDCap). Item Response Theory (IRT)-based scores were

calculated. Cronbach’s alphas and IRT-estimated marginal reliability

were calculated for child and parent reports. Convergent/discriminant

validity was assessed from correlations with PROMIS-25 domains.

Results: Children’s mean ages were 12.2 and 13.1 years for asthma and

diabetes, respectively. About 60%were white, Non-Hispanic. Children

varied in level of disease control. Most parents were mothers (86%),
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with varying educational attainment. Child mean Family Relationship

scores across diseases were similar: 53.0 with asthma and 53.2 with

diabetes, but parent scores differed significantly (56.2 for asthma; 51.1

for diabetes; p\ 0.001). Cronbach’s awas[ 0.88 for parent and child

reports. IRT-estimated marginal reliability was[ 0.85 for children in

both diseases and for parents of children with diabetes, but 0.75 for

parents of children with asthma. In both asthma and diabetes, children’s

family relationship scores correlated significantly and most strongly

with peer relationships (q = 0.32 [95% CI 0.15, 0.50] and 0.47 [0.35,

0.59], respectively); anxiety (- 0.27 [- 0.45, - 0.09] and - 0.39

[- 0.50, - 0.26], respectively) and depressive symptoms (- 0.30

[- 0.45, - 0.11] and - 0.40 [- 0.51, -0.25], respectively). For chil-

dren with diabetes, but not asthma, family relationships also correlated

significantly, though less strongly, with physical health domains (pain

interference - 0.25 [- 0.38, - 0.13]; mobility 0.20 [0.06, 0.33]; pain

intensity - 0.25 [- 0.38, - 0.11]). results were similar for parent

scores. Conclusions: The PROMIS Family Relationships 8-item short

form was reliable in children with asthma and diabetes as well as their

parents. Scores were correlated with other PROMIS domains in

expected directions and magnitudes. Future work will evaluate relia-

bility and validity using longitudinal data and extend to other pediatric

chronic illnesses.

(1007) Association between Neuro-QoL scale scores
and employment status in MS PATHS (Multiple Sclerosis
Partners Advancing Technology and Health Solutions) patients

Deborah Miller, PhD, LISW-S, Cleveland Clinic Mellen Center,

Cleveland, OH, United States; Ellen Mowry, MD, MCR, Neurology

and Epidemiology, Johns Hopkins Universtiy, Baltimore, MD, United

States; Sarah Planchon, PhD, Mellen Center, Cleveland Clinic,

Cleveleand, OH, United States; Carl de Moore, PhD, Value Based

Medicine, Biogen, Cambridge, MA, United States; Robert Bermel,

MD, Mellen Center, Cleveland Clinic, Cleveland, OH, United States

Aims: Researchers have evaluated why people with MS (PwMS)

prematurely leave the work force, typically assessing impact on MS-

related physical and cognitive disability, inadequate community

resources, and limited work-place accommodation. Less considera-

tion has been directed to the social, emotional and symptom

characteristics associated with work status. We aim to assess the

association of selected social, emotional, and symptom Neuro-QoL

measures with employment status, (Not Working [NW] and Working

[W]) in a large cohort of working-age PwMS at 7 of the MS Care

Centers in the US. Inclusion criteria targeted US residents, age 18–65

who provided complete Neuro-QoL data. Methods: MS PATHS is a

collaborative network of ten healthcare institutions in the US and

Europe. During routine office visits, patients used an iPad-based

device to complete Neuro-QoL scales and self-reported social and

health histories. An electronic adaptation of routine clinical perfor-

mance measures was assessed. Descriptive statistics and logistic

regression with significance p = 0.05 were used to assess the rela-

tionship between 9 Neuro-QoL t-scores and employment status, with

adjustment for demographic and disease covariates. Selected Neuro-

QoL scales included Fatigue (Fat), Disturbed Sleep(DS), Anxiety

(Anx), Depression (Dep), Positive Affect (PA), Emotional and

Behavioral Dyscontrol (EBD), Stigma (Stg), Ability to Participate in

Social Roles and Activities (APSRA) and Satisfaction with Social

Roles and Activities (SSRA). Results: The sample comprised 3017

patients. Mean (SD) age was 44.9 years. (11.3) and mean disease

duration 11.0 years. (8.6); 74.5% were female and 85% were white;

953 (31.6) were not working. Bi-variate analysis demonstrated that

patients NW demonstrated statistically significant (p[ 0.0001)

poorer functioning compared to those W for all Neuro-QoL t-scores.

The t-score differences for those NW were worse by[ 5 points ([ 1/

2 SD) (range 6.0 to 7.4 point differences.) for Fat, DS, Stg, APSRA

and SSRA. Logistic regression indicated that, after adjustment for

socio-demographic and clinical measures, a 10-point higher APSRA

(OR 0.579, 95%CI [0.46, 0.73], p\ 0.0001) or SSRA (OR 0.702,

95% CI [0.055, 0.90], p\ 0.0059) was associated with lower odds of

NW. Conclusions: These data demonstrate that NW is associated with

reduced social participation and satisfaction but do not indicate which

social, emotional or symptoms factors precede NW.

(1008) Down and out? Work and welfare trajectories
among a cohort of Norwegian long-term social assistance
recipients with complex health problems and low quality of life

Borghild Løyland, Associate Professor, Oslo Meteropolitan

university, Oslo, Norway; Åsmund Hermansen, Associate professor,

Oslo Meteropolitan university, Oslo, Norway; Espen Dahl, Professor,

Oslo Meteropolitan university, Oslo, Norway; Kjetil van der Wel,

Associate professor, Oslo Meteropolitan university, Oslo, Norway;

Magne Bråthen, Doctoral student, Oslo Meteropolitan university,

Oslo, Norway; Ivar Lødemel, Professor, Oslo Meteropolitan

university, Oslo, Norway; Astrid Klopstad Wahl, Professor,

University of Oslo, Oslo, Norway

Aims: Previous research has found that a large proportion of Norwegian

long-term social assistance recipients (LSR) have complex health

problems and low quality of life. This suggests that social assistance, a

means tested and temporary economic benefit, was not adequate. In this

study, we investigate the trajectories experienced by a cohort LSR

through the Norwegian welfare system during a period of reform. The

aim of this paper is twofold: (1) To investigate overall empirical pat-

terns of welfare and work trajectories among LSR, and (2) to identify

the trajectories typically experienced by LSR with complex health

problems and low quality of life. Methods: The current study combines

data from a previous cross-sectional survey ‘‘Functional ability among

long-term social assistance recipients’’ conducted in 2005 with longi-

tudinal administrative data for the period 2005–2013, obtained from

Statistics Norway. The study includes 551 recipients from 14 rural and

urban municipalities in different parts of the country. We used STATA

to perform sequences analysis, resulting in four distinct clusters con-

sisting LSR having experienced equivalent pathways of income

maintenance. Results: The sequence analysis detected four clusters of

trajectories: (1) those who continue on social assistance, (2) those who

made the transition to work assessment allowance, (3) those who

became disabled and received a disability pension, and (4) those who

made the transition in to paid work. The correlation analysis shows that

those who became disabled reported significantly lower general health

(r =- 0.2159) in 2005, while those made the transition in to paid work

reported significantly higher (r = 0.2567) general health in 2005. In

addition, those who started working reported significantly higher on

quality of life (r = 0.1982) in 2005. Conclusions: The results indicate

that better quality of life and general health score predicts transitions

into paid work.

Student & New Investigator Poster Award Finalists

New Investigator Poster Award Finalists

(2003) Measurement invariance between black and white dialysis
patients and normative scores for the general dialysis population
in the United States on the Kidney Disease Quality of Life 36-item
short-form survey (KDQOL-36)

John Peipert, PhD, Northwestern University, Chicago, IL, United

States; Kristi Klicko, BS, Medical Education Institute, Madison, WI,
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United States; Peter Bentler, PhD, UCLA, Los Angeles, CA, United

States; Ron Hays, PhD, UCLA, Los Angeles, CA, United States

Aims: This study examined measurement invariance of the Kidney

Disease Quality of Life 36-item (KDQOL TM-36) Burden of Kidney

Disease (BKD), Symptoms and Problems with Kidney Disease

(SPKD), and Effects of Kidney Disease (EKD) scales between Black

(n = 18,404) and White (n = 21,439) US dialysis patients surveyed

between 2015 and 2016. Then, these data were used to calculate

normative scores for each scale for the US dialysis population.

Methods: Measurement invariance analyses were conducted with

multiple group confirmatory factor analysis, examining increasingly

restrictive levels of invariance: a Configural Model (invariant factor

structure), a Metric Model (invariant factor loadings), and a Scalar

Model (invariant intercepts). Criteria for determining measurement

invariance included non-significant v2 tests,[0.002 difference in the

models’ comparative fit index (DCFI),[ 0.015 in root mean squared

error of approximation and standardized root mean square residual. In

addition, starting with a fully invariant model, we freed parameters

(loadings and thresholds) item-by-item to determine if differential

item functioning (DIF) impacted latent scale means. To calculate

normative mean scores for the BKD, SPKD, and EKD, we calculated

survey weights to match this sample to the joint distribution of key

clinical characteristics of the US dialysis population (n = 443,947).

KDQOL-36 scales’ scores range between 0 and 100. Higher scores

indicate better health-related quality of life (HRQOL). Results: v2

tests between all models were significant, and the DCFI evidenced

non-invariance between the Metric and Scalar Models (DCFI =
0.006), but this DIF was reduced to 0.001 when intercepts were freed

for the BKD and SPKD scales. In comparison to means of 0 in the

White group, standardized factor means for Black group on the BKD,

SPKD, and EKD scales were 0.218, 0.061, and 0.161, respectively.

When loadings and thresholds were released sequentially, differences

in factor means ranged between 0.001 and 0.048. The normative mean

(95% CI) scores for the overall sample were: BKD = 52.8

(52.6–53.1); SPKD = 79.0 (78.9–79.2); and EKD = 74.1 (74.0–74.3).

Conclusions: Despite evidence of DIF, impacts on estimated kidney-

targeted HRQOL with the KDQOLTM-36 appear to be minimal.

Normative scores can be used as reference values in research and

clinical assessment.

(2005) Psychometric properties in the face of missing data -
a simulation study assessing the effect of missing data on test–
retest reliability in diary studies

Philip Griffiths, PhD, Clinical Outcomes Solutions, Folkestone,

United Kingdom; Lysbeth Floden, MPH, Clinical Outcomes

Solutions, Tucson, AZ, United States; Helen Doll, Clinical Outcomes

Solutions, Folkestone, United Kingdom; Mark Morris, MSc, Clinical

Outcomes Solutions, Folkestone, United Kingdom; Stacie Hudgens,

MA (AbD), Clinical Outcomes Solutions, Tucson, AZ, United States

Aims: In symptomatic conditions, day-to-day variability results in

high within-subject variance making it advantageous to build up a

picture of the patient’s condition over multiple days. In line with this,

clinical trials are increasingly using daily diaries to collect symptom

or health related quality of life information (HRQOL) to derive

efficacy endpoints. Missingness in data obtained from daily-diaries

can affect the clarity of the collected information. Furthermore, the

underlying missingness mechanism can further distort the meaning

behind the non-missing results. This study Aims: to assess (1) whe-

ther the pattern of missingness (missing at Random (MAR) or missing

not at random (MNAR)) affects the reliability of the measure over

time, and (2) how many days of missing data need to be present to

retain an acceptable reliability statistic. Methods: The data used in the

analyses were 1000 datasets created to simulate participant pain

scores on an 11-point Numeric Rating Scale (NRS) collected over a

7-day period, using actual treatment level clinical data as the base

dataset. Weekly scores are summarized as average pain over the

7-day period. For each simulated data set, cases were then omitted

using MAR and MNAR approaches for 10, 20, 30, or 40% of the

population, with 2-days, 3-days, 4-days, or 5-days missing.Test–retest

statistics (ICC) for each dataset were created and compared against

(1) accepted psychometric thresholds (2) base simulation data without

missingness and (3) a complete cases simulation whereby participants

with missingness were removed. The Bias, Type I and Type II error

rate were assessed for all missingness levels (10–40% of the sample)

and all levels of missing days (2–5 days). Results: Variability in

weekly average scores increases with additional missingness. There-

fore, the level at which missing data impacts the psychometric

properties is associated with the proportion of the sample experi-

encing missing data, the number of missing days for individual

participants and the missingness mechanism. However, data suggests

high tolerance for missingness before the psychometric properties are

noticeably impacted. Conclusions: Although it is important to avoid

missing data, the complete removal of cases can be more harmful to

the psychometric properties of an instrument than using available

data.

(2007) Effects of parental psychopathology on reports of child
health-related quality of life

Irina Oltean, University of Waterloo, Waterloo, Ontario, Canada;

Mark Ferro, PhD, University of Waterloo, Waterloo, Ontario, Canada

Aims: To test whether elevated levels of depressive and anxiety

symptoms affect reports of child health-related quality of life (HRQL)

in parents of children with mental disorder. Methods: A sample of 114

children, who screened positive for mental disorder using the Mini

International Neuropsychiatric Interview were studied. Parents’

depressive symptoms were measured using the Center for Epidemi-

ological Studies Depression Scale (CES-D) and anxiety symptoms

using the State Trait Anxiety Inventory (STAI). To examine whether

parental psychopathology moderated their reports of child HRQL

(using the KIDSCREEN-27), a series of multiple regression analyses

with product-term interactions were conducted, adjusting for relevant

confounding variables. Regression models adjusted for the potential

confounding effects of child and parent age and sex, child mental

disorder (internalizing or externalizing), parent immigrant and marital

status, and annual household income. Results: Parents reports higher

HRQL compared to children, which were significant for the domains

of psychological well-being (p\ 0.001), social support and peers

(p\ 0.001), and school environment (p = 0.003). Significant quali-

tative interactions were found for the moderating effect of parental

depressive [b = 0.025 (0.007, 0.042)] and anxiety symptoms

[b = 0.033 (0.011, 0.054)] on the domain of child social support and

peers relations. A quantitative interaction was found for depressive

symptoms on physical well-being domain [b = - 0.017 (- 0.031,

- 0.003)]. Conclusions: Symptoms of depression and anxiety in

parents influence their reports of the HRQL of their children with

mental disorder, particularly in the areas of physical well-being and

social support and peers. Given the importance of patient-reported

outcomes in the assessment and monitoring of children with chronic

conditions, including HRQL, health professionals caring for children

with mental disorder should be aware of how parental psy-

chopathology contributes to informant bias. Future research

examining why psychopathology influences parental reports of child

HRQL is warranted.
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(2004) Psychometric properties of the SRS-30 questionnaire
among adult spinal disease patients: a Rasch analytic approach

Kati Kyrölä, Department of Surgery, Central Finland Central

Hospital, Jyväskylä, Finland; Jussi Repo, MD, PhD, Department of

Surgery, Central Finland Central Hospital, Jyväskylä, Finland; Jari

Ylinen, MD, PhD, Department of Physical Medicine and

Rehabilitation, Central Hospital of Central Finland, Jyväskylä,

Finland; Arja Häkkinen, PhD, Department of Health Sciences,

University of Jyväskylä, Jyväskylä, Finland, Jyväskylä, Finland

Aims: Degeneration affects spinal alignment before clear deformity.

A deformity-specific Scoliosis Research Society (SRS-30) question-

naire provides health-related quality of life (HRQoL) data pre- and

postoperatively. Before use for new patient groups, structural psy-

chometric validity in addition to cross-cultural and linguistic

adaptation is highly recommended. This study aimed to investigate

whether the structural psychometric validity of the SRS-30 ques-

tionnaire would be acceptable in adults with degenerative spinal

disorders independent of the amount of deformity. Methods: In the

study period, 847 patients consulted the orthopedic surgeon about

prolonged degenerative spinal disease. A total of 637 adults (75.2%)

agreed to participate in the study and filled in the 23 preoperative

questions of SRS-30. After full spine radiographs patients were set

into none/mild, moderate or severe deformities using simplified SRS-

Schwab classification sagittal modifiers. Rasch Measurement Theory

polytomous model to measure construct validity, model and indi-

vidual item fit, and reliability was applied. Results: Of the 637

patients with a mean (SD) age of 54.8 (15.3) 56.2% were female. The

SRS-30 total score was 2.88 (0.56), Subtotal 2.88 (0.61), Function

2.82 (0.75), Pain 2.40 (0.76), Self-image 2.86 (0.67), Mental health

3.41 (0.88), and Satisfaction with management 3.12 (0.75). 18/23 of

items had ordered thresholds and residual correlation between 15/253

of question pairs. Patients scored within the range of the scale pro-

vided coverage. The person-item distribution had no statistically

significant difference (SSD) between age (p = 0.10), gender

(p = 0.20), symptoms (p = 0.50), or diagnosis (p = 0.70). There was

SSD (p\ 0.001) between deformity severity groups. The unidimen-

sionality of the SRS-30 preoperative items as a whole was not

supported (22, 45% of significant t-tests). Five items (items 5, 6, 9, 10

and 19) had differential item functioning (DIF) towards age and item

12 had for DIF gender. Person separation index and Cronbach’s a of

the preoperative items were 0.90 and 0.81, respectively. Conclusions:

The SRS-30 has good structural validity, coverage and targeting in

this cohort and it proved capable of discriminating patients with

different HRQoL statuses and was able to differentiate the deformity

severity. The subscales could be used separately to bring out change

in independent traits of the HRQoL.

(2006) Communicating treatment risks and benefits to cancer
patients: a systematic review of different verbal and visual
communication methods

Loı̈s F. van de Water, Academic Medical Center Amsterdam,

Amsterdam, Netherlands; Jessy Joy van Kleef, Drs., Academic

Medical Center Amsterdam, Amsterdam, Netherlands; Inge

Henselmans, PhD, Academic Medical Center Amsterdam,

Amsterdam, Netherlands; Héctor G. van den Boorn, MSc., Academic

Medical Center Amsterdam, Amsterdam, Netherlands; Nina M.

Vaarzon Morel, BSc., University of Amsterdam, Amsterdam,

Netherlands; Karen F. Schut, BSc., University of Amsterdam,

Amsterdam, Netherlands; Joost G. Daams,Academic Medical Center

Amsterdam, Amsterdam, Netherlands; Ellen M. A. Smets, Prof. dr.,

Academic Medical Center Amsterdam, Amsterdam, Netherlands;

Hanneke W.M. van Laarhoven, Prof. dr., Academic Medical Center

Amsterdam, Amsterdam, Netherlands

Aims: Through the process of shared decision making (SDM), cancer

patients are involved in complex decision-making processes. Clini-

cians need to inform patients on risks and benefits regarding different

treatment options in order for patients to make a well informed

decision. The aim of this review is to determine the effects of dif-

ferent methods for communicating treatment related survival, quality

of life and toxicity information on cognitive and affective outcomes in

cancer patients who have to decide about treatment. Methods: A lit-

erature search was performed in Medline, Embase, PsycINFO and

Web of Science to select articles that were published from 1980 up to

November 2016, included participants[ 17 years of age, examined

interventions of verbal and/or visual risk communication and took

place in an oncological clinical setting. Outcomes were classified in

cognitive and affective outcomes and were described separately per

data type: survival and recurrence, quality of life and toxicity.

Results: The search yielded 10.156 studies; 28 studies were included

on visual and verbal communication methods. Cognitive outcomes

found were: interpretation accuracy, subjective understanding and

treatment choice. Graphical formats (line graph, bar chart, pie

chart and icon array) were found to be best understood. Higher

accuracies were found when less information was provided, compared

to more information. In addition, verbal information in combination

with numerical information, led to more accurate interpretations.

Treatment choice was found to be influenced by framing effects and

by the use of Relative Risk Reduction estimates. Affective outcomes

that were identified were preference and satisfaction. It was found that

patients prefer to receive positively over negatively framed risk

information and prefer to receive graphical over textual risk infor-

mation. Satisfaction was higher when verbal information was

combined with numerical information and when less information was

provided compared to more information. Conclusions: Differences in

the cognitive and affective outcomes were found for distinct visual

and verbal communication methods of risks and benefits of treatment

in cancer patients. However, a clearly preferred communication

method is hard to give, because of heterogeneity in study designs. The

literature search is currently updated to include articles up to March

2018.

(2008) Normative data for the BREAST-Q Reduction module
in an Australian population

Tamara Crittenden, BAppSc (Hons), College of Medicine & Public

Health, Flinders University, Bedford Park, Adelaide, Australia; David

Watson, MBBS, MD, FRACS, PhD, Department of Surgery, Flinders

Medical Centre, Bedford Park, Adelaide, Australia; Julie Ratcliffe,

MSc, PhD, Institute for Choice, University of South Australia,

Adelaide, Australia; Nicola Dean, MBChB, FRCS(Eng), PhD,

FRACS(Plas), Department of Plastic & Reconstructive Surgery,

Flinders Medical Centre, Bedford Park, Adelaide, Australia

Aims: Normative population data provides an important reference

point for the interpretation of health-related quality of life (HRQoL)

scores in the clinical setting. The availability of normative BREAST-

Q Reduction module data enables a better understanding of the health

deficit caused by breast hypertrophy and the outcomes following

reduction surgery. Currently the only normative data available is from

the United States population. The primary objective of this study was

to establish Australian normative scores for the BREAST-Q Reduc-

tion module. The secondary objective was to compare normative data

from Australia and the United States. Methods: The BREAST-Q

Reduction module preoperative patient-reported outcome instrument

was administered to eligible members of Pureprofile, a global online

survey company of registered panellists. Women aged 18 years and
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older, without a history of breast cancer or breast surgery, were

invited to participate in the study. Participants were required to

complete the BREAST-Q questionnaire and provide information for

relevant variables such as age, body mass index (BMI), bra cup size,

employment status and health status. Descriptive statistics were cal-

culated for demographic characteristics of participants and normative

BREAST-Q data. Comparisons were made between Australian and

United States normative BREAST-Q scores. Results: Five hundred

and thirteen women self-completed the preoperative version of the

BREAST-Q Reduction module. The median age was 45 years, mean

BMI 28 ± 7 kg/m2, and 45 percent of women (n = 230) had a bra

size C D cup. Australian normative BREAST-Q data was obtained in

this study and mean scores (± SD) were as follows: Satisfaction with

Breasts (52 ± 17); Psychosocial Wellbeing (55 ± 22); Sexual

Wellbeing (49 ± 24); and Physical Wellbeing (71 ± 13). Analysis of

this Australian normative data showed that mean scores across all

four preoperative BREAST-Q scales were lower than published

United States norms. Conclusions: Potentially important differences

exist in the breast-related satisfaction and wellbeing in Australian

women as measured by the BREAST-Q when compared to the United

States. This study highlights the importance of utilising country-

specific normative data wherever possible for the interpretation of

HRQoL scores.

Thursday Poster Session I

Cervical and Ovarian Cancer

(1009) Long term gynaecological cancer survivors in Côte d’Or:
health-related quality of life, social and professional reinsertion

Ariane Mamguem Kamga, PhD Student, Epidemiology and Quality

of Life Research Unit, Inserm U1231, Georges Francois Leclerc

Centre, Dijon, France; Agnès Dumas, PhD, Centre for Research in

Epidemiology and Population Health (CESP), INSERM U1018,

University of Paris-Saclay, Gustave Roussy Institute, Villejuif,

France; Florence Joly, MD, PhD, University Hospital Côte de Nacre,

François Baclesse Comprehensive Cancer Centre, Medical Oncology

Department, Inserm 1086, Caen, France; Oumar Billa, MD, MSc,

Epidemioplogy and Quality of life Research Unit, Inserm U1231,

Georges François Leclerc Centre, Dijon, France; Julien Simon, PhD

Student, Breast and Gynaecologic Cancer Registry of Côte d’Or,

Georges François Leclerc Centre, Dijon, France; Marie-Laure Poillot,

MSc, Epidemioplogy and Quality of life Research Unit, Inserm

U1231, Georges François Leclerc Centre, Dijon, France; Ariane

Darut-Jouve, MD, Oncology Centre du parc, Dijon,France; Pierre

Fumoleau, MD, PhD, Medical Oncology, Curie Institute, Paris,

France; Charles Coutant, MD, PhD, Medical Oncology, Georges

François Leclerc Centre, Dijon, France; Patrick Arveux, MD, PhD,

HDR, Epidemioplogy and Quality of life Research Unit, Inserm

U1231, Georges François Leclerc Centre, Dijon, France; Tienhan

Sandrine Dabakuyo-Yonli, PharmD, PhD, HDR, Epidemioplogy and

Quality of life Research Unit, Inserm U1231, Georges François

Leclerc Centre, Dijon, France

Aims: The likelihood that health-related quality of life (HRQoL)

could depend on other factors than clinical data grows with the fol-

low-up since the diagnosis. Therefore, the aim of this study was to

identify determinants of long term HRQoL among women with cer-

vical, endometrial and ovarian cancer and secondary to describe the

living conditions of those women concerning sexual function, work-

related cancer issues, psychological distress, social and professional

reinsertion. Methods: In a cross-sectional survey, women with cer-

vical, endometrial and ovarian cancers diagnosed from 2006 to 2013

were selected through the French specialized breast and

gynaecological cancers registry of Côte d’Or. Validated question-

naires exploring HRQoL (short form health survey SF-12), anxiety

and depression (Hospital Anxiety and Depression Scale), social

support (Sarason’s Social Support Questionnaire), sexual functioning

(Female Sexual Function Index) and socioeconomic status (EPICES)

were used to assess HRQoL and its determinants. Work-related

cancer issues, social and professional reinsertion were also investi-

gated. Determinants of HRQoL were identified using a multivariable

mixed regression model for each composite score of SF-12. Results:

A total of 195 gynaecological cancer survivors participated to this

survey. HRQoL was deteriorated for almost all the SF-12 dimensions.

The main determinants of a poor HRQoL were comorbidities,

deprivation, lack of social support (availability and satisfaction) and

psychological distress. For women who were working at the time of

diagnosis, a decrease of their income since diagnosis, some difficul-

ties in obtaining loans, and a decrease in their work ability after

treatment and even more than five years later were reported. Thirty-

four percent of those women also reported a negative impact of cancer

on their professional life and some (n = 13; 16%) of them reported

they have perceived discrimination in their professional life because

of cancer. Conclusions: Long-term HRQoL of gynaecological cancer

survivors is not impacted by the stage of the disease. Women with

gynaecological cancers often see their professional life impacted by

cancer after treatment and more than five years later. Special attention

must then be paid to HRQoL of these women and also to their

rehabilitation.

(1011) The influence of survivor-specific distress on quality of life
among long-term ovarian cancer survivors

Lari Wenzel, University of California, Irvine, Irvine, CA, United

States; Kathryn Osann, PhD, University of California Irvine, Irvine,

CA, United States; Giulia Fulci, PhD, University of Alabama,

Birmingham, AL, United States; Aditi Wahi, MPH, University of

California Irvine, Irvine, CA, United States; Chelsea McKinney, PhD,

University of California Irvine, Irvine, CA, United States; Michael

Birrer, MD PhD, University of Alabama, Birmingham, AL, United

States

Aims: Although the majority of advanced ovarian cancer patients will

die from their disease, up to 15% will survive well beyond five years.

Studies are underway to understand the clinical, genomic, proteomic

and biobehavioral factors which may predict long-term survival. In

this study we describe the influence that survivor-specific distress has

on quality of life (QoL) among long term ovarian cancer survivors.

Methods: Purposive sampling initiated in 2016 was utilized to

develop a national long-term advanced stage ovarian cancer survivor

cohort. We collected self-reported survey data via RedCap to assess

QoL domains among women who had survived at least 8 years from

initial diagnosis. QoL was assessed through use of the Functional
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Assessment of Cancer Therapy-Ovarian (FACT-O), which is an

established, validated 38-item questionnaire consisting of four general

and one ovarian cancer-specific subscales. Survivor-specific distress

was assessed through use of a 10 one-item ordinal subscale adaptation

of the Cancer Patient/Cancer Survivor version of the Quality of Life

Instrument. We used a multivariate model to identify predictors

associated with good versus compromised QoL. Results: In this long-

term predominantly Caucasian survivor sample (N = 52), the mean

age at diagnosis was 51, and the mean years since diagnosis were 13.

Sixty-four percent (N = 32) had experienced recurrent disease. In

general, this long term survivor sample reported good QoL, with 90%

indicating great satisfaction in how well they are coping. However,

those who experienced recurrent disease were significantly more

worried that their condition will worsen (p = 0.031), with 20%

reporting severe ‘worry.’ This contrasts with the nonrecurrent sur-

vivors, none of whom report severe ‘worry’. In the multivariate

model, survivor-specific distress was an independent, significant

predictor of lower QoL (p = 0.020) after adjusting for recurrence,

age, worry, abdominal discomfort and fatigue. Moreover, high dis-

tress was associated with a 9-point lower QoL than low-moderate

distress, which is clinically significant. Conclusions: In general, this

long-term ovarian cancer survivor sample reports good QoL,

regardless of recurrence status. Notably, however, a non-negligible

proportion of recurrent survivors are experiencing distress which is

clearly disrupting their QoL, and may warrant further attention.

Clinical Trials Methods

(1013) On the use of percent change outcomes in clinical trials

Carrie Houts, PhD, Vector Psychometric Group, LLC, Chapel Hill,

NC, United States; James McGinley, PhD, Vector Psychometric

Group, LLC, Chapel Hill, NC, United States; RJ Wirth, PhD, Vector

Psychometric Group, LLC, Chapel Hill, NC, United States

Aims: Despite previous demonstrations that percent change from

baseline is an inefficient outcome to use in clinical trials (e.g., Vickers

2001), reported analyses of clinical trial data often use the formula-

tion as the primary or secondary endpoints in evaluating treatment

efficacy. Further, analyses often investigate the role of treatment on a

dichotomized percent change variable, using a set cut-point (e.g.,

meet/did not meet 50% reduction) to define groups. We build on

previous Monte Carlo work and examine the power associated with

several possible outcome specifications/analysis methods to detect

known differences. Methods: A simulation examined the observed

power to detect a known difference (e.g., treatment and control in a

longitudinal trial). Data were simulated for a continuous variable

(such as PRO scores). Manipulated variables including sample size,

degree of group differences at baseline, and effect size of the group

difference. Analyses to detect treatment differences were conducted

via several methods, including using percent change and dichot-

omized percent change as outcomes. Within each simulation design

cell 1000 replications were conducted and the number of tests of each

analysis method finding a statistically significant difference

(p\ 0.05) was recorded (that is, power was calculated). Results:

Observed power is reported for each of the tests, summarized by the

relevant design variables. Expected relationships were observed (e.g.,

higher N leads to greater power). The simulation study results

demonstrated that the ability to detect known differences is extremely

comprised when using percent change from baseline and even more

so when a dichotomization of percent change from baseline is used as

the outcome variable in analyses. Conclusions: Simulation study

results strongly indicate that percent change from baseline (either as

continuous difference or dichotomized) is an extremely poor outcome

formulation and group differences may fail to be detected. results also

have implications for determining minimal clinically important

differences. While reduced power may be intended when assessing

‘‘meaningful change’’, researchers should consider the implications

for detecting differences when specifying outcome formulations in a

statistical analysis plan for investigating clinical trial results.

(1015) Development of a core outcome set capturing key concepts
relevant to safe and efficient evaluation of innovative invasive
procedures

Kerry Avery, BSc, PhD, University of Bristol, Bristol, United

Kingdom; Shelley Potter, University of Bristol, Bristol, United

Kingdom; Nicholas Wilson, University of Bristol, Bristol, United

Kingdom; Rhiannon Macefield, University of Bristol, Bristol, United

Kingdom; Rob Hinchliffe, University of Bristol, Bristol, United

Kingdom; Sian Cousins, University of Bristol, Bristol, United

Kingdom; Natalie Blencowe, University of Bristol, Bristol,United

Kingdom; Daisy Elliott, University of Bristol, Bristol, United

Kingdom; Barry Main, University of Bristol, Bristol, United

Kingdom; Angus McNair, University of Bristol, Bristol, United

Kingdom; Jane Blazeby, University of Bristol, Bristol, United

Kingdom

Aims: methods for introducing invasive procedures with/out a device

(IP&D) into clinical practice vary. This contrasts with the highly

regulated environment for introducing new pharmaceutical products.

Consequences of insufficient outcome evaluation can be severe, and

several scandals have resulted, including recall of counterfeit spinal-

fusion screws (US), removal of silicone breast implants (Europe) and

ongoing concerns over vaginal mesh implants (UK). Clinicians and

manufacturers are often free to choose how and which outcomes to

assess and report. Outcome heterogeneity prevents data syntheses and

delays identification of problematic or promising innovations.

Development of a core outcome set (COS), a minimum set of out-

comes to measure and report in all early phase studies (EPS) and

accompanied by transparent reporting guidelines mandated via reg-

ulatory agencies and publications, is necessary to introduce

innovative IP&D safely and efficiently. The aim of this work is to

describe methods and early results (steps 1–2) of the identification

and characterisation of outcome domains for minimal reporting of

innovative IP&D. Methods: Document analysis to explore how reg-

ulatory bodies describe how outcomes are selected, measured and

reported; Content analysis of EPS and IP&D reporting systems to

identify and characterise generic outcome domains relevant to inno-

vation; Apply and refine conceptualised domains within novel IP&D

case studies; Iteratively engage stakeholders involved in overseeing

introduction of new IP&D regulation (surgeons, patients, manufac-

turers, regulators) to develop reporting guidelines. Results:

Regulatory bodies overseeing new IP&D include the UK Medicines

and Healthcare products Regulatory Agency and Interventional Pro-

cedures Advisory Committee, European CE Marking, European

Medicines Agency and US Food and Drug Administration. No single

system provides detailed mandated guidance on outcomes relevant to

comprehensively evaluate innovative IP&D specifically. Early find-

ings indicate that broader conceptualisation of outcomes, beyond

traditional AEs and complications, is needed, such as: Innovation

delivered with intended/unintended effect; Innovation abandoned

(intra/postoperatively);Innovation modified; Innovation associated

with longer-term unintended/unanticipated effects. Conclusions:

Robust methods for early phase evaluation of innovative IP&D are

urgently needed. Identifying core outcome domains to inform selec-

tion of agreed outcomes for IP&D is the first necessary step. Further

work will test these conceptualised domains in specific innovations

and with key stakeholders.
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(1017) Use of qualitative interviews in a developmental
therapeutic clinical trial to guide refinement of content domain
within an existing PRO instrument

Loretta A. Williams, PhD, APRN, The University of Texas MD

Anderson Cancer Center, Houston, TX, United States; Charlotte C.

Sun, DrPH, The University of Texas MD Anderson Cancer Center,

Houston, TX, United States; Shireen Haq, BS, The University of

Texas MD Anderson Cancer Center, Houston, TX, United States;

Katerina Savelieva, PhD, The University of Texas MD Anderson

Cancer Center, Houston, TX, United States; Qiuling Shi, MD, PhD,

The University of Texas MD Anderson Cancer Center, Houston, TX,

United States; Robert L. Coleman, MD, The University of Texas MD

Anderson Cancer Center, Houston, TX, United States; Shannon

Neville Westin, MD, The University of Texas MD Anderson Cancer

Center, Houston, TX, United States; Gordon B. Mills, MD, PhD, The

University of Texas MD Anderson Cancer Center, Houston, TX,

United States; Larissa Meyer, MD, The University of Texas MD

Anderson Cancer Center, Houston, TX, United States

Aims: Patient-reported outcomes (PROs) are important components

of drug development and can now be recognized in labeling clAims:

for efficacy. Our aim was to evaluate the role of qualitative interviews

in (1) capturing the patient experience on a phase I trial and (2)

evaluating the content domain of a validated disease-specific instru-

ment in patients with recurrent endometrial or ovarian cancer enrolled

on a phase Ib trial of a combination of a PARP inhibitor and an oral

mTORC1/2 inhibitor or an oral AKT inhibitor. Methods: Patients

underwent qualitative interviews after receiving at least one 28-day

cycle of a dual oral biologic therapy of olaparib capsules plus either

an oral mTORC1/2 inhibitor (AZD2014) or an oral AKT inhibitor

(AZD5363). The MD Anderson Symptom Inventory for ovarian

cancer (MDASI-OC), which includes common symptoms of ovarian

cancer and standard therapies, was administered longitudinally.

Qualitative analysis identified disease- and treatment-related symp-

toms from transcribed interviews. Descriptive statistics were used to

compare patient and treatment characteristics to the results of the

qualitative analysis. Symptoms were defined as common if reported

by C 20% of patients. Results: Twenty-six patients completed on-

treatment interviews after a median of 3.5 cycles (range 1–13).

Qualitative interviews confirmed patients experienced many symp-

toms also reported on the MDASI-OC; however, additional symptoms

were elicited which were not included in the current content domain

of the MDASI-OC, such as sore mouth/throat and rash, which were

common in both treatment arms. Common symptoms reported by

patients on the olaparib + AZD5363 arm included diarrhea (50%),

heartburn (50%), dry skin (20%), and brittle nails (20%), while lack

of appetite was reported by 31% of patients on olaparib + AZD2014.

Conclusions: We have demonstrated that qualitative interviews are

informative in phase I trials as they identify symptoms associated

with new therapies. This is important, as many existing PRO instru-

ments were developed before biologic agents were available and

demonstrates the importance of iterative refinement of existing

instruments in ongoing developmental therapeutic trials.

(1019) When PRO science meets regulatory policies: choosing
patient reported outcome tools for industry clinical trials
in Germany

Monika Bullinger, University Hospital Hamburg Eppendorf,

Hamburg, Germany; Hidayet Metin, MBA, Janssen Cielag, Neuss,

Germany; Susanne Huschens, Dr., Janssen Cielag, Neuss, Germany;

Nicole Erdmann, Janssen Cielag, Neuss, Germany

Aims: Instruments for PRO assessment included in clinical trials and

comparative effectiveness research should meet both methodological

standards and acceptance criteria by the regulating bodies (RBs). In

Germany, identification of ‘‘additional benefit’’ within the current

drug regulation law (AMNOG) enables industry to claim competitive

pricing, if in a RCT superiority of the drug is demonstrated also

regarding HrQoL. German RBs institutions evaluate dossiers not only

for psychometric performance of a PRO or its applicability in the

research context it is used, but also for its appropriateness to assess

the drug related effects claimed by industry. To pass this evaluation,

the choice of PRO measures for a RCT needs to respect these regu-

latory criteria methods A review of AMNOG decisions suggests a 3-

step approach to PRO Choice. A first step is an analysis of available

evidence regarding standard psychometric quality criteria of available

PRO candidates for the planned trial or the development of new

instruments. The second step involves identification of the criteria

used by RBs to grant or reject clAims: based specific tools an

available documents. The third step includes identification of defined

PRO measures as candidates for inclusion the planned RCT: results

The review of shows that PROS, especially HrQoL, are increasingly

used in pricing negotiations, but that the PBs criteria diverge from

those of the PRO field. We propose a checklist to be used to provide

general strategies of instrument choice, to guide the development of

an instrument for a given trial, or to identify on the basis of already

available instruments as potential candidates for inclusion in a plan-

ned study. Important – and supplementing available checklists (such

as COSMIN)- is the direct inclusion of the RB criteria, especially

content validity and hypothesis testing in the dossier. Conclusions:

We conclude that there is a need for better information and under-

standing especially of the term PRO tool validity in the drug approval

and pricing process. Our approach attempts to bridge the psycho-

metric and regulatory world by fostering transparence in and

correspondence of the criteria used to identify appropriate PROs in a

trial based claim.

(1021) Comparison of statistical methods for the analysis
of patient-reported outcomes in RCTS

Stephen Walters, PhD, University of Sheffield, Sheffield, United

Kingdom; Tracey Young, PhD, University of Sheffield, Sheffield,

United Kingdom; Joseph Kwon, MSc, University of Sheffield,

Sheffield, United Kingdom

Aims: Patient-reported outcomes (PROs) such as Short-Form 36 (SF-

36) are increasingly used as primary outcomes in randomised con-

trolled Trials. PROs are usual measured on an ordinal scale and

generate data that have discrete, bounded and skewed distributions.

Thus, standard methods of analysis, e.g. multiple linear regression

(MLR), that assume Normality and constant variance may not be

appropriate and may result in imprecise estimates; wider confidence

intervals and larger Type I and Type II errors than alternative tech-

niques. We sought to identify alternative methods of analysing PROs

and to apply these methods to existing RCT datasets to compare and

contrasts the results with MLR. Methods: Six alternative statistical

methods to multiple linear regression (MLR) were identified through

a literature review for application: MLR with bootstrap; Tobit

regression; Median regression; ordinal logistic regression; beta-bi-

nomial regression; binomial-logit-normal regression. Akaike

information criterion (AIC) was used to assess the model fit to data.

Results: Fifteen RCT datasets were used. Particular attention was paid

to a RCT investigating the long-term effectiveness of acupuncture

therapy versus usual care for persistent low back pain with SF-36

bodily pain as the primary outcome. The observed difference in pain

scores, from the MLR model was 5.6; 95% CI - 0.2 to 11.4;

P = 0.06. Median treatment effect sizes from (iii) were greater than

10 which is known to be clinically significant for SF-36. Method (iv)

with ordinal dependent variable and method (v) with binomial
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dependent variable reported lower AIC values than MLR. Across

other datasets, the fewer the number of categories in the SF-36

measure (e.g., bodily pain has 10 categories, while role emotional has

4) the lower the AIC values of ordinal/binomial dependent variable

methods than continuous dependent variable methods. Conclusions:

The contrasting results from alternative statistical methods suggest

that trialists should adopt several statistical methods for analysis for

robustness of results. The improved model fit when the dependent

variable has very few categories (4 or 5) suggests that treating PROs

as continuous variable comes at a cost of poorer fit to data. Treatment

of PROs as ordinal and binomial variables may yield greater internal

validity.

(1023) Can parametric approaches be used to analyze Likert data
from varying underlying distributions including those
with unimodal or bimodal shape or extreme floor/ceiling effects?
A simulation study

Todd DeWees, PhD, Mayo Clinic, Scottsdale, AZ, United States;

Gina L Mazza, PhD, Mayo Clinic, Scottsdale, AZ, United States;

Amylou C Dueck, PhD, Mayo Clinic, Scottsdale, AZ, United States

Aims: A common decision faced by statisticians is whether to utilize

parametric or non-parametric statistical methodology for analyzing

Likert scale data obtained from quality of life (QOL) surveys. This

simulation study Aims: to investigate the speed and efficiency at

which sampling distributions approach normality for typical param-

eters of interest in QOL studies. We also analyze the effectiveness of

utilizing parametric versus non-parametric testing techniques in the

presence of a range of floor/ceiling percentages with varying sample

sizes. Methods: Simulated data from various unimodal and bimodal

distributions were binned to create Likert data (0–10, 1–7, and 0–4

scales) by rounding simulated values to the nearest whole. 1000

replicates were sampled with sample sizes ranging from 5 to 100

observations, each with the mean and standard deviation calculated

along with the 95% confidence interval. To analyze the impact of

floor effects we similarly simulated data (0–10 scale) in 9 scenarios

where the proportion of patients responding with a score of zero

varied from 90 to 40% with corresponding differences in means

ranging from 0.1 to 0.9. We then estimated power for a two-sided

pooled t-test (parametric approach) versus Wilcoxon rank sum test

(non-parametric approach) for each pairwise comparison of scenarios.

Results: The sampling distributions of the mean and standard devia-

tion from all simulated data quickly converge to normal distributions.

The sampling distribution of the mean and standard deviation were

less than 5% off their true values with sample sizes greater or equal to

7 and 23, respectively T-test and Wilcoxon rank sum test p-values

from pairwise comparison of simulated data sets with various

amounts of floor effects appear in Fig. 1. The t-test was more pow-

erful across all differences in means in all percentages of floor effects.

Conclusions: Simulations from various distributions including

extreme floor effects demonstrate that the sampling distribution of the

mean approaches normality rapidly and the t-test is most powerful for

testing differences in means. With even modest sample size

(n[ = 30) statisticians should consider potential gains in using

parametric approaches before resorting to non-parametric methods

when analyzing QOL data.

EQ-5D

(1025) Exploring the importance of time during the feedback
module in the EQ-5D-5L valuations: results from Ireland

Anna Hobbins, B.Comm., MSc., Queen’s University, Belfast, United

Kingdom; Luke Barry, National University of Ireland, Galway,

Ireland; Daniel Kelleher, National University of Ireland, Galway,

Ireland; Ciaran O’Neill, Queen’s University, Belfast, United

Kingdom

Aims: An international protocol exists to support the elicitation of

societal values using the EQ-5D-5L. The feedback module (FBM)

included in the protocol has been shown to reduce the number of

inconsistent responses and improve the quality of data in valuations.

The FBM provides an opportunity for respondents to highlight values

that on reflection they may wish to change. It thus offers potentially

useful additional information to assess quality and inform data anal-

ysis. This paper Aims: to explore responses to the FBM within the

quality assurance process and in understanding elicited values.

Methods: Values were elicited from 1160 individuals using the

composite time trade-off approach with EuroQol Valuation Tech-

nology in 2015/16. Meta-data on completion time of the FBM and

free text responses were extracted.The prevalence of values high-

lighted during the FBM was compared with Wong et al (2017) to

provide an indication of uncertainty among respondents in the Irish

and Hong Kong valuations. A probit model was used to identify

factors associated responses in the FBM; socio-demographic covari-

ates and the time taken to complete the FBM were included. Free text

responses were also examined. Results: The prevalence of high-

lighting within the FBM was 3.6% in Ireland compared to 5% in

Hong Kong. Age, gender and time taken to complete the FBM were

significant predictors of the likelihood of highlighting, those aged

over 65, males and those who took longer in the FBM more likely to

highlight. Free text responses revealed no systematic pattern with

respect to the directionality of revisions reported. Conclusions: The

use of a small team of surveyors with committed researchers at its

core helped ensure the collection of high quality data as indicated by

the low prevalence of highlighting in the FBM. That older persons

and those who took longer in the FBM exhibited a higher likelihood

to highlight is consistent with intuition – those who are older and

those who require more time in the FBM perhaps facing greater

cognitive challenges with the valuation exercise. No systematic
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pattern in revisions among highlighted responses suggests reporting

errors are random and unlikely to be biased in this instance.

(1027) EQ-5D-3L vs. EQ-5D-5L: a cross-sectional comparison
of measurement properties among total hip and knee replacement
patients

Xuejing Jin, School of Public Health, University of Alberta,

Edmonton, Alberta, Canada; Fatima Al Sayah, PhD., School of Public

Health, University of Alberta, Edmonton, Alberta, Canada; Arto

Ohinmaa, PhD., School of Public Health, University of Alberta,

Edmonton, Alberta, Canada; Deborah Marshall, PhD., Department of

Community Health Sciences, University of Calgary, Calgary, Alberta,

Canada; Jeffery Johnson, PhD, School of Public Health, University of

Alberta, Edmonton, Alberta, Canada

Aims: The EQ-5D-5L was developed in an effort to enhance the

measurement properties of the tool; yet, evidence on the advantages

of this version compared to the EQ-5D-3L3L version in many pop-

ulations is lacking. This study aimed to examine the measurement

properties of the EQ-5D-3L and EQ-5D-5L among total hip and knee

replacement (THR/TKR) patients. Methods: Patients (n = 24,766)

who had THR/TKR in Alberta, Canada between January 2010 and

April 2017 and completed the EQ-5D (either 3L or 5L) and WOMAC

before surgery were included in this study. In order to compare the

two versions in balanced samples, a 1:1 propensity score based on

age, gender, and WOMAC score was performed to match patients

who completed the EQ-5D-5L and EQ-5D-3L. Convergent construct

validity was examined using Spearman correlation between the EQ-

5D (index and dimensions) and WOMAC (sub-scales). Construct

validity was also examined using known-groups defined by gender,

number of pre-surgery risk factors, mental health, obesity, and

WOMAC score. Discriminatory power was examined using Shannon

and Shannon evenness indices. Results: After matching, a total of

3446 pairs of THR (55% female, mean age 66) and 5,428 pairs of

TKR (59% female, mean age 67) patients were used in this analysis.

The ceiling effect of both versions was similar and small. The EQ-5D-

5L index scores (THR, 0.424; TKR, 0.508) were significantly lower

than the matched EQ-5D-3L index scores (THR, 0.526; TKR, 0.590).

For each dimension, responses to the EQ-5D-5L were distributed

more evenly across levels compared to the EQ-5D-3L, particularly for

the mobility dimension. The EQ-5D-5L (index and dimensions)

consistently had stronger correlations with the WOMAC than the EQ-

5D-3L. The null hypotheses of the known-group analyses were con-

firmed for both versions reflecting good construct validity. The

Shannon and Shannon evenness indices showed that the EQ-5D-5L

had stronger discriminatory power than the EQ-5D-3L (the largest

improvement: mobility). Conclusions: This study demonstrates

stronger evidence of validity for the EQ-5D-5L compared to the EQ-

5D-3L among THR/TKR patients, especially for the mobility

dimension, which is considered a very important outcome for this

patient population. We recommend using the EQ-5D-5L for THR/

TKR patients given its superior measurement properties.

(1029) Predictors of self-reported health-related quality of life
according to the EQ-5D-Y in chronically ill children
and adolescents with asthma, diabetes, and juvenile arthritis:
longitudinal results

Christiane Otto, PhD, University Medical Center Hamburg-

Eppendorf, Hamburg, Germany; Dana Barthel, PhD, University

Medical Center Hamburg-Eppendorf, Hamburg, Germany; Fionna

Klasen, PhD, University Medical Center Hamburg-Eppendorf,

Hamburg, Germany; Sandra Nolte, PhD, Charité -

Universitätsmedizin Berlin, Berlin, Germany; Matthias Rose, Prof.

PhD, Charité - Universitätsmedizin Berlin, Berlin, Germany; Ann-

Katrin Meyrose, M.Sc., University Medical Center Hamburg-

Eppendorf, Hamburg, Germany; Marcus Klein, Dr. Med., University

Medical Center, Kiel,Germany; Ute Thyen, Prof. Dr. Med.,

University of Lübeck, Lübeck, Germany; Ulrike Ravens-Sieberer,

Prof. PhD, MPH, University Medical Center Hamburg-Eppendorf,

Hamburg, Germany

Aims: Health-related quality of life (HRQoL) is an important patient-

reported outcome in clinical and health research. The EQ-5D-Y

assesses child and adolescent HRQoL by five items on mobility, self-

care, usual activities, pain/discomfort, and anxiety/depression as well

as a visual analogue scale (VAS) on the current health state. This

study investigates predictors of self-reported HRQoL according to the

EQ-5D-Y in chronically ill children and adolescents using longitu-

dinal data. Methods: Data from the German Kids-CAT study on

children and adolescents with asthma, diabetes, and juvenile arthritis

gathered over a period of six months were analyzed (n = 310;

7–17 years old; 48% female). Self-, parent-, and pediatrician-reported

data were collected from June 2013 to October 2014. Generalized

linear mixed models and linear mixed models served to examine

effects of socio-demographic as well as disease- and health-specific

predictors on the items as well as on the VAS of the EQ-5D-Y.

Results: Ceiling effects for the EQ-5D-Y indicated low burden of

disease in the analyzed sample. Longitudinal analyses revealed

associations between less health complaints and better HRQoL for all

investigated HRQoL domains. Further, age- and gender-specific

effects, and associations of better disease control, longer duration of

the disease and less mental health problems with better HRQoL were

found. Conclusions: Subjective health complaints and mental health

problems should be considered in the care of children and adolescents

with asthma, diabetes, and juvenile arthritis. Future research should

suggest administering the items of the EQ-5D-Y with five instead of

three response options, and investigate HRQoL over a longer period.

(1031) Comparing self-reported health-related quality of life
of Polish migrants living in Ireland with the native population
using the EQ-5D-5L

Dan Kelleher, B.Comm, MSc., NUI Galway, Galway, Ireland; Luke

Barry, B.Comm, MSc., NUI Galway, Galway, Ireland; Anna Hobbins,

B.Comm, MSc., Queen’s University Belfast, Belfast, United

Kingdom; Ciaran O’Neill, BSc, Ph.D., Queen’s University Belfast,

Belfast, United Kingdom

Aims: Ireland is now home to over 120,000 Polish migrants. Little is

known about the health of this ethnic minority group living in Ireland

and how their health compares to that of the Irish host population.

Many studies have investigated the ‘healthy migrant effect’ and its

potential explanations. Migrants tend to be on average healthier than

comparable natives upon their first arrival in a new host country. The

health advantage enjoyed by migrants is seen to dissipate with

additional years lived in a host country. This study aims to compare

the self-reported health of Polish migrants residing in Ireland to

comparable Irish natives using the EQ-5D-5L. Methods: In 2016,

87-Polish migrants residing in Ireland filled out their self-reported

health using the EQ-5D-5L and VAS. Propensity score matching was

used to match comparable Irish natives from the Irish EQ-5D-5L

valuation study. Logit regression analysis was conducted with dummy

dependent variables for each of the five health dimensions used in the

5Q-5D-5L. Each dummy dependent variable was coded as one if a

respondent reported any problems and zero if the respondent reported

no problems in each health dimension. OLS regression analysis was

used to estimate potential differences in VAS scores. Each regression

controlled for nationality and other covariates. Results: The only
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significant difference found between the Polish migrants and Irish

natives was in the Mobility health dimension. Polish migrants are

significantly nine percentage points more likely to report any prob-

lems in their mobility status when compared to comparable Irish

natives (p\ 0.05). There was no significant difference between the

two groups in the remaining four health dimensions or in their

respective VAS scores. Conclusions: Polish migrants do not enjoy any

health advantage when compared to their Irish native counterparts and

have significantly worse health on the Mobility health dimension. The

findings from this study can potentially be explained by migrant

health worsening the longer they live in a host country. The findings

from this study will be of interest for migrant healthcare policy in

Ireland and potentially Europe. The limitation of this study is the

relatively small sample size.

(1033) An investigation into the validity of the EQ-5D-5L, SF-12,
ASCOT and WEMWBS in older people using item response
theory and differential item functioning

Hannah Penton, University of Sheffield, Sheffield, United Kingdom;

Tracey Young, BSc MSc PhD, University of Sheffield, Sheffield,

United Kingdom; Christopher Dayson, BA MA, Sheffield Hallam

University, Sheffield, United Kingdom; Claire Hulme, BSc MA PhD,

University of Leeds, Leeds, United Kingdom

Aims: Old age is often characterised by declining health and

increasing numbers of health conditions that may require a mix of

health and social care services. These services often impact areas

beyond health. Therefore, in economic evaluation, traditional mea-

sures of health related quality of life (QoL) may not appropriately

describe the outcomes of interventions for older people. This study

Aims: to investigate the measurement performance of the EQ-5D-5L,

the SF-12, the Warwick Edinburgh Mental Wellbeing Scale

(WEMWBS) and the Adult Social Care Outcomes Toolkit (ASCOT)

in older people. These measures were chosen as the EQ-5D is the UK

reference case for economic evaluations, while the SF-12, WEMWBS

and ASCOT cover broader aspects beyond health. Methods: Item

response theory (IRT) was used to compare the construct validity,

internal consistency reliability and response distributions of these

measures in older (65+) versus younger adults. Differential item

functioning (DiF) analyses assessed whether older and younger adults

with the same underlying QoL or wellbeing had different expected

scores, signalling scoring bias due to age. Results: IRT identified

issues for all measures. Ceiling effects limited the ability of the EQ-

5D-5L and ASCOT to discriminate the QoL of above average indi-

viduals, resulting in diminished internal reliability in these

respondents. The WEMWBS and SF-12 showed good internal relia-

bility and response distributions. Item redundancy was suggested in

the SF-12 and WEMWBS. DiF was found for some items in all

measures. DiF had the largest impact on SF-12 scores and least

impact on WEMWBS. Conclusions: All included measures report

some problems. The ASCOT and EQ-5D-5L show ceiling effects for

above average respondents. The SF-12 and EQ-5D-5L exhibit sub-

stantial DiF. The WEMWBS was internally consistent over the

broadest range of underlying trait and exhibited minimal DiF. The

WEMWBS appears the most appropriate measure in older people in

terms of the measurement properties tested.

(1035) EQ-5D-5L utility values for patients who underwent
a programmed surgical procedure with institutionalization
in the last year according to their smoking status in Spain

Javier Rejas, MD, Universidad Carlos III, Madrid, Spain; Miguel

Ruiz, PhD, Universidad Autónoma de Madrid, Madrid, Spain

Aims: Utility is a measure used in health economics studies to cal-

culate the gain of Quality-Adjusted Life Years, allowing payers for

health decision making. Patients smoking at the time of surgery are at

elevated risk of postoperative complications. The objective was to

determine the utility values of the EQ-5D-5L according with smoking

status of patients who underwent a surgical procedure with institu-

tionalization in the last year. Methods: The year 2011/2012 National

Health Survey, which includes the EQ-5D-5L questionnaire and self-

reported health conditions, was used. Data from individuals, both

genders, above 18 years-old, with self-reported institutionalization

due to a programmed surgical procedure were analyzed. The Spanish

raw utility values were extracted from the website of the EuroQol

group. Subjects were divided in three groups according to their

smoking status: never, former and current smokers. Univariate gen-

eralized linear models were fitted to estimate adjusted utility value

from EQ-5D-5L, adjusting for age, sex and comorbidities. Non-

parametric bootstrap resampling was applied to estimate 95% confi-

dence intervals (CI). Results: A total of 805 medical records of

surgery patients were assessed: 159 smokers [45.5 + 14.2 years-old

(mean + SD), 49.1% women], 203 former smokers [62.8 + 13.6

years-old, 27.7% women] and 443 never smokers [62.5 + 18.5 years-

old, 72.7% women] were analyzed. Adjusted utility values differed

significantly (p = 0.054) among groups by smoking status: smokers;

0.773 [95% CI 0.736–0.808, p = 0.023 vs. former smokers], former

smokers; 0.825 [0.790–0.857], and never smokers; 0.771

[0.743–0.796, p = 0.010 vs. former smokers]. Patient’s self-rated

health recorded in the EQ-VAS scale showed also significant differ-

ences according to the smoking status: smokers; 63.3 [95% CI 60.0-

66.3, p = 0.005 vs. former smokers], former smokers; 68.9

[66.3–71.4], and never smokers; 64.3 [62.3–66.2, p = 0.005 vs. for-

mer smokers]. Conclusions: This work provides utility values using

EQ-5D-5L for surgical subjects according to their current smoking

status in Spain. Thus, these values could be used when calculating

quality-adjusted-life-year in healthcare economic evaluations in

Spain.

(1039) Quality control of the data on the Portuguese study
for the valuation of the EQ-5D-5L

Patricia Antunes, CEISUC, Coimbra, Portugal; Pedro Lopes Ferreira,

CEISUC, Coimbra, Portugal; Lara Noronha Ferreira, CEISUC,

Coimbra, Portugal; Luı́s Pereira, CEISUC, Coimbra, Portugal

Aims: Previous studies on the valuation of the 5-level version of the

EQ-5D, the EQ-5D-5L, resulted in unintended consequences in what

concerns the quality of the data. This was mainly related to the per-

formance of interviewers. In this context, the EuroQol group has

implemented a standardized quality control protocol, to be applied in

EQ-5D-5L valuation studies that combines the composite time trade-

off (cTTO) and discrete choice experiment (DCE) tasks. The aim of

this study is to describe the quality control process followed in the

Portuguese study for the valuation of the EQ-5D-5L and to present the

results obtained in what concerns the quality of the data. Methods: A

standardized tool for quality control (QC Tool) was applied to assess

the quality of the dataand monitoring the performance of the inter-

viewers, according to predefined criteria of quality. Results: Of the 39

interviewers who started the data collection, 28 fulfilled the quality

criteria with only 9% of interviews identified as being with poor

quality from a total of 1451 interviews. In general, the interviewers

have complied with the quality control protocol providing high

quality valuation data, a reduced number of inconsistencies, and the

absence of peaks around specific values. Conclusions: The imple-

mentation of a quality control protocol in EQ-5D-5L valuation studies

increases interviewer compliance and provides high quality of valu-

ation data.
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Head and Neck Cancer

(1043) Latent class analysis of fatigue in patients with head
and neck cancer

Canhua Xiao, Emory University, Atlanta, GA, United States; Ronald

Eldridge, Emory University, Atlanta, GA, United States; Kristin

Higgins, Emory University, Atlanta, GA, United States; Nabil Saba,

Emory University, Atlanta, GA, United States; Dong Shin, Emory

University, Atlanta, GA, United States; Andrew Miller, Emory

University, Atlanta, GA, United States; Deborah Bruner, Emory

University, Atlanta, GA, United States; Jonathan Beitler, Emory

University, Atlanta, GA, United States

Aims: Fatigue is one of the most common side effects for patients

with head and neck cancer (HNC) undergoing definitive radia-

tion(XRT) yet the longitudinal changes of fatigue from before XRT to

one-year post-XRT are unclear. The study’s objective was to char-

acterize the patterns of longitudinal changes of fatigue in HNC

patients who received definitive XRT. Methods: Newly diagnosed

HNC patients without metastasis were sequentially enrolled; data

were collected at baseline (pre-radiotherapy), one-month, and one-

year post-radiotherapy. Fatigue was measured using the Multidi-

mensional Fatigue Inventory-20 with higher numbers corresponding

to increased fatigue. Demographic and clinical characteristics,

including age, gender, race, marital status, alcohol and smoking his-

tory, body mass index, p16 status, treatment, cancer stage, and cancer

site, were collected through chart review or standardized question-

naires. Latent class models were used to identify the change patterns

of fatigue from baseline until one-year post-XRT. Results: One

hundred and eighty-three patients were enrolled. The majority were

white (81%), male (73%), AJCC 7th Edition cancer stage III/IV

(85%), and received concurrent chemoradiotherapy (81%). Half

(48%) were + p16. Three distinct patterns of fatigue change over time

were identified. The minimal fatigue group (N = 64) was character-

ized by minimal fatigue across all three time points, but a transient
310 points increase from baseline (mean = 32) to 1 month (mean =

44), then a near complete return to baseline level at one-year post-

XRT (mean = 35). The high fatigue group (N = 108) had high fatigue

(mean = 56) at baseline, which increased to 62 at 1-month, and

dropped to below baseline(52) at one-year post-XRT. The extreme

fatigue group had only 11 patients, but they all experienced signifi-

cantly high fatigue at all three time points with an average fatigue of

73, 81, and 80, respectively. Patients in the minimal fatigue group

were more likely to be married, non-smokers, +p16 positive, and

diagnosed with oropharyngeal cancer, compared to those in the other

groups. Conclusions: Our study demonstrates three specific patterns

of fatigue with baseline fatigue being a major determent of fatigue at

1 year. Future studies are needed to investigate how interventions can

be designed to reduce fatigue over time.

(1045) A structured review of body image measures for head
and neck cancer (HNC) and content mapping against existing
frameworks

Chindhu Shunmugasundaram, M.Sc., M.Phil, University of Sydney,

Sydney, Australia; Haryana Dhillon, PhD, University of Sydney,

Sydney, Australia; Phyllis Butow, PhD, University of Sydney,

Sydney, Australia; Claudia Rutherford, PhD, University of Sydney,

Sydney, Australia; Puma Sundaresan, PhD, University of Sydney,

Sydney, Australia

Aims: Globally HNC is estimated to cause threemillion deaths annually.

Patients with HNC undergo a challenging journey both physically and

emotionally.Changes to physical appearance as a result of treatment are a

major stressor, affecting self-esteem, physical, social, and role func-

tioning, impacting health-related quality of life (HRQoL). This review

aimed to: (1) identify HNC-specific patient reported outcome measures

(PROMs) used to assess body image; (2) assess these PROMs’ concep-

tual coverage; (3) appraise PROMs’ development process and

psychometric properties; and (4) determine the most appropriate body

image PROM(s) to use in HNC setting. Methods: Following PRISMA

guidelines we searched nine electronic databases (July 2007–July 2017)

for measures of body image and looked up body image frameworks,

focusingoncognitive-behavioural perspectives. Searcheswere limited to

papers published in the past 10 years to reflect advances in cancer

treatments. Studies were screened for eligibility by one reviewer (10%

screened by a second reviewer). From the available body image frame-

works, we compiled a conceptual schema consisting of eighteen

clinically relevant body image issues important in HNC setting. We

assessed the identified measures against this conceptual schema and

applied the COSMIN checklist to their development and evaluation

studies. Results: Thirteen PROMs assessing body image and appearance

were identified; eightwere deemed not relevant toHNC setting; and, five

(validated in a clinical population) were mapped for content and

appraised for psychometric properties. Derriford Appearance Scale

(DAS) 59, DAS 24, and Body image scale (BIS) cover ([ 55%) the body

image conceptual schema, were developed based on literature, patient

interviews and clinician opinions, and have evidence of internal con-

sistency (Cronbach alpha[ 0.7), validity and responsiveness to change.

Limitations of measures include: lack of validation in HNC setting and

inadequate assessment of outcomes relevant to HNC (scarring, body-

image related physical and psychosocial functioning, noticeable changes

in appearance, reliance onconcealment of appearance). Conclusions:We

identified three body image PROMs with adequate coverage of HNC

issues to be used in research and clinical practice. Amendment to include

HNCspecific issuesmay strengthen their validity andguide interventions

to improve HRQoL in this population.

(1047) Head and Neck cancer: quality of life assessment using
Item Response Theory

Pedro Lopes Ferreira, CEISUC/FEUC, Coimbra, Portugal; Ana Rosa

Castro, PhD, UFP, Porto, Portugal; Teresa Sequeira, PhD, CEISUC/

UFP, Porto, Portugal; Feliz Gouveia, PhD, UFP, Porto, Portugal;

Eurico Monteiro, PhD, IPOFG-Porto, Porto, Portugal; Lurdes

Carvalho, RN, IPOFG-Porto, Porto, Portugal; Augusta Silveira, PhD,

CEISUC/UFP, Porto, Portugal

Aims: Explore the role of Rash Model Item Response Theory (IRT) in

Head and Neck Cancer (HNC) patients Quality of Life (QoL)

assessment comparing person’s ‘‘ability’’ and question’s ‘‘difficulty’’

by groups. Methods: Consecutive outpatients (n = 392), with

anonymous identifier, admitted to the Otorhinolaringology and Head

and Neck Services of Oporto Oncology Portuguese Institute (IPO-

Porto) completed the Portuguese version of EORTC QLQ-C30 and

EORTC QLQ-H&N35 immediately before consultation as a part of

the routine evaluation. A computer QoL assessment platform was

used. Inclusion criteria included ability to understand written and

spoken Portuguese and provision of written consent. The IRT was

implemented by WinRasch Software. IPO-Porto QoL data base was

analyzed, constructing a line of measurement with the items placed

hierarchically providing fit statistics. Results: The answers were

ordered by the infit or outfit obtained and organized from high

measure to low measure. The question presenting higher outfit was

‘‘Have you been constipated?’’ and ‘‘Do you have any trouble doing

strenuous activities, like carrying a heavy shopping bag or a suit-

case?’’ when considering EORTC QLQ-C30 and ‘‘Have you had

problems swallowing pureed food?’’ and ‘‘Have you felt ill?’’ when

considering EORTC QLQ-H&N35. Based on fit statistics we were

able to identify which responses were more unexpected and what

were the questions presenting greater difficulty in responding by HNC
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patients from IPO-Porto. Conclusions: The present study identified

person’s ‘‘ability’’ and question’s ‘‘difficulty’’ by groups in order to

analyze why patients consider some items labored. IRT identifies

unmet problems that can highlight the motives behind discrepancies

supporting measurement confidence. Our research team incorporates

QoL assessment in clinical practice and therapeutic decisions. HNC

patients are a quite heterogeneous and complex group considering

clinical and social-demographic parameters - measurement confi-

dence is thus a crucial goal.

(1049) An canonical correlation analysis on influence factors
of quality of life in patients with head and neck cancer based
on QLICP-HN questionnaire

Zheng Yang, Guangdong Medical University, Dongguan, China;

Chonghua Wan, Guangdong Medical University, Dongguan, China;

Qiong Meng, Kunming Medical University, Kunming, China; Jiahong

Luo, Kunming Medical University, Kunming, China; Gaofeng Li,

Kunming Medical University, Kunming, China; Yingli Cun,

Kunming Medical University, Kunming, China

Aims: To investigate the status of quality of life and its clinical

influence factors in patients with head and neck cancer. Methods: The

Quality of Life Instruments for Cancer patients-Head and Neck

cancer questionnaire (QLICP-HN) was used to measure 91 inpatients

with head and neck cancer at Yunnan tumor hospital, the clinical

objective index and demographic variables data were collected. The t

test and factor analysis of variance were used to compare score dif-

ferences of quality of life over different levels of factors. And the

canonical correlation analysis was used to reveal the relationships

among them. Results: The total score of quality of life in the patients

was 64.34 ± 12.70, and the four domainsscores of physical, psy-

chological, social, symptoms and side-effects were 49.88 ± 20.50,

67.19 ± 15.94, 64.24 ± 16.26, 71.78 ± 14.32 and 65.44 ± 14.37

respectively. One canonical variable of the canonical correlation was

statistically significant (P\ 0.05), with canonical coefficients being

0.69,variance percent explained being 23.07,and the levels of edu-

cation,family economy, serum albumin, total protein, serum

potassium, glutamic-oxalacetic transaminase, blood pressure andred

blood celletc being correlated with quality of life. Conclusions: The

quality of life inhead and neck cancerpatients was related with some

demographicand clinical factorswith small explanation contributions.

Giving positive attention to these indexes and taking corresponding

measures have certain value to improve the quality of life.

Linguistic and Cross-Cultural Validation

(1053) Translation and linguistic validation of PROMIS� itch
short forms for use with patients worldwide

Benjamin Arnold, MA, FACITtrans, Elmhurst, IL, United States;

Miriam Kimel, PhD, Evidera, Bethesda, MD, United States; Helena

Correia, Northwestern University Feinberg School of Medicine,

Chicago, IL, United States; Lillian Savic, FACITtrans, Elmhurst, IL,

United States; Emily Parks-Vernizzi, FACITtrans, Elmhurst, IL,

United States; Barbara Perez, FACITtrans, Elmhurst, IL, United

States; David Cella, PhD, Northwestern University Feinberg School

of Medicine, Chicago, IL, United States; Jonathan Silverberg, PhD,

Northwestern University Feinberg School of Medicine, Chicago, IL,

United States; Robin Blumenthal, PhD, Menlo Therapeutics Inc.,

Redwood City, CA, United States

Aims: The purpose of this study was to translate/adapt and linguis-

tically validate Patient Reported Outcomes Measurement Information

System (PROMIS�) Itch Short Forms– Activity and Clothing – Short

Form 8a, General – Short Form 8a, Mood and Sleep – Short Form 8a,

and Scratching Behavior 5a, into 4 languages – universal French,

universal German, Polish and universal Spanish. Methods: The

PROMIS Itch Short Forms, which measure experiences with itching

over a 7-day period, were developed in accordance with PROMIS

Health Organization standards and translated based on the FACIT

methodology: two forward translations, one reconciled version of the

two forward translations, one back-translation into English, inde-

pendent reviews, harmonization across languages, formatting and

proofreading. Patients in Canada (French), Germany (German),

Poland (Polish) and the USA (Spanish) completed the questionnaires

and participated in cognitive interviews to assess the relevance,

understandability, and appropriateness of the translations. Qualitative

analyses of patients’ comments were used to assess the linguistic

equivalence of each translated version. Results: Total study sample

consisted of 20 patients (6 males/14 females) suffering from itch, due

to atopic dermatitis, eczema, prurigo nodularis, chronic urticaria or

hives, or other inflammatory skin diseases. The mean age of the

sample was about 36 years. Terms such as ‘‘itch’’, ‘‘flaking’’, ‘‘rest-

less’’ and ‘‘miserable’’ proved challenging to translate during the

initial translation phase. Overall, the translated items were well

understood by patients in each country. Minor modifications to item

wording were necessary in German and Spanish. During cognitive

interviews, three out of five German patients did not understand the

meaning of item PIQGeneral54 ‘‘Because of itch, I made more mis-

takes than normal.’’ The German phrasing was adjusted to further

clarify the item. Similarly, the Spanish translation of the word ‘‘be-

havior’’ required modification based on feedback provided by

patients. Conclusions: The translated versions of the PROMIS Itch

Short Forms are conceptually equivalent to the English source version

and are considered acceptable for patient-reported outcomes assess-

ment in international research and clinical trials.

(1055) Are you able to cut your meat? – Exploring the challenges
during the cultural adaptation of the Health Assessment
Questionnaire Disability Index (HAQ-DI) into 130 languages

Catherine Acquadro, Mapi, an ICON plc Company, Lyon, France;

Caroline Anfray, Mapi Research Trust, Lyon, France; Piero Bindi,

Mapi Research Trust, Lyon, France; Virginia Uzun, Mapi, an ICON

plc Company, Lyon, France

Aims: The disability assessment component of the Health Assessment

Questionnaire, the HAQ-DI, developed in US English, assesses a

patient’s level of functional ability and includes questions of fine

movements of the upper extremity, locomotor activities of the lower

extremity, and activities that involve both upper and lower extremi-

ties. There are 20 questions in eight categories of functioning which

represent a comprehensive set of functional activities – dressing,

rising, eating, walking, hygiene, reach, grip, and usual activities. The

stem of each item asks over the past week ‘‘Are you able to ...’’

perform a particular task. The patient’s responses are made on a scale

from zero (no disability) to three (completely disabled). The Aims: of

the study were to explore the challenges faced during the cultural

adaptation of the HAQ-DI, focusing on one simple task, i.e., ‘‘Are you

able to cut your meat?’’ in the eating category. Methods: The archives

of Mapi Language Services were searched and 130 translations were

retrieved, representing 13 language families. The translation methods

followed either the standard linguistic validation process [i.e., con-

ceptual analysis, dual translation process (forward, backward

translation into English), test with patients and clinician review] or

the adjusted process in case of countries using national variants of the

same language (i.e., Australian English or English used in India).

Results: In most of the target languages, cutting a whole piece of meat

presented in one plate was not a cultural issue. However, in
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vegetarian-driven cultures or countries where cutting meat was per-

formed while cooking, the item had to be adapted and changed to

comply both with the local culture and the concept explored by the

item (i.e., fine movement of the upper extremity). For instance, an

equivalent of ‘‘to cut meat while cooking’’ was chosen in Korean; ‘‘to

cut meat (when eating or preparing food),’’ in Bahasa (Indonesia); ‘‘to

cut raw vegetables,’’ in Gujarati (India); or ‘‘make bite size pieces of

your food (e.g., chapatis)’’ in English for India. Conclusions: The

close collaboration between the developer and the translation teams

was essential in finding appropriate conceptual equivalents of the

simple task of cutting meat in 13 different language families.

(1057) Cross-cultural adaptation of the Impact on Participation
and Autonomy Questionnaire (IPA), English version, to Brazilian
spinal cord injury patients

Valeria Andrade, Federal University of Triângulo Mineiro, Uberaba,

Brazil; Fabiana Faleiros Faleiros, DHSc, University of São Paulo at

Ribeirão Preto College of Nursing, Ribeirão Preto, Brazil; Fernanda

Karla Nascimento, Bachelor, University of São Paulo at Ribeirão

Preto College of Nursing, Ribeirao Preto, Brazil; Beatriz Conacci,

RN, University of São Paulo at Ribeirão Preto College of Nursing,

Ribeirão Preto, Brazil; Viviane Romeiro, BS, University of São Paulo

at Ribeirão Preto College of Nursing, Ribeirão Preto, Brazil; Monica

Mombelli, MSc, Dinâmica das Cataratas University Center, Foz do

Iguaçu, Brazil; Monika Bullinger, PhD, University of Hamburg,

Hamburg, Germany; Claudia Benedita Santos, PhD, University of São

Paulo at Ribeirão Preto College of Nursing, Ribeirao Preto, Brazil

Aims: To translate and culturally adapt the Impact on Participation

and Autonomy Questionnaire, English version, for use with Brazilian

subjects with spinal cord injury. Methods: Following international

guidelines for translation and adaptation of health questionnaires, two

native Brazilian Portuguese speaking translators carried out the

translation of the Impact on Participation and Autonomy Question-

naire in a consensual version, which was then submitted to semantic,

idiomatic, experiential and conceptual equivalence evaluation by an

Expert Committee composed by Occupational Therapists, Nurses,

Psychologist and Mathematician. After back-translation into English

by one native English-speaking translator, the consensual version was

forwarded to the IPA original author. To identify possible problems

with respect to the understanding the final Portuguese (Brazil) version

of questionnaire, a semantic validation was performed with spinal

cord injury subjects, using feedback sheets adapted to Brazil origi-

nally developed by an European research group. Results: The IPA

author recommended alterations based on backtranslated version,

which were reviewed by the Expert Committee and promptly inclu-

ded. The semantic validation was carried out with 18 patients (mean

age 39.8 years, SD = 13.1, 88.9% male, 50% had incomplete ele-

mentary school education). Clinically 55.6% had a thoracic level

lesion with no sensory or motor function preserved in sacral seg-

ments. Analysis of the patients’ responses showed that the final

Portuguese (Brazil) version of the Impact on Participation and

Autonomy Questionnaire was understood and well accepted in most

of its items. Conclusions: The cross-cultural adaptation process was

appropriate, providing an adequate Brazilian-Portuguese version of

the Impact on Participation and Autonomy Questionnaire to be

included in psychometric pilot and field testing.

(1059) Measuring patients’ orofacial appearance: validity
and reliability of the English-language Orofacial Esthetic Scale

Daniel Reißmann, DDS, Dr Med Dent, MSc, PhD, Department of

Prosthetic Dentistry, University Medical Center Hamburg-Eppendorf,

Hamburg, Germany; Mike T. John,Department of Diagnostic and

Biological Sciences, University of Minnesota, Minneapolis, MN,

United States; William A. Rush, HealthPartners Institute for

Education and Research, Minneapolis, MN, United States;

Christopher J. Enstad, HealthPartners Institute for Education and

Research, Minneapolis, MN, United States; Patricia Lenton, Oral

Health Clinical Research Clinic, University of Minnesota,

Minneapolis, MN, United States; Ira Sierwald, Department of

Orthodontics, Dentofacial Orthopedics and Pedodontics, Charité –

Universitätsmedizin Berlin, Berlin, Germany

Aims: This study aimed at determining the psychometric properties of

the English version of the Orofacial Esthetic Scale (OES) in dental

patients. Methods: In this cross-sectional study, a total of 1784

English-speaking adult dental patients (mean age: 56.7 ± 15.8 years,

60.0% female) of HealthPartners dental clinics in Minnesota, USA

who had scheduled a dental appointment were included. The 8-item

English-language version of the OES was applied to assess Orofacial

Appearance. Dimensionality of the OES was investigated through an

analysis of the items’ correlation matrix, a parallel analysis, and an

exploratory factor analysis (EFA). Convergent validity was deter-

mined by several correlations between the OES and items of the Oral

Health Impact Profile (OHIP) measuring Orofacial Appearance.

Reliability of the OES was assessed as the instrument’s internal

consistency by computing Cronbach’s alpha and average inter-item

correlation. Results: All analyses for dimensionality revealed that the

OES is sufficiently represented by a single factor. Convergent validity

was supported by the correlations of the OES summary score with the

other measures of the construct with Pearson’s product moment and

Spearman’s rank correlation coefficients of the expected size and

direction. Cronbach’s alpha (lower limit of 95% confidence interval:

0.94) and average inter-item correlation (0.70) revealed that the

scale’s internal consistency was excellent. Conclusions: This study

demonstrated that the English-language version of the OES has suf-

ficient psychometric properties to assess Orofacial Appearance in

dental patients. The brevity and the easy application make the OES a

pragmatic tool to assess the clinically very important construct Oro-

facial Appearance.

(1061) Challenges in the cross-cultural validation
of the Functional Vision Questionnaire for Children and Young
People (FVQ_CYP) with visual impairment

Ellen Elsman, PhD Student, Amsterdam University Medical Centers,

location VUmc, dept. of Ophthalmology, Amsterdam, Netherlands;

Val Tadic, University College London, Institute of Child Health,

London, United Kingdom; Carel Peeters, VU University Medical

Centre, dept. of Epidemiology and Biostatistics, Amsterdam,

Netherlands; Ger van Rens, VU University Medical Centre, dept. of

Ophthalmology, Amsterdam, Netherlands; Jugnoo Rahi, University

College London, Institute of Child Health, London, United Kingdom;

Ruth van Nispen, VU University Medical Centre, dept. of

Ophthalmology, Amsterdam, Netherlands

Aims: To assess cross-cultural validity between Dutch and English

versions of the FVQ_CYP, a patient-reported outcome measure

developed in the UK for children with visual impairment (VI) to

capture their self-reported level of difficulty in performing vision-

dependent activities. Methods: The 36-item FVQ_CYP was translated

and cross-culturally adapted into Dutch using standard guidelines.

The questionnaire was administered to Dutch children aged

7–17 years (N = 253) with VI in face-to-face interviews. Data were

compared to UK data of children aged 10–15 years (N = 91).

Response frequencies and assumptions for item response theory (IRT)

models were checked. As with the former UK FVQ_CYP validation,

a rating scale model (RSM) was applied to the Dutch data, and
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differential item functioning (DIF) between countries was investi-

gated. Analyses were performed in R-studio. Results: Only minor

adaptations were needed in the various translation-rounds. Significant

differences in participant characteristics (age and level of VI) and

item responses (Dutch children opted less for difficult and very dif-

ficult/impossible and had more missing responses) were found

between the Dutch and UK data. In the Dutch data, 4 items were

deleted because of missing values ([ 25%) and 2 response categories

were collapsed. IRT assumptions were met, but overall fit to the RSM

was unsatisfactory. Item misfit remained. Therefore, psychometric

properties of the Dutch FVQ_CYP had to be analysed irrespective of

the model and criteria used for validation of the UK version: the

graded response model (GRM) led to the additional removal of 8

items due to low information, overlapping content and limited rele-

vance to Dutch children. Fit indices reflected adequate overall model

fit of the remaining 24 items: RMSEA = 0.061, SRMR = 0.062,

TLI = 0.965, and CFI = 0.968. All items fitted the GRM (p[ 0.01).

Conclusions: Noninvariance at the model level, small sample sizes,

and differences in population characteristics and distribution of

responses challenged the cross-cultural validation process. However,

the Dutch adapted FVQ_CYP performed as a unidimensional scale

with high measurement precision and broad coverage of items mea-

suring children’s functional vision, targeted adequately to the abilities

of children aged 7–17 with different levels of VI. Unfortunately,

cross-cultural validity and comparability of the FVQ-CYP between

the Netherlands and UK seems questionable.

(1063) Intercultural validation of the YHC-SUN short-form
assessing health care satisfaction in adolescents with a chronic
condition

Holger Muehlan, University of Greifswald, Department Health &

Prevention, Greifswald, Germany; Silke Schmidt, Professor,

University of Greifswald, Department Health & Prevention,

Greifswald, Germany; Kristina Stumpf, Dipl.-Psych., University of

Greifswald, Department Health & Prevention, Greifswald, Germany;

Birgit Koehlerb, MD, Charity - University Medicine of Berlin,

Institute for Experimental Paediatric Endocrinology, Berlin,

Germany; Marion Rapp, PhD, University of Luebeck, Department of

Paediatrics & Adolescent Medicine, Luebeck, Germany; Ute Thyen,

Professor, University of Luebeck, Department of Paediatrics &

Adolescent Medicine, Luebeck, Germany

Aims: The short form of the CHC-/YHC-SUN measures health care

satis-faction of children and adolescents with chronic conditions. It

comprises seven items, representing three of the core components of

the ‘‘satisfaction’’ module of the original measure as closely as pos-

sible with two items each and one general item. Methods: Data

analyses were performed based on the European DSD-Life project

study sample (n = 1.086) from six European countries (Germany,

France, Netherlands, Poland, Sweden and United Kingdom). Psy-

chometric analyses on single item and composite scale level were

calculated using CTT and IRT, multigroup CFA analyses and corre-

lation analysis results Internal consistency value for the overall scale

(Cronbach‘s Alpha) reach 0.92, with excellent internal consistencies

of both test-half’s (0.92). Confirmatory factor analysis indicated a

sufficient fit for the single factor solution, whereas the solution with 3

included different (2 items each) and a higher-order factor indicates

excellent fit (RMSEA = 0.066; CFI = 0.974). Assessment of mea-

surement invariance on country level reaches metric invariance of the

groups on country level (RMSEA = 0.073, CFI = 0.963), scalar

invariance was not confirmed, Validity of the short-form measure can

be assumed, e.g. as it indicated by its association with single-item on

general health care satisfaction (0.50) and the CSQ score (0.64).

Association between all three subscale scores and both convergent

validation indicators point in the same direction (YHC single item:

0.46-.48; CSQ: 0.58-.62). Respective correlation coefficients on

country level appears to be largely comparable. Conclusions: The

scale has proven to be applicable in intercultural context, displaying a

meaningful measurement invariance across countries. The YHC-SUN

short form could be used brief measure for satisfaction with health

care is needed in international studies addressing children, adoles-

cents and young adults with chronic health conditions.

(1065) Differential item functioning by language for PROMIS
physical function items: application of a confirmatory factor
approach for ordered categorical responses

John Peipert, PhD, Northwestern University, Chicago, IL, United

States; Aaron Kaat, PhD, Northwestern University, Chicago, IL,

United States; Benjamin Schalet, PhD, Northwestern University,

Chicago, IL, United States; Felix Fischer, PhD, Charité -

Universitätsmedizin Berlin, Berlin, Germany; Sandra Nolte, PhD,

Charité - Universitätsmedizin Berlin, Berlin, Germany; Caroline

Terwee, PhD, VU University Medical Center, Amsterdam,

Netherlands; David Cella, PhD, Northwestern University, Chicago,

IL, United States

Aims: To determine whether there is differential item functioning

(DIF) between United States (US) English, German, and Dutch ver-

sions of PROMIS Physical Function items using a recently-

developed, innovative procedure for ordered categorical responses

with confirmatory factor analysis (CFA) models developed by Wu

and Estabrook (2016). Methods: We examined DIF on 19 PROMIS

Physical Function items when administered in US English (n = 808),

German (n = 266), and Dutch (n = 1995) individuals. We fit multiple

group, CFA models (one factor) for categorical items (weighted least

squares with mean and variance adjustment estimation) with

increasingly restricted model parameters across groups: Model 1—

invariant residual variances; Model 2—adding invariant factor load-

ings; Model 3—adding invariant item thresholds; and Model 4—

adding invariant intercepts. Next, starting with Model 4, we freed

factor loadings and thresholds item-by-item to determine if DIF

impacted factor means. Model fit was compared with corrected v2
difference tests and the comparative fit index (CFI). Comparisons

between US English versus German and US English versus Dutch

were made separately. For each set of comparisons, the factor mean of

the English group was set to 0 and standardized means in the other

group were estimated. Results: The one factor, multi-group CFA

model fit the 19 items well with a CFI of 0.99, suggesting unidi-

mensionality. For comparisons of US English to German and Dutch

administered items, all v2 difference tests between Models 1–4 were

statistically significant (p\ 0.05). CFI remained stable between the

models, with differences ranging between - 0.001 and 0.003 for US

English versus German and 0 and 0.006 for US English versus Dutch

indicating that model fit did not decrease much or at all with addi-

tional invariance constraints. When loadings and thresholds were

released item-by-item in comparison models, differences in factor

means between models were very small, ranging between 0 and 0.041

(US English vs. German) and 0-0.026 (US English vs. Dutch). Con-

clusions: Though statistical tests suggested DIF by US English versus

German and Dutch languages among PROMIS Physical Function

items, differences in factor means were minimal. Further develop-

ment of the approach to ascertain DIF effect size, and compare

relative pros and cons of other DIF detection methods will be

discussed.
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(1067) Life-space assessment scale to assess Portuguese older
adults mobility: cross-cultural adaptation and validation

Liliana Santos Ferreira, Polytechnic Institute of Coimbra, Coimbra

Health School, Coimbra, Portugal; Luı́s Cavalheiro, PT, PhD,

Polytechnic Institute of Coimbra, Coimbra Health School, Coimbra,

Portugal; Francisca Fernandes, PT, MSc, College of Health Alcoitão,

Portugal, Estoril, Portugal; Rui Soles Gonçalves, PT, PhD,

Polytechnic Institute of Coimbra, Coimbra Health School, Coimbra,

Portugal; Pedro Lopes Ferreira, PhD, University of Coimbra, Centre

for Health Studies and Research, Coimbra, Portugal

Aims: To translate and culturally adapt the Life-Space Assessment

(LSA) to the Portuguese language and to determine the main psycho-

metric properties (validity, reliability and responsiveness). Methods:

The Portuguese version of OES was obtained through translations,

back-translations, consensus panels, clinical review and pre-test. In the

initial stage, a sociodemographic characterization questionnaire, SF-

12v2, LSA and ABC, were administered to 520 participants

(74 ± 7 years). In order to assess test–retest reliability, the LSA was

again administered within 1 week (n = 103). Later, the LSA was

administered in the elderly (n = 154), who underwent a four week

intervention of Physiotherapy/Physical Activity. Results: After

obtaining semantic and content equivalence, the Portuguese version of

the LSA showed acceptable internal consistency values (Cronbach’s

Alpha 0.69) and good test–retest reliability (ICC 0.896). The LSA

showed a strong correlationwith the physical function dimension of SF-

12v2 and with the ABC-scale, a moderate correlation with age, the

physical and emotional performance dimension and with the SF-12v2

physical summary measure, and a weak correlation with the remaining

dimensions and with the SF-12v2 mental summary measure. The LSA

showed discriminant validity regarding sex, use and type of walking

aids, presence of health problems and the occurrence of falls in the last

year, type of residence, and BMI (p\ 0.05). Regarding to Respon-

siveness and Clinical Significance after intervention with

Physiotherapy/Physical Activity the LSA showed values of Effect Size

Standardized 0.26, Standardized ResponseMean 0.40, standard error of

measurement 8.52, and Minimal Detectable Change (MDC) 24.46.

Conclusions: The Portuguese version of the LSA is a valid and reliable

measure with poor responsiveness. However, further studies are

required to allow reproduction and comparison of results.

(1069) Spanish patient reported outcomes in the 2005–2014
decade: the Bibliopro periodic systematic review

Yolanda Pardo, IMIM- Hospital del Mar Medical Research Institute,

Barcelona, Spain; Cristina Oriol, IMIM- Hospital del Mar Medical

Research Institute, Barcelona, Spain; Olatz Garin, IMIM- Hospital del

Mar Medical Research Institute, Barcelona, Spain; Gemma Vilagut,

IMIM- Hospital del Mar Medical Research Institute, Barcelona,

Spain; Carlos Garcı́a-Forero, CIBER Epidemiologı́a y Salud Pública

(CIBERESP), Barcelona, Spain; Marc Martı́, IMIM- Hospital del Mar

Medical Research Institute, Barcelona, Spain; Itxaso Alayo, CIBER

Epidemiologı́a y Salud Pública (CIBERESP), Barcelona, Spain;

Vı́ctor Zamora-Ruiz, IMIM- Hospital del Mar Medical Research

Institute, Barcelona, Spain; Montserrat Ferrer, IMIM- Hospital del

Mar Medical Research Institute, Barcelona, Spain; Jordi Alonso,

IMIM- Hospital del Mar Medical Research Institute, Barcelona,

Spain; Scientific Committee Bibliopro, Committee, Barcelona, Spain

Aims:BiblioPRO is an online virtual library (http://www.bibliopro.org)

of patient-reported outcomes (PRO) in Spanish. The objective of this

study is to describe the main characteristics of the PRO instruments

developed or adapted into Spanish in the 2005–2014 decade. Methods:

A search strategy was designed for BiblioPRO to use in PudMed/

Medline which consisted in terms related to PROs and a geographic

filter to limit the search to studies carried out in Spain, in the period

2005–2014. Titles and abstracts were reviewed by two experts, with

discrepancy resolution by a third specialist. Information about PRO

instruments’ main characteristics was extracted from selected publi-

cations: target population (age group, gender and culture), construct

measured, and specific disease category based on ICD-10 classification.

Results: 1112 PRO instruments were identified: 17.3% developed in

Spanish and 82.7% adapted (most from English-speaking countries).

The target population was mainly adults (82.5%), while 6.8% were

designed for elders, and 10.7% for kids or adolescents. The most fre-

quently measured construct was health-related quality of life (33%),

followed by symptoms (23%), and treatment-related ones such as

adherence or satisfaction (10.4%). A 70% of the instruments were

disease-specific, being most frequent those assessing mental health

(25%), and nervous (5.8%), genito-urinary (3.2%), or osteo-muscular

(3.2%) systems. Conclusions: The periodic BiblioPRO systematic

review allows the identification of PRO instruments in Spanish and their

characteristics, in order to facilitate the transfer of knowledge, and the

selection and use of these instruments in Spanish-speaking countries.

(1071) Dutch translation and linguistic validation of the U.S.
National Cancer Institute’s Patient-Reported Outcomes version
of the Common Terminology Criteria for Adverse Events (PRO-
CTCAE)

Aaltje E. Veldhuijzen, The Netherlands Cancer Institute, Amsterdam,

Netherlands; Jose S. A. Belderbos, PhD, The Netherlands Cancer

Institute, Amsterdam, Netherlands; Sandra A. Mitchell, PhD,

Outcomes Research Branch, Division of Cancer Control and

Population Sciences, National Cancer Institute, Rockville, MD,

United States; Shawn M. McKown, MA, RWS, East Hartford, CT,

United States; Matthew Lauritzen, BA, RWS, East Hartford, CT,

United States; Elizabeth Yohe Moore, MPH, RWS, East Hartford,

CT, United States; Katherine J. Kim, MPH, Genentech, Inc., South

San Francisco, CA, United States; Iris Walraven, PhD, The

Netherlands Cancer Institute, Amsterdam, Netherlands; Neil K.

Aaronson, PhD, The Netherlands Cancer Institute, Amsterdam,

Netherlands

Aims: The aim of this study was to translate and linguistically vali-

date the U.S. National Cancer Institute’s Patient-Reported Outcomes

version of the Common Terminology Criteria for Adverse Events

(PRO-CTCAE) into Dutch for use in the Netherlands and Flemish-

speaking Belgium. Methods: All 124 items of the PRO-CTCAE item

library were translated into Dutch using established translation pro-

cedures including dual forward translations, reconciliation, back-

translation, reconciliation of the source with the back-translation, and

expert reviews. Harmonization of the translation for use in both the

Netherlands and in Belgium was achieved via an iterative review

process in which the translations were discussed and reconciled by

consensus of linguists and native speakers. The translated PRO-

CTCAE items were completed by a geographically diverse sample of

Dutch (n = 60) and Flemish (n = 40) speaking patients, with a range

in terms of age, educational attainment, and tumor type. Cognitive

debriefing using a semi-structured interview guide probed for com-

prehension and clarity of symptom terms, attributes (frequency,

severity, interference), response choices, and recall of ‘at its worst’

and ‘in the last 7 days’. A threshold was established, a priori, such

that if C 20% of the sample reported comprehension difficulty with

an item, the team would consider revision. Results: No items met the

20% threshold for comprehension problems. Four items underwent

minor revision whereby retesting was not deemed necessary. The item

for stretch marks was poorly understood by 10% of patients and,

based on advice from language consultants, was retested in an addi-

tional 10 patients. Acceptable comprehension was reached by adding
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an additional term in parenthesis. Questions that were formulated

negatively in Dutch, resulting in a double negative when combined

with response choices, were particularly prone to misinterpretation, as

were items on sexual health. The attributes (frequency, severity,

interference), response choices, time recall of ‘the last 7 days’ and ‘at

its worst’ were generally well understood and where therefore not

revised Conclusions: The Dutch PRO-CTCAE has been successfully

developed and linguistically validated in a large and heterogeneous

sample of cancer patients via cognitive interviewing. The next step

will be to psychometrically validate the Dutch PRO-CTCAE for use

in the Netherlands and in Belgium.

(1073) Same language, different culture: differential item
functioning and factor structure of the DISABKIDS-37
questionnaire in Portuguese and Brazilian children/adolescents
with asthma and diabetes

Neuza Silva, PhD, Centre for Research in Neuropsychology and

Cognitive Behavioural Intervention (CINEICC), Faculty of

Psychology and Education Sciences of the University of Coimbra,

Coimbra, Portugal; Claudia dos Santos, Universidade de São Paulo,

Escola de Enfermagem de Ribeirão Preto, Ribeirão Preto, São Paulo,

Brazil; Carlos Carona, Cerebral Palsy Association of Coimbra,

Coimbra, Portugal; Serlyjane Nunes, Universidade Federal do

Maranhão, Departamento de Ciências Fisiológicas, Centro de

Ciências Biológicas e da Saúde, São Luı́s, Maranhão, Brazil; Helena

Moreira, Centre for Research in Neuropsychology and Cognitive

Behavioural Intervention (CINEICC), Faculty of Psychology and

Education Sciences of the University of Coimbra, Coimbra, Portugal;

Claudia Fegadolli, Universidade Federal de São Paulo, Instituto de

Ciências Ambientais, Quı́micas e Farmacêuticas, Departamento de

Ciências Farmacêutica, São Paulo, São Paulo, Brazil; Maria Cristina

Canavarro, Centre for Research in Neuropsychology and Cognitive

Behavioural Intervention (CINEICC), Faculty of Psychology and

Education Sciences of the University of Coimbra, Coimbra, Portugal;

Monika Bullinger, Department of Medical Psychology, University

Medical Center Hamburg-Eppendorf, Hamburg, Germany

Aims: The DISABKIDS Chronic-Generic Module (DCGM-37) is a

multidimensional health-related quality of life (HrQoL) questionnaire

for children/adolescents with chronic conditions, which was simul-

taneously developed in seven European countries (Austria, France,

Germany, Greece, Sweden, the Netherlands, and UK), and sequen-

tially translated in Portugal and Brazil. The Aims: of this study were

to examine the Rasch measurement properties and the differential

item functioning (DIF), as well as the (in)variance of its factor

structure, across the two Portuguese-speaking countries. Methods:

The participants were 564 children/adolescents aged between 8 and

18 years with asthma (317 from Portugal; 78 from Brazil) or diabetes

(94 from Portugal; 75 from Brazil). The patients completed the self-

report versions of the DCGM-37; sociodemographic/clinical data

were collected from their parents/physicians. Results: All items

showed good fit to the Rasch model, with INFIT/OUTFIT val-

ues\ 1.50, except item 6 (Independence) in Brazil and item 34

(Medication) in both countries. Large DIF between the countries was

found for item 1 (Independence), with an absolute difference between

the difficulty parameters of 0.99 logit and a delta Mantel–Haenszel

(DMH) value of 1.79; and moderate DIF were found for eight items,

as suggested by absolute differences between the difficulty parame-

ters[ 0.5 logits and DMH values between 1.03 and 1.50.

Confirmatory Factor Analysis could not replicate the original third-

order factor model with six subscales loading on three domains and

on a latent factor representing overall HrQoL. However, after slightly

modifications, the second-order factor model presented a good fit,

with v2(5) = 14.29, p = 0.014; CFI = 0.99; and RMSEA = 0.06,

confirming the structure with six subscales loading on total score. The

multigroup analysis showed cross-cultural differences on measure-

ment weights. Conclusions: Although there is substantial evidence for

the adequate psychometric performance of both items and subscales

of the Portuguese versions of DCGM-37, the results also highlight the

importance of addressing cross-cultural differences when examining

pediatric HrQoL outcomes. To ensure the cross-cultural validity of

the questionnaires in European and non-European countries beyond

those who have participated in the original DISABKIDS project,

these results should be replicated in larger samples, including dif-

ferent sequential language versions and chronic conditions.
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(1075) Knee Outcome Survey - Sports Activity Scale
questionnaire in Portuguese athletes with anterior cruciate
ligament injury or reconstruction: cross-cultural adaptation
and validation

Rui Soles Gonçalves, PT, PhD, Polytechnic Institute of Coimbra,

Coimbra Health School, Coimbra, Portugal; Joana Oliveira Rosado,

PT, MSc, Rainha Santa Isabel Center, Diocesan Caritas of Coimbra,

Coimbra, Portugal; Luı́s Manuel Cavalheiro, PT, PhD, Polytechnic

Institute of Coimbra, Coimbra Health School, Coimbra, Portugal;

Pedro Lopes Ferreira, PhD, University of Coimbra, Centre for Health

Studies and Research, Coimbra, Portugal; João Páscoa Pinheiro, MD,

PhD, University of Coimbra, Faculty of Medicine, Coimbra, Portugal;

Jan Cabri, PT, PhD, Norwegian School of Sport Sciences, Department

of Physical Performance, Oslo, Norway

Aims: The purpose of this study was to translate and culturally adapt

the Knee Outcome Survey-Sports Activity Scale (KOS-SAS) to the

European-Portuguese language and to assess its internal consistency,

reproducibility and construct validity. Methods: The cross-cultural

adaptation process included double forward and backward transla-

tions, expert panel meetings and a pilot test. The Portuguese KOS-

SAS, Knee Outcome Survey-Activities of Daily Living Scale (KOS-

ADLS) and Medical Outcomes Study—36 item Short Form (SF-36)

questionnaires, and a brief demographic and clinical form were

administered to 110 athletes with anterior cruciate ligament (ACL)

injury or reconstruction. Results: Internal consistency of the KOS-

SAS was high (Cronbach’s alpha coefficient 0.95). Reproducibility,

tested in a subgroup of 78 athletes who completed the KOS-SAS on

two occasions, with an interval of 48- to 96-h, was also high (intra-

class correlation coefficient 0.87). The confirmation of four a priori

hypotheses about expected correlations between KOS-SAS, KOS-

ADLS and SF-36 subscales indicated good construct validity. Con-

clusions: The Portuguese version of the KOS-SAS is a reliable and

valid outcome measure for athletes with ACL injury or

reconstruction.

(1077) The importance of concept elaboration guides in linguistic
validation and recommendations for development

Shawn McKown, RWS Life Sciences, East Hartford, CT, United

States; Barbara Brandt, RWS Life Sciences, East Hartford, CT,

United States; Tim Poepsel, RWS Life Sciences, Chicago, IL, United

States; Elizabeth Yohe Moore, RWS Life Sciences, Chicago, IL,

United States; Elizabeth McCullough, RWS Life Sciences, East

Hartford, CT, United States

Aims: Concept elaboration guides provide important guidance for

linguists and interviewers during the linguistic validation process. The

objective of this study was to review and analyze concept elaboration

guides created for Clinical Outcomes Assessments (COAs), and

identify the most beneficial approaches from a localization and cog-

nitive interview perspective. Methods: Thirty (30) recent concept

elaboration guides created for linguistic validation projects involving

translation, harmonization and cognitive debriefing interviews were

reviewed. For each, the elements of the COA document for which

concept elaboration would be most highly recommended were iden-

tified. Results: Our review identified the most critical elements of

concept elaboration guides to be item-level elaborations on each

question’s intent, an explanation of recall periods, and elaboration on

response sets. Additional critical elements include term-level expla-

nations of colloquial language and guidance on conceptually

equivalent alternatives for localization (e.g., activities, household

objects, garments, etc.). Item-level elaborations provide valuable

guidance on what each question Aims: to measure, which is essential

for accurate data pooling across translated questionnaires. Ideally,

developers should provide this insight to the linguistic validation

vendor. Guides provided by questionnaire developers analyzed in this

review included the most insightful details about the intent of items,

often informed by actual trial subject data. When available, this

developer guidance can result in fewer linguist queries during trans-

lation and harmonization and subsequently fewer revisions as a result

of cognitive debriefing interviews, thereby reducing the turnaround

time of validated translation completion. Conclusions: A useful

concept elaboration guide includes item-level elaborations, explana-

tions of colloquial language and guidance on localization (i.e.,

conceptually equivalent alternatives), as well as guidance on creating

balanced response sets and clear recall periods. Our analysis indicates

that, ideally, developers should provide these guides to the linguistic

validation vendor. Increased developer involvement in this way, as

well as insight from actual trial data or focus groups during ques-

tionnaire development, results in the most valuable guidance for

linguists regarding the intent of the questionnaire items and the

specific constructs they aim to measure.

(1079) Dutch and Danish translation and cultural adaption
of the WOUND-Q

Tert van Alphen, MD MBA, Brigham and Women’s Hospital.

Harvard Medical School., Boston, MA, United States; Emiel van

Haren, MD, Catharina Hospital, Eindhoven, Netherlands; Lotte

Poulsen, MD, Odense University Hospital, Odense, Denmark; Jens

Ahm Sørensen, MD PhD, Odense University Hospital, Odense,

Denmark; Anne Klassen, DPhil, Mc Master University Hamilton,

Hamilton, Ontario, Canada; Maarten Hoogbergen, MD PhD,

Catharina Hospital, Eindhoven, Netherlands; Andrea Pusic, MD PhD,

Brigham and Women’s Hospital. Harvard Medical School.Jens Ahm

Sorensen, Boston, MA, United States

Aims: The WOUND-Q is a new patient-reported outcome (PRO)

instrument to evaluate outcomes of treatment in chronic wounds

patients. The purpose of this abstract is to present the findings for the

translation and cultural adaptation of the WOUND-Q from English

into Dutch and Danish. Methods: Translation and cultural adaptation

of the Dutch and Danish versions of the WOUND- Q follows the

rigorous guidelines set forth by the International Society for Phar-

macoeconomics and Outcomes Research (ISPOR) and World Health

Organisation (WHO). These guidelines involve the following: 2 for-

ward translations, 1 back translation, an expert panel meeting and

cognitive debriefing interviews with patients. The focus is to develop

conceptually similar rather than literal translations, and to translate

items, instructions, and response options in a clear and simple for-

mulation that is understandable to all patients. Results: The final

version of the WOUND-Q consists of 228 items in 16 scales. To-date,

2 forward translation of the Dutch version have been prepared.

Findings from the forward translation showed that the two indepen-

dent translators had different views on the language, which required

discussion to reach consensus. For example: the choice to address the

patient in an informal way. The scale with the greatest number of

items where discrepancies were found was psychological. The final

Dutch and Danish versions of the WOUND-Q will be completed by

May 2018 and results from this study will be presented for the first

time at the 25th ISOQOL annual conference. Conclusions: The

translation and cultural adaptation process is an essential step to

adapting PROs for use in another language or culture. The linguistic

translation process will lead to a conceptually equivalent Dutch and

Danish version of the WOUND-Q. Next steps will involve a field-test

in a large sample of chronic wound patients in the US, Canada, the

Netherlands and Denmark. results from the field-test will be used to

determine the psychometric properties of the scales.
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Neurological Conditions

(1081) Implementation of the PREM ‘this is how I feel about it!’
in a long-term care facility for people with acquired brain
injuries. An embedded case study

Marjolein van Rooijen, Maastricht University, Maastricht,

Netherlands; Albine Moser, PhD, Zuyd University of applied

sciences, Heerlen, Netherlands; Stephanie Lenzen, MSc, Zuyd

University of applied sciences, Heerlen, Netherlands; Anna

Beurskens, PhD, Prof, Zuyd University of applied sciences, Heerlen,

Netherlands

Aims: For people with acquired brain injury communication about

what type of care is needed and wanted, and how the received care is

experienced is challenging due to cognitive and communication

problems. The aim of the study is to identify how the PREM’This is

how I feel about it’ is actually implemented at micro-, meso- and

macro level and what gaps exist. Methods: A single case-study design

was performed as described by Yin (2014). The case is ‘Stichting

Gehandicaptenzorg Limburg’ (SGL), an organization for people with

acquired brain injury. Data were collected by: documentation, direct

observations and fieldnotes, interviews and focus group discussions.

The PREM ‘This is how I feel about it’ incorporates 10 topics

(feelings, body, family, friends and relatives, joining in, help, home,

doing, choosing and feeling safe) and consists of a conversation list

and pictograms. The ideology lies in establishing an open dialogue,

suitable and comprehendible for the client at a convenient moment

and place.The Consolidated Framework for Implementation Research

(CFIR) (Damschroder et al. 2009) was used to guide the study. The

CFIR, based on available evidence of implementation science, has

five domains: intervention, outer setting, inner setting, individuals and

implementation process. Within these five domains, 26 subdomains

provide in-depth focus. Data were analysed using mainly deductive

content analysis complemented with inductive content analysis.

Results: The first analyses show that all stakeholders appreciate the

more qualitative approach and use of pictograms of the PREM. The

process of administration is not embedded in routine care and not

uniform; the ideology of the PREM demands freedom in planning,

structure and execution, whereas caregivers ask for more guidance

and rules. Caregivers need more support in using communication

tools and creating a communication friendly environment to support

the dialogue. They also indicate that there is confusion on the addi-

tional benefit of the measurement on meso- and macro-level since

they have no insight in what is done with the information. Conclu-

sions: An integrated strategy focussed on more domains is needed for

successful implementation on micro-, meso and macro-level.

(1083) Do generic preference-based measures capture what is
important to the quality of life of people with Parkinson’s
Disease?

Ayse Kuspinar, BSc(PT), MSc, PhD, McMaster University,

Hamilton, Ontario, Canada; Kedar Mate, MSc, PhD(c), McGill

University, Montreal, Quebec, Canada; Nancy Mayo, BSc(PT), MSc,

PhD, McGill University, Montreal, Quebec, Canada

Aims: The three most widely used preference-based measures are the

Health Utilities Index Mark 2 and 3 (HUI2 and HUI3), the EuroQol-

5D (EQ-5D) and the Short-Form-6D (SF-6D). In line with guidelines

for economic evaluation from agencies such as the National Institute

for Health and Clinical Excellence (NICE) and the Canadian Agency

for Drugs and Technologies in Health (CADTH), these measures are

currently being used to evaluate the cost-effectiveness of different

interventions in Parkinson’s Disease (PD). The objective of this study

is to estimate the extent to which generic preference-based measures

capture important domains that are affected by PD. Methods: A total

of 76 patients with PD were interviewed on an individualized measure

of quality of life, the Patient Generated Index (PGI). The domains

identified with the PGI were then classified and grouped together

using the World Health Organization’s International Classification of

Functioning, Disability and Health (ICF), and mapped onto the HUI2,

HUI3, EQ-5D and SF-6D. Results: The sample had a mean age of 69

(standard deviation 9) and were predominantly men (59%). Mean

number of years since symptom onset was 8, and since diagnosis was

6. Patients voiced 26 areas of quality of life that were most affected

by their PD, with the top domains being dexterity (36%), walking

(28%), sleep (25%), fatigue (24%), cognition (21%), tremor (21%),

sports (21%), depression (17%), self-care (16%), speech (14%), and

socializing (14%). The SF-6D included the most number of domains

(44%), followed by the HUI2 and EQ-5D (39%), and HUI3 (33%).

Conclusions: The PGI allowed people with PD to express a range of

quality of life concerns. Although generic preference-based measures

included certain items that were important to people with PD, there

were several that were missing. An important consequence of this is

that if important domains are missing from generic measures, the

value derived will be higher than the real impact creating invalid

comparisons across interventions and populations. Ideas for future

directions that build directly from this work are the use of PD specific

‘‘bolt-on’’ items or the development of PD specific preference-based

measures.

(1085) International validation of the Spanish version
of the Parkinson’s Disease Sleep Scale 2 (PDSS-2)

Carmen Rodrı́guez-Blázquez, Instituto de Salud Carlos III, Madrid,

Spain; John Wetmore, Instituto de Salud Carlos III, Madrid, Spain;

Marcos Serrano-Dueñas, Medicine Faculty, Pontifical Catholic

University of Ecuador, Neurological Service, Carlos Andrade Marin

Hospital., Quito, Ecuador; Ivon Pedroso, International Neurological

Restoration Center (CIREN), Havana, Cuba; Juan Carlos Martı́nez-

Castrillo, Neurology Department, IRYCIS, Ramón y Cajal Hospital,

Madrid, Spain; Oscar Bernal, Military Hospital, Santa Fe de Bogotá

Foundation, Bogotá, Colombia; Tomoko Arakaki, Movement

Disorders Section, Department of Neurology, Ramos Mejı́a Hospital,

Buenos Aires,Argentina; Nélida Garretto, Movement Disorders

Section, Department of Neurology, Ramos Mejı́a Hospital, Buenos

Aires, Argentina; Mayela Rodrı́guez-Violante, Movement Disorders

Unit. National Institute of Neurology and Neurosurgery, México City,

Mexico; Vı́ctor Campos, Neurology Department, Vithas-Málaga

Hospitals, Málaga, Spain; Ingrid Estrada-Bellmann, University

Hospital, Monterrey, Mexico; Christopher Cerda, University

Hospital, Monterrey, Mexico; Francisco Vivancos-Matellano,

University Hospital La Paz, Madrid, Spain; Jorge Uriel Máñez-Miró,

University Hospital La Paz, Madrid, Spain; Pablo Martı́nez-Martı́n,

Instituto de Salud Carlos III, Madrid, Spain

Aims: Sleep disorders are frequent in Parkinson’s disease (PD) and

cause of quality of life deterioration. The aim of this study is to

analyze the psychometric properties of the Spanish version of the

patient-reported Parkinson’s Disease Sleep Scale 2 (PDSS-2). Meth-

ods: Multicenter study with 377 PD patients, recruited from clinics in

Spain, Mexico, Cuba, Ecuador, Colombia and Argentina and assessed

with the PDSS-2 and other clinical and patient-reported outcomes

measures, such as Hoehn & Yahr (HY) staging system, Non-Motor

Symptoms Scale (NMSS), Scales for Outcomes in Parkinson’s Dis-

ease (SCOPA)-Sleep, and Hospital Anxiety and Depression Scale

(HADS). The following psychometric properties were assessed: fea-

sibility/acceptability, reliability (internal consistency, inter-rater, and

retest), and construct validity. Results: The sample, with a mean age

of 67.82 years (standard deviation, SD: 10.91), had 56.8% men.

Duration of PD was 9.38 years (SD: 5.91), and median HY stage was
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2 (39.3% patients, inter-quartile range: 1–3). The average total score

on the PDSS-2 was 14.35 (SD: 9.22, observed range: 0–51). Feasi-

bility/acceptability of PDSS-2 were satisfactory, although all items

presented floor effect. Total score did not have floor/ceiling effects

and its skewness was within acceptable limits. Cronbach’s alpha was

0.83, item-total corrected correlation ranged 0.25–0.61, and item

homogeneity was 0.25. Intra-class correlation coefficient was 0.81 for

inter-rater reliability and 0.92 for the retest. PDSS-2 had a correlation

coefficient of 0.60 with SCOPA-Nighttime sleep, 0.53 with NMSS

domain 2 (Sleep/fatigue), and 0.50 with HADS-subscale Anxiety.

PDSS-2 showed no significant differences by sex or age, but its scores

increased significantly by disease severity (HY stages, p\ 0.001).

Conclusions: The Spanish version of PDSS-2 is a feasible, acceptable,

reliable, and valid rating scale for assessing sleep disorders in PD

patients.

(1087) Measurement of treatment goals, treatment benefit,
and disease burden in multiple sclerosis: validation of a new tool
set

Helen Beckmann, University Medical Center Hamburg, Hamburg,

Germany; Matthias Augustin, Prof. MD, University Medical Center

Hamburg, Hamburg, Germany; Jana Poettgen, Ph.D., University

Medical Center Hamburg, Hamburg, Germany; Christoph Heesen,

Prof. Dr., University Medical Center Hamburg, Hamburg, Germany;

Christine Blome, Ph.D., University Medical Center Hamburg,

Hamburg, Germany

Aims: Development and validation of two new questionnaires mea-

suring patients’ treatment goals, treatment benefits, and health-related

quality of life (HRQoL) in multiple sclerosis (MS). Methods: The two

questionnaires ‘‘MS-QOL’’ and ‘‘Patient Benefit Index for MS’’ (PBI-

MS) were developed using a multi-step approach, which comprised

an open item collection, a multidisciplinary expert panel and cogni-

tive debriefing. While the MS-QOL asks for impairments due to MS,

the PBI-MS evaluates the importance and achievement of treatment

goals related to those impairments. Both tools were evaluated for

reliability, construct validity, and responsiveness in a longitudinal

validation study in Germany with 100 patients with MS at baseline

(onset of relapse treatment) and 83 at follow-up (about 14 days later).

Results: The instruments cover physical, mental, social, work- and

treatment-related impairments. Internal consistency of the MS-QOL

was high at baseline and follow-up (Cronbach’s a = 0.94, 0.93).

Convergent validity was supported by the direction and magnitude of

associations with disease-specific and generic instruments. Correla-

tions with change in convergent criteria were strong, indicating

responsiveness. As expected, the ‘‘Hamburg Quality of Life Ques-

tionnaire in MS’’ (HAQUAMS) total score showed the strongest

associations with the MS-QOL, both cross-sectionally and longitu-

dinally (r = 0.86, 0.67, p\ 0.001). Weaker associations were found

with subjective health as measured with EQ-5D-3L and EQ-VAS (r =

- 0.56, - 0.49, p\ 0.001). The MS-QOL successfully distinguished

between patient groups with different disease severity according to

the clinician-rated ‘‘Expanded Disability Status Scale’’ (EDSS).Reli-

ability of the PBI-MS was also high (a = 0.90). The PBI-MS total

score on treatment benefit showed high correlations with patients’

global impression of change (r = 0.60, p\ 0.001). Significant,

moderate-to-high correlations were found with change in subjective

health (r = 0.55–0.61, p\ 0.001) and lower correlations with change

in disease-specific HRQoL as measured with the HAQUAMS (r =

- 0.36, p\ 0.01). Conclusions: The MS-QOL and the PBI-MS were

found to be reliable, valid, and responsive. Their potential advantage

over existing measures is that they have been developed strictly on the

basis of patient input and that they capture treatment goals, treatment

benefits, and disease burden in different areas of life.

(1089) Broadening the evaluative scope of economic evaluations:
investigating the construct validity and responsiveness
of the ICECAP-O instrument in Parkinson’s disease

Yiqiao Xin, Health Economics and Health Technology Assessment

(HEHTA), Institute of Health and Wellbeing, University of Glasgow,

Glasgow, United Kingdom; Jim Lewsey, Health Economics and

Health Technology Assessment (HEHTA), Institute of Health and

Wellbeing, University of Glasgow, Glasgow, United Kingdom;

Richard Gray, Clinical Trial Service Unit and Epidemiological

Studies Unit, University of Oxford, Oxford, United Kingdom; Carl

Clarke, Institute of Applied Health Research, University of

Birmingham, Sandwell and West Birmingham Hospitals NHS Trust,

Birmingham, United Kingdom; Joanna Coast, School of Social and

Community Medicine, University of Bristol, Bristol, United

Kingdom; Caroline Rick, Birmingham Clinical Trials Unit (BCTU),

Institute of Applied Health Research, University of Birmingham,

Birmingham, United Kingdom; Emma McIntosh, Health Economics

and Health Technology Assessment (HEHTA), Institute of Health and

Wellbeing, University of Glasgow, Glasgow, United Kingdom

Aims: Parkinson’s impacts on quality of life (QoL) have been well

documented however relatively little research has explored how such

impacts can be adequately valued and incorporated for use in eco-

nomic evaluations. This research aimed to evaluate the potential of a

generic preference-based capability-wellbeing measure, ICECAP-O,

in terms of its construct validity and responsiveness in this population.

Methods: 1237 and 1023 participants in the PD MED RCT were

included in the construct validity and responsiveness assessments,

respectively. Construct validity was tested regarding the ability of the

ICECAP-O to differentiate between early and later disease groups,

and ICECAP-O’s correlation with the EQ-5D-3L and the Parkinson’s

QoL and wellbeing instrument, the PDQ-39. Assessment of respon-

siveness examined the extent to which the ICECAP-O is sensitive to

the change in Parkinson’s severity (using Hoehn & Yahr), the eight

dimensions and summary scores of PDQ-39, using effect size statis-

tics and the correlation methods. Results: The adjusted mean

ICECAP-O score in the early group was 0.067 (95% CI 0.041, 0.093)

higher than the later group. The later group was approximately twice

as likely to respond with a lower level of capability in the attributes

‘security’, ‘role’, ‘enjoyment’ and ‘control’ than the early group. The

ICECAP-O score correlated slightly more strongly with the PDQ-39

score than the EQ-5D-3L, for both the cross-sectional and the change

score. Similarly, the ICECAP-O was slightly more responsive to the

change in general health and wellbeing as measured by PDQ-39-SI,

and in contrast, EQ-5D-3L was slightly more responsive to the change

of motor symptoms. Conclusions: This study established the construct

validity and responsiveness of the ICECAP-O instrument in Parkin-

son’s. It demonstrated that ICECAP-O could provide rich information

regarding the capability-wellbeing attributes in Parkinson’s beyond

those health focused QoL attributes reflected by the EQ-5D-3L

instrument, while as a subjective wellbeing measure, its sensitivity to

the change of specific health and QoL impacts of Parkinson’s has

been shown to be not inferior to the EQ-5D-3L. To realise the

potential use of ICECAP-O in decision making, future research

should address barriers such as the lack of a threshold related to

ICECAP-O derived benefits.

(1091) The experience of physical activity for children
with epilepsy from the child’s and parent’s perspective using
the International Classification of Functioning, Disability,
and Health

Jessica Willis, School of Medicine, National University of Ireland,

Galway, Galway, Ireland; Lauren Hophing, Michael G. Degroote

School of Medicine, McMaster University, Hamilton, Ontario,
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Canada; Gabriel M Ronen, Department of Pediatrics, McMaster

University, Hamilton, Ontario, Canada

Aims: Physical-activity has demonstrated multiple benefits. However,

studies in children with epilepsy are lacking. We aim to demonstrate

(i) the impact that a walking program has on children with epilepsy and

(ii) the facilitators and barriers to implementing and sustaining the

program using the International Classification of Functioning, Dis-

ability and Health (ICF). Methods: Data was gathered from semi-

structured interviews conducted with the intervention group of a ran-

domized controlled trial to study the effect of enhanced physical-

activity on children with epilepsy. Participants were aged 8–14 with

epilepsy. Children wore an Activity-Tracker for a year and received

motivational coaching via phone calls during the first six-months to

encourage reaching their step goal, which they attempted to maintain

for the following six-months. Nine participants and one parent/child

were interviewed at six-months. Eleven participants and one par-

ent/participant were interviewed at twelve-months. Data collection and

analysis were approached using a phenomenological framework and

coded according to the ICF. The institutional REB approved this study.

Results: Key findings of the effects of exercise from the participants’

and parents’ perspective are listed in Table 1. In addition, parents

experienced increased awareness into their physical activity, emotional

support, and improvement of the family’s attitude towards activity.

Participants developed tactics to achieve their goals like motivational

strategies, mindfulness, and adopted leisure and recreational modifi-

cations. The ICF was used to differentiate personal factors from other

ICF components, thus building on the original foundations of the

framework and clarifying ambiguity between components. Conclu-

sions: Physical-activity had positive effects in many aspects of the lives

of the participants and their parents. The ICF was a useful and effective

framework for coding qualitative research.

(1093) Rasch analysis of the Oswestry disability index in patients
with pain caused by thoracolumbar degenerative spinal disease

Jussi Repo, Department of Surgery, Central Finland Central Hospital,

Jyväskylä, Finland; Kati Kyrölä, MD, PhD, Department of Surgery,

Central Finland Central Hospital, Jyväskylä, Finland; Jari Ylinen,

MD, PhD, Department of Physical Medicine and Rehabilitation,

Central Hospital of Central Finland, Jyväskylä, Finland; Liisa

Pekkanen, MD, PhD, Department of Surgery, Central Finland Central

Hospital, Jyväskylä, Finland; Mike Horton, PhD, Psychometric

Laboratory for Health Sciences, University of Leeds, Leeds, United

Kingdom; Arja Häkkinen, PhD, Department of Health Sciences,

University of Jyväskylä, Jyväskylä, Finland

Aims: The Oswestry disability index (ODI) is a 10-item scale

designed to measure the disability related to lower back pain. We

aimed to study the psychometric properties of the Finnish version of

the ODI among patients with degenerative spinal disease who have

lower back pain and/or radiculating pain. Methods: Altogether 847

patients sought orthopedic consultation from our spinal clinic in a

tertiary referral hospital. ODI data was derived from 637 adult out-

patients (participation rate, 75.2%) who suffered from thoracolumbar

degenerative spinal disease with lower back and/or radiculating pain.

Main diagnosis was nerve root compression (48.2%), degenerative

spine disease (without known deformity) (31.1%), spondylolisthesis

(15.4%), scoliosis or kyphosis (5.3%). All participants (n = 637)

signed an informed consent according to the Helsinki Declaration.

Rasch Measurement analytic techniques were carried out using the

RUMM2030 software. Results: Each item has six response categories,

and results indicated correctly functioning threshold distributions in

8/10 of the items. Item 2 (‘‘Personal care—washing, dressing etc) was

found to be potentially misfitting. Dependency was apparent, but the

scale displayed good coverage and targeting. Person separation index

was 0.87 implying high reliability. Conclusions: The findings

encourage the use of the ODI in assessing lower back pain disability.

Although the findings reveal minor deficiencies in the measurement

structure within the Rasch model, the scale performs well in this large

and representative sample of patients with degenerative spinal disease

that causes lower back pain and/or radiculating pain.

(1097) Blog reviews as a supplemental method to identify
symptoms and impacts of systemic amyloidosis

Josephine Park, MPH, MBA, GlaxoSmithKline, Collegeville, PA,

United States; Katy Benjamin, PhD, ICON, Gaithersburg, MD,

United States; Jennifer Devlen, PhD, ICON, Gaithersburg, MD,

United States; Ryan Murphy, PhD, ICON, Gaithersburg, MD, United

States; Christina O’Donnell, PhD, ICON, Gaithersburg, MD, United

States; Robyn von Maltzahn, GlaxoSmithKline, London, United

Kingdom; Kelly Lipman, MPH, ICON, Gaithersburg, MD, United

States

Aims: To identify important symptoms and impacts relevant to

amyloidosis patients, Methods: Targeted literature and blog review

were conducted Results: The targeted literature search yielded 25

publications for data extraction. Eight patient/caregiver blogs

describing the experiences of 8 unique patients were identified.

Conclusions: When seeking patient experience data, social media

reviews should be considered as a companion method to inform or

confirm data from other sources - particularly in rare disease popu-

lations where literature is sparse, and few patients are available for

research studies.

(1099) Patient-reported outcome (PRO) measure-based algorithm
for clinical decision support in epilepsy outpatient follow-up:
a test–retest reliability study

Liv Marit Valen Schougaard, AmbuFlex, Regional Hospital West

Jutland, Herning, Denmark; Annette de Thurah, Department of

Rheumatology, Aarhus University Hospital, Aarhus, Denmark; David

Høyrup Christiansen, Department of Occupational Medicine,

Regional Hospital West Jutland, Herning, Denmark; Niels Henrik

Hjøllund, WestChronic, Occupational Medicine, Regional Hospital

West Jutland, Herning, Denmark

Aims: Patient-reported outcome (PRO) measures have been used in

epilepsy outpatient clinics in Denmark since 2011. The patients’ self-

reported PRO data are used by clinicians as a decision aid to support

whether a patient needs contact with the outpatient clinic or not based

on a PRO- algorithm. Validity and reliability are fundamental to any

PRO measurement used at the individual level in clinical practice.
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The aim of this study was to evaluate the test–retest reliability of the

PRO- algorithm used in epilepsy outpatient clinics and to analyse

whether the method of administration (web and paper) would influ-

enced the result. Methods: Outpatients with epilepsy aged 15 years or

more from three epilepsy outpatient clinics in Central Denmark

Region were included from August 2016 to April 2017. The partici-

pants completed questionnaires at two time-points and were randomly

divided into four test–retest groups: web–web, paper–paper, web-

paper, and paper-web. Reliability was assessed by kappa statistics and

agreement by percentage. Results: A total of 554 patients completed

the questionnaire at two time points. Weighted kappa with squared

weight was 0.67 (95% CI 0.60; 0.74) for the pooled PRO- algorithm,

and perfect agreement was observed in 82% (95% CI 78; 85%) of the

cases. In total, 166 patients completed web–web, 112 paper–paper,

239 web-paper, and 37 paper-web. There was a tendency towards

higher test–retest reliability and agreement estimates within same

method of administration (web–web or paper–paper) compared to a

mixture of methods (web-paper and paper-web). Conclusions: The

PRO- algorithm used for clinical decision support in epilepsy out-

patient clinics showed moderate to substantial test–retest reliability.

Different methods of administration produced similar results, but an

influence of change in administration method cannot be ruled out.

(1101) Patients’ information needs in multiple sclerosis and their
relation with patient profiles

Miguel A. Ruiz, Universidad Autónoma de Madrid, Madrid, Spain;

Virginia Meca-Lallana, MD, Hospital Universitario de La Princesa,

Madrid, Spain; Marı́a Brañas, Phar, Roche Pharma, Madrid, Spain;

Yolanda Higueras, NeuPsi, Instituto de investigación sanitario

Gregorio Marañón, Madrid, Spain; Jorge Mauriño, MD, Roche

Pharma, Madrid, Spain

Aims: The aim of this study was to study the different sources of

information used by multiple sclerosis (MS) patients to search about

their condition and to explore information search profiles with per-

sonal and clinical characteristics. Methods: The InfoSeek-MS

questionnaire was administered to a sample of MS patients in a

multisite national study. The InfoSeek-MS gathered information

about internet channels used to gather information, topics searched,

type of information preferred, search frequency of topics, quality of

information received from specialists and visit frequency, and trust-

worthiness of information. The Expanded disability status scale

(EDSS) and sociodemographic data were also collected. Exploratory

Factor Analysis, Cluster Analysis, Discriminant analisys, ANOVA,

CHAID decision tree analyses were used to explore relations and to

discover existing patient profiles. Results: A sample of 302 MS

patients was recruited at 13 clinical settings; mean age = 42.3 years

(SD = 10.1) and 64% being women. Mean EDSS score was 2.59

(SD = 1.91) and 26% experienced between 1 and 4 relapses in the last

year. Clusters of patients were distinguished with differentiated pro-

files based on their use of internet information resources, their

preference for different types of information, their visiting frequency

of distinct specialists, the perceived quality of information received,

and the reliability endorsed to information. Age and MS severity were

related to different usage profiles, with younger patients more prone

to use more resources, through more channels, about more topics, and

more attached to social networks. More severe patients tend to look

both for more specific and more generic information and for a larger

number of topics. Statistically significant differences among them

were found. Visit frequency to specialists was related with the per-

ceived quality of information received, and frequent visitors could be

distinguished from seldom visitors. Differences between patients

searching for factual information could be differentiated from those

looking for patient experiences. Conclusions: Information needs in

MS showed to be diverse suggesting that different types of patients

prefer to use different sources of information, with varied frequency,

of diverse type and from differentiated specialists. Customizing the

information for different profiles could increase acceptability.

(1103) A new PROMIS physical function short form for use
in relapse and progressive multiple sclerosis types

Paul Kamudoni, Global Evidence & Value Development, Merck

KgaA, Darmstadt, Germany; Christian Henke, PhD, Global Evidence

& Value Development, Merck KgaA, Darmstadt, Germany; Amy

Barrett, MSPH, MA, RTI Health Solutions, Durham, NC, United

States; Ari Gnanasakthy, MBA, MSc, RTI Health Solutions, Durham,

NC, United States; Amtmann Dagmar, PhD, University of

Washington, Seattle, WA, United States; Karon Cook, PhD, Feinberg

School of Medicine, Northwestern University, Chicago, IL, United

States; Jana Raab, MSc, Global Evidence and Value Development,

Merck KgaA, Darmstadt, Germany; Oliver Guenther, PhD, Global

Evidence & Value Development, Merck KgaA, Darmstadt, Germany

Aims: The aim of this research was to develop and validate a short form

based on the PROMIS physical function (PF) item bank, for use in

relapse- and progressive multiple sclerosis (MS) types. Methods: This

research followed a mixed method approach and involved multiple

stages. Step (1) Semi-structured concept elicitation (CE) interviews

were carried out with patients with relapse-MS (n = 14) from the US.

Step (2) Concepts identified from the CE interviewsweremapped to the

PROMIS PF item bank. Subsequently, a panel of neurologists (n = 6)

rated the relevance of the shortlistedMS-relevant items in summarizing

PF in MS. Then, measurement experts assimilated results from the CE

interviews, the neurologists’ panel, with prior information about the PF

item bank (i.e., information functions), to optimize coverage of the PF

continuum by the item pool.Step (3) Cognitive debriefing (CD) inter-

views were carried out with MS patients (n = 24 relapse MS, n = 24

primary progressive MS) from the US.Step (4) Two observational

studies [cross-sectional study at two neurology clinics in the US,

n = 300; and a longitudinal study based on the UK MS Register,

n = 600] to evaluate psychometric properties of the new short form.

Results: Eleven sub-domains relating to PF (activities of daily living,

upper-extremity, lower extremity functioning) were identified from the

CE interviews [mean age = 44.1 years]. Initially, 48 items from the

PROMIS physical function item bank matching concepts from the

patient interviews were identified. Ratings by the neurologist expert

panel (n = 6) designated 38 items as the most relevant. Subsequently,

the measurement experts resolved content overlaps and optimized the

draft measure for targeting and reliability across levels of physical

function, resulting in a total of 26 items. CD interviews confirmed the

comprehensiveness and comprehensibility of the short form. Conclu-

sions: This research has demonstrated that the PF item bank

comprehensively covers all concepts considered relevant for relapse

and progressiveMS.Moreover, the current approach took advantage of

prior empirical evidence related to the item bank, which further facil-

itated optimal targeting of the new short form.

(1105) Mobility measures among individuals with acquired brain
injury (ABI): an umbrella review

Rehab Alhasani, McGill University, Montreal, Quebec, Canada;

Claudine Auger, OT, PhD, Université de Montréal, Montreal,

Quebec, Canada; Matheus de Paiva Azevedo, PT BSc., Federal

University of Rio Grande do Norte, Camara, Brazil; Sara Ahmed, PT,

PhD, McGill University, Montreal, Quebec, Canada

Aims: To conduct an umbrella review of the measurement properties

(i.e., content and construct validity, reliability, responsiveness) and
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the quality of the evidence of mobility measures classified by type of

measure, including self-reported outcomes (SRO), patient-reported

outcomes (PRO), performance/clinician-reported outcomes (PerfRO),

and technology reported outcomes (TechO) among adults with ABI.

A secondary objective was to evaluate the appropriateness of mobility

measures for individuals with ABI[ 65 years old, and that can be

completed by informal caregivers. Methods: An electronic search was

performed in MEDLINE, CINAHL Cochrane and EMBASE followed

by hand searches of the reference lists of included reviews. Eligibility

criteria were systematic reviews of measurement properties of

mobility measures among adults with ABI. Mesh terms included brain

injury, mobility, outcome assessment, psychometrics and rehabilita-

tion. The 10 steps Consensus-based Standards for the Selection of

Health Measurement Instrument (COSMIN) guideline for systematic

reviews was used. The Webber Mobility and ICF frameworks were

used to guide the evaluation of the conceptual framework and

domains assessed. Two independent reviewers screened and retrieved

titles, abstracts, and full texts, according to the inclusion criteria and

extracted the data. Results: The search resulted in 172 systematic

reviews. Initial selection based on title and abstract resulted in 65

articles, and after review of full-text, 17 systematic reviews were

included. In total 196 mobility outcome measures were identified: 39

PROs/SROs, 127 PerfROs, and 30 TechOs. Results to date indicate

test–retest reliability estimates of PROs/SROs (ICC: 0.55–0.89),

PerfROs (ICC: 0.53–0.96), and TechOs (ICC: 0.44–0.97). Estimates

for construct validity were: PROs/SROs (r: 0.62–0.91), PerfROs (r:

0.73–0.89), TechOs (r: 0.47–0.74). Responsiveness was assessed in

seven reviews (PROs/SROs: 28%; PerfROs: 67%; TechOs: 10%).

Final results will be presented. Conclusions: This is the first review to

examine the properties of different types of mobility measures used

among the ABI population. Preliminary results support the reliability

and validity of all types of mobility measures. The results of this

review will be used to provide clinicians and researchers recom-

mendations for the selection of mobility measures, including

appropriate use for specific sub-groups.

(1107) Assessing response shift in health related quality of life
measures when formative indicators are employed

Rosalba Rosato, Università di Torino, Torino, Italy; Silvia Testa,

Department of Psychology University of Turin, Turin, Italy; Daniela

Di Cuonzo, Department of Psychology University of Turin, Turin,

Italy; Eva Pagano, Unit of Clinical Epidemiology, ‘‘Città della Salute

e della Scienza’’ Hospital, Turin, Italy; Giuliana Ritorto, SSCVD

ColoRectal Cancer Unit-Oncologia 1-Department of Oncology ‘‘Città

della Salute e della Scienza’’ Hospital, Turin, Italy; Marcello Zanini,

SSCVD ColoRectal Cancer Unit-Oncologia 1- Department of

Oncology ‘‘Città della Salute e della Scienza’’ Hospital, Turin,Italy;

Patrizia Racca, SSCVD ColoRectal Cancer Unit-Oncologia 1-

Department of Oncology ‘‘Città della Salute e della Scienza’’

Hospital, Turin, Italy

Aims: In assessing the change in time of patients’ perceived Health

related quality of life (HRQoL), measures may be biased by the

occurrence of Response Shift (RS), i.e. a change in the meaning of

one’s self evaluation of the target construct. RS has been typically

evaluated employing HRQoL constructs measured with reflective

(effect) indicators, i.e. observed variables whose scores are a mani-

festation of the individual score on the latent HRQoL variable.The

aim of the study is to propose a method for assessing the occurrence

of RS when the construct is defined in term of formative (causal)

indicators, i.e. observed variables that determine the meaning of the

construct instead of reflecting it. Methods: A sample of colorectal

cancer patients recruited after diagnosis fulfilled the EORTC QLQ-

C30 questionnaire. Inspired by the Boehmer and Luszczynska model

(2006), functional, emotional, social and quality of life scales were

used to compute three reflective indicators and the Pain and Fatigue

scales were used as formative indicators (Fig. 1). Structural equation

models (SEM) were at first applied to evaluate RS of the reflective

indicators according to the Oort’s procedure (2005), and then to

evaluate RS of the formative indicators, following the procedure

described by Diamantopoulos and Papadopoulos (2010). Results: The

sample was composed by 258 patients who completed the 6-month

follow-up, 53.9% of them received a chemotherapy treatment. There

were not RS on reflective indicators (c2(7) = 12.52, p = 0.085). Two

models with and without constrains on the slopes of the formative

indicators and on the residual variances of the latent variables were

estimated. Both models showed good RMSEA, CFI and SRMR fit

indices and Pain and Fatigue slopes were statistically significant. The

difference c2 test was not statistically significant (c2(3) = 3.71,

p = 0.295), excluding the presence of a response shift also for the

Pain and Fatigue indicators. Conclusions: In the present sample, no

RS occurred in the HRQoL formative measures defined in term of

Pain and Fatigue. The reason could be the short follow-up time and

the heterogeneity of the sample in term of treatment. A further

analysis will assess the presence of RS splitting the sample in more

homogeneous subsamples.

Oesophageal Cancer

(1109) Education level and health-related quality of life
after oesophageal cancer surgery

Anna Schandl, Karolinska Institutet, Stockholm, Sweden; Asif Johar,

Karolinska Institutet, Stockholm, Sweden; Kalle Mälberg, Karolinska

Institutet, Stockholm, Sweden; Pernilla Lagergren, Karolinska

Institutet, Stockholm, Sweden

Aims: The purpose of the study was to investigate whether low

education level was associated with patients’ health-related quality of

life (HRQOL) after oesophageal cancer resection. Methods: This is a

nationwide cohort study in Sweden. In total, 378 patients who

underwent oesophageal cancer surgery in 2001–2005 were followed

up 6 months and 3 years after surgery. HRQOL was assessed by the

European Organisation for Research and Treatment of Cancer Quality

of Life Questionnaire Core-30 (EORTC QLQ-C30) and the oeso-

phageal cancer- specific module (QLQ-OES18). The association

between level of education and HRQOL was calculated with linear

regression models, providing mean score differences and 95% CIs.

Data were analysed separately for women and men. Results: In

general, education level was not associated with HRQOL recovery

after oesophageal cancer surgery. However, when data were stratified

by sex, lower education was associated with worse emotional func-

tion, more symptoms of insomnia and reflux for women, but not for

men. Among women, low education was in general associated with

worse functioning and more symptoms. In the longer term, low
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education indicated worse role function, social function and financial

difficulties for women. Conclusions: For women, low education was

associated with worse HRQOL outcome, particularly in the short term

while no such association was found for men.

(1111) Self-assessed health related quality of life among 10-year
survivors after oesophageal cancer surgery

Cecilia Haddad Ringborg, PhD Student, Karolinska Institute,

Department of Molecular Medicine and Surgery, Surgical Care

Science, Stockholm, Sweden; Asif Johar, Statistician, Karolinska

Institute, Department of Molecular Medicine and Surgery, Surgical

Care Science, Stockholm, Sweden; Pernilla Lagergren, Professor,

Karolinska Institute, Department of Molecular Medicine and Surgery,

Surgical Care Science, Stockholm, Sweden

Aims: Oesophageal cancer has a poor prognosis with a 5-year survival

of 30–40%. The treatment is complex and extensive with a number of

side-effects. Most patients seem to recover in their health related

quality of life (HRQOL) within 5 years of surgery but a subgroup of

patients reports a substantial poor HRQOL in the long term. There is a

need to further investigate HRQOL in the long term in these patients.

This study aimed to investigate HRQOL 10 years after oesophageal

cancer surgery and to compare HRQOL in 10 years survivors with

that of a matched background population in order to find ways to

improve their survivorship. Methods: A prospective, nationwide and

population-based investigation using mixed methods. Data was col-

lected from the Swedish Oesophageal and Cardia Cancer Study with

quantitative measures of HRQOL including a Global quality of life

(QoL) scale. All patients operated on in 2005 who had survived for

10 years (alive 2015) were eligible. Normative data on Global QoL

was collected from a random sample of the background population

(reference population [RP]). Qualitative interviews using content

analysis were performed to get a narrative component. The themes

were then analysed together with and compared to the quantitative

data by using Wilcoxon signed rank test. Results: Eighteen of 22

survivors accepted to participate in the study and 17 were included.

Two final themes were identified from the qualitative analysis;

‘‘Reduced HRQOL’’ (76.5%) and ‘‘Unchanged HRQOL’’ (23.5%).

Also ten categories were created from the interviews. The most sig-

nificant finding was the category ‘‘Fatigue’’ that was expressed by

nine patients (53%) as an impact on their HRQOL. Patients with

‘‘Reduced HRQOL’’ showed a statistically significant worse Global

QoL compared to RP (p = 0.027). Conclusions: This study indicates

that long-term survivors of oesophageal cancer surgery still suffer

from reduced HRQOL 10 years after surgery and also worse HRQOL

than that of a matched background population, with fatigue as one of

the major concerns. There is a need for tailored postoperative support

and rehabilitation for a long time after surgery to counteract reduced

HRQOL in these patients.

(1113) Health-related quality of life during palliative systemic
therapy for oesophagogastric cancer: a systematic review

Jessy Joy van Kleef, MSc, Cancer Center Amsterdam, Academic

Medical Center, University of Amsterdam, Department of Medical

Oncology, Amsterdam, the Netherlands, Amsterdam, Netherlands;

Emil ter Veer, Cancer Center Amsterdam, Academic Medical Center,

University of Amsterdam, Department of Medical Oncology,

Amsterdam, the Netherlands, Amsterdam, Netherlands; Héctor van

den Boorn, Cancer Center Amsterdam, Academic Medical Center,

University of Amsterdam, Department of Medical Oncology,

Amsterdam, the Netherlands, Amsterdam, Netherlands; Mariska

Prins, Cancer Center Amsterdam, Academic Medical Center,

University of Amsterdam, Department of Medical Oncology,

Amsterdam, the Netherlands, Amsterdam, Netherlands; Lok Lam

Ngai, Cancer Center Amsterdam, Academic Medical Center,

University of Amsterdam, Department of Medical Oncology,

Amsterdam, the Netherlands, Amsterdam, Netherlands; Nadia Haj

Mohammad, Department of Medical Oncology, University Medical

Center Utrecht, Utrecht, the Netherlands, Utrecht, Netherlands;

Lonneke van de Poll-Franse, Department of Research, Netherlands

Comprehensive Cancer Organisation (IKNL), Utrecht, the

Netherlands, Utrecht, Netherlands; Aeilko Zwinderman, Department

of Clinical Epidemiology, Biostatistics and Bioinformatics, Academic

Medical Center, Amsterdam, the Netherlands, Amsterdam,

Netherlands; Martijn van Oijen, Cancer Center Amsterdam,

Academic Medical Center, University of Amsterdam, Department of

Medical Oncology, Amsterdam, the Netherlands, Amsterdam,

Netherlands; Hanneke van Laarhoven, Cancer Center Amsterdam,

Academic Medical Center, University of Amsterdam, Department of

Medical Oncology, Amsterdam, the Netherlands, Amsterdam,

Netherlands; Mirjam Sprangers, Amsterdam Public Health, Academic

Medical Center, University of Amsterdam, Department of Medical

Psychology, Amsterdam, the Netherlands, Amsterdam, Netherlands

Aims: Maintaining or improving HRQoL is crucial during palliative

treatment for oesophagogastric cancer. The aim of this systematic

review was to investigate HRQoL during systemic palliative treat-

ment for patients with locally advanced/metastatic oesophagogastric

cancer. Methods: EMBASE, Medline and CENTRAL were system-

atically searched for randomized controlled trials (RCTs) till February

2017 investigating HRQoL in the palliative setting. We included 29

RCTs in the first-line and 8 RCTs in the beyond the first-line treat-

ment setting (N = 10,887 patients). Data were collected at baseline

and follow-up (EORTC, FACT or EQ5D). Meta-analysis with logit

transformation was performed on baseline values. A 10-point differ-

ence was deemed clinically relevant (scale 0-100). Results: In the

first-line treatment setting 10/29 studies reported baseline values of

any HRQoL subscale. EORTC Global Health Status (GHS) ranged

from 43.0 to 68.7 with a pooled baseline value of 57.2 (53.5–60.8). In

the beyond the first-line treatment setting, 4/8 studies reported base-

line values. GHS ranged from 43.6 to 61.5 with a pooled value of 57.7

(55.3–60.0). In the first-line and beyond first-line setting, 28 respec-

tively 7 treatment arms showed a stable mean GHS during treatment,

5 and 1 treatment arms showed an improved mean GHS, 3 and 0

treatment arms showed a deteriorated GHS. For 25 and 10 treatment

arms no or unclear data were reported on the GHS course over time.

Time-to-GHS-deterioration of C 10-points ranged from 2.4 to 4.9

months during first-line systemic therapy without targeted agents.

Between-regimen comparisons showed better HRQoL for irinote-

can + 5-fluorouracil over 5-fluorouracil-alone and over cisplatin + 5-

fluorouracil, for oxaliplatin + capecitabine over capecitabine-alone

and for cisplatin + S-1 over cisplatin + 5-fluorouracil on various

subscales. HRQoL was similar for oxaliplatin + S-1 and oxali-

platin + capecitabine. In the beyond first-line setting, docetaxel-

monotherapy showed better HRQoL over best-supportive-care, doc-

etaxel + cisplatin and docetaxel + S-1. Paclitaxel + ramucirumab

showed better HRQoL than paclitaxel-monotherapy. Conclusions:

Patients with locally advanced/metastatic oesophagogastric cancer

participating in RCTs report an impaired GHS at the start of treat-

ment. Across treatment arms, mean GHS scores remain generally

stable over time. Between-regimen comparisons indicate that first-line

doublets containing oxaliplatin or irinotecan with fluoropyrimidine,

ideally S-1 or capecitabine, showed a favourable HRQoL-profile

compared to other regimens. In the beyond the first-line treatment

setting, ramucirumab + taxane show a favourable HRQoL-profile

over taxane-monotherapy.
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(1115) Extent of dumping symptoms and its association
with malnutrition following surgery for oesophageal cancer

Poorna Anandavadivelan, Karolinska Institutet, Stockholm, Sweden;

Anna Wikman, Reproductive Health, Department ofWomen’s and

Children’s Health, Uppsala University, Uppsala, Sweden; Lena

Martin, Department of Biosciences and nutrition, Stockholm,

Sweden; Claudia Rueb, St Mary’s Hospital, Imperial College

Healthcare NHS Trust, London, United Kingdom; Asif Johar,

Surgical Care Sciences, Department of Molecular medicine and

Surgery, Karolinska Institutet, Stockholm, Sweden; Kalle Malberg,

Surgical Care Sciences, Department of Molecular medicine and

Surgery, Karolinska Institutet, Stockholm, Sweden; Pernilla

Lagergren, Surgical Care Sciences, Department of Molecular

medicine and Surgery, Karolinska Institutet, Stockholm, Sweden

Aims: Oesophagectomy, the curative treatment for oesophageal

cancer is an extraordinarily extensive surgery. Post-surgical malnu-

trition (clinically noticeable weight loss) is a reason for concern and is

associated with several nutrition symptoms. However it is not clear to

what extent dumping syndrome where ingested foods bypass the

stomach producing post-meal gastrointestinal and vasomotor symp-

toms, influences post-surgical malnutrition. This study Aims: to

investigate the prevalence of dumping symptoms (early and late)

experienced by oesophageal cancer survivors at one year from the

time of surgery and its association with post-surgical malnutrition.

Methods: Study design: A nationwide population based prospective

cohort study on patients who underwent surgery for oesophageal

cancer. Data source: OSCAR cohort comprising of patients operated

on for oesophageal cancer in Sweden from 2013 to 2018. Exposure:

Dumping syndrome obtained using a study specific patient reported

outcome measure with 10 commonly described dumping symptoms

with intensities. Dumping syndrome is categorised as early and late

dumping based on when they occur following ingestion of meal.

Outcome: Malnutrition is defined using a nutritional questionnaire

(PG-SGA) and bio-impedance scale (TANITA). Sample size: For

example: with sample size of 210, level of significance 0.05, and

mean HRQOL score difference of C 10 (effect size 5), the study has

[ 95% power. Statistical analysis: Linear logistic regression analysis

will be conducted to determine the association between dumping

syndrome and malnutrition adjusting for potential confounders.

Results: Preliminary results: Among, 220 patients included thus far in

OSCAR, 202 were included. Among the 202 patients, 23% experi-

enced early dumping symptoms (at least 2 symptoms) and 8% had

late dumping (at least 2 symptoms). When intensity was considered,

as many as 12% of patients experienced severe early dumping

symptoms (at least 2 symptoms described as quite a bit or very much)

and 4% of patients had severe late dumping symptoms (at least 2

symptoms described as quite a bit or very much). Conclusions:

Overall dumping syndrome exists in about a third of patients at one

year after surgery for oesophageal cancer. Early dumping is more

common than late dumping at one year after surgery for oesophageal

cancer both for overall and severe symptoms.

(1117) The influence of psychological distress on the recovery
of health-related quality of life in post-operative oesophageal
cancer patients

Yangjun Liu, Surgical Care Science, Department of Molecular

Medicine and Surgery, Karolinska Institute, Karolinska University

Hospital, Stockholm, Sweden; Anna Schandl, Surgical Care Science,

Department of Molecular Medicine and Surgery, Karolinska Institute,

Karolinska University Hospital, Stockholm, Sweden; Sheraz Markar,

Department of Surgery and Cancer, Imperial College London,

London, United Kingdom; Asif Johar, Surgical Care Science,

Department of Molecular Medicine and Surgery, Karolinska Institute,

Karolinska University Hospital, Stockholm, Sweden; Pernilla

Lagergren, Surgical Care Science, Department of Molecular Medicine

and Surgery, Karolinska Institute, Karolinska University Hospital,

Stockholm, Sweden

Aims: Health-related quality of life (HRQOL) is negatively affected

after surgery for oesophageal cancer. It is important to clarify which

factors affecting HRQOL in order to guide healthcare strategies. This

study Aims to clarify the influence of psychological distress including

post-traumatic stress symptoms (PTSS), anxiety and depression on the

recovery of HRQOL in post-operative oesophageal cancer patients.

Methods: Data from an ongoing Swedish nationwide prospective

cohort study of oesophageal cancer patients treated with surgery since

2013 will be used. Patients were asked to complete the Impact of

Event Scale-Revised (IES-R), Hospital Anxiety and Depression Scale

(HADS), the European Organisation for Research and Treatment of

Cancer Quality of Life Questionnaires (EORTC QLQ-C30 and QLQ-

OG25) at 1 year after surgery. Patients were followed up with the

EORTC questionnaires at 1.5 and 2 years after surgery. Repeated

measures ANCOVA model adjusted for potential confounding factors

was used. Results: Preliminary results show that a total of 207 patients

were included in the current study of which 26% reprted psycho-

logical distress at 1 year after surgery. Compared to patients without

psychological distress, patients with such distress seem to have a

poorer recovery of HRQOL. Conclusions: Psychological distress

might negatively affect recovery of HRQOL overtime in post-oper-

ative oesophageal cancer patients. It is important to identify patients

with psychological distress early in the cancer trajectory so as to give

interventions in a timely way.

Tolerability

(1119) PRO-CTCAE in the management of adverse effects
in patients receiving immunotherapy for metastatic melanoma –
an ongoing randomized clinical trial

Lærke K. Tolstrup, Odense University Hospital, Odense, Denmark;

Helle Pappot, MD, PhD, Copenhagen University Hospital,

Rigshospitalet, Copenhagen, Denmark; Karin B. Dieperink, RN, PhD,

Post-doc, Department of Oncology, Odense University Hospital,

Odense, Denmark; Ann-Dorthe O. Zwisler, MD, PhD, Professor,

REHPA – Danish Knowledge Centre for Rehabilitation and Palliative

Care, Nyborg, Denmark; Lars Bastholt, MD, Department of

Oncology, Odense University Hospital, Odense, Denmark

Aims: The primary objective of this study is to examine if melanoma

patients who receive immunotherapy, and report their symptoms

electronically on a weekly basis using the Patient-Reported Outcomes

version of the Common Terminology Criteria for Adverse Event

(PRO-CTCAE) have the frequency of grade 3 or 4 adverse events

reduced compared to patients who receive standard toxicity-moni-

toring. The explorative objective is to examine how patients in the

intervention arm experience self-reporting by conducting individual

interviews and having the patients complete a translated and validated

version of the American Feedback Form. Methods: We first identified

the adverse events that melanoma patients experience while being

treated with immunotherapy. Having established the relevant adverse

events, the corresponding PRO-CTCAE items were selected from the

PRO-CTCAE library, resulting in a questionnaire specifically

designed for the patient group. Subsequently, a randomized study was

initiated where 140 melanoma patients are randomized in a 1:1 ratio

to either the intervention arm (PRO-CTCAE reporting on a weekly

basis) or the control arm (standard toxicity monitoring every three

weeks). In addition, 20 patients in the intervention arm are being

interviewed to evaluate their experience and level of satisfaction with

the questionnaire. Patients in the intervention arm are also asked to fill
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out the Patient Feedback Form giving their opinion on the interven-

tion. Results: Recruitment was initiated in January 2017. At present,

73 patients have been included. Twelve patients (16%) have declined

to participate. Patients are completing questionnaires according to

schedule and patients� reports are included in physician-patient con-

versation in the out-patient clinic. Qualitative interviews with

melanoma patients to evaluate the usefulness of and satisfaction with

the electronic version of the PRO-CTCAE are ongoing. Conclusions:

At this time, it seems feasible to conduct a randomized clinical trial

on PRO-CTCAE and adverse events in a malignant melanoma pop-

ulation. The majority of patients accept the invitation to participate,

and the recruitment plan is being followed. More data on inclusion

rate, compliance and technical challenges will be available in the fall.

Final data are awaited next year.

(1121) Longitudinal patient-reported outcomes (PROs)
and qualitative assessment of symptom burden within a phase 1b
trial of a PARP inhibitor olaparib combined with an oral
mTORC1/2 inhibitor (AZD2014) or an AKT inhibitor (AZD5363)

Larissa A Meyer, MD MPH, The University of Texas MD Anderson

Cancer Center, Department of Gynecologic Oncology and

Reproductive Medicine, Houston, TX, United States; Charlotte Sun,

DrPH, The University of Texas MD Anderson Cancer Center,

Department of Gynecologic Oncology and Reproductive Medicine,

Houston, TX, United States; Qiuling Shi, PhD, The University of

Texas MD Anderson Cancer Center, Department of Symptoms

Research, Houston, TX, United States; Shannon Westin, MD, The

University of Texas MD Anderson Cancer Center, Department of

Gynecologic Oncology and Reproductive Medicine, Houston, TX,

United States; Shireen Haq, BS, The University of Texas MD

Anderson Cancer Center, Department of Symptoms Research,

Houston, TX, United States; Katerina Savelieva, PhD, The University

of Texas MD Anderson Cancer Center, Department of Systems

Biology, Houston, TX, United States; Robert Coleman, MD, The

University of Texas MD Anderson Cancer Center, Department of

Gynecologic Oncology and Reproductive Medicine, Houston, TX,

United States; Gordon Mills, MD PhD, The University of Texas MD

Anderson Cancer Center, Department of Systems Biology, Houston,

TX, United States; Loretta Williams, PhD RN, The University of

Texas MD Anderson Cancer Center, Department of Symptoms

Research, Houston, TX, United States

Aims: Symptom burden and quality of life (QOL) are important for

decision making, particularly with palliative-intent therapies. Under-

standing the patient experience with new therapies is possible by

embedding PROs into developmental-therapeutic trials. We assessed

PROs in patients with recurrent endometrial/ovarian cancer enrolled

on a phase-1b investigational study. Methods: The FACT-O, GAD7

(anxiety), PHQ9 (depression) and EQ5D-5L (health-related QOL)

were given at baseline, cycles 1–2, every other cycle and off study.

The MD Anderson Symptom Inventory-Ovarian cancer (MDASI-OC)

was given at baseline, weekly X 8, and then 1X/cycle. Patients

underwent qualitative interviews after receiving at least one 28–day

cycle of a dual oral biologic therapy of olaparib plus either an oral

mTORC1/2 inhibitor (AZD2014) or AKT inhibitor (AZD5363).

Mixed modeling was performed on longitudinal data for weeks 1–8 of

therapy. Results: 32 patients participated in longitudinal PROs

(AZD2014, n = 17; AZD5363, n = 15). 26 pts completed qualitative

interviews after a median 3.5 cycles, (range 1–13). There were no

significant differences in cancer type, race, marital status, or educa-

tion. There were no significant differences in baseline, cycle 1–2 or

end of treatment scores for FACT-O, GAD-7, PHQ-9, or the EQ5D-

5L between arms. The 5 most highly-rated MDASI symptoms were

fatigue, sleep, numbness, pain and constipation, although mean scores

for all these symptoms remained in the mild range (scores\ 4 out of

10). Qualitative interviews revealed patients on AZD5363 reported

more diarrhea (50% vs. 13%), while patients on the AZD2014 arm

reported more nausea (75% vs 50%) and fatigue (69 vs. 40%).

However, no differences in severity of nausea or fatigue between

arms were noted by longitudinal MDASI analysis. Drowsiness

(p = 0.009) and constipation (p = 0.0042) were higher in AZD2014

pts, while urinary urgency was lower (p = 0.03). Conclusions: From

the patient perspective, both olaparib + AZD2014 and ola-

parib + AZD5363 arms were well-tolerated with similar QOL.

Qualitative data was useful in assessing symptom frequency while

longitudinal MDASI data provided insight into severity and trajectory

of symptom burden. Qualitative and quantitative measures of symp-

tom burden and QOL assessments can provide complementary but

distinct information in drug development trials.

(1123) Patients’ preference of cancer symptom patient reported
outcomes measures

Meagan Whisenant, The University of Texas MD Anderson Cancer

Center, Houston, TX, United States; Oluwatosin Bamidele, MBBS,

MPH, The University of Texas MD Anderson Cancer Center,

Houston, TX, United States; Charles Cleeland, PhD, The University

of Texas MD Anderson Cancer Center, Houston, TX, United States;

Loretta A. Williams, PhD, ARPN, The University of Texas MD

Anderson Cancer Center, Houston, TX, United States

Aims: Symptom monitoring and management using patient-reported

outcome (PRO) measures has demonstrated improvement in cancer

patient outcomes, including quality of life (QOL), resource utiliza-

tion, ability to continue treatment, and overall survival. There are

several common PRO measures that are used to monitor symptoms or

QOL in research and clinical practice. Evidence of PRO measure

preferences from the perspective of the patient is rare in the literature.

The purpose of this pilot study was to provide an assessment of

patient preferences of PRO symptom assessment measures. Methods:

Fifteen patients with cancer completed 3 PRO measures: The MD

Anderson Symptom Inventory (MDASI)-Core, Functional Assess-

ment of Cancer Therapy (FACT)-G, and the European Organization

for Research and Treatment of Cancer Quality of Life Questionnaire

(EORTC QLQ-C30). Qualitative semi-structured interviews were

conducted to describe the patients’ perspective and preferences of the

3 PRO measures. Content analysis was used to describe themes

related to patients’ preference. Results: Mean participant age was

58.1 years (standard deviation = 10.6), cancer diagnoses included

gynecologic (33.3%), breast (26.7%), colorectal (13.3%), and other

(26.7%), and all were on active chemotherapy at the time of the

interview. Patients described the importance of communicating their

experience to their oncology team but differentiated between ques-

tions related to physical and emotional symptoms and functional and

social impairments. Patients preferred to have different aspects of

their experience assessed at varying intervals. Patients felt that sys-

tematic PRO assessments helped them communicate concerns with

care providers. All three questionnaires were of acceptable length.

Patients described a variety of preferences for measurement scale and

recall time and were willing to complete PRO symptom measures

prior to each oncology visit and symptom-specific measures up to

once per week at home. Conclusions: Patients with cancer feel it

important to share symptom and quality of life information with their

oncology team. Routine symptom monitoring, up to a weekly fre-

quency, may be acceptable to cancer patients. Given the variability in

preference for questionnaire recall time and measurement scale,

research is needed, with larger samples, to describe the preferred

presentation of PRO measures for routine use in research and clinical

practice.
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(1125) Mapping child and adolescent self-reported symptom data
to clinician-reported adverse event grading to improve pediatric
oncology care and research

Molly McFatrich, MPH, Duke University, Durham, NC, United

States; Jennifer Brondon, MD, MS, Duke University, Durham, NC,

United States; Nicole Lucas, BS, Duke University, Durham, NC,

United States; Justin N. Baker, MD, FAAP, FAAHPM, St. Jude

Children’s Research Hospital, Memphis, TN, United States; Sharon

Castellino, MD, MSc, Emory University, Atlanta, GA, United States;

Pamela S. Hinds, PhD, RN, FAAN, Children’s National Health

System, Washington, DC, United States; Shana Jacobs, MD,

Children’s National Health System, Washington, DC, United States;

Catriona Mowbray, PhD, BSN, RN, CPN, Children’s National Health

System, Washington, DC, United States; Bryce B. Reeve, PhD, Duke

University, Durham, DC, United States

Aims: Despite the subjective nature of symptomatic adverse events

(AEs), such as fatigue, clinicians are the standard source for AE

reporting in oncology trials. We designed a pediatric patient-reported

outcome (PRO) instrument for symptomatic AEs to complement the

U.S. National Cancer Institute’s Common Terminology Criteria for

Adverse Events (CTCAE). This study will develop a standardized

algorithm that maps Pediatric PRO-CTCAE responses to CTCAE

grades to improve the accuracy of AE reporting in pediatric oncology

trials. Methods: We administered two rounds of surveys to experi-

enced oncologists across eight pediatric hospitals. In Round 1, senior

pediatric oncologists assigned CTCAE grades to 101 distinct Pediatric

PRO-CTCAE response patterns. Each Pediatric PRO-CTCAE AE can

have up to three attributes (e.g. frequency, severity, interference with

daily activities). We assessed clinician agreement of CTCAE grades

across response patterns and categorized each response pattern as

having ‘‘high’’ or ‘‘low’’ agreement. High agreement was defined as

70% or more agreement. In Round 2, we added clinical vignettes to

examine how patient characteristics (e.g., age, sex, cancer type,

treatment) influence how oncologists grade a select set of Pediatric

PRO-CTCAE response patterns. Round 2 involved a larger sample of

clinicians (physicians, nurse practitioners, physician assistants) with

two or more years of experience treating pediatric oncologic diseases.

Results: In Round 1, 10 senior pediatric oncologists participated. Of

the 101 possible patterns, 89 (88%) had high agreement. Light’s

weighted Kappa averaged across the 10 oncologists (j) = 0.73 (95%

CI 0.66–0.81). Low agreement patterns included (1) unlikely clinical

scenarios or (2) combinations bordering higher CTCAE grades.

Overall, we observed that oncologists were more likely to assign a

higher CTCAE grade to a response combination if the AE interfered

with daily activities. Twenty-seven distinct Pediatric PRO-CTCAE

response combinations and 24 clinical scenarios are included in the

Round 2 survey. Conclusions: Round 2 will include 180 clinicians

and analyses will be completed before the ISOQOL conference, and

results will be shared. The next step is to test and refine the mapping

algorithm in a separate Pediatric PRO-CTCAE validation dataset.

Translating Pediatric PRO-CTCAE responses into clinically mean-

ingful units will guide future cancer care and toxicity grading.

(1127) Patient-reported symptom interference as a potential
measure for tolerability of cancer treatment: evidence
from ECOG-ACRIN SOAPP

Qiuling Shi, PhD, University of Texas MD Anderson Cancer Center,

Houston, TX, United States; Ju-Whei Lee, PhD, Dana-Farber Cancer

Institute, Boston, MA, United States; Xin Wang, MD, University of

Texas MD Anderson Cancer Center, Houston, TX, United States;

Michael J. Fisch, MD, MPH, AIM Specialty Health, Chicago, IL,

United States; Judith Manola, MS, Dana-Farber Cancer Institute,

Boston, MA, United States; Lynne Wagner, PhD, Wake Forest

University Health Services, Winston-Salem, NC, United States;

Victor T. Chang, MD, VA New Jersey Health Care System, East

Orange, NJ/UMDNJ, Newark, NJ, United States; Charles S. Cleeland,

PhD, University of Texas MD Anderson Cancer Center, Houston, TX,

United States

Aims: Knowing how many patients had dose reductions or discon-

tinued therapy, while important, dose not capture how patients

experience the toxicity of treatment. Using 1173 breast cancer

patients on treatment from a nationwide survey, we aimed to show

whether a valid measure of symptom impact on daily living, the MD

Anderson Symptom Inventory interference (MDASI-I), reflects

patient-rated treatment tolerability. Methods: Data were derived from

the ECOG-ACRIN SOAPP, a prospective, observational study that

describes the prevalence and severity of cancer-related symptoms and

their interference with daily living. The MDASI, and a patient-re-

ported item indicating the degree of bother from cancer treatment,

were assessed at baseline and 1 month later. We examined correla-

tions between total MDASI-I score and self-reported ratings of

treatment bother. A logistic model was used to determine whether

MDASI-I predicted treatment bother. Using bother as an anchor, we

derived a cutpoint to dichotomize MDASI-I into high/low interfer-

ence. Factors related to high interference (MDASI-I C cutpoint) were

identified by a logistic model. We used baseline data as the training

and follow up as the validation samples. Results: Of 1173 patients,

19% reported ‘‘quite a bit/extreme’’ bother from cancer treatment.

The Spearman correlation coefficient for MDASI-I and bother was

0.48 (p\ 0.0001), higher than QoL (0.43, p\ 0.0001) and ECOG-PS

(0.16, p\ 0.0001). The C-index of MDASI-I predicting treatment

bother is 0.79 (95% CI 0.75–0.82, p\ 0.0001). We identified a cut-

point of 2 (95% CI 1–3), with a sensitivity of 0.80, specificity of 0.70,

and accuracy of 0.72, to predict bother from treatment. Chemotherapy

was the only factor predictive for high interference (OR 2.61, 95%

CI 1.82–3.75), and not hormonal therapy. Conclusions: MDASI-I is

sensitive and reflects patient-reported bother from cancer treatment in

patients with breast cancer. This approach adds patient experience

during treatment to other commonly used measures of treatment

tolerability and is worthy of further exploration.

(1129) The healthcare employees’ burnout in urban community
health centers under coverage of Universities of Medical Sciences
in Tehran

Farahnaz Khajehnasiri, PhD, Department of Community Medicine,

School of Medicine, Tehran University of Medical Sciences, Tehran,

Iran, Tehran, Iran; Shahla Khosravi, Department of community

Medicine, School of Medicine, Tehran University of Medical

Sciences, Tehran, Iran, Tehran, Iran; Soheila Dabiran, Department of

community Medicine, School of Medicine, Tehran University of

Medical Sciences, Tehran, Iran, Tehran, Iran; Azita Khiltash,

Department of community Medicine, School of Medicine, Tehran

University of Medical Sciences, Tehran, Iran, Tehran, Iran

Aims: Earlier studies have reported job related burnout at rates of

25% - 60% among physicians and between 15% among nurses. The

healthcare employees’ burnout leads to a reduction in quality of

healthcare service delivery to clients so we designed this study to

determine its status among the women employed in Tehran’s health

and medical centers. Methods: A cross-sectional study was conducted

across urban community health centers under coverage of Universities

of Medical Sciences in Tehran through clustered sampling. The

sample size was estimated at 200. There were approximately 8–10

female personnel in each center, so 26 Urban Health Centers across

Tehran were chosen as clusters. The status of occupational burnout

was assessed using the 22-item standard Maslach Inventory. Results:

In our study, the mean of the emotional exhaustion domain was
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15.15 ± 9.38 (range: 0–49); the mean of the depersonalization

domain was 2.59 ± 3.7 (range: 0–24); and the mean of the reduced

personal accomplishment domain was 33.1 ± 6.44 (range:

12–48).The mean depersonalization score was significantly lower in

those employees whose husbands had occupations unrelated to the

medical field—as opposed to those who did (2.27 vs. 3.61 p = 0.02).

Also, reduced personal accomplishment was significantly higher in

administrative staff than in workers providing health services (31.67

vs. 37.92; p = 0.05). The depersonalization score was significantly

higher in those who did not have any physical activity as opposed to

those who had it at least thrice a week (3.76 vs. 2.22; p = 0.04). The

emotional exhaustion score was significantly lower in workers

employed in the central units than in those delivering services (14.57

vs. 17.94; p = 0.05). Conclusions: Given the findings of this research,

and the importance of the work that these people do in the health

domain, the concerned authorities should adopt programs to prevent

and reduce burnout in order to maintain and promote the quality of

services and to reduce costs.

(1131) Late-career unemployment has mixed effects in retirement

Maren Voss, ScD, University of Utah, Salt Lake City, UT, United

States; Lori Wadsworth, PhD, Brigham Young University, Provo, UT,

United States; Wendy Birmingham, PhD, Brigham Young University,

Provo, UT, United States; Beth Merryman, PhD, Towson University,

Towson, MD, United States; Lisa Crabtree, PhD, Towson University,

Towson, MD, United States; Man Hung, PhD, University of Utah,

Salt Lake City, UT, United States

Aims: Paid work as a form of occupational engagement is an activity

pattern that shifts both during unemployment and during retirement.

In cases where the retirement is involuntary, it constitutes a form of

lost work opportunity similar to unemployment. Occupational

engagement is a necessary element of health and wellness generally,

and accordingly lost work opportunity and the occupational depri-

vations it incurs have demonstrated negative effects on individual

level well-being. Unemployment and involuntary retirement have

both been linked to poorer physical and mental health outcomes. This

paper analyzes work transitions during the pre- and post- retirement

years to gain perspective on the challenges of occupational depriva-

tion that might compromise health. Methods: A total of 24 retired

individuals with late-career unemployment were interviewed at the

Huntsman World Senior Games in October 2016 and demographic

data was collected. Education levels and income were higher among

the sample than the national average. Mental health levels were

consistent with national averages among this age group. Interviews

were analyzed for relevant themes utilizing Braun and Clarke’s

(2006) approach to thematic analysis and interpretations were eval-

uated against existing theory. Results: Results revealed that 1/6 of

individuals with unemployment just prior to retirement did not clas-

sify this work displacement as unemployment. Themes identified

included struggle during unemployment, the importance of choice, a

period of transition, and resilience in the face of challenges. Choice

and autonomy in the retirement years contributed to the noted resi-

lience. Concepts of productivity and meaningful engagement shift

during the retirement years toward wellness derived from purposeful

activity suggesting occupational models may need to reconsider

concepts of productivity and purpose for this age group. Conclusions:

This study provides insight into the non-economic aspects of late-

career unemployment and the implications for well-being as well as

insights into the roles of adaptation and resilience in ameliorating its

effects. This study also adds to evidence that choice and agency play

an important role in the life satisfaction of older adults and that there

is an ongoing evolution of the construct of ‘‘doing’’ in retirement.

Thursday Poster Session II

Cardiovascular

(1010) Developing a truly patient-derived outcome measure
for cardiac procedures

Darshini Ayton, Monash University, Melbourne, Australia; Sze-Ee

Soh, PhD, Monash University, Melbourn, Australia; Anna Barker,

Medibank Private, Melbourne, Australia; Susannah Ahern, Monash

University, Melbourne, Australia; Renata Morello, PhD, Monash

University, Melbourne, Australia; Jeffrey Lefkovits, Monash

University, Melbourne, Australia; Angela Brennan, Monash

University, Melbourne, Australia; Sue Evans, Monash University,

Melbourne, Australia; John Zalcberg, Monash University, Melbourne,

Australia; Christopher Reid, Curtin University of Technology, Perth,

Australia; Johannes Stoelwinder, Monash University, Melbourne,

Australia; John McNeil, Monash University, Melbourne, Australia

Aims: The aim of this study was to develop and validate a new patient

reported outcome measure (PROM) for patients following percuta-

neous coronary interventions (PCI) using patient-centred methods.

Methods: Phase 1: A qualitative study with patients to identify new

outcomes Phase 2: Discrete choice experiment (DCE) survey of PCI

patients to test patient preferences and trade-offs of outcomes Phase

3: Telephone-based survey for PCI patients to validate the outcomes

via Rasch analysis Results: Phase 1: 32 patients participated in either

a focus group or interview. Patients identified reductions in physical

and psychological symptoms and the ability to perform usual activi-

ties as important outcomes. Based on these findings, a 10-item PROM

was developed for Phase 2. Phase 2: 138 patients completed the DCE

survey. ‘‘Never feeling unhappy’’ was the most important outcome

following PCI, followed by ‘‘never lacking confidence to do my daily

activities’’. An 8-item PROM was developed for Phase 3. Phase 3:

The 8-item PROM was administered to 200 patients at 30 days fol-

low-up. Rasch analysis indicated that the number of items could be

reduced from eight to five, and the items can be summed to provide an

overall score. Conclusions: Patients who participated reported a wide

range of outcomes post-PCI including physical symptoms, psycho-

logical wellbeing and functional ability, which are not adequately

captured in existing cardiac PROMs. The use of genuine patient input

is an important component of tailoring patient-centred care and in the

development of future PROMs.

(1012) Patient reported outcomes across stroke subtypes and TIA
– Is there a difference?

Irene Katzan, MD, Cleveland Clinic, Cleveland, OH, United States;

Andrew Schuster, BA, Cleveland Clinic, Cleveland, OH, United

States; Christopher Newey, DO, Cleveland Clinic, Cleveland, OH,

United States; Ken Uchino, MD, Cleveland Clinic, Cleveland, OH,

United States; Brittany Lapin, PhD, Cleveland Clinic, Cleveland, OH,

United States

Aims: Stroke and transient ischemic attack (TIA) can affect multiple

domains of health. It is unknown if there are differences in outcomes

across mental, physical and social health between patients with dif-

ferent subtypes of stroke and those with TIA. The objectives of this

study was too compare the degrees to which eight domains of health

are affected across stroke subtypes and TIA. Methods: We conducted

an observational cohort study of 2181 patients with ischemic stroke,

intracerebral hemorrhage (ICH), subarachnoid hemorrhage (SAH), or

TIA who completed patient-reported outcome measures (PROMs) as

part of routine care from Feb 17, 2015 to June 2, 2017 in a large

cerebrovascular clinic. PROMs consisted of PROMIS scales for 7

domains: physical function, satisfaction with social roles, fatigue,
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anxiety, depression, pain interference, and sleep disturbance; and the

NeuroQoL executive function scale. PROMIS and NeuroQoL are

related tools that utilize computer adaptive testing to measure dif-

ferent domains of health. Scores are calibrated to the U.S. general

population. Clinicians documented the modified Rankin Scale score

(mRS), which measures global disability. Domain scores were mod-

eled using linear regression models. Results: PROMIS scores

worsened to variable degrees at higher levels of disability. All health

domains were affected to similar degrees in patients with ICH, SAH

and ischemic stroke after adjustment for disability and other clinical

factors. TIA patients had significantly worse adjusted scores for 5 of

the 8 domains of health. Most impacted domains for all stroke sub-

types and TIA were physical function, satisfaction with social roles,

and executive function Conclusions: The subtype of stroke (ischemic

stroke, ICH, SAH) had similar effects on patient-reported outcomes

after adjustment for disability and other clinical factors. TIA patients

had worse adjusted scores in the majority of studied outcomes, raising

the possibility that mechanisms for these outcomes are different in

patients with TIA compared to patients with other stroke subtypes.

The most affected domains of health across all stroke subtypes and

TIA were physical function, satisfaction with social roles, and exec-

utive function, highlighting the need to develop effective

interventions to improve these health domains in all TIA and stroke

survivors.

(1014) Using self-reported health-related quality of life to predict
incident atherosclerotic cardiovascular disease events

Laura Pinheiro, PhD, MPH, Weill Cornell Medicine, New York, NY,

United States; Evgeniya Reshetnyak, PhD, Weill Cornell Medicine,

New York, NY, United States; Madeline Sterling, MD, MPH, Weill

Cornell Medicine, New York, NY, United States; Joshua Richman,

MD, PhD, University of Alabama, Birmingham, AL, United States;

Lisa Kern, MD, MPH, Weill Cornell Medicine, New York, NY,

United States; Monika Safford, MD, Weill Cornell Medicine, New

York, NY, United States

Aims: Cardiovascular disease (CVD) affects more than 92 million

Americans and is the leading cause of death in the United States.

Although strong associations between self-reported health and mor-

tality are documented, CVD risk assessments do not incorporate

patients’ quality of life. Our objective was to assess the independent

association between physical and mental health-related quality of life

(HRQOL) and incident CVD events. Methods: This longitudinal

study used the REasons for Geographic And Racial Differences in

Stroke (REGARDS) cohort, which enrolled 30,183 individuals

45 + years from 2003 to 2007. HRQOL was measured using the SF

12’s Physical Component Summary (PCS) and Mental Component

Summary (MCS) scores, which each range from 0 to 100, with higher

scores indicating better HRQOL. Subscales were normed to the

general U.S population with mean 50 and standard deviation 10. We

constructed a 4-level categorical HRQOL variable: (1) PCS/MCS\
50, (2) PCS\ 50, MCS C 50, (3) MCS\ 50, PCS C 50, and (4)

PCS/MCS C 50 (reference group). The primary outcome was inci-

dent CVD events (expert-adjudicated: nonfatal myocardial infarction,

fatal MI or coronary heart disease (CHD) death, fatal/nonfatal stroke).

Cox proportional hazards models examined associations between

HRQOL and CVD, adjusting for potential confounders. Results: We

included 22,229 adults free of CVD at baseline. Mean age was 63.8

years, 58% were female, and 41% Black. Overall, 10,121 individuals

comprised the best HRQOL group (PCS/MCS C 50); 1,936 com-

prised the PCS C 50, MCS\ 50 group; 7,706 the PCS\ 50,

MCS C 50 group; and 2,466 the PCS/MCS\ 50 group. Over a

median of 8.4 years, we observed 1,766 incident CVD events.

Compared to individuals in the best HRQOL group, having PCS/

MCS\ 50 was associated with a 46% increase in incident CVD risk

(95% 1.24–1.70). Associations between HRQOL and CVD was

consistent for CHD (aHR 1.54 [1.26–1.89]) and stroke (aHR 1.35

[1.05–1.72]). Conclusions: We observed strong, independent associ-

ations between poor HRQOL and incident CVD, after adjustment for

potential confounders. Our findings suggest that healthcare providers

consider incorporating short, self-rated assessments into clinical

encounters, as they may identify patients at increased CVD risk.

Future CVD risk prediction tools which aim to incorporate patients’

self-reported HRQOL should be explored.

(1016) Patient-reported outcomes predicts in-patient
and emergency department readmissions risks in acute coronary
syndrome

Danielle A. Southern, University of Calgary, Calgary, Alberta,

Canada; Meng Wang, University of Calgary, Calgary, Alberta,

Canada; Anita Brobbey, University of Calgary, Calgary, Alberta,

Canada; Hude Quan, University of Calgary, Calgary, Alberta,

Canada; Maria Santana, University of Calgary, Calgary, Alberta,

Canada; Matthew T. James, University of Calgary, Calgary, Alberta,

Canada; Stephen B. Wilton, University of Calgary, Calgary, Alberta,

Canada; Oluwaseyi Lawal, University of Calgary, Calgary, Alberta,

Canada; Oluwagbohunmi Awosoga, University of Lethbridge,
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Lethbridge, Alberta, Canada; Michelle M. Graham, University of

Alberta, Edmonton, Alberta, Canada; William A. Ghali, University of

Calgary, Calgary, Alberta, Canada; Lisa Lix, University of Manitoba,

Winnipeg, Alberta, Canada; Merril L. Knudtsen, University of

Calgary, Calgary, Alberta, Canada; Colleen M. Norris, University of

Alberta, Edmonton, Alberta, Canada; Tolulope T. Sajobi, University

of Calgary, Calgary, Alberta, Canada

Aims: Acute coronary syndrome (ACS) patients are known to report

higher healthcare resource use than the general population. Predicting

future health care utilization (e.g., in-patient and ambulatory care use)

of patients with ACS can provide useful information to better

understand and manage overall health care deliveries and healthcare

resource allocation. This study examines whether patient reported

outcome measures (PROMs) improve the accuracy of readmissions

risk prediction models for ACS patients. Methods: Data are from

13,264 patients identified from the Alberta Provincial Project for

Outcomes Assessment in Coronary Heart Disease registry who

received cardiac catheterization between 1995 and 2014 and com-

pleted baseline PROM. These data were linked to the hospital

discharge abstracts and national ambulatory data to track hospital

readmissions and emergency department (ED) visits. PROM was

measured using the 7-item Seattle Angina Questionnaire (SAQ).

Logistic regression (LR) was used to develop 30-day and 1-year

readmissions risk prediction models adjusting for age, sex, body mass

index, and number of comorbidities, with and without SAQ. The

discriminatory performance of each prediction model was assessed

using the Harrel’s c-statistic for LR. Results: Of the 13,264 patients

who completed baseline SAQ, 49(0.4%) had in-patient readmissions

or ED visits within 30 days, and up to 356 (1.8%) within 1 year of

first catheterization. The AUCs for 30-day hospital readmissions risk

predictions models without and with SAQ were 61.8% (95% CI [54.5,

73.8%]) and 65.3% (95% CI [68.07, 74.62]), respectively. Whereas,

the AUCs for 1-year hospital readmissions risk prediction models

without and with SAQ are 54.6% (95% CI (52.2, 63.1%]) and 58.7%

(95% CI [53.3, 64.1%]). The AUCs for 30-day ED readmission risk

prediction model without and with baseline SAQ are 55.7% (95% CI

[52.6, 64%]) and 70.7% (95% CI = [68.1, 74.6%]), respectively. The

AUCs for 30-day any readmission risk prediction model without and

with baseline SAQ are 59.0% (95% CI [53.3, 64.9%]) and 70.1%

(95% CI [68.1, 74.6%]), respectively. Conclusions: The addition of

PROMs improves the moderate accuracy of early and any-readmis-

sions risk prediction for ACS patients. These findings highlight

potential use of PROMs for aiding clinical and policy decision

making and post-discharge outcomes monitoring in the management

of cardiovascular diseases.

(1018) Evaluating the prognostic contribution of longitudinal
patient reported outcomes in predicting mortality risk in acute
coronary syndrome: a comparison of dynamic prediction models

Meng Wang, University of Calgary, Calgary, Alberta, Canada;

Oluwaseyi Lawal, University of Calgary, Calgary, Alberta, Canada;

Anita Brobbey, MSc, University of Calgary, Calgary, Alberta,

Canada; Danielle Southern, MSc, University of Calgary, Calgary,

Alberta, Canada; Stephen Wilton, MD, University of Calgary,

Calgary, Alberta, Canada; Michelle Graham, MD, University of

Alberta, Edmonton, Alberta, Canada; Maria Santana, PhD, University

of Calgary, Calgary, Alberta, Canada; Oluwagbohunmi Awosoga,

PhD, University of Lethbridge, Lethbridge, Alberta, Canada; Hude

Quan, MD, PhD, University of Calgary, Calgary, Alberta, Canada;

Matthew James, MD, PhD, University of Calgary, Calgary, Alberta,

Canada; William Ghali, MD, MSc, University of Calgary, Calgary,

Alberta, Canada; Colleen Norris, PhD, University of Alberta,

Edmonton, Alberta, Canada; Lisa Lix, PhD, University of Manitoba,

Winnipeg, Manitoba, Canada; Merril Knudtson, MD, University of

Calgary, Calgary, Alberta, Canada; Tolulope Sajobi, PhD, University

of Calgary, Calgary, Alberta, Canada

Aims: Patient-reported outcome (PRO) has been associated with

mortality risk in patients with acute coronary syndrome (ACS).

However, there is limited investigation of the impact of longitudinal

PRO data in predicting health outcomes in this population. This study

Aims: to (1) evaluate the prognostic utility of longitudinal PRO data

in predicting mortality risk among ACS patients and (2) to compare

the performance of dynamic prediction models with and without PRO

data. Methods: Data are from the Alberta Provincial Project for

Outcome Assessment in Coronary Heart Disease registry

(APPROACH). This study included subjects with ACS and Duke

Coronary Index between 3 and 13, who underwent first cardiac

catheterization between 2004 and 2011 and had PRO data. The

APPROACH registry is merged quarterly with mortality data from the

Vital Statistics registry. The Seattle Angina Questionnaire (SAQ), a

validated 7-item cardiac disease-specific PRO measure, was recorded

within first week post catheterization (baseline), one year, and three

years post catheterization. Landmark (LM) Cox regression analysis

and time-dependent Cox regression were used to evaluate the prog-

nostic contribution of longitudinal SAQ scores to predict mortality

risk over a 3-year period, adjusting for demographic and clinical

characteristics. Fixed LM time points were selected as LM = 1 year

and 3 years; area under the curve (AUC) was used as a measure of

predictive performance. Results: There were 1859 cohort members;

76.7% were men, mean age was 68 years (SD = 10.9); 452 (24.3%)

patients died within 3-year after their first catheterization. For LM

Cox regression, the AUC ranged from 0.76 to 0.79 for models that

include SAQ as a predictor [LM = 1: AUC = 0.76; 95% CI

[0.73–0.80]; LM = 3: AUC = 0.79; 95% CI [0.74–0.84]. But AUC

ranged between 0.72 and 0.75 for models without SAQ [LM = 1:

AUC = 0.72; 95% CI [0.69–0.76]; LM = 3: AUC = 0.75; 95% CI

[0.70–0.79]. For time-dependent Cox regression, AUC = 0.82 (95%

CI [0.77–0.86]) and AUC = 0.70 (95% CI [0.66–0.74]) for models

with and without SAQ as a time-varying covariate, respectively.

Conclusions: Our findings demonstrate the potential use of PRO in

clinical care as risk prediction tools. Specifically, the SAQ scores play

an important role in improving mortality risk estimation for precision

cardiovascular medicine initiatives.

(1020) Joint modeling of longitudinal health-related quality of life
and all-cause mortality in coronary artery disease

Oluwaseyi Lawal, Department of Community Health Sciences,

University of Calgary, Calgary, Alberta, Canada; Meng Wang,

Department of Community Health Sciences, University of Calgary,

Calgary, Alberta, Canada; Danielle Southern, Department of

Community Health Sciences, University of Calgary, Calgary, Alberta,

Canada; Oluwagbohunmi Awosoga, Faculty of Health Sciences,

University of Lethbridge, Lethbridge, Alberta, Canada; Maria

Santana, Department of Community Health Sciences and Pediatrics,

University of Calgary, Calgary, Alberta, Canada; Stephen B. Wilton,

Department of Community heath and Cardiac Sciences, University of

Calgary, Cagary, Alberta, Canada; Matthew T. James, Department of

Community heath and Cardiac Sciences, University of Calgary,

Calgary, Alberta, Canada; Michelle M. Graham, Faculty of Medicine

& Dentistry, University of Alberta, Edmonton, Alberta, Canada; Hude

Quan, Department of Community Health Sciences, University of

Calgary, Calgary, Alberta, Canada; William A. Ghali, Department of

Community Health Sciences, University of Calgary, Calgary, Alberta,

Canada; Merril Knudtson, Department of Cardiac Sciences,

University of Calgary, Calgary, Alberta, Canada; Colleen M. Norris,

Faculty of Nursing, University of Alberta, Edmonton, Alberta,
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Canada; Lisa M. Lix,Department of Community Health Sciences,

University of Manitoba, Winnipeg, Manitoba, Canada; Tolulope

Sajobi, Department of Community Health Sciences, University of

Calgary, Calgary, Alberta, Canada

Aims: Health-related quality of life (HRQOL) assessment is an

important health outcome in the management of coronary artery

disease (CAD). Previous research has demonstrated the impact of

treatment options, demographics, and disease characteristics on

HRQOL over time, but there is limited research on the association

between longitudinal HRQOL on mortality in CAD. This study

examines the association between longitudinally measured HRQOL

and all-cause mortality in CAD. Methods: Data are from 1418 CAD

patients identified from the Alberta Provincial Project for Outcome

Assessment in Coronary Heart Disease (APPROACH) registry, who

had their first cardiac catheterization between 2004 and 2009, com-

pleted at least one measurement occasion. Patient’s death status was

obtained by linking the APPROACH registry to the provincial vital

statistics registry. HRQOL data were collected using the 19-item

Seattle Angina Questionnaire (SAQ), a cardiac-specific measure of

HRQOL, two-weeks, 1, 3, and 5 years post-catheterization. The

association between longitudinal data on global SAQ scores and time

to death was modelled through the shared-parameter joint model, in

which the non-linear trajectories for each HRQOL domain was

modelled by random spline functions and survival component mod-

elled as a function of patients’ demographic and clinical

characteristics. Results: Of the 1418 patients included in this analysis,

332 (23.4%) received CABG, while 539(38.0%) died. The global

SAQ score was significantly associated with the 5-year all-cause

mortality with an estimated hazard ratio (HR) of 0.98 (95% CI [0.96,

0.99]). Age (HR 1.08; 95% CI [1.07, 1.09]), smoking status

(HR 1.60, 95% CI 1.30, 1.85]), and comorbidities (HR 131; 95%CI

= [1.22,1.39]) were also predictive of 5-year mortality risk. Conclu-

sions: This study shows that changes in patients’ HRQOL are

predictive of mortality in CAD. These findings can help personalize

prognostic information and treatment decisions for patients with

CAD. These findings also provide important evidence in support of

the integration of patient-reported outcomes in clinical settings.

E-health Implementation Studies

(1022) The process of capturing patient-reported outcomes
electronically to improve dermatologic care

Aaron Secrest, University of Utah, Salt Lake City, UT, United States;

Rachel Hess, MD, MS, University of Utah, Salt Lake City, UT,

United States

Aims: Skin disease causes disfigurement, depression, and recurrent or

recalcitrant symptoms. Treatment decisions are often based on

physician perceptions of severity. Dermatologists routinely underes-

timate the quality of life (QoL) impact of their patient’s skin disease.

Patient-reported outcomes (PROs) are validated assessments that

quantify QoL, symptom/disease severity, and mental health. With

real-time PRO data on skin disease’s impact, physicians can provide

more appropriate care and counseling. We describe our process and

lessons learned while implementing routine PRO use in dermatology

clinics. Methods: University of Utah Health (UUH) fully supports a

PRO team that (1) provides training to front desk staff, medical

assistants, and physicians; (2) purchases and maintains iPads�; (3)

maintains UUH’s proprietary software (mEVAL) that collects and

presents real-time PRO data; and (4) stores all data on UUH’s elec-

tronic data warehouse secure servers. Patients are emailed a secure

link to PRO assessments one week before the appointment. If not

already completed, patients receive an iPad� at check-in to complete

their PROs in the waiting room. Current and prior PRO scores are

immediately available in the electronic health record (Fig. 1). Results:

Several insights from our electronic PRO collection process will

facilitate a smoother implementation process elsewhere. First, the

order of PROs improves patient participation. Initially, patients

completed depression/physical activity PROs before the dermatology-

specific SkinDex-16. In response to patient complaints about rele-

vance, we rearranged the PROs so patients completed the

dermatology-specific PRO first, and patient complaints decreased

dramatically. Second, physician and staff buy-in is essential. Der-

matology is fast-paced, and physicians are resistant to changes they

perceive will slow their clinics down. Thus, we identified and trained

‘‘early adopters.’’ One senior dermatologist said, ‘‘I’ve been treating

patients how I felt they needed to be treated, not how they themselves

needed to be treated.’’ His clinics are now more efficient as PRO

scores guide the visit. Third, high-volume clinics, like dermatology,

need more iPads. UUH’s overall ratio is 2 iPads/physician, which is

adequate for 40-min primary care appointments, but for 15-min der-

matology appointments, 3–4 iPads/physician are needed.

Conclusions: PROs can objectively quantify skin disease’s impact on

QoL, guiding treatment decisions and patient counseling and

encouraging appropriate referrals.

(1024) Bridging the gap between research and daily practice:
optimization and implementation of mHeath tool PsyMateTM

in primary care

Naomi Daniels, Maastricht University, Maastricht, Netherlands;

Laura Hochstenbach, PhD, Zuyd University of applied Sciences,

Heerlen, Netherlands; Marloes Bokhoven, PhD, MD, Maastrich

University, Maastricht, Netherlands; Anna Beurskens, PhD, Prof,

Zuyd University of applied Sciences, Heerlen, Netherlands; Philippe

Delespaul, Prof, Dr, Maastricht University, Maastricht, Netherlands

Aims: The role of general practitioners and their primary mental

healthcare nurses has become more important in the Dutch mental

health care system due to societal developments. To get a better

picture of the complaints patients are asked to keep a diary but these

are often not used properly. Better daily life assessments and more

embedded interventions are needed. mHealth tools composed by the

Experience Sampling Method, such as PsyMateTM, could be a pos-

sible solution. The PsyMateTM app has been used in other settings for

different psychological disorders such as depressive and anxiety

disorders. Insight is needed in the feasibility (i.e. the extent to which

ESM does what it is supposed to do) and usability (i.e. the extent to

which ESM can be embedded in the primary mental health care
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processes) of ESM in the primary mental health care. The main

project aim is the optimization, implementation and evaluation of the

PsyMateTM app in Primary Care. Methods: The User Centred Systems

Design will be used during the whole project. During the optimization

phase, several co-creation Methods: were used to involve the users. In

the optimization phase, the needs and desires of the primary health

care nurses, that shortly used PsyMate themselves, were explored

using empathy mapping. In addition, pain and gains of Psymate were

discussed in several focus groups discussions. Results: Primary care

professionals reported on the relevance of PsyMateTM for patients

with different problems (e.g., burnout, trauma, mood problems). They

indicated as strengths of PsyMateTM: creating insight and awareness

in the daily context, being useful as a multi-purpose tool, promoting

patient empowerment and actively involving patients in their treat-

ment. Suggestions for optimization were: adding a new question

intermediately, randomization of the questions, adjusting the time

sampling and the use of persona’s and showcases. The first results

show that PsyMateTM may be beneficial in primary care. Based on the

recommendations, PsyMateTM will be redesigned after which PC

professionals and patients will be involved for further optimization

and implementation. Conclusions: Using co-creation Methods: is

necessary to ensure a close fit between users and PsyMateTM.

(1026) Exploring the Value of Real-Time Data Capture
to Understand the Patient Experience of Hand Osteoarthritis

Sally Gatsi, GlaxoSmithKline, London, PA, United Kingdom; Rob

Arbuckle, Adelphi Values, Manchester, United Kingdom; Pamela

Berry, GlaxoSmithKline, Collegeville, PA, United States; Deven

Chauhan, GlaxoSmithKline, London, PA, United Kingdom;

Josephine Park, GlaxoSmithKline, Collegeville, PA, United States;

Jane Wells, Adelphi Values, Manchester, PA, United Kingdom;

Charlotte Panter, Adelphi Values, Manchester, United Kingdom

Aims: Patient insights into experiences in hand osteoarthritis is not

broadly established in the literature and this study does that utilizing a

novel approach with app-based technology to collect real-time data in

a real-world setting. qualitative interviews typically are conducted in

artificial environments and rely on patient recall. Methods: Qualita-

tive interviews were conducted in 30 US HOA patients and one-third

of them participated in a supplemental real-time data capture activity

involving downloading an app to their device (smartphone/tablet) and

submitting responses to short tasks/questions over 7 days. Results:

Daily symptom ratings provided additional insight into the severity of

key symptoms over a 7 day period, suggesting that pain, stiffness and

swelling are severe, impactful and fluctuate together. Conclusions:

Traditional patient interviews remain the standard for providing a

depth of qualitative data, nevertheless, RTDC is valuable (validity,

timely, cost-effective) to supplement in-depth interviews.

(1028) Stakeholder Perspectives on the Use of Patient-Generated
Health Data to Transform Healthcare

Danielle Lavallee, University of Washington, Seattle, WA, United

States; Elizabeth Austin, MPH, University of Washington, Seattle,

WA, United States; Mara Nery-Hurwitt, PhD, University of

Washington, Seattle, WA, United States; Jenney Lee, MA, University

of Washington, Seattle, WA, United States; Richard Bloch,

University of Washington, Seattle, WA, United States; Weni Chen,

University of Washington, Seattle, WA, United States; Sarah

Lawrence, MA, University of Washington, Seattle, WA, United

States; Debbe McCall, University of Washington, Seattle, WA,

United States; Sean Munson, PhD, University of Washington, Seattle,

WA, United States; Dagmar Amtmann, PhD, University of

Washington, Seattle, WA, United States

Aims: Patient-generated health data (PGHD) offer healthcare systems

an opportunity to obtain a more robust view of an individual’s health

and wellness and support patient engagement in self-care. We sought

to understand diverse stakeholder experiences with PGHD to better

understand the facilitators, barriers, and evidence gaps around the

integration of PGHD into healthcare. Methods: We conducted inter-

views with three stakeholder groups: healthcare consumers (patients

and care partners) (21), healthcare providers (15), and healthcare

administrators (5). We used a combination of open recruitment and

purposive sampling to identify participants representing diverse

PGHD use in healthcare. The interview guides were iteratively

developed to explore participant perceptions of value and barriers to

PGHD use in clinical care. Interviews lasted approximately one hour

and were audio recorded, transcribed, and analyzed for themes using

Dedoose. Results: Participants represented broad interests in and

experiences with PGHD use for wellness, health management, and

condition-specific treatment in psychiatry, rehabilitation, surgery,

nephrology, oncology, and primary care. Participants discussed

experiences with a range of PGHD tracking modalities (e.g., e-diaries,

apps, medical devices, wearables, smartphones, etc.). Several themes

were identified that characterized facilitators and barriers to PGHD

use, including the importance of defining goals for data sharing, the

relative value of PGHD throughout the care continuum, the role of

PGHD in supporting patient engagement, and the barriers to and

unintended consequences of PGHD use across healthcare systems.

Evidence gaps identified included advancing methodology for inter-

preting and managing PGHD, assessing how PGHD informs or

advances care coordination, evaluating the impact of PGHD inte-

gration on workflow, efficiency, and healthcare utilization, and

ensuring the scale and spread of PGHD use remains patient-centered.

Conclusions: The growing marketplace for tracking PGHD reflects

consumer demand to gain access to tools that better support self-care

and care engagement. The ability to collect and track data provide

better understanding of day to day activities, behaviors and health

trends over time. While healthcare consumers, providers, and

administrators value the potential of PGHD to improve health out-

comes, more evidence is needed to understand the nuances of

integrating PGHD into healthcare delivery.

(1030) The role of sociodemographic factors in determining
the uptake of electronic PROM completion in lung cancer
patients: early indicators from the Life after lung cancer (LILAC)
study

Cecilia Pompili, MD, University of Leeds, Leeds, United Kingdom;

Patricia Holch, Psychology Group, Leeds Beckett University, Leeds,

United Kingdom; Emma Smyllie, University of Leeds, Leeds, United

Kingdom; Hamza Mazhar, University of Leeds, Leeds, United

Kingdom; Kate Absolom, University of Leeds, Leeds, United

Kingdom; Kevin Franks, St James University Hospital, Leeds, United

Kingdom; Galina Velikova, University of Leeds, Leeds, United

Kingdom

Aims: Socio-demographic characteristics are traditionally seen as a

barrier to lung cancer patients participating in patient reported out-

comes measures (PROMS) studies requiring electronic completion.

However, it is unknown whether the difficulties in recruiting patients

are related to patient related factors or recruitment procedures. Here

we aim to investigate the role of socio-demographic factors on the

mode of quality of life questionnaire completion (paper vs. electronic)

in a cohort of early stage lung cancer surgical patients. Methods: The

LILAC (Life after Lung Cancer) study Aims: to monitor the effect on

PROMS of minimally-invasive lung resection and stereotactic
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ablative radiotherapy (SABR) for lung cancer. Recruitment strategies

included the choice between electronic completion and postal paper

questionnaires at five time points; pre-treatment, and at 6 weeks, 3, 6,

12 months after treatment. Here we compare deprivation index scores,

age, smoking status and gender between the two modes of completion

in the surgical arm of the study to limit selection bias due to treatment

indication. Results: From a total of 121 patients (17 completed

questionnaires online and 104 on paper), we found that, using Mann–

Whitney U test’s there is no difference between the two groups in

terms of age (paper vs. electronic = 61.9 vs. 55.4 p = 0.478). All the

socio-economic indexes analysed where not statistically different:

income deprivation domain (60 vs. 66.8 p = 0.452), education, skills

and training domain (59.6 vs. 69.5 p = 0.269). Comparing gender

across completion methods trough a Chi square test revealed no

significant relationship between completion method and gender

(X2 = 0.279, p = 0.597). Conclusions: These results emphasise the

need to utilise a range of strategies to increase the electronic

recruitment in PROMS non-palliative lung cancer studies. Current

approaches highlight the main preference is still for paper completion

and that is not related to lower socio-demographic status.

(1032) Digital PRO data collection is a beneficial adjunct
to patient self-management during recovery following abdominal
cancer surgery: the eRAPID study

Hollie Richards, BSc MSc, University of Bristol, Bristol, United

Kingdom; Kerry Avery, Dr, University of Bristol, Bristol, United

Kingdom; Amanda Portal, University of Bristol, Bristol, United

Kingdom; Trudy Reed, University Hospitals Bristol NHS Foundation

Trust, Bristol, United Kingdom; Ruth Harding, University Hospitals

Bristol NHS Foundation Trust, Bristol, United Kingdom; Robert

Carter, University of Leeds, Leeds, United Kingdom; Kate Absolom,

University of Leeds, Leeds, United Kingdom; Galina Velikova, Prof,

University of Leeds, Leeds, United Kingdom; Jane Blazeby, Prof,

University of Bristol, Bristol, United Kingdom

Aims: Complications after discharge from hospital following major

abdominal cancer surgery are common but monitoring of adverse

events (AEs) during the critical period of early recovery is not stan-

dardised. A digital system for patients to self-report symptoms could

support patient self-management, offer reassurance and inform clin-

ical decision-making. eRAPID is an online PRO platform, integrated

within hospital electronic patient records, for patients undergoing

major abdominal cancer surgery to report patient-reported outcomes

(PRO) during early recovery, in which tailored self-management

feedback or advice to contact a clinician is generated. Clinicians are

also alerted of symptoms indicative of AEs by email. This prospective

qualitative study explored patients’ and clinicians’ perspectives of the

feasibility and acceptability of the eRAPID digital platform to support

patient self-management and enhance clinical decision-making.

Methods: Patients who have undergone major abdominal cancer

surgery (e.g. gastrectomy, hepatectomy) were recruited at the point of

hospital discharge and invited to complete the online eRAPID ques-

tionnaire at baseline and at least weekly for 8 weeks. Telephone

interviews were conducted weekly with patients to explore patients’

opinions of the system, the acceptability of the advice generated and

their adherence to this advice. Clinicians were interviewed about their

use of the PRO data generated, the applicability of alerts triggered and

how these impacted on clinical decision-making. In this first phase of

analyses, targeted transcriptions of audio-recorded interviews were

coded using methods of constant comparison. Results: In total, 25

interviews with 12 patients (11 men, mean age 66) and 2 Clinical

Nurse Specialists have been analysed to date. Preliminary findings

indicate that the eRAPID system offers patients a readily-accessible,

definitive source of self-management advice. Routine self-reporting

of PROs was considered a positive adjunct to patients’ post-operative

care, enabling patients to track their progress during recovery and

providing reassurance. Alerts were often considered valuable to

assisting clinical management and triaging patients, without increas-

ing workload. Conclusions: Digital PRO data collection is a beneficial

adjunct to patient self-management during recovery following sur-

gery. A system that alerts clinical staff to worrying symptoms can

enhance patient management and care. The eRAPID system has the

potential for widespread application to other disease areas.

(1036) Can pain drug development studies be improved using
data from smartwatches?

Marie Mc Carthy, ICON Plc, Dublin, Ireland; Martin Geueke, PhD,

ICON Plc, Dublin, Ireland; Peter Schueler, MD, ICON Drug

Development Services CNS, Cologne, Germany; Willie

Muehlhausen, DVM, ICON PLC, Dublin, Ireland

Aims: To develop smartwatch, smartphone app that can be used to

collect sleep, activity and pain data, analysed in real time to alert

patients and investigators to excessive physical behaviors that could

exacerbate patients’ pain and mask therapeutic response methods A

literature review was conducted using PubMed to identify the pub-

lications that investigated the inter-relationship between sleep,

activity and pain. Healthy volunteers were provided with a smart-

watch which was worn continuously. A 3 day baseline period was

established after which the volunteers were asked to double their

physical activity levels. Activity and sleep data were transmitted via

Bluetooth to a mobile app on the smartphone. A daily pain Numerical

Rating Scale data was entered into the app. In addition the app

allowed for the recording of spontaneous pain scores. Deviation in

activity and sleep duration of more than one standard deviation (SD)

from baseline was considered as a clinically significant change.

Results: 1231 articles were identified linking sleep, activity and pain.

Using lower back pain as a model, a decision tree was developed that

resulted in 27 possible combinations of changes in pain, sleep and

activity. These results were used to develop an algorithm resulting in

4 distinct message options applicable for clinical trials (Table 1). We

succeeded in generating the appropriate message when the trigger

behavior was engaged and the NRS entered. Conclusions: There is a

higher rate of failure among pain drugs development trials compared

to other areas. Monitoring physical behavior and providing feedback

in real time has the potential to improve therapeutic signals by

reducing physical behaviors changes that have the potential to mask

therapeutic response. The combination of subjective and objective

data analyses in real-time provides a new way of managing and

engaging patients. Further research is needed to assess the value,

burden and compliance of this approach but it is anticipated that this

model of combining subjective and objective data will be a model for

providing contextual insights improving the drug development

process.
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(1038) Lessons learned: key informant perspectives on successful
implementation and administration of electronic tablet-based
patient-reported outcome (PRO) measures in routine HIV care

Rob Fredericksen, University of Washington, Center for AIDS

Research, Seattle, WA, United States; Anne Skalicky, MPH, Evidera,

Seattle, WA, United States; Ethan Collins, MPH, Evidera, Seattle,

WA, United States; Leah Kleinman, PhD, Evidera, Seattle, WA,

United States; William Lober, MD MS, School of Nursing/School of

Medicine & School of Public Health, University of Washington,

Seattle, WA, United States; Heidi Crane, MD, MPH, University of

Washington, Center for AIDS Research, Seattle, WA, United States;

Duncan Short, MSc, PhD, ViiV Healthcare, London, United Kingdom

Aims: Electronic patient-reported outcome measures (ePROs) inte-

grated into care improve provider identification of symptoms and

health behaviors. Mechanisms of successful ePRO implementation

are relatively understudied. We present lessons learned from key

implementers regarding successful ePRO implementation in routine

HIV care. Methods: We conducted semi-structured 1:1 phone inter-

views with key implementers directly involved in the introduction and

ongoing administration of PRO measures in three geographically

diverse U.S. HIV primary care clinics within the Centers for AIDS

Research Network of Integrated Clinical Systems (CNICS), in

which[ 70,000 ePRO assessments have been completed since early

2005. Results: Participants (n = 5) included two clinic direc-

tors/physicians, one IT director, and two PRO project managers.

Essential stages of successful PRO implementation were: (1) secure

broad stakeholder buy-in at the outset, including clinic leadership,

providers, administrators, and relevant support staff; (2) solicit pro-

vider input to select most clinically relevant PRO domains/

instruments; (3) demonstrate value to stakeholders in evidence-based

terms of (a) improved identification of symptoms/behaviors, (b) po-

tential time saved (e.g., via prioritizing patient concerns, replacement

of paper forms), (c) health outcomes, (d) potential to integrate PRO

data to automatically populate electronic health records (EHRs), and

(e) improved ability to report on health metrics to satisfy regulatory

requirements; 4) identify staff to champion PRO implementation,

monitor patient progress during administration, and address ongoing

support needs; 5) create protocol to address high-risk symptoms and

behaviors, such as suicidal ideation; 6) train providers and staff; 7)

allot time and private space for administering PROs; 8) carefully pilot

to assess time burden/flow impact; 9) promptly resolve technical

problems; 10) design well-tailored feedback for ease of provider use,

e.g., with data viewable across multiple time points. Providers valued

the potential for closer integration of PROs into EHRs, including the

ability to query PRO data for clinical purposes. Conclusions: Suc-

cessful integration of PROs in primary HIV care requires key

stakeholder buy-in through clear demonstration of value added and

involvement in domain selection, PRO feedback development, risk

protocol development, and piloting. Designation of key personnel to

train new staff and address issues at the patient, flow, and IT levels are

also critical to successful implementation.

(1040) Understanding the patient experience of presbyopia
via a social media listening study

Claudia Leteneux-Pantais, Novartis Pharma AG, Basel, Switzerland;

Daniel Viriato, Novartis Pharma AG, Basel, Switzerland; James

Wolffsohn, Aston University, Birmingham, United Kingdom; Sarah

Kilgariff, Adelphi Values Ltd, Bollington, United Kingdom; Jyothi

Kommineni, Novartis Business Services, Hyderabad, India; Nishith

Tyagi, Novartis Business Services, Hyderabad, India

Aims: Presbyopia causes a deterioration of near vision over time and

is likely to be experienced in over 80% of people aged 40 years or

older. Individuals with presbyopia have difficulty with tasks that

require them to focus on near-distance objects. This study aimed to

explore how patients describe their experience of presbyopia on social

media with regards to the symptoms experienced and the impacts of

presbyopia on their quality of life (QoL). Methods: Social media

sources including twitter, forums, blogs and news outlets were sear-

ched through Social Studio platform using a pre-defined search string.

Relevant posts were analysed through a manual process of data tag-

ging and categorization. The process included manual identification

of stakeholders such as patients, caregivers and clinicians and their

themes of discussion. Key themes relating to symptoms, diagnosis,

treatment, unmet needs, the patient journey and QoL impact were

identified. Results: A total of 4456 presbyopia-related social media

posts were identified between May and August 2017. Random sam-

pling methodology selected 2229 posts for manual review, with 1470

of these posts identified as relevant. Twitter (80%) was the most

commonly used channel for comments focused on the patient expe-

rience. The largest proportions of posts originated in Spain (38%), the

US (29%) and France (10%). The social media population most fre-

quently reported difficulty reading small print (n = 24), focusing on

near objects (n = 15), and eye strain (n = 12). Daily activities such as

reading (n = 46) and using electronic devices (n = 21) were reported

to be impacted by presbyopia, leading to a difficulty in completing

everyday tasks involving near vision, such as reading, using electronic

devices, driving and sports. An emotional impact of presbyopia was

also reported including feelings of anger and sadness due to vision

limitations. Conclusions: Findings provide insight into how individ-

uals with presbyopia discuss their condition and highlight the impact

of presbyopia on QoL. The social media listening methodology pro-

vides a quick and patient focused starting point to identify topics and

relevant themes of interest that can be used to design more in-depth,

prospective, qualitative research and inform development of patient

reported outcome (PRO) measures.

Gastroenterology

(1042) Developing and assessing a scale of ulcerative colitis
reported by clinician

Juelian Wang, First Clinical Medical School of Guangzhou

University of Chinese Medicine, Guangzhou, China; Fengbin Liu,

First Clinical Medical School of Guangzhou University of Chinese

Medicine, Guangzhou, China; Zhengkun Hou, First Clinical Medical

School of Guangzhou University of Chinese Medicine, Guangzhou,

China

Aims: Through literature study, brainstorming, group discussion and

Delphi method and other methods, the symptoms and signs of

ulcerative colitis were analyzed and selected. The primary scale was
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formed and the measurement was carried out. The scale will be used

to evaluate the clinical efficacy of ulcerative colitis, which aiming to

enrich the clinical outcome evaluation of ulcerative colitis. Methods:

The clinical symptoms and signs of ulcerative colitis were collected

through books and databases to form an initial entry pool. After the

discussion and analysis by the working group, a questionnaire survey

was conducted, and the first round of the Delphi Method question-

naire was formed. Three rounds of Delphi method were used to

survey 16 famous experts in China to investigate the important items.

The selected items were guided by the grading standard, and a pri-

mary scale was formed. The primary scale was sent to 65 experts for

review. Using the feasibility, reliability, validity and sensitivity as the

index, the measurement of the scale was carried out. Results: Three

rounds of expert consultation got positive responses. After three

rounds of expert consultation, 10 items, including bowel sounds,

abdominal distension, abdominal discomfort, diarrhea, abdominal

pain, mucous stool, bloody stool, defecation, anal burning sensation

and abdominal tenderness, are the main symptoms and signs of

ulcerative colitis. The coefficient of variation is between 0.05–0.21,

and Kendall W is 0.646.35 cases of ulcerative colitis and 35 healthy

people were measured. The feasibility, reliability, validity and sen-

sitivity of the final scale were measured. The average completion time

was 183 s, the completion rate was 100%, the retest reliability was

0.82-1.00, the Cronbach a between the items was between 0.87-1.00.

The interviewer reliability was between 0.86-1.00, and the evaluators

’ internal reliability was between 0.82-1.00. The differential index of

the high and low end groups in each item was between 0.52–0.96 with

a good discriminative validity. The change ratio was between

0.4–0.86, the effect size was between 0.38–1.08. Conclusions: The

scale of ulcerative colitis reported by clinician has good feasibility,

reliability, validity and sensitivity, which can be used to evaluate the

clinical efficacy of ulcerative colitis.

(1044) Evidence of drug treament for gastroesophageal reflux
disease in China is good enough? An overview of systematic
reviews/meta analyzes

Zi-pan Lv, No. 12 Airport Road Bai Yun Strict, Guangzhou, China;

Zheng-kun Hou, No. 12 Airport Road Bai Yun Strict, Guangzhou,

China; Hai-qiang Ou, No. 12 Airport Road Bai Yun Strict,

Guangzhou, China; Xin-yuan Zhong, No. 12 Airport Road Bai Yun

Strict, Guangzhou, China; Feng-bin Liu, No. 12 Airport Road Bai

Yun Strict, Guangzhou, China

Aims: Gastroesophageal reflux disease (GERD) is a global chronic

disease whose incidence is increasing. However, drug treatment of

GERD in China is still controversial. This study Aims: to recommend

the evidence-based drug treatment for GERD. Methods: PubMed,

Embase, The Cochrane Library, Chinese Biomedical Literature,

China Knowledge Infrastructure, VIP, and Wanfang Database were

used to search systematic reviews and meta-analyses(SRs/MAs) of

drug treatment of GERD in China from December 2012 to December

2017. The methodological and reporting quality of SRs/MAs were

assessed with use of the Overview Quality Assessment Questionnaire

(OQAQ), the Assessment of Multiple Systematic Reviews 2

(AMSTAR 2), and the Preferred Reporting Items for Systematic

Reviews and Meta Analyses (PRISMA). The level of evidence was

evaluated by the Grading of Recommendation Assessment, Devel-

opment and Evaluation(GRADE). All evaluation results were

reported as percentages, scores, and ranks,which were considered to

recommend the drug treatment for GERD. Results: 17 SRs/MAs were

included, including 272 randomized controlled trials and 50 406

GERD patients.The evaluation with OQAQ showed the method-

ological deficiencies of 10 reports were negligible,while 7 reports had

search defects and risks of bias.The results of AMSTAR 2 showed the

unreported rate was 26.5% and partial reported rate was 7.7%. For the

results of quality assessment, average score was 19.6 (from 15 to 24)

in PRISMA. In conclusion, the methodological and reporting quality

of the included studies were poor. The evaluation with GRADE

showed that most (15/17) of the included studies had low or very low

levels.The evidence of Mei J et al. was the best (negligible defect in

OQAQ; 81.3% reported rate in AMSTAR 2; 24 scores in PRISMA;

moderate level in GRADE), and esomeprazole was recommended for

the treatment of GERD. Conclusions: The methodological and

reporting quality of SRs/MAs of drug treatment of GERD in China

are generally poor, and it is urgent to improve the research

scheme and standardize the report. In addition, esomeprazole is rec-

ommended to treat the GERD patients with the existing evidence.

However, in view of the potential risks of bias, further researches are

needed to prove this conclusion.
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Low Socioeconomic Status

(1046) Unpacking the socioeconomic status and resilience
connection: reserve-building activities as mediators

Carolyn Schwartz, ScD, DeltaQuest Foundation, Inc., Concord, MA,

United States; Jie Zhang, M.P.H., DeltaQuest Foundation, Inc.,

Concord, MA, United States; Wesley Michael, M.B.A., Rare Patient

Voice, LLC, Towson, MD, United States; Bruce Rapkin, Ph.D.,

Albert Einstein College of Medicine, Bronx, NY, United States

Aims: The purpose of this study is to test the hypothesis that the link

between socioeconomic status (SES) and resilience is mediated by

reserve-building activities. Methods: Participants with a chronic med-

ical condition were recruited from Rare Patient Voice, LLC. A web-

based survey included the following measures: DeltaQuest Reserve-

Building Measure; demographic variables to capture SES; Centers for

Disease Control Healthy Days Core Module; Self-Administered

Comorbidity Questionnaire. Resilience was operationalized using

residualmodeling. Structural equationmodeling (SEM)was used to test

the mediation hypothesis. Results: The study sample included 442

patients (mean age 49, 85% female). SES was modeled as a bifactor

model comprised of General SES and specific factors for Personal

Finance and Parent’s Education. A series of simple mediation models

predicting Resilience led to the selection of three Reserve-Building

activities for subsequent SEM-based mediation models: Active in the

World, Outdoor, and Exercise. The full SEM model supported the

hypothesis that the relationships from both General SES and Personal

Finance to Resilience were mediated by engaging in the three Reserve-

Building activities. In addition, number of comorbidities partially

mediated the relationship between Personal Finance and Reserve-

Building. Those with more comorbidities generally had lower levels of

Resilience (partial mediation). Conclusions: This study provides a

mechanism by which SES promotes resilience: people of higher SES

are more likely to engage in reserve-building activities that are intel-

lectually stimulating, involve outdoor pursuits, and include physical

exercise. These reserve-building activities are not costly to pursue.

These findings may empower patients to introduce more such reserve-

building activities in their lives.

(1048) Health effects of late-career unemployment

Maren Voss, ScD, University of Utah, Salt Lake City, UT, United

States; Beth Merryman, PhD, Towson University, Towson, MD,

United States; Lisa Crabtree, PhD, Towson University, Towson, MD,

United States; Wendy Birmingham, PhD, Brigham Young University,

Provo, UT, United States; Lori Wadsworth, PhD, Brigham Young

University, Provo, UT, United States; Man Hung, PhD, University of

Utah, Salt Lake City, UT, United States

Aims: Health and life satisfaction decline in the years following

formal retirement at the population level. Job loss and involuntary

retirement both have a demonstrated negative impact on physical and

mental health which could potentially be related to the health declines

seen in retirement. This study examined whether late-career unem-

ployment is a factor in health declines post-retirement. Methods:

Analysis was conducted using the U.S. Health and Retirement Study

(HRS) survey data. Total months unemployment experienced after

age 50 were calculated for HRS survey participants between 2000 and

2012. Unemployment months were regressed with demographic and

baseline health measures to assess the relationship with physical and

mental health measured by objective and subjective self-reports

during retirement. Morbidity during the study period was incorpo-

rated into the self-report health data. Results: A total of 529 (6.5%)

individuals in the HRS sample (N = 8,099) had experienced late-

career unemployment after the age of 50, with an average length of

17.5 months unemployment (SD = 15.76). A higher percentage of the

529 individuals reporting unemployment also reported involuntary

retirement timing (47.0%; N = 249) compared to those reporting no

unemployment (27.9%; N = 2112). Late-career unemployment had

no significant effect on self-reported physical health (ß = .0015,

p = 0.376), but was significantly associated with lower levels of

mental health (ß = .0091; p\ 0.01). Conclusions: These findings

suggest that self-reports of unemployed labor force status are not

associated with physical health in retirement, but unemployment is

associated with involuntary retirement timing and mental health

declines in retirement. Combined with prior research on the impor-

tance of voluntary retirement timing to well-being, unemployment

late in the working career should be addressed as a public health

concern. Changes in social and industry policy regarding full versus

partial retirement might help ease the labor burdens placed on aging

workers and shift the incentives to remaining in the labor force.

Future research should consider the relationship of late-career job loss

to bridge and part-time employment as potential mediators of the

negative mental health effect identified here among those with late-

career unemployment.

(1050) Quality of life measures for people with hypertension living
in a poor, rural community

Nalin Payakachat, PhD, University of Arkansas for Medical Sciences,

Little Rock, AR, United States; J. Mick Tilford, PhD, University of

Arkansas for Medical Sciences, Little Rock, AR, United States; James

Seliq, PhD, University of Arkansas for Medical Sciences, Little Rock,

AR, United States; Martha Phillips, PhD, University of Arkansas for

Medical Sciences, Little Rock, AR, United States

Aims: People living in rural communities within the Mississippi Delta

region are at increased risk for cardiovascular and other diseases due

to poverty and other social determinants of health. Given the need for

interventions to improve cardiovascular health in poor rural regions,

research is needed to measure differences in quality of life (Qol) for

rural populations. This study compares the EQ5D-5L and the SF-6D

to capture Qol associated with hypertension at baseline. Methods:

Participants (systolic BP C 140 or diastolic BP C 90) are part of a

larger study comparing different approaches to control hypertension

in a rural community in Arkansas. All participants were randomized

to a stepped-care treatment approach to hypertension or usual care.

Participants completed baseline surveys that included demographic

characteristics, health problems, and Qol instruments. These data

were merged with blood pressure readings. It was unclear whether the
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use of Canadian weights for the EQ5D-5L or a crosswalk from the

EQ5D-3L would perform better in rural populations. Thus, both

approaches were compared with the SF-6D. Results: The majority of

participants (N = 590) were older (62.2%; [ 45 years) female

(59.8%), African-American (83.2%), and low income with 58.1%

earning\ $25,000/year. Blood pressure was categorized as Stage 1

(64.3%), Stage 2 (28.3%), or Stage 3 (6.9%). The EQ5D-5L scores

were similar with a mean of 0.87 (range 0.0–0.96) for the Canadian

weights and a mean of 0.88 (range 0.18–1.0) for the crosswalk

weights. The SF6D mean was 0.77 (range 0.35–1.0). There was a

strong correlation between the EQ5D-5L (r = 0.943) scores, and

between the EQ5D-5L and SF6D (r = 0.725 Canadian and r = 0.756

crosswalk). Marginal effects for the three measures were similar

across health conditions. Conclusions: Instruments to measure Qol in

a rural sample with hypertension do not differ significantly at the

margin. Either the SF-6D or EQ5D-5L can be used for measuring the

effectiveness of interventions in this population.

(1052) Comparison of pre-injury recalled health-related quality
of life (HRQoL) data of trauma patients and HRQoL
of the general population: can educational level explain
the difference?

Nena Kruithof, Elisabeth-TweeSteden Hospital, Tilburg, Netherlands;

Juanita Haagsma, Erasmus MC University Medical Centre,

Department of Public Health, Rotterdam, the Netherlands, Rotterdam,

Netherlands; Leonie de Munter, ETZ Hospital (Elisabeth-TweeSteden

Ziekenhuis), Department Trauma TopCare, Tilburg, the Netherlands,

Tilburg, Netherlands; Suzanne Polinder, Erasmus MC University

Medical Centre, Department of Public Health, Rotterdam, the

Netherlands, Rotterdam, Netherlands; Mariska de Jongh, Brabant

Trauma Registry, Network Emergency Care Brabant, Tilburg, the

Netherlands, Tilburg, Netherlands

Aims: Significant differences exist between retrospectively collected

pre-injury HRQoL data of trauma patients and the HRQoL of the

general population. An explanation for this finding may be that,

compared to the general population, the trauma population includes a

larger proportion of individuals with a low level of socio-economic

status (SES). The aim of this study was to compare retrospectively

collected pre-injury HRQoL with HRQoL of a sample of Dutch

individuals stratified by age, gender and particularly educational

level. Methods: This study was part of a longitudinal survey (i.e. the

Brabant Injury Outcome Surveillance, BIOS) among adult injury

patients admitted to the hospital. Within three months post-trauma,

pre-injury HRQoL (n = 2987) was collected by using the EuroQol-

five-dimension-3-level (EQ-5D-3L) questionnaire. The reference

cohort (n = 1839) compromised of a sample of the Dutch general

population. Multiple regression models were used to compare pre-

injury HRQoL with the HRQoL of the reference cohort, with

adjustment for age, gender and educational level. Results: Pre-injury

HRQoL was obtained on average 11 days (interquartile range 6–30)

post-injury. The injury cohort had a higher recalled pre-injury EQ-

5D-3L summary score compared to the HRQoL of the reference

cohort after adjustment for age b = 0.014 [95% CI 0.001,0.027] for

males and b = 0.018 [95% CI -0.001, 0.036] for females). After

adjustment for age and educational level, the Beta showed a C 10%

increment (b = 0.020 [95% CI 0.007, 0.033] for males and b = 0.025

[95% CI 0.007, 0.043] for females), suggesting that educational level

is a confounder for HRQoL, next to age and after stratification on

gender. After adjustment for age, gender and educational level, the

injury cohort reported less problems on the ‘pain/discomfort’ (OR

0.522 [95% CI 0.454, 0.602]) and the ‘anxiety/depression’ (OR

0.745 [95% CI 0.619, 0.897]) dimensions of the EQ-5D-3L, but

reported significantly more problems on the ‘self-care’ dimension

(OR 1.497 [95% CI 1.112, 2.016]). Conclusions: When HRQoL of

the general population is used as a norm to measure change in

HRQoL due to injury it is strongly advisable to adjust for educational

level besides age and gender.

Patient Education and Health Promotion

(1054) Investigating the health-promoting behaviors
and the predictive factors among the employees of Tehran
Tobacco Company

Farahnaz Khajehnasiri, PhD, Department of community Medicine,

School of Medicine, Tehran University of Medical Sciences, Tehran,

Iran; Soheila Dabiran, Department of community Medicine, School of

Medicine, Tehran University of Medical Sciences, Tehran, Iran;

Shahlla Khosravi, Department of community Medicine, School of

Medicine, Tehran University of Medical Sciences, Tehran, Iran;

Elham Hokmabadi, School of Medicine, Tehran University of

Medical Sciences, Tehran, Iran

Aims: Health-promoting lifestyle is an imperative factor for reducing

the related health problems and enhancing the life quality. This study

focuses on the health-promoting behaviors and the related predicting

factors for the employees of Tehran tobacco company. Methods: This

study was cross-sectional and performed on 282 employees in 1394 in

Tehran city. We have used census sampling technique. We have

considered the employees with some pre-specified features in the

Tobacco company of an industrial sector under supervision of the

Tehran University of Medical Sciences. The data are obtained through

individual-social characteristics questionnaire and health-promoting

lifestyle profile (HPLP). Next, the data are coded and analyzed using

descriptive and inferential statistic with IBM SPSS Statistics 19.0.

Results: The total mean of the questionnaire is obtained as

131.53 ± 21.17. The lowest and highest mean correspond to the

physical activity (18.50 ± 5.46) and spiritual growth (25.61 ± 5.03),

respectively. No meaningful difference was observed in the mean

values of the health-promoting behaviors between two groups in

terms of gender, job type, and place of residence. A significant

Negative correlation can be observed between the total score and the

number of family members, nutrition, spiritual growth, smoking

duration with responsibility. Conclusions: considering the impacts of

some individual factors such as the education level and smoking

cigarette on the health-promoting lifestyle, we can conclude that

educational programs for raising awareness on the lifestyle and its

effects on the physical and mental health of individuals, as well as

implementing health education programs focusing on the promoting

physical activities among the employees are necessary.

(1056) Health literacy across all year levels of a cohort
of Australian osteopathy students

Jane Mulcahy, Victoria University, Melbourne, Australia; Brett

Vaughan, MHS, BSc, University of Melbourne, Melbourne, Australia

Aims: 1. To investigate the health literacy of a cohort of Australian

osteopathy students across five-year levels.2. In 2019 to compare the

health literacy of Australian osteopathy students completing a newly

accredited osteopathy program at the same university. Methods: All

students in years 1 to 5 of the 2015 cohort in the osteopathy program

at Victoria University were invited to complete a demographic

questionnaire and the Health Literacy Questionnaire (HLQ). (Osborne

et al. 2013). Results: Responses were received from 314 students

(88% response rate). Respondents demonstrated high levels of health

literacy across all 9 domains of the HLQ. Age was not correlated with

HLQ domain scores. Males demonstrated a lower mean score for the
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Social support for health domain. 7.5% of respondents reported

anxiety/depression and this group demonstrated lower mean scores on

the Actively managing my own health domain. 10.6% reported being

asthmatic and this group demonstrated higher mean scores for Feeling

understood and supported by healthcare providers. 6.3% reported

back pain however this group was not significantly different to the

non-back pain group. Students who had a health care card were not

significantly different to those who didn’t. Students with private

health insurance had a lower mean score for the Critical appraisal

factor compared to those without insurance. Conclusions: This cohort

of osteopathy students is largely health literate as measured by their

responses to the HLQ. Some differences were noted between those

students with particular pathologies.Further research is now being

undertaken to evaluate whether health literacy changes over the

duration of the 5 year osteopathy program. Evaluating the health

literacy of a student cohort can provide useful information to inform

curriculum development and improve teaching strategies. A longitu-

dinal study comparing students undertaking 2 different curricular is

underway to evaluate the change, if any, in health literacy of students

in the 2 programs. Future research may also look at other student

populations undertaking health education courses at the same

university.

(1058) Shared medical appointments improve quality of life
for patients with atrial fibrillation

Joan Griffin, PhD, Mayo Clinic-Rochester, Rochester, MN, United

States; Monika Schmidt, D.N.P., APRN, AGNP-C, Mayo Clinic-

Rochester, Rochester, MN, United States; Lynette Stuart-Mullen,

M.S.N., APRN, C.N.S., Mayo Clinic-Rochester, Rochester, MN,

United States; Pamela McCabe, Ph.D., APRN, CNS, Mayo Clinic-

Rochester, Rochester, MN, United States; Megan Branda, MS, Mayo

Clinic-Rochester, Rochester, MN, United States; Thomas O Byrne,

BS, Mayo Clinic-Rochester, Rochester, MN, United States;

Christopher McLeod, MBChB, Ph.D., FHRS, Mayo Clinic-

Jacksonville, Rochester, MN, United States

Aims: Emerging research suggests that quality of life for patients with

atrial fibrillation (AF) is improved by teaching patients to adopt and

maintain lifestyle and behavior changes and bettering patient under-

standing of AF. Shared medical appointments (SMA) may be a

feasible alternative to improve both quality of life and quality of

healthcare. Conducted in a group setting with 6–8 patients, SMAs

have been used in research to teach and practice complex behaviors in

the supportive presence of others, thus improving patient coping and

disease management skills. As part of our evaluation of alternative

models of care delivery for patients with AF, we aimed to compare

whether quality of life and quality of care was different among those

assigned to SMAs and standard care. Methods: Patients scheduled for

cardiac ablation to manage their AF were assigned to attend either a

SMA or standard individual appointment prior to the ablation pro-

cedure and again 3 months post-procedure. SMAs were 90-min group

appointments with a nurse practitioner. Standard appointments were

60-min, individual appointments with a physician or nurse practi-

tioner. Self-reported quality of life and quality of care measures were

collected using paper surveys prior to SMA or standard appointment

and again at 3- and 6-months post-ablation. Knowledge of AF (KAF)

was also assessed before and after the pre-ablation appointment.

Quality of life measures included motivation to manage their care

(Patient Activation Measure, PAM). Quality of care was measured

using the Patient Assessment of Chronic Illness Care (PACIC).

Results: Fifty-nine patients participated in SMAs. Sixty-two partici-

pated in standard care. After adjusting for baseline scores, no

differences in PAM scores were found between appointment groups at

6 months (p = 0.21). Nor did we find significant differences by group

in the total PACIC scores, although for one PACIC subscale, goal-

setting, the SMA group did report higher scores at 6 months. Patients

in the SMA groups reported greater improvement in knowledge of AF

from pre-to post- appointment than those in standard appointments.

Conclusions: Findings suggest that among those with AF, SMAs do

not compromise the quality of life or quality of care compared to

those in standard appointments.

(1060) Physical activity level, self-efficacy and perceived health
status in Brazilian patients before undergoing the first
percutaneous coronary intervention

Lidia A. Rossi, University of São Paulo, Ribeirão Preto College of

Nursing, Ribeirão Preto, Brazil; Natássia C. Pitta, Physiotherapist,

PhD. student, University of São Paulo, Ribeirão Preto College of

Nursing, Ribeirão Preto-SP, Brazil; Rosana A. S. Dantas, RN, PhD,

Professor, University of São Paulo, Ribeirão Preto College of

Nursing, Ribeirão Preto-SP, Brazil; Márcia A. Ciol, Research

Professor, Department of Rehabilitation Medicine, School of

Medicine, University of Washington, USA, Seattle, WA, United

States

Aims: To assess the physical activity level, health status and self-

efficacy and explore associations among these measures in patients

before undergoing their first percutaneous coronary intervention-PCI.

Methods: Cross-sectional study. Inclusion criteria were adults,

undergoing the first PCI. Exclusion criteria included being clinically

unable to answer questions and/or to perform physical activities.

Participants were recruited from a consecutive cohort of patients who

were scheduled to have PCI from April/2017 to March/2018. Eligible

patients were invited to participate on the day of their PCI procedure.

After signing the informed consent, they answered the following

questionnaires: Baecke Questionnaire on Habitual Physical Activity-

Baecke-HPA (total score ranging from 3 to 15), Self-efficacy scale for

physical activity (0–10), Short Form Health Survey-SF36 (0-100). For

all instruments, higher scores represent better results. Spearman’s

correlation coefficient was used to analyze the association among

variables. Significance level was set at 0.05. Results: Sixty-two adult

patients undergoing the first PCI were enrolled (38 male, 61.3%; age

ranged from 39 to 88 years, mean = 64, SD 10). The mean scores of

Baecke-HPA and Self-efficacy for physical activity were 6.4 (SD 1.6)

and 1.3 (SD 2.1), respectively. Mean scores of the SF36 domains were

Vitality = 43.2; Physical functioning = 62.9; Bodily pain = 48.9;

General health = 42.3; Role physical = 57.0; Role emotional = 41.0;

Social functioning = 37.7 and Mental health = 46.6. We found

moderate and significant correlations between Baecke-HPA total

score and Self-efficacy for physical activity total score (rs = 0.48,

p\ 0.001), between Baecke-HPA and Self-efficacy for physical

activity for walking (rs = 0.50, p\ 0.001), and weak and not sig-

nificant correlation between Baecke-HPA and Self-efficacy for

moderate/vigorous physical activity (rs = 0.10, p = 0.43). The cor-

relations between the measures of Baecke-HPA and the SF36

domains were weak and not statistically significant. Conclusions: The

majority of the participants did not practice habitual physical activity

and had low level of self-efficacy for physical activity. There were

moderate correlations between these measures. There was no corre-

lation between the measures of physical activity level and the

perceived health status in these patients before PCI.

(1062) Development of a patient education program for patients
undergoing body contouring after massive weight loss

Lotte Poulsen, MD, Department of Plastic Surgery, Odense

University Hospital, Odense, Denmark; Signe Poulsen, Nurse,
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Department of Plastic Surgery, Odense, Ontario, Denmark; Birgitta

Fahnoe Larsen, nurse, Department of Plastic Surgery, Odense

University Hospital, Odense, Denmark; Mike Lorenzen, Medical

student, Department of Plastic Surgery, Odense University Hospital,

Odense, Denmark; Kirsten K Roessler, DPhil, PhD, Department of

Psychology, University of Southern Denmark, Odense, Denmark;

Joern Bo Thomsen, MD, PhD, Department of Plastic Surgery, Odense

University Hospital, Odense, Denmark; Michael Rose, MD,

Department of Plastic Surgery, Hospital of Southwest Jutland,

Esbjerg,Denmark; Anne Klassen, DPhil, PhD, Department of

Pediatrics, McMaster University, Hamilto, Ontario, Canada; Jens

Ahm Sorensen, MD, PhD, Department of Plastic Surgery, Odense

University Hospital, Odense, Denmark

Aims: Patient education is important in body contouring surgery after

massive weight loss since goals include improvement in appearance

and health-related quality of life. The aim of this study was to identify

and use outcomes that matter to patients in the development of an

education program for patients undergoing body contouring after

massive weight loss. Methods: Content for the patient education

program was developed from the following sources: (1) literature

review, (2) findings from a Danish study that used the BODY-Q to

measure outcomes in bariatric and body contouring patients1, (3)

focus groups with pre and post-operative patients, and (4) interviews

with experts (2 surgeons, 2 nurses). The qualitative part of the study

took an interpretive description approach. Data were analyzed using

line-by-line approach with labeling of all themes, and constant

comparison to ensure consistent coding. Results: The literature review

and BODY-Q results were used to identify key outcomes and draft

material for the education module, which was brought to patients and

experts for refinement. Focus group sessions and expert input led to

the development of a patient education day, an online information

application, and 2 animation videos: 1) how patients will feel along

the journey from obese to after body contouring; and (2) the surgical

procedure. Decisions on which outcome theme should be included

and emphasized was based largely on patient feedback. The education

program was tested with patients before implementation. Conclu-

sions: The overall process led to an extensive patient education

program including a patient education day, an online information

application and 2 videos. Next step is an intervention study to

determine if the education program impacts on BODY-Q scores.

(1064) Effect of mat Pilates versus walking on quality of life
of women with abdominal obesity, insulin resistance, and NAFLD

Maria Dida Silva Pestana, Universidade Estadual do Sudoeste da

Bahia, Ipiaú, Brazil; Valnei Luciano Pereira Pestana, Médico, EsP,

Secretaria de Saúde do Estado da Bahia, Ipiaú, Bahia, Brazil; Vitor

Silva Pestana, Fisioterapeuta, MSc, Universidade Federal da Bahia,

Salvador, Bahia, Brazil; Manuella Castro Silva Pestana,

Fisioterapeuta, MSc, Universidade Federal da Bahia, Salvador, Bahia,

Brazil; Marcelo Costa Silva, Médico, PhD, Secretaria de Saúde do

Estado da Bahia, Ipiaú, Bahia, Brazil; Maria Isabel Schinoni, Médica,

PhD, Universidade Federal da Bahia, Salvador, Bahia, Brazil

Aims: To verify whether mat Pilates is inferior to walking on a

treadmill regarding effectiveness in reducing IR and waist circum-

ference (WC) and to compare HRQoL, using the SF-36 instrument,

before and after the intervention methods A randomized clinical trial

was conducted involving women (55.5 ± 8.2 years) with NAFLD

who were separated into an experimental group (EG) (WC = 104.0 ±

9.4 cm; BMI = 31.0 ± 4.9 kg/m2) and an active control group (CG)

(WC = 106.5 ± 11.0 cm; BMI = 32.1 ± 4.5 kg/m2). HOMA-IR, WC,

BMI, and SF-36 domains were the dependent variables. The Shapiro–

Wilk, Paired T, McNemar’s, and Wilcoxon Sign Rank tests were used

to analyze the data. The groups were compared by a covariance

analysis. We used IBM software, SPSS 20.0, and considered values

significant if p\0.05. Results: Mat Pilates had a positive effect on the

reduction of HOMA-IR, and this effect was not inferior to aerobic

exercise; furthermore, mat Pilates and treadmill walking resulted in

significant reductions in WC and improvement in HRQoL. Conclu-

sions: Mat Pilates was shown to be effective and not inferior to

treadmill walking regarding improved IR and HRQoL in women with

NAFLD.

(1066) Focus groups with psoriasis-patients for the development
of a standard dataset for the documentation of psoriasis

Marina Otten, PhD, University Medical Center Hamburg-Eppendorf,

Hamburg, Germany; Matthias Augustin, Prof. Dr., University

Medical Center Hamburg-Eppendorf, Hamburg, Germany

Aims: The current project Aims: to examine patients’ perspectives on

the relevance of different patient information including clinical- and

patient-reported-outcomes to develop a minimal-, optimal- (standard)

and optional dataset for the documentation of psoriasis in practice.

This dataset will be used for an integration in a digital management

system including a platform of electronic devices for the management

of the different outcomes. Methods: The selection of outcomes

instruments (n= 60) was based on a systematic literature review. 14

patients discussed the importance of the instruments and patient

information in three focus groups. The interviews were recorded

digitally, fully transcribed and subjected to content analysis by two

encoders. Thereby, arguments for or against the different patient

information were focused. The results were provided psoriasis experts

for the agreement on the standard dataset. Results: The category

system included the following main-categories for each of the patient

information: final decision, arguments for integration in dataset,

arguments against integration in dataset. Concerning general patient-

and anamnesis data the patients especially discussed, if the data has

an influence on psoriasis or its medication (subcategories). Most of

the clinical outcomes were classified as very important, especially

because of its relevance for dermatologists to make a therapy deci-

sion. Patient-reported-outcomes were mainly allocated to the

minimal- and optimal dataset, because e.g. the knowledge is impor-

tant for the dermatologist, the information is subjective and

demonstrates a patient’s suffer. Conclusions: The results show the

relevance of data for a documentation of psoriasis out of patient

perspective. Most of the data was assessed as relevant. This results

supported decision making of psoriasis experts and e.g. resulted in a

new variable for the minimal dataset (n= 11 out of n= 60). The dataset

contains various variables (patient- and anamnesis variables, clinical-

and patient-reported-outcomes), will be used for the documentation of

psoriasis in practice and builds the basis for an electronic monitoring-

and documentation system.

(1068) A survey of public knowledge and attitude related
to antibiotics use and resistance in southwest Alberta, Canada

Oyindamola Jaja, Faculty of Health Sciences, University of

Lethbridge, Lethbridge, Alberta, Canada; Monique Sedgwick, PhD,

Nursing, Faculty of Health Sciences, University of Lethbridge,

Lethbridge, Alberta, Canada; Darren Christensen, PhD, Addictions

Counselling, Faculty of Health Sciences, University of Lethbridge,

Lethbridge, Alberta, Canada; Oluwaseyi Lawal, MSc, University of

Calgary, Calgary, Alberta, Canada; Tolulope Sajobi, PhD, University

of Calgary, Calgary, Alberta, Canada; Oluwagbohunmi Awosoga,

PhD, MBA, Faculty of Health Sciences, University of Lethbridge,

Lethbridge, Alberta, Canada
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Aims: Antibiotics changed the world and radically transformed dis-

eases that were once deadly into manageable health problems. In

recent times, the effective management and prevention of bacterial

infections is threatened by antibiotic resistance and is increasingly

becoming a public health problem. The aim of this study was to

evaluate public knowledge and attitudes regarding antibiotics use and

antibiotic resistance in southwest Alberta, Canada. Methods: A

quantitative cross-sectional survey was conducted based on a struc-

tured questionnaire used during face to face interviews with 219

individuals, aged 18 and older, selected using convenient sampling

throughout Southern Alberta, Canada. Logistic regression was used to

examine the predictors of antibiotic knowledge and attitudes. Results:

Of the 219 participants surveyed, 92(42%) were male, 133(60.6%)

had post-secondary education, while 83(37.9%) were married. The

vast majority of respondents believed that antibiotics can kill bacteria

(81.4%), whereas a 43.0% thought that antibiotics can kill viruses.

About 35% of the participants expected to be prescribed an antibiotic

when they have symptoms of a common cold. Although 86% of the

participants correctly believed that antibiotic resistance could emerge

if antibiotics were used over an extended period, but 59% of the

participants incorrectly believed that bacteria can become less resis-

tant to antibiotics if lower doses were used. Logistic regression

analyses revealed that marital status-married (p = 0.001), education-

Below High school (p= 0.002), ethnicity-European (p =0.001), eth-

nicity-African/Middle East (p =0.041), and antibiotics resistance

education (p \ 0.001) were predictors of antibiotic knowledge.

Marital status-single (p = 0.01), age (p = 0.014), education (p =0.017),

ethnicity-Asian/First Nation (p = 0.004), ethnicity-African/Middle

East (p = 0.006) and antibiotics resistance education (p = 0.003) were

predictors of participants’ attitudes about antibiotics. Conclusions:

The results of this study demonstrate that although the respondents

had some knowledge regarding the role of antibiotics, there were still

some misunderstandings and variations in antibiotic knowledge and

attitudes regarding antibiotic use among the public in southwest

Alberta. Public health education focusing on these misunderstandings

about antibiotic use may be helpful in promoting rational antibiotic

use among the public in southwest Alberta.

(1070) Health-related quality of life of patients using warfarin:
a randomized controlled trial of the effect of telephone
encouragement for the management of oral anticoagulation
therapy

Rafaela Manzato, PhD student, Universtiy of São Paulo, Ribeirão

Preto, Brazil; Débora Cunha, PhD Student, University of São Paulo,

Ribeirão Preto, Brazil; Eliane Nepomuceno, PhD Student, University

of São Paulo, Ribeirão Preto, Brazil; Fabiana Bolela, PhD, University

of São Paulo, Ribeirão Preto, Brazil; Rejane Furuya, PhD, University

of São Paulo, Ribeirão Preto, Brazil; Carina Dessotte, PhD,

University of São Paulo, Ribeirão Preto, Brazil; Márcia Ciol, PhD,

University of Washington, Seattle, WA, United States; Rosana

Dantas, PhD, University of São Paulo, Ribeirão Preto, Brazil

Aims: To test if telephone follow-up to improve the management of

anticoagulation therapy (OAT) in individuals using warfarin for the

first time had an effect in the health- related quality of life (HRQoL),

measured using the Duke Anticoagulation Satisfaction Scale (DASS),

at three and six months post-discharge. Methods: Patients initiating

OAT in two Brazilian hospitals were enrolled from September 2015

to May 2017. All individuals received an educational program for

adherence to OAT during hospitalization and at discharge were ran-

domized to receive either five telephone follow-up calls (Intervention,

N=26) or no telephone calls (Control, N=26). At three and six months

after discharge, participants were interviewed in person and the DASS

was collected. The DASS has 25 items addressing three domains:

Limitation, Hassles and Burdens, and Psychological Impact, with a

possible total score of 25-75 (lower scores indicate better HRQoL).

Data were analyzed using descriptive statistics and t-tests to compare

DASS for the two groups. Significance level was 0.05. Results:

Groups were not statistically different in mean age (55 years) and

years of education (7 years), with more females in the control (65,4%)

than the intervention group (57.7%). At three months after discharge,

there were no statistical differences between the intervention and

control groups in HRQoL in the following: DASS total score (mean

[SD] = 53.9 [15.8] vs. 61.6 [17.1], p=0.10), Limitation (20.0 [6.3] vs.

22.5 [8.6], p=0.25), Hassles and Burdens (18.5 [6.4] vs. 18.1 [5.9],

p=0.12), and Psychological Impact (18.5 [6.4] vs. 21.0 [6.3], p=0.16).

At six months, there were no statistical differences between the

intervention and control groups in the following: DASS Total score

(54.7 [12.7] vs. 62.8 [20.5], p=0.10), Limitation (22.6 [6.2] vs. 23.7

[9.2], p=0.62), Hassles and Burdens (15.2 [6.2] vs. 19.1 [8.0];

p=0.07). However, the intervention group had less Psychological

Impact than the control group ((16.7 [4.7] vs. 19.8 [5.6], p=0.04).

Conclusions: The telephone follow-up had little effect on the

improvement of the HRQoL of Brazilian patients in the first six

months of warfarin use. Similar results were found in studies con-

ducted in other countries.

PROs in Clinical Practice

(1072) Clinical application and usage of patient reported outcome
measures in an orthopaedic outpatient setting

Amanda Spraggs-Hughes, Washington University School of

Medicine, St. Louis, MO, United States; Jason Guattery, MS,

Washington University School of Medicine, St. Louis, MO, United

States; Ryan Calfee, MD, MSc, Washington University School of

Medicine, St. Louis, MO, United States

Aims: This presentation will outline the collection methods and

clinical usage of PROMIS measures in the orthopaedic outpatient

setting of an academic medical center. Suggestions to increase the

utilization of available data by clinicians in patient interactions are

also proposed. Methods: The orthopaedic outpatient clinics of an

academic medical center implemented the collection of PROMIS
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assessments in the summer of 2015. The implementation rolled out in

a piloted fashion, allowing the pilot team to adjust the technical and

logistical details to optimize an efficient clinical flow. Orthopaedic

faculty and midlevel providers were educated on the standard usage

of PROMIS assessments and provided suggestions for adoption in

clinical practice. Results: At present, PROMIS assessments are col-

lected for the outpatient clinical visits of 60 orthopaedic faculty and

17 midlevel providers across 7 separate locations in a metropolitan

area. Specific PROMIS assessments collected varies based on the

population (adult vs. pediatric) and the providers’ subspecialty (Upper

Extremity vs. Mobility). All PROMIS measures are given in computer

adaptive testing (CAT) format and results are delivered in real time to

the electronic medical record (EMR). This allows clinical providers to

view a patient’s PROMIS t-score results in the patient chart prior to

the initiation of the patient visit. Pediatric PROMIS depression

administration prompted parental complaints and resulted in our

switch to delivery of pediatric peer relationships. Formal patient

feedback regarding PROMIS scores has recently been delivered

regarding adult Depression and Anxiety scores. Conclusions: PRO-

MIS has largely been incorporated into clinical practice successfully

across practice locations. Depression CAT’s selectively caused more

complaints for pediatric visits and that assessment was then discon-

tinued. At this time, clinicians indicate that they may review Physical

Function scores but no thresholds or rules are followed to allow those

scores to change treatment. Given the inter-relationship between

physical and mental health, our clinicians have now formulated for-

mal handouts for patients to address heightened Anxiety and/or

Depression scores at the time of clinical care. Such response to mental

health scores was delayed from the start of survey use as processes

required development and responses were established with additional

input from the University’s Psychiatry Department and legal team.

(1074) How often do PROMs trigger a concerning symptom alert
in a cancer trial and what actions do nurses take?: early results
from a cluster-randomized trial examining electronic patient
reporting of symptoms between visits (AFT-39)

Angela Stover, PhD, University of North Carolina at Chapel Hill,

Chapel Hill, NC, United States; Sydney Henson, Lineberger

Comprehensive Cancer Center at UNC-Chapel Hill, Chapel Hill, NC,

United States; Phillip Carr, Lineberger Comprehensive Cancer Center

at UNC-Chapel Hill, Chapel Hill, NC, United States; Jennifer Jansen,

MPH, Lineberger Comprehensive Cancer Center at UNC-Chapel Hill,

Chapel Hill, NC, United States; Antonia Bennett, PhD, University of

North Carolina at Chapel Hill, Chapel Hill, NC, United States;

Mattias Jonsson, Lineberger Comprehensive Cancer Center at UNC-

Chapel Hill, Chapel Hill, NC, United States; Claire Snyder, PhD,

Johns Hopkins University, Baltimore, MD, United States; Deborah

Schrag, MD, MPH, Harvard University, Boston, MA, United States;

Jane Perlmutter, PhD, MBA, Gemini Patient Advocacy Group, Ann

Arbor, MI, United States; Mary Lou Smith, JD, MBA, Research

Advocacy Network, Naperville, IL, United States; Patricia Spears,

Lineberger Comprehensive Cancer Center at UNC-Chapel Hill,

Chapel Hill, NC, United States; Ethan Basch, MD, MSc, University

of North Carolina at Chapel Hill, Chapel Hill, NC, United States

Aims: A cluster-randomized trial in community cancer practices is

evaluating whether integrating patient-reported outcome measures

(PROMs) into standard processes for symptom management improves

clinical outcomes (clinicaltrials.gov: NCT03249090). Early results

are reported for frequency of PROMs triggering concerning symptom

alerts to nurses and clinical actions taken. Methods: Across 23

community cancer practices in 13 states, 206 adults with advanced

cancers who are receiving chemotherapy have enrolled out of a tar-

geted 1,000 patients. Patients were an average age of 64 (range:

28-93), 57% women, 92% Caucasian, and 50% had B high school.

Lung (24%), colorectal (18%), and breast (17%) cancers were

prevalent. Patients (n=110) at intervention sites completed weekly

PROMs between visits via email (58%) or interactive voice response

(42%). PROMs assessed constipation/diarrhea, nausea/vomiting,

eating/drinking decreases, pain, dyspnea, insomnia, physical function,

depression, and falls. Automated email alerts to nurses were triggered

by PRO responses indicating symptoms experienced frequently (fre-

quently/almost always) or with high intensity (quite a bit/very much

or severe/very severe). Alerts included evidence-based treatment

options. Results: 110 patients in the intervention arm completed 1,326

PROMs between visits over an average of 13 weeks, with high

compliance (95%). Most patients (n=97/110 [88%]) had C1 alert for

concerning symptoms, with an average of 1.9 symptoms per alert

(range: 1-7 symptoms). Of 1,326 PROMs, 538 triggered an alert to

nurses for concerning symptoms (41%). The most common symptoms

triggering an alert were pain (48%), physical function (43%), and

dyspnea (15%). In response to alerts, nurses called or spoke in-person

to patients 68% of the time (364/538 alerts). Most clinical responses

involved counseling patients on symptom self-management (156/364

responses [42%]), planning to discuss at next visit (92/364 responses

[25%]), and changing medications (42/364 responses [11%]). Where

no action was taken, clinicians were generally already aware of the

symptom (136/174 non-responses [78%]). Conclusions: Early trial

results indicate that approximately 40% of PROMs completed

between cancer care visits triggered alerts to nurses for concerning

symptoms, and nurses directly responded to alerts 68% of the time

(51% by phone). This experience should assist in planning staffing

requirements for implementation of PROMs in the setting of routine

cancer care.

(1076) Understanding the barriers and facilitators
to implementing patient-reported outcome measures in surgery

Chris Gibbons, Brigham and Women’s Hospital/Harvard Medical

School, Boston, United States; Elena Tsengaris, Brigham and

Women’s Hospital/Harvard Medical School, Boston, MA, United

States; Laura Dominici, Brigham and Women’s Hospital/Dana-Farber

Cancer Center, Boston, MA, United States; Andrea Pusic, Brigham

and Women’s Hospital/Harvard Medical School, Boston, MA, United

States

Aims: Patient-reported outcome measures (PROMs) are valuable

tools for assessing outcomes that matter the most to patients that can

be used to inform both clinical decision-making and benchmarking.

Though PROMs are desired by both patients and clinicians, clinical

implementation of these tools has been slower and more difficult than

many enthusiastic early adopters had imagined. The aim of this study

is to examine the barriers and facilitators to implementing PROMs in

clinical practice. Methods: Data collection will occur at multiple

clinics in or near Boston, MA from April through to August 2018.

Clinic observations to understand the care process and flow of

patients, as well as semi-structured qualitative interviews with key

stakeholders (administrators, physicians, and patients), will be con-

ducted. We will observe and interview individuals from clinics with

no prior attempt at implementing PROMS, prior yet unsuccessful

attempts at implementing PROMs, and those who have successfully

implemented PROMs. The analysis will follow a qualitative

description method utilizing line-by-line coding of interview tran-

scripts to elucidate key concepts that will be used to refine an

established PROMs implementation framework. Data collection and

analysis will occur concurrently to allow for revision of an interview

guide and refinement of the emerging themes and sub-themes.

Results: Clinic observations were conducted at two breast recon-

struction clinics, one with a prior yet unsuccessful attempt to
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implement PROMs and 1 with no prior attempt to implement

PROMS. Flowcharts outlining new, pre-operative, and post-operative

patient appointments from registration through to discharge were

created. Preliminary analysis of interview transcripts suggests that

facilitators including staff willingness to implement PROMs were not

sufficient to overcome technical barriers to implementation which

included assigning the correct PROM scale to each patient. Conclu-

sions: The use of PROMs in routine clinical care may facilitate real-

time evaluations of patient outcomes, rapid patient referrals, and

quality assessments between care providers. Implementation can be

facilitated by support from both PROM developers and technical

experts at provider organizations. Early and sustained engagement

between stakeholders including developers, IT teams, and care pro-

viders may improve PROMs implementation in surgical practice.

(1078) Using patient experience (UsPex): results of a national
survey of patient experience leads

Elizabeth Gibbons, Nuffield Department of Population Health,

University of Oxford, Oxford, United Kingdom; Jenny King, Msc,

Picker Institute Europe, Oxford, United Kingdom; Louise Locock,

PhD, Health Services Research Unit, University of Aberdeen,

Aberdeen, United Kingdom

Aims: The NHS in England has been a leader in collecting data on

patient experience but there are concerns that it does not use these

data to improve care. While there are a growing number of studies

about how patient experience data are (or are not) used at whole-

organisation level, we know little about how frontline staff use the

data and what supports or hinders them in making improvements.The

aim of this study was to explored how frontline staff use patient

experience data for service improvement. Methods: The study used

mixed methods in different phases: 1a) secondary analysis of NHS

patient and staff survey results; 1b) survey of Patient Experience leads

in all NHS acute Trusts in England, followed by phase 2) an evalu-

ation of how frontline staff in 6 sites use patient experience data for

improvement.We will report findings from phase 1b, the survey of

Patient Experience leads in NHS acute Trusts mapping what data they

collect, how often, and how it is used for improvement. Results: Fifty-

seven trusts responded to the survey (response rate of 39%). All but

one reported that there was a dedicated person within the Trust

responsible for co-ordinating the collection and use of patient expe-

rience data and 67% had a dedicated quality improvement team.

However, only half of Trusts have a specific plan for the collection

and use of patient experience data.86% were aware of changes

implemented in their Trust as a result of patient experience data; with

many of these changes being made to the way staff interact with

patients (84%).Two common barriers to using patient experience data

was a lack of staff time to examine the data and cost. Conclusions:

Despite a general sense of engagement with patient experience data,

there were significant barriers to using these data; staff time to

interrogate the data most predominant. Furthermore, not all Trusts

had a formal strategy in place for collection and processing of the

data.This study provides insight into how we can continue to move

from measurement to improvement.

(1080) A survey of patient reported outcome measures (PROMs)
used in general practice in England

Grace Turner, PhD, University of Birmingham, Birmingham, United

Kingdom; Sam Finnikin, MRCGP, MBChB, DRCOG, MSc, MA

(cantab), University of Birmingham, Birmingham, United Kingdom;

Derek Kyte, PhD, University of Birmingham, Birmingham, United

Kingdom; Clare Taylor, MBE, MA, MPH, PhD, FRCGP, University

of Oxford, Oxford, United Kingdom; Helen Stokes-Lampard, MBBS

(Lon), PhD, FRCGP, DFSRH, DRCOG, LOC(IUS), Royal College of

General Practitioners, London, United Kingdom; Melanie Calvert,

PhD, University of Birmingham, Birmingham, United Kingdom

Aims: Patient-reported outcome measures (PROMs) can provide

valuable information from the patient perspective on the impact of

disease and treatment on symptoms and quality of life. Whilst

PROMs are used extensively in a clinical research setting there is

increasing interest in the use of PROMs in a routine clinical setting:

(i) at an individual level to facilitate communication, shared-decision

making and symptom management and; (ii) at an aggregate level for

audit and benchmarking purposes. The aim of this research was to

evaluate the current use of PROMs in routine general practice and

explore barriers and facilitators to their implementation. Methods: An

electronic self-completed questionnaire was administered to 100

English general practitioners via an online doctor’s community.

Ethical approval was provided by the University of Birmingham

Ethical Review Board. Results: One hundred general practitioners

from across England responded. Twenty-three reported that they do

not use PROMs in clinical practice. Of the PROMs use reported, 35%

were in mental health, 15% for urology and 10% were for sleep

apnoea; however, 15% of tools GPs reported using were not PROMs.

The most cited reasons for using PROMs were as an aid to clinical

management (66%) and as a screening or diagnostic tool (61%). Time

constraints and compulsory completion were reported as the biggest

barriers to engaging with PROMs in clinical practice. GPs would

prefer to use PROMs that are well integrated with their clinical sys-

tems. Conclusions: There is a misunderstanding amongst many GPs

as to what constitutes a PROM and their use in practice appears

limited. However, there are some tools which have gained traction

indicating a willingness to integrate PROMs into clinical practice.

Tools that aid diagnostics and management that are integrated with

clinical systems may be most likely to be used.

(1082) Implementing the KLIK PROM tool in clinical care;
the healthcare professional’s point of view

Hedy van Oers, MSc, Psychosocial department, Emma Children’s

Hospital AMC, Amsterdam, Netherlands; Lorynn Teela, MSc,

Psychosocial department, Emma Children’s Hospital AMC,

Amsterdam, Netherlands; Maud van Muilekom, MSc, Psychosocial

department, Emma Children’s Hospital AMC, Amsterdam,

Netherlands; Martha Grootenhuis, PhD, Psychosocial department,

Emma Children’s Hospital AMC, Amsterdam, Netherlands; Lotte

Haverman, PhD, Psychosocial department, Emma Children’s Hospital

AMC, Amsterdam, Netherlands

Aims: The evidence-based KLIK website (http://www.hetklikt.nu) is

a Patient Reported Outcome Measurement (PROM) tool used in

clinical care. Pediatric patients and/or parents and adult patients

complete questionnaires, prior to their outpatient clinic appointment.

Answers are transformed into an electronic PROfile. The healthcare

professional discusses this KLIK ePROfile with patients, to monitor

well-being over time, detect problems early and provide tailored

advice and interventions. Since the start of the KLIK implementation

in 2011,[50 patient groups (e.g. rheumatology, oncology) use KLIK

in 20 Dutch hospitals,[700 healthcare professionals are trained and

[10,000 patients are registered. The aim of this study is to get more

insight in the implementation and use of KLIK from the healthcare

professional’s point of view. Methods: As part of standard care,

annual meetings are held to evaluate KLIK in the different multi-

disciplinary teams. Since February 2018, an online evaluation

questionnaire is sent to all team members one week prior to these

evaluation meetings. This questionnaire, composed by research psy-

chologists of the KLIK team and reviewed by three nurses and one
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pediatrician, consists of 33 questions regarding support KLIK team

(A), experiences with KLIK ePROfile (B), participation of patients

(C), usability of the KLIK portal (D), feedback and interpretation of

KLIK ePROfile (E), satisfaction with the PROMs in KLIK (F), and

suggestions for improvement (G). Descriptive analyses will be used.

Results: Thus far, 37 healthcare professionals (12 pediatricians, 14

nurses, 6 psychologists, 3 physiotherapists, 1 dietician, 1 social

worker) of 9 multidisciplinary teams (e.g. diabetes, rheumatology)

completed the evaluation questionnaire (mean response-rate per team

58%, range 22-100%) before the annual evaluation meeting. Pre-

liminary results show that: 70% experience enough support of the

KLIK team (A), 81% (almost) always discuss the KLIK ePROfile

with patients (B), 49% think patients/parents are satisfied with KLIK

(C), 73% think KLIK is easy to use (D), 89% are satisfied with the

feedback of the KLIK ePROfile (E), 57% are satisfied with the current

PROMs in KLIK (F), and (dis)advantages of KLIK are mentioned

(G). In the next months, more meetings will follow. Conclusions:

Final results will be presented at the conference.

(1084) Lessons learned and future directions for patient reported
outcome usage at an academic medical center

Jason Guattery, Washington University School of Medicine, St.

Louis, MO, United States; Amanda Spraggs-Hughes, MA,

Washington University School of Medicine, St. Louis, MO, United

States; Ryan Calfee, MD, MSc, Washington University School of

Medicine, St. Louis, MO, United States

Aims: In this presentation, we describe the lessons learned from the

implementation and use of PRO data collection in the orthopaedic

surgery department of an academic medical center. We also outline

the proposed direction of future adoptions of PRO data collection

across other departments of the medical center. Methods: The

orthopaedic surgery department of our academic medical center

served as the pilot for PRO assessment collection in the outpatient

setting. Our implementation team introduced PRO data collection at 7

different clinical sites, and each new launch allowed the team to hone

the execution of the technical and logistical procedures. Major tech-

nical obstacles were addressed by the implementation team prior to

launch and minor obstacles were largely eliminated by the time full-

scale departmental delivery of PRO assessments had begun. Results:

Provider and patient adoption of PRO data collection were among the

most difficult hurdles to overcome for our department. Feedback

received from clinical faculty and staff suggest that enhanced edu-

cational offerings would assist in preparing for implementation. Our

patient populations provided feedback on specific modules (depres-

sion, anxiety) that indicated a lack of understanding how mental

health impacts clinical healing. Conclusions: The adoption of PRO

assessment collection at our institution required significant support,

both among our institutional executive committee and department

level leadership. Despite this support, the major findings from our

institutional pilots suggest that even more robust education for

physicians, clinical support staff, and patients prior to implementation

of PRO data collection is necessary in order to ensure smoother

adoption. The technical hurdles offer another area of improvement,

yet technical challenges will vary by institution based on systems

already in place and available resources.Our institution is in the

process of deploying PRO collection in additional departments

throughout the medical center, with neurology and cardiothoracic

surgery among the latest departments to launch. Critical lessons

learned in the orthopaedic department were integral to honing the

process of implementation and will assist future practitioners utilizing

PRO data at our institution.

(1086) Systematic review of the use of patient reported outcome
measures in studies of electively-managed hand conditions

Luke Geoghegan, BSc, Nuffield Department of Orthopaedics,

Rheumatology and Musculoskeletal Science (NDORMS), University

of Oxford., Oxford,United Kingdom; Hawys Lloyd-Hughes, Nuffield

Department of Orthopaedics, Rheumatology and Musculoskeletal

Science (NDORMS), University of Oxford, Oxford, United Kingdom;

Michelle Peters, Nuffield Department of Population Health,

University of Oxford, Oxford,United Kingdom; Andrew Price,

Nuffield Department of Orthopaedics, Rheumatology and

Musculoskeletal Science (NDORMS), University of Oxford, Oxford,

United Kingdom; David Beard, Nuffield Department of Orthopaedics,

Rheumatology and Musculoskeletal Science (NDORMS), University

of Oxford, Oxford, United Kingdom; Abhilash Jain, Nuffield

Department of Orthopaedics, Rheumatology and Musculoskeletal

Science (NDORMS), University of Oxford, Oxford, United Kingdom;

Jeremy Rodrigues, Nuffield Department of Orthopaedics,

Rheumatology and Musculoskeletal Science (NDORMS), University

of Oxford, Oxford, United Kingdom

Aims: Hand surgery comprises hand trauma and electively-managed

conditions, such as osteoarthritis, carpal tunnel syndrome, Dupuyt-

ren’s disease, and trigger fingers. Electively-managed conditions

account for over 100,000 inpatient surgeries a year in the English

National Health Service alone, with further procedures in other

regions of the UK, or performed on an outpatient basis. To quality

assure this care and to conduct research, effective outcome mea-

surement is critical. Traditional surgeon-centric outcome measures

correlate poorly with hand function, and are seldom important to

patients. Recently, patient-reported outcome measure (PROM) use

has increased in hand surgery. However, consensus of PROM choice

appears to be lacking. This systematic review aimed to describe the

use of relevant PROMs in clinical research of electively-managed

hand conditions. Methods: A PRISMA-compliant methodology was

used. A bespoke search strategy was developed in conjunction with a

search strategist, and applied to Medline, EMBASE, CINAHL and

PSYCHINFO from 1992 to June 2017. Search results were screened

by two authors in parallel. Pre-specified stepwise inclusion criteria

were used to identify studies describing adult patients (P), undergoing

treatment for electively-managed hand conditions distal to the distal

radius (I and C), with clinical outcomes measured using one or more

PROMs (O). Results: Of 4554 results, 834 met inclusion criteria.

PROMs identified included 9 disease-specific, 8 site-specific and 4

generic quality of life measures. Across all, the Disabilities of the

Arm, Shoulder and Hand (DASH) was the most commonly used

(overall frequency 41.0%). The most commonly reported disease-

specific measure was the Boston Carpal Tunnel Questionnaire

(overall frequency 23.0%). The most commonly reported generic

quality of life of measure was the SF-36 (overall frequency 4%).

Time-analysis demonstrated predominance of site-specific PROMs

since 2000, despite a core outcome set recommending the use of a

combination of PROMs in 2013. Conclusions: Various PROMs have

been used to study electively-managed hand conditions, with limited

consensus. The next stage of this work will be to evaluate the

development and validation of the identified instruments.

(1088) Development of a patient reported measure of quality
of care transitions: evidence of structural validity

Milena Anatchkova, Evidera, Waltham, MA, United States; Mark

Atkinson, Evidera, Seattle, OR, United States; Heena Santry, Ohio

State University Wexner Medical Center, Columbus, OH, United

States; Nathaniel Erskine, University of Massachusetts Medical

School, Worcester, MA, United States; Catarina Kiefe, University of

Massachusetts Medical School, Worcester, MA, United States
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Aims: To develop an item pool and evaluate the structural validity of

a patient-reported measure assessing the quality of transition care.

Methods: Items (k = 22) were developed to measure care quality

during hospital to home transitions based on literature review and

qualitative interviews with patients with unplanned hospitalizations,

as well as their caregivers and clinical staff. A resulting conceptual

model consisted of 5 content domains (Understanding of care,

Communication with medical team, Tailored discharge, Confidence

in care management, and Care-plan). Items were reviewed by a multi-

stakeholder advisory board and administered to patients soon after

discharge. Item characteristics, factor analytic results, and graded

response modeling (GRM) were used to evaluate items, reduce the

item pool, and examine the structure validity of the measure. Results:

A total of 421 patients participated (mean age=58.6, 36% female,

91.5% White). Three items were eliminated due to[ 30% missing

data, leaving 19 items for use within iterative exploratory factor

analyses models on 65% of the sample. Initial models suggested a

two-factor solution, which was explored along with a 5 factor hier-

archical model. However, the unique contribution of the three items

forming the 2nd factor (Communication) explained little variance in

overall quality of care ratings and these items were excluded, along

with three other items with lower factor loadings (\ 0.7). A final

hierarchical model consisted of 12 items with 4 distinct subscales that

represented 4 of the original 5 hypothesized domains. A confirmatory

factor analysis that was conducted using the remaining 35% of the

sample confirmed the structural validity of the measure and a good fit

(CFI=.980, TLI = 0.972; SRMR=.043). GRM results verified the item

performance within of the total scale (12 items) and two of the 4

subdomains. However, it also revealed local dependency between

items in the other two (Understanding and Care-plan). Finally, IRT

discrimination results were also used to select the best performing

items from each domain, forming a short 4 items measure that rep-

resented the major content areas. Conclusions: These results suggest

the new measure’s hierarchical organization and 4 sub-scales have

good construct validity, while additional items may be needed to

supplement 2 of the subdomains.

(1090) The use of patient-reported outcome measures (PROMs)
in patients with end stage renal disease requiring treatment
with haemodialysis (HD): a narrative review

Nicola Anderson, BA, MSc, University of Birmingham, Birmingham,

United Kingdom; Melanie Calvert, PhD, University of Birmingham,

Birmingham, United Kingdom; Mary Dutton, MSc, University

Hospitals Birmingham NHS Foundation Trust, Birmingham, United

Kingdom; Paul Cockwell, PhD, University Hospitals Birmingham

NHS Foundation Trust, Birmingham, United Kingdom; Derek Kyte,

PhD, University of Birmingham, Birmingham, United Kingdom

Aims: A narrative review of the evidence surrounding use of Patient

Reported Outcomes Measures (PROMs) for patients receiving

haemodialysis (HD), both in research and routine clinical settings.

Methods: This narrative review used scoping review methodology to

map emerging evidence surrounding implementation of PROMs in

HD research and routine care.A search of all HD studies recorded on

the ISRCTN trials registry was conducted; trials which listed a PRO

as a primary or secondary outcome within study design and outcome

measure fields were included. A search of relevant databases to

identify papers discussing implementation of PROMs in routine HD

settings was also undertaken, according to predefined eligibility cri-

teria. Since this was a narrative review, a formal assessment of the

methodological quality of the papers was not performed. Data was

extracted and synthesised using qualitative thematic analysis and

summarised to identify implications for practice. Results: 220 HD

trials were registered between 2002 and 2018, 38 (17%) included a

PROM: 9 (4%) as a primary outcome and 29 (13%) as a secondary

outcome. The search highlighted wide variation in the PROMs used in

these trials, potentially reflecting the current unavailability of well-

validated measures for use in the HD population.Of 36 papers iden-

tified in the search, 11 papers were selected which discussed the

implementation of PROMs in routine HD settings. Key findings

included challenges in PROM selection, multiplicity of use and IT

complexities associated with electronic PROMs. These papers

explore how PROMs are successfully integrated into clinical work-

flow, with interpretation of clinical relevance, allowing the unique

patient experience to be captured. Conclusions: Despite evidence and

recommendations for PROMs use, including prioritisation by patients

and other stakeholders, use in nephrology settings is fairly limited.

PROMs are used as primary or secondary outcomes in clinical trials

and in routine clinical practice, to promote quality improvement and

enhance individual patient care through improved patient-clinician

communication. This multiplicity of use requires careful coordination

to avoid overburdensome collection schedules.This review has iden-

tified significant methodological and operational challenges within

HD practice which need to be addressed to ensure these important

patient-centred outcomes are routinely captured for the benefit of

patients.

(1092) A qualitative study of patients’ and clinicians’ perspectives
on the use of electronic patient-reported outcome measures
(ePROMs) in the management of patients with advanced chronic
kidney disease (PRO-trACK project)

Olalekan Lee Aiyegbusi, MBChB, MPH, Centre for Patient-Reported

Outcomes Research, Institute of Applied Health Research, University

of Birmingham, Birmingham, United Kingdom; Derek Kyte, PhD,

Centre for Patient-Reported Outcomes Research, Institute of Applied

Health Research, University of Birmingham, Birmingham, United

Kingdom; Paul Cockwell, MB.BCh, PhD, Department of Renal

Medicine, University Hospitals Birmingham NHS Foundation Trust,

Queen Elizabeth Hospital Birmingham, Birmingham, United

Kingdom; Tom Marshall, MBChB, PhD, Institute of Applied Health

Research, University of Birmingham, Birmingham, United Kingdom;

Stephanie Stringer, MBChB, PhD, Department of Renal Medicine,

University Hospitals Birmingham NHS Foundation Trust, Queen

Elizabeth Hospital Birmingham, Birmingham, United Kingdom;

Mary Dutton, RN, Department of Renal Medicine, University

Hospitals Birmingham NHS Foundation Trust, Queen Elizabeth

Hospital Birmingham, Birmingham, United Kingdom; Natalie

Walmsley-Allen, RN, Department of Renal Medicine, University

Hospitals Birmingham NHS Foundation Trust, Queen Elizabeth

Hospital Birmingham, Birmingham, United Kingdom; Anita Slade,

PhD, Centre for Patient Reported Outcomes Research (CPROR),

Institute of Applied Health Research, University of Birmingham,

Birmingham, United Kingdom, Birmingham, United Kingdom;

Christel McMullan, PhD, Institute of Applied Health Research,

University of Birmingham, Birminhgam, United Kingdom; Melanie

Calvert, PhD, Centre for Patient-Reported Outcomes Research,

Institute of Applied Health Research, University of Birmingham,

Birmingham, United Kingdom

Aims: Chronic kidney disease (CKD) can significantly affect patients’

health-related quality of life (HRQOL). Electronic patient-reported

outcome measures (ePROMs) could be used to capture patients’

symptoms/HRQOL and assist clinicians with the management of

patients with advanced CKD. The aim of this study was to explore

patient and clinician views on the use of a renal ePROM system

incorporating electronic versions of the Kidney Disease Quality of

Life-36 (KDQOL-36) or the Integrated Patient Outcome Scale-Renal

(IPOS-Renal). Methods: Fourteen semi-structured face-to-face/
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telephone interviews were conducted with CKD patients; a focus

group (eight participants) and 12 face-to-face semi-structured inter-

views were conducted with renal staff (doctors, nurses and other

allied health professionals) from University Hospitals Birmingham

NHS Foundation Trust. The discussions were audio recorded and

transcribed verbatim. Transcripts were coded using the Nvivo 11 Plus

software. Thematic analysis was conducted to identify the main

themes and sub-themes. Results: Patients reported: (1) a favourable

assessment of the content validity of the two questionnaires; (2) that

the implementation of a renal ePROM system would be accept-

able and potentially beneficial in their care; (3) a willingness to

complete ePROMs on a regular basis despite clinician concerns about

patient burden; and (4) a desire for feedback from their clinicians in

response to their ePROM report(s).Clinicians expressed an interest in

the routine use of a renal ePROM system but raised concerns about its

potential impact on current clinical practice such as: (1) increasing

their workload; (2) unrealistically raising patient expectations; and (3)

medico-legal issues. Both patients and clinicians identified potential

benefits, barriers and facilitators for the use of a renal ePROM system

in routine care. Conclusions: Patients generally welcomed the idea of

using a renal ePROM system as part of their care and found the

questionnaires acceptable. Clinicians acknowledged that a renal

ePROM system could potentially have an important supportive role in

the management of patients with CKD in routine clinical care.

(1094) Development and psychometric validation of a mini quality
of life assessment tool for use in routine oncology practice

Revathy Krishnamurthy, MBBS MD Radiation Oncology, Tata

Memorial Centre, Mumbai, India; Mansi Munshi, MBBS MD

Radiation Oncology, Tata Memorial Centre, Mumbai, India; Akshay

Mangaj, MBBS, Tata Memorial Centre, Mumbai, India; Santam

Chakraborty, MBBS MD Radiation Oncology, Tata Memorial Centre,

Mumbai, India; Rajiv Sarin, MBBS MD Radiation Oncology FRCR

Clinical Oncology, Tata Memorial Centre, Mumbai, India

Aims: Formal assessment of Quality of Life (QoL) is seldom done

outside clinical trials due to lack of clinically relevant & widely

accepted brief QoL tools. Our aim was to develop the Mini QoL

(TMQ) tool using standard guidelines & perform full psychometric

evaluation including comparison with European Organisation for the

Research and Treatment of Cancer QoL Questionnaire (EORTC

QLQ) Methods: Based on semi-structured interviews of 100 patients,

doctors & nurses, a draft TMQ tool was made. Pre-testing & face

validation of draft tool was done by 60 patients & content validation

by 20 doctors & 20 nurses practicing oncology. Suggestions by[ 3

raters were incorporated in final TMQ tool. It has 15-items, to be rated

on a Likert scale of 0-4 with score descriptions & visual analog faces

scale for better comprehension - items being 12 general, 2 site-

specific (Breast, Head & Neck, Thorax, Gynecological or Gastroin-

testinal respectively) & 1 global. TMQ tool along with EORTC QLQ-

C30 + site specific QLQ & a debriefing survey were served to 250

patients & responses analyzed. Results: TMQ tool has high accept-

ability. 90% & 72% completed TMQ tool & EORTC QLQ

respectively (p = 0.001). Mean time to complete TMQ tool was 6 min

(SD 3) against 11 min for EORTC QLQ-C30 alone reported in lit-

erature. Reliability of TMQ tool was good with Cronbachs alpha

0.816; Spearman’s coefficient for test–retest reliability [ 0.6 &

weighted Cohen’s Kappa for inter-rater reliability [ 0.7. Criterion

validity was proved by correlating items with corresponding EORTC

QLQ scales. Construct validity was established by hypothesis testing

through known group comparisons using external patient character-

istics such as performance scores, stage of management & intent of

treatment. Principal Component Analysis – applying Varimax rota-

tion yielded 4 factors with eigenvalues above 1.00 giving 55.2 % of

variance. Scree plot of factors correlated & no item loaded on[ 1

factor. Conclusions: Comprehensive validation of TMQ revealed

psychometric robustness. With higher completion rates, lesser time

burden & better cultural acceptability than EORTC QLQ, it is more

likely to be used in routine practice. We plan to conduct future studies

to assess its clinical utility.

(1098) Identifying areas for improvement in pediatric inpatient
care through the child HCAHPS survey

Sadia Ahmed, Bachelor of Health Sciences, University of Calgary,

Calgary, Alberta, Canada; Kyle Kemp, MSc, University of Calgary,

Calgary, Alberta, Canada; David Johnson, MD, Alberta Children’s

Hospital, Calgary, Alberta, Canada; Hude Quan, PhD, University of

Calgary, Calgary, Alberta, Canada; Maria Santana, PhD, University

of Calgary, Calgary, Alberta, Canada

Aims: The Child-Hospital Consumer Assessment of Healthcare Pro-

viders and Systems (Child-HCAHPS) survey is a validated measure

of pediatric inpatient experience. By determining which measures

correlate most strongly with overall rating of care, we can overcome

the challenges of implementing changes by focusing on improving

core measures. Additionally, knowing which questions are most

important may provide valuable insights for developing targeted

quality improvement initiatives. This correlational analysis is the first

to analyze Canadian dataset, specifically in Alberta. The study

objective was to determine which survey questions and measures

were most correlated with respondents’ overall rating of care.

Methods: Within 6 weeks of discharge, 3,389 telephone surveys were

completed by parents/guardians of children who were hospitalized for

at least 24 h. The survey was comprised of 66-questions, with

responses based on Likert-scales. One survey question asked

respondents to rate the overall care that their child received on a scale

from 0 (worst care) to 10 (best care). The correlation between the

overall rating of care and each survey measure and question was then

examined using Spearman correlation coefficients. All survey ques-

tions were normalized to a 100-point score (0=worst, 100=best).

Results: Questions on provider coordination and nursing care were

most correlated with overall experience. Quietness of hospital room

(r=0.19, p\.001), and keeping families informed in the ER (r=0.12,

p\.001) showed poor correlation. Correlation with overall experience

was strongest for the ‘‘communication with nurses’’ domain (r=0.46,

p\.001). Conclusions: To our knowledge, this is the first study which

examines the correlation of individual questions of the Child-

HCAHPS to overall rating of care. Our results suggest that our large

health care organization may attain initial inpatient experience

improvements by focusing upon personnel-based initiatives, rather

than physical attributes of our hospitals. In order to ensure

improvement in quality care for pediatric patients, it is important for

public reporting of Child HCAHPS to be mandatory. We propose the

inclusion of the correlations results from individual questions and

domain-based questions as part of public reports to allow hospitals

and the public to be informed about which aspects of care are most

important from the perspectives of patients and families.

(1100) Integrating PROs into chronic care improves
communication, satisfaction, and confidence in decision-making
in patients and physicians

Susan Bartlett, McGill University, Montreal, Quebec, Canada; Elaine

de Leon, Johns Hopkins Medicine, Baltimore, MD, United States;

Trisha Duncan, Johns Hopkins Medicine, Baltimore, MD, United

States; Ana Maria Orbai, Johns Hopkins Medicine, Baltimore, MD,

United States; Victoria Ruffing, Johns Hopkins Medicine, Baltimore,
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MD, United States; Alessandra Butanis, Johns Hopkins Medicine,

Baltimore, MD, United States; Michelle Jones, Johns Hopkins

Medicine, Baltimore, MD, United States; Amye Leong, Healthy

Motivation, Santa Barbara, MD, United States; Clifton Bingham,

MD, Johns Hopkins Medicine, Baltimore, MD, United States

Aims: Patient-reported outcomes (PROs) are increasingly advocated

for patient assessment, but systematic integration into chronic disease

care remains limited. We evaluated the feasibility, perceived value,

and impact of integrating PROs into ongoing clinical encounters for

people with rheumatoid arthritis (RA). Methods: Patients with RA

seen in a busy academic medical center completed selected PROs

using computer adapted testing administered via tablets in the waiting

room. Graphic and numeric displays of results were immediately

available to patients and providers to discuss during the visit. Post-

visit surveys of patients and providers evaluated their experience and

use of information; patients also completed the COMRADE Confi-

dence with Decisions Scale. Focus groups and interviews held with

patients and providers were analyzed to identify themes. Results: The

196 adults were mostly (81%) female, with a mean (SD) age of 55

(13) and disease duration of 11 (10) years. PROs were available for

821 clinic visits (mean 4; range 1-8). On average, 5 items/domain

were administered, with patients completing 68 items in 11 min.

Almost all (92%) patients felt that the PROMIS results provided

important information about the impact of RA on everyday life. Most

(80%) patients felt review of PROs improved communication,

informed treatment decisions (50%). PROs helped physicians identify

new symptoms/comorbidities (38%) and influenced decision-making

in 20% of encounters (Table). Patients rated information sharing and

decision making as very high (mean COMRADE Confidence with

Decision scores 47.50); mean COMRADE score increased by 0.2 for

each additional PRO discussed (p=0.001). Conclusions: These results

illustrate how PROs can add value to chronic disease care by

improving communication and informing shared decision making.

Overall, patients and providers were very satisfied with the way in

which PROs help direct conversations and patients indicated strong

agreement that they were aware of treatment options, and could make

informed choices based on what was most important to them.

Public Health

(1102) A comparison of comorbidity indices based on health-
related quality of life and mortality for predicting medical
expenditures

Avery A. Rizio, Optum, Johnston, RI, United States; Kristen L.

McCausland, MPH, PhD, Optum, Johnston, RI, United States; Regina

Rendas-Baum, MS, Optum, Johnston, RI, United States

Aims: To compare the ability of four different comorbidity indices

(CIs) to predict future medical expenditures (MEx) among a large

sample of adults. Although all comorbidity indices are calculated

based on the number and severity of conditions, the Charlson

Comorbidity Index (CCI) was developed to predict mortality, while

both the two-dimensional and unidimensional Health-Related Quality

of Life (HRQL) CIs were developed to predict HRQL. The two-

dimensional HRQL-CI (HRQL-CI Physical; HRQL-CI Mental) was

developed to predict SF-12v2 physical and mental component sum-

mary scores (PCS, MCS), while the unidimensional HRQL-CI was

developed to predict the SF-6D, a health utility index. Methods: Data

(N=29,148) were derived from the Medical Expenditure Panel Survey

(MEPS), a study that collects data over 5 rounds of interviews across

2 years from a representative sample of U.S. households. Total MEx

reported over round 3 were regressed on CIs calculated from condi-

tions reported in round 2. For each CI, a separate ordinal logistic

regression model was fit to predict MEx as an ordinal variable, based

on quintiles. Model validation was performed using 100 bootstrap

replications to bias-correct model estimates. Results: Bias-corrected

model estimates revealed small, but consistent patterns of differences

between the four indices. HRQL-CI Physical showed the best accu-

racy in predicting MEx, as assessed by R2 (0.19), Somers’ D (0.34),

and the Brier score (0.21). The unidimensional HRQL-CI showed the

next best predictive accuracy (R2 = 0.13; Somers’ D = 0.26; Brier =

0.22), followed by CCI (R2 = 0.11; Somers’ D = 0.21; Brier = 0.22)

and HRQL-CI Mental (R2 = 0.08; Somers’ D = 0.22; Brier = 0.23).

Conclusions: results indicated that both the HRQL-CI Physical and

the unidimensional HRQL-CI performed better in predicting medical

expenditures than the CCI. Although the performance of all four CIs

as sole predictors of expenditures was relatively low, the results do

provide evidence to suggest that CIs based on patient-reported

assessment of physical well-being are better predictors of medical

expenditures than those that reflect mortality. HRQL-based CIs may

provide better tools to control for confounding when comparing

outcomes across groups of patients.

(1106) Development of a new outcome measure to assess
the impact of reduced-risk tobacco- and nicotine-containing
products on health and functioning: a comprehensive literature
search

Erica Spies, PhD, MS, BA, PMI, Neuchatel, Switzerland; Linda

Abetz-Webb, Patient-Centered Outcomes Assessment, Cheshire,

United Kingdom; Sophie Gallot, PMI, Neuchatel, Switzerland; Esther

Afolalu, PMI, Neuchatel, Switzerland; Christelle Chrea, PMI,

Neuchatel, Switzerland; Rolf Weitkunat, PMI, Neuchatel,

Switzerland

Aims: Health and functioning associated with the use of tobacco- and

nicotine-containing products (TNP) are two relevant dimensions for the

evaluation of reduced-risk products’* impact on public health. To date,

there are no available validated measures specific to tobacco-related

outcomes. The proposed research project Aims: to develop a new out-

come measure that would accurately reflect the health and functioning

of individuals who use TNP. Development will be based on the World

Health Organization’s International Classification of Functioning,

Disability and Health (ICF). Benefits of using the ICF have been largely
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acknowledged, as it offers a comprehensive conceptualization of health

and functioning.The development of the health and functioning

instrument specific to TNP usewill follow best practice guidelines from

the U.S. Food and Drug Administration (FDA) on Patient Reported

Outcomes (PRO). Here, we describe the first step in identifying key

concepts for measurement instrument development: a comprehensive

literature review. Methods: Three different literature searches were

conducted in Embase and MEDLINE to identify key quantitative and

qualitative research publications related to the positive and negative

health impacts of TNP use. The aim of search 1 (N = 12) is to identify

key concepts related to the positive and negative impacts of TNP use.

Search 2 (N = 41) is to identify measures that assess concepts identified

in search 1. Finally, search 3 (N = 401) identifies the methodologies

used to develop ICF-based questionnaires and related concepts and

questions; this search will not be limited to TNP use. Results: Infor-

mation and data extracted from relevant identified literature will inform

the development of a preliminary conceptual model of the impact of

TNPuse on health and functioning. Identifiedmeasurement instruments

will also be reviewed for relevance and gaps. The initial conceptual

model will be reviewed and refined by expert opinion leaders in health

and functioning and informed by consumer input using multiple data

sources. Conclusions: The final conceptual model resulting from the

triangulation of the literature, expert opinions, and consumer input will

be used to generate a draft instrument that will be evaluated following

the FDA’s processes for the development of a PRO instrument.

(1108) Development and validation of a questionnaire to evaluate
psycho-social occupational hazards of subjects who work
in confined spaces

Monica Mombelli, Master, Centro Universitário União Dinâmica das

Cataratas, Foz do Iguaçu, Brazil; Valeria Andrade, Master, Federal

University of Triângulo Mineiro, Uberaba, Brazil; Viviane Romeiro,

Bachelor, University of São Paulo at Ribeirão Preto College of

Nursing, Ribeirão Preto, Brazil; Beatriz Conacci, Bachelor,

University of São Paulo at Ribeirão Preto College of Nursing,

Ribeirão Preto, Brazil; Fernanda Karla Nascimento, Bachelor,

University of São Paulo at Ribeirão Preto College of Nursing,

Ribeirão Preto, Brazil; Claudia Benedita dos Santos, Doctor,

University of São Paulo at Ribeirão Preto College of Nursin, Ribeirão

Preto, Brazil

Aims: Working in confined spaces (a space which has limited

openings for entry and exit combined with unfavorable natural ven-

tilation such as refrigerators, deep tunnels, tanks, vats, mines) has

been described as a health risk because of the physical constraints, the

psychological challenges and the often demanding nature of activities.

To ensure worker wellbeing, an assessment instrument is needed. This

qualitative study aimed to develop and validate a questionnaire to

evaluate psychosocial occupational hazards of subjects who work in

confined spaces. Methods: The participants were 16 workers, aged 33

to 54 years, with a mean time of experience in confined spaces of 15

years. Subjects were individually interviewed, and their answers were

submitted to the software Interface de R pour les Analyses Multidi-

mensionnelles de Textes et de Questionnaires (IRaMuTeQ). With this

program the frequency of words were calculated and analyzed via

Descending Hierarchic Classification based on a dendogramme which

provided a clustering of words which generated the repartition of

classes and their association according to a Chi square test of asso-

ciation. Results: The interview-based analysis resulted in six classes:

physical characteristics of confined space (20%), personal factors

(19,98%), work factors (10.3%), behavioral risk factors for acting in

confined spaces (21.7%), behavioral protective factors for acting in

confined spaces (13.8%), and safety at work (11.3%) (Fig.1). Con-

clusions: It is important to analyze the impact on occupational

performance and the quality of life subjects who work in confined

spaces since a failure in this scenario results in substantial health risk,

including death. The results of this qualitative study will be used to

develop a questionnaire to assess the impact of physical, behavioral,

and labor demands on occupational performance and quality of life of

the subjects working confined space activities.

(1110) Development and initial validation of a health-related
quality of life instrument for Chinese patients with chronic
hepatitis B (CHBQOL)

Lin Zhu, Zhejiang University School of Medicine, Hangzhou, China;

Mengna Song, Zhejiang University School of Medicine, Hangzhou,

China; Xiao Cheng, Zhejiang University School of Medicine,

Hangzhou, China; Yingjing Zheng, Zhejiang University School of

Medicine, Hangzhou, China; Li Zhang, Zhejiang University School of

Medicine, Hangzhou, China; Hongmei Wang, PhD, Zhejiang

University School of Public Health, Hangzhou, China

Aims: Hepatitis B virus (HBV) infection is a major global health

concern, particularly in China. Health-related quality of life

(HRQOL) instruments are of great value to management of disease

and evaluation of curative effects in clinical practice. Although data

on generic instruments used for chronic hepatitis B (CHB) are

available, there is a scarcity of culture-dependent disease-targeted

instruments with good content validity for CHB patients in China.

This study aimed to develop and preliminarily validate a Chinese

scale specifically designed to measure HRQOL in patients with

chronic hepatitis B (CHBQOL). Methods: The study was conducted

in two phases: qualitative and quantitative phases. In phase I,items

were evolved from statements and themes extracted from qualitative

individual interviews with CHB patients (n=94) and then the ques-

tionnaire was reviewed by 5 hepatitis experts along with 3 round

(n=10/r) cognitive interviews with patients to identify problems with

clarity and relevance of content. In phase II, a cross-sectional vali-

dation was conducted to finalize and assess the draft instrument in

terms of measurement properties (n = 581). Exploratory factor anal-

ysis (EFA) was used to determine the latent structure of the scale, the

goodness of fit of model was tested by confirmatory factor analysis

(CFA). Internal consistency and test–retest reliability were evaluated

through Cronbach’s alpha coefficients and Pearson’s correlation

coefficient, respectively. Convergent and divergent construct
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validities were also examined in the light of a priori hypotheses.

Results: A 30-item scale was drafted in the qualitative phase. After

item reduction, EFA suggested a six-factor structure, titled ‘Physical

functioning’, ‘Social relationship’, ‘Psychological well-being’,‘Role

limitation’, ‘Confidence and expectation’, and ‘Environment’. The

CFA showed that the six-factor model had acceptable goodness of fit

(GFI=0.904, RMSEA=0.051). Most of CHBQOL subscales had

acceptable internal consistency reliability with Cronbach’s aranging
from 0.637 to 0.909 except for ‘Environment’ and test–retest relia-

bility was higher than 0.7. Construct validities were supported by the

hypothesized correlations between the CHBQOL and the SF-36

subscales. Conclusions: The CHBQOL instrument is proved to be an

appropriate tool with faithful reliability and validity for assessing

HRQOL of Chinese CHB patients. Responsiveness to change in virus

replication remains to be further explored in the follow-up cohort.

(1112) Compression of morbidity revisited: data from the Global
Burden of Disease study

Jacek Kopec, University of British Columbia, Vancouver, British

Columbia, Canada

Aims: Almost 40 years ago, Fries introduced the ‘‘compression of

morbidity’’ concept to describe a hypothetical future trend in popu-

lation health and mortality. However, until recently, there have been

relatively little data to determine whether compression or the opposite

process, known as expansion of morbidity, is more common. To

address this question, we analyzed data from the Global Burden of

Disease Study (GBD). Methods: The GBD is a large collaborative

study whose goal is to provide comparable and up-to-date information

on various health indicators for all countries over time, including both

fatal and non-fatal health outcomes. We obtained GBD data on life

expectancy (LE) and health-adjusted life expectancy (HALE, Sullivan

method) from 1990 to 2016 for 195 countries. We estimated mean

absolute time lived with disability for each country as a difference

between LE and HALE (LE-HALE), and mean proportion of time

lived with disability as (LE-HALE)/LE. Differences (changes) in

these estimates between 1990 and 2016 were used as measures of

absolute and relative compression (or expansion) or morbidity.

Results: Globally, average time lived with disability increased from

8.2 years in 1990 to 9.4 years in 2016 (absolute expansion of mor-

bidity), while the average proportion of life lived with disability

increased slightly, from 12.6% to 12.9% (relative expansion). Abso-

lute expansion was observed in 180/195 countries (92.3%), including

all high-income countries. Examples of countries which experienced

absolute compression are Lesotho, Syria, Zimbabwe, North Korea,

Iraq, or Russia. Relative expansion was observed in 114 countries

(58.5%), including all high-income countries. Countries with the

largest relative expansion (0.76-0.90%) included Czech Republic,

Slovenia, Japan, and Denmark. Conclusions: Contrary to the original

compression of morbidity hypothesis, social, economic, and techno-

logical progress has been associated with increased average duration

of life rather than postponement of disease or reduction in disability.

Absolute compression of morbidity is rare and usually associated with

deteriorating economic and social conditions. Relative compression is

more common, but in more than half of all countries, including all

highly developed nations, the proportion of life lived with disability

has increased over the past 26 years.

(1114) Identifying people with disability in health system
and service data sets

Janet Sansoni, Bachelor of Arts, Master of Science, Diploma of

Education, Australian Health Services Research Institute, University

of Wollongong, Wollongong, Australia; Pam Grootemaat, Bachelor

of Science, Master of Public Health, Australian Health Services

Research Institute, University of Wollongong, Wollongong,

Australia; Anita Westera, Bachelor of Arts (Hons), Registered Nurse,

Graduate Certificate Health Services Research and Development,

Australian Health Services Research Institute, University of

Wollongong, Wollongong, Australia; David Fildes, Bachelor of Arts,

Master of Public Health, Australian Health Services Research

Institute, University of Wollongong, Wollongong, Australia; Darcy

Morris, Bachelor of Arts, Graduate Certificate in Health Services

Research and Development, Australian Health Services Research

Institute, University of Wollongong, Wollongong, Australia

Aims: A State health system requested an evidence check concerning

the ways people with a disability might be identified in mainstream

health data sets. This would assist in identifying health and healthcare

disparities for this population and provide the potential for addressing

and monitoring their health outcomes. Evidence for healthcare dis-

parities and processes for identifying people with disability in both

local and international health systems were reviewed. Methods: This

‘rapid review’ was undertaken through a process of desktop searching

and reviews of published and unpublished material. The PICOS

approach was applied to searching relevant databases, including

Health Source: Nursing/Academic Edition, CINAHL Plus, Academic

Search Complete, MEDLINE, and Cochrane Library. Search terms

included disability identification, health service use and health care/

access disparities for people with disabilities. Website and snow-

balling search techniques were applied. Articles and documents were

assessed for their eligibility and quality of evidence. The search

identified a number of standardized approaches to disability identifi-

cation which included the American Community Survey items; The

Australian Standardised Disability Flag; the Canadian Disability

Screening Questions; the Minimum European Health Module;

Washington Group – Short Set and shorter measures from the World

Health Organization (WHO). These approaches were compared

concerning such features as their design, coverage, measurement

properties and the capacity of the data sets to be dis-aggregated by

major types of disability. Results: The substantial evidence for dis-

parities/inequities in health and health care (limited access to primary

prevention; higher rates of avoidable deaths and hospitalizations)

emphasizes the need for identification of this disadvantaged group by

health systems. The Australian Standardised Disability Flag (ASDF)

was found to have a more comprehensive coverage of function

domains (WHO-ICF) than most short item sets. The ASDF also

includes the duration of the long-term disabling condition, the clas-

sification of the overall severity of disability, and the use of aids/

appliances/medications. Conclusions: Given the need established for

disability identification within health system data sets a tiered

approach to data collection was recommended. Screening items (2)

could be completed by all service users (presence and broad type of

disability) followed by the completion of additional questions (ASDF)

for those that identified as having a disability.

(1116) A snapshot of quality of life research in medicine
and health research

Kristin Haraldstad, PhD, University of Agder, Kristiansand, Norway;

Astrid Wahl, Professor, University of Oslo, Oslo, Norway; Marit

Andersen, OUS, Oslo, Norway; Randi Andenæs, OsloMET, Oslo,

Norway; Christine Råheim Borge, UiO, Oslo, Norway; Eivind

Engebretsen, UiO, Oslo, Norway; Martin Eiseman, UiT,

Tromsø,Norway; Elisabeth Beisland, HiB, Bergen, Norway; John

Roger Andersen, hisf, Førde, Norway; Lisbeth Gravdal Kvarme,

OsloMET, Oslo, Norway; Anne Haugstvedt, HiB, Bergen, Norway;

Liv Halvorsrud, OsloMET, Oslo, Norway; Tove A Hansen, UNN,
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Tromsø, Norway; Trude Haugland, diakonova, Oslo, Norway; Venke

Johansen, Helse-Bergen, Bergen, Norway; Tone M Norekvål, Helse-

Bergen, UiB, Bergen, Norway; Borghild Løyland, OsloMET, Oslo,

Norway; Marie Marie Hamilton Larsen, UiO, Oslo, Norway; Kristin

Hjorthaug Urstad, UiS, Stavanger, Norway; Lis Ribu, OsloMET,

Oslo, Norway; Lise Løvereide, SUS, Stavanger, Norway; Gudrun

Rohde, UiA, Kristiansand, Norway; Solvi Helseth, OsloMet, Oslo,

Norway

Aims: Quality of life (QOL) is established as a central concept and

target for research and practice in the field of health and medicine.

However, QOL is a complex concept that is interpreted and defined

differently within and between disciplines, and this is also the case in

health and medicine. Thus, there is a continuing debate about the

meaning and content ofQOLand how it should bemeasured. The aimof

the present studywas to performa systematic reviewofQOL research in

medicine and health, and describe country of origin, target groups,

instruments, design and conceptual issues in the extracted studies.

Methods: A Systematic review (one week) was conducted with litera-

ture searches in the databases Scopus, covering Embase, MEDLINE,

CINAHL and PsycINFO, to identify research studies on QOL and

Health-related quality of life (HRQOL) published during one random

week in November 2016. To evaluate the conceptual and method-

ological rigor, we used the 10 predefined criteria developed by Gill and

Feinstein. Results: The findings show that QOL research is truly

international, involves a variety of target groups, use different research

designs and a variety of QOL measures. According to the evaluation

criteria developed by Gill and Feinstein, most articles still have a low-

quality score. Only 13 % of the articles provided a definition of the

concept of QOL, few studies (6%) distinguished QOL from HRQOL,

and none of the studies provided a way for the participants to select

additional items that were important to them. Criteria that were fulfilled

most frequently were; (i) stating the domains of QOL to be measured,

(ii) giving a reason for choosing the instruments they used, and (iii)

aggregating the results from multiple items. Conclusions: Based on the

current evaluation of methodological and conceptual clarity in QOL

research, we conclude that the majority of QOL studies in health and

medicine still have conceptual and methodological challenges.

(1120) The effect of implementation a program the physical
activity in the functionality and Quality of Life in old people

Luisa Pedro, Estesl - IPL, Lisboa, Portugal; José Pais Ribeiro,

Professor, FPCE- UP, Porto, Portugal; Joâo Pascoa Pinheiro,

Professor, FM-UC, Coimbra, Portugal

Aims: Introduction An increase in the number of elderly people with

chronic diseases living in the community requires those responsible

for public health to promote policies to promote the quality of life and

the functionality of these people.Scientific evidence suggests that the

promotion of physical activity reduces the risk of numerous diseases,

such as ischemic heart disease, stroke, diabetes mellitus and cognitive

disorders, as well as total mortality in the elderly.The aim of this

study is implementation of a program of physical activity to improve

the functionality and quality of life in old people Methods: This is a

prospective study. The study includes 17 people, aged between 66 and

83 years old, 75% female, 65% married, were all retired and all had

functional independence. The data collection was performed on

senior’s universities in Lisbon - Portugal. It was applied in the pro-

gram of self-regulation the promotion of physical activity (IPPA),

90 min for a week, lasting seven weeks.We used one question ‘‘Please

classify your functionality?’’ with an answer in numerical scale

between ‘‘0’’ and ‘‘11’’ and the SF-36 before implementing the pro-

gram (time A) and end implementing the program (time B). Results:

The correlations between the functionality perception and quality of

life, before application of IPPA (r=0.32, p\0.05), and the end of the

implementation of IPPA (r=0.67, p\0.01). When we evaluated the

correlation between SF-36 dimensions and functionality we obtained:

Physical Health TA (r=0.39, p\0.05), TB (r=0.53, p\0.01); Physical

Role Limitations TA (r=0.40 p\0.05), TB (r=0.60 p\0.01), Emo-

tional Role Limitations TA (r=0.47, p\0.05), TB (r=0.52, p\0.01);

Pain NS; Well-being TA (r=0.66, p\0.01), TB (r=0.72, p\0.01);

Energy TA (r=0.42, p\0.05), TB (r=0.67, p\0.01); Health in General

NS; Social function TA (r=0, 48 p\0.05), TB (r=0, 56 p\0.01)

Conclusions: We think this program promotion and awareness of the

importance of physical activity, using the conceptual model of self-

regulation, can be very beneficial for Functionality and quality of life

in old people.We believe it could be a model of community imple-

mentation for the health promotion of this population.

Registries

(1124) Auxiliary information in multiple imputation models:
effects on estimated change in patient-reported outcomes
from clinical registry data

Olawale Ayilara, University of Manitoba, Winnipeg, Manitoba,

Canada; Eric Bohm, University of Manitoba, Winnipeg, Manitoba,

Canada; Lin Yan, University of Manitoba, Winnipeg, Manitoba,

Canada; Tolulope Sajobi, PhD, University of Calgary, Calgary,

Alberta, Canada; Richard Sawatzky, PhD, Trinity Western

University, Vancouver, British Columbia, Canada; Lisa Lix,

University of Manitoba, Winnipeg, Manitoba, Canada

Aims: Clinical registries, which capture patient-reported outcomes

(PROs) at the point of care, often contain large amounts of missing

observations. Multiple imputation (MI) methods are popular to

address missing data in PROs, but assume non-ignorable missingness.

Inclusion of auxiliary variables in MI models can address violations

of this assumption. We examined the effects of using auxiliary

information when estimating change in PROs from clinical registries.

Methods: The study was conducted using computer simulation and a

real-world example in which healthcare utilization data were linked to

clinical registry data. For the numeric example, data were from a

regional joint replacement registry for 13,700 patients (female: 59%;

75+ years: 27%) with complete hip or knee replacement. PROs

measured prior to and one year after surgery included the Oxford Hip

and Knee (OHS, OKS) and SF-12 Physical and Mental Component

Summary (PCS, MCS) scores. Random-effects models estimated

change in PRO scores; fixed-effect covariates included demographics

and comorbidity. Complete case analyses were compared to MI

analyses with and without healthcare utilization measures (physician

visits, hospitalizations, prescription medications) as auxiliary vari-

ables. Analyses were stratified by type of joint. Simulation parameters

included percent of missing observations, sample size, number of

auxiliary variables, and magnitude of variable correlations. Results:

Only 61.3% of joint replacement patients had complete data at pre-

and post-surgery occasions. Age, comorbidity, number of physician

visits and number of medications were associated with missing data.

Estimated change in PRO scores were often larger, by up to 10%, for

MI analyses than for complete case analyses, indicating greater

improvements in physical and mental health outcomes. Standard

errors were up to 15% smaller for MI models than complete case

models, indicating greater estimation efficiency; however, the dif-

ferences between MI models with and without auxiliary variables

were frequently less than 5%. Computer simulations revealed that

improvements in efficiency when using auxiliary variables is influ-

enced by a number of data characteristics. Conclusions: MI models

can often be improved via the use of auxiliary variables. This study,

which combined computer simulation with real-world analyses, pro-

vides useful insights for implementing MI models with clinical

registries exhibiting large amounts of missing data.
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(1126) Complementing clinical cancer registries with patient-
reported outcome data – a feasibility study on routine ePRO
assessment for the Austrian Myeloma Registry

Monika Sztankay, Medical University of Innsbruck, University

Hospital Innsbruck, Innsbruck, Austria; Lucia Neppl, MSc, Oncotyrol

- Center for Personalized Cancer Medicine, Innsbruck, Austria; Lisa

Wintner, MSc, Department of Psychiatry, Psychotherapy &

Psychosomatics, Medical University of Innsbruck, Innsbruck,

Austria; Gerhard Rumpold, Assoc. Prof., Department of Medical

Psychology, Innsbruck, Austria; Roman Weger, MSc, Oncotyrol -

Center for Personalized Cancer Medicine, Innsbruck, Austria;

Wolfgang Willenbacher, MD, Department of Internal Medicine V.,

Haematology/Oncology, Medical University of Innsbruck, Innsbruck,

Austria; Walpurga Weyrer, MD, Department of Internal Medicine V.,

Haematology/Oncology, Medical University of Innsbruck, Innsbruck,

Austria; Michael Steurer, Prof., Department of Internal Medicine V.,

Haematology/Oncology, Medical University of Innsbruck, Innsbruck,

Austria; Bernhard Holzner, Prof., Department of Psychiatry,

Psychotherapy & Psychosomatics, Medical University of Innsbruck,

Innsbruck, Austria

Aims: For informing comprehensive oncological care in multiple

myeloma (MM) patients, routinely assessed patient-reported outcomes

(PROs), such as quality of life (QOL), are important to supplement

clinical cancer registry data. While the registration data reporting is an

established practice, there are no standards for the implementation of

PRO assessment procedures in cancer registries. This study Aims: at

depicting the implementation procedure and evaluating the feasibility

of local routine electronic PROmonitoring (ePRO) of patients’QOL for

integration with the Austrian Multiple Myeloma Registry (AMR).

Methods: Integration into clinical routine was planned according to the

Replicating Effective Programs framework following a participatory

approach involving all relevant stakeholders. The ePRO infrastructure

was provided by the software Computer-based health evaluation system

(CHES). QOL data was assessed at post-diagnostic time points with the

EORTC QLQ-C30/+MY20 and the EQ-5D. Feasibility and usability

testing was performed in a subsample of patients (n=40; 20 at baseline,

20 after multiple assessments) and health care professionals (HCPs;

n=9) via multimethod approach. Outcomes included system perfor-

mance, patient participation, compliance rates and self-reported

efficiency, effectiveness, learnability and user-satisfaction. Results:

Between June 2016 and September 2017, 94.4% of the MM patients

(N=142, mean age 65.4, SD 11.8, 60% male) treated at the haema-

tooncological out-patient unit at the Medical University of Innsbruck

provided overall 748 PRO assessments time points. 13% have required

assistance with completion on a regular basis. According to the user

survey, about 90% of patients had no problems with device handling or

questionnaire completion. Patient satisfaction was good with up to 84%

of patients not experience any delay in clinical routine due to ePRO.

Conclusions: Since June 2016, the AMR is complemented with ePRO

data used for clinical routine, as health care professionals can access

patients’ ePRO data for individual discussion and treatment planning.

Local ePRO monitoring demonstrated feasibility in clinical practice,

while undergoing further adaption and improvement based on stake-

holder feedback. Our findings may provide useful insights for HCPs

considering introducing ePRO monitoring to their units for informing

clinical registries, oncological treatment planning, targeting quality

assurance and research as well as individualized feedback to patients.

(1128) Developing guidelines for PROs inclusion to clinical
quality registries

Rasa Ruseckaite, Monash University, Melbourne, Australia; Joanne

Dean, Monash University, Melbourne, Australia; Sue Evans, Monash

University, Melbourne, Australia; Belinda Gabbe, Monash

University, Melbourne, Australia; Susannah Ahern, Monash

University, Melbourne, Australia

Aims: Clinical quality registries collect clinical and patient-reported

outcomes (PROs) not only for improving direct clinical care, but also

for benchmarking and health service planning and policy purposes.

PROs collection from clinical registries compared with hospitals has

the disadvantage of being removed from the providers of direct

clinical care when patient issues are identified; and mechanisms for

managing this need to be considered. Presently, there are no evidence-

based guidelines for inclusion of PROs in registries; and therefore,

there is substantial heterogeneity in capturing and reporting PROs in

this setting. The purpose of this study is to develop a set of guidelines

for PROs inclusion in the registry setting. Methods: This study con-

sists of four components: (1) a literature review of existing evidence

for PROs inclusion in the registry setting, (2) consultations with

registry managers to identify existing issues with PROs inclusion, (3)

defining a conceptual framework for new guidelines, and (4) a survey

of registry managers to test validity of the new guidelines. Results:

Based on findings from the literature and following the discussions

with registry managers we revealed a number of issues related to

PROs inclusion in the registry setting. These include developing new

and selecting already existing instruments, length of the question-

naires, identifying patient populations and data collection points,

consenting processes, low response rates, scoring and reporting of the

results and high costs associated with the data collection and infras-

tructure. A conceptual framework for new guidelines is currently

being finalised, a set of new guidelines will be developed and dis-

tributed to registry managers with a survey aiming to understand

whether the guidelines are useful and how they can be implemented.

Draft guidelines and survey results will be presented at the confer-

ence. Conclusions: Including PROs in registries offers numerous

advantages, and incorporation of the patient voice helps keep care and

research patient-cantered, acknowledging the balance and tension

between already traditionally collected clinical outcomes and PROs.

However, clear guidelines are required to describe best practices and

to clarify principles for PROs inclusion in the registry setting.

(1130) Cancer survivor viewpoints on sharing patient generated
health data with central cancer registries

Tenbroeck Smith, MA, American Cancer Society, Atlanta, GA,

United States; Neil Aaronson, Netherlands Cancer Institute,

Amsterdam, Netherlands; Kerry Levin, Westat, Rockville, MD,

United States; Sophia Tsakraklides, Westat, Rockville, MD, United

States; Lonneke van de Poll-Franse, Netherlands Cancer Institute,

Amsterdam, Netherlands; Marsha Dunn, Westat, Rockville, MD,

United States; Xiao-Cheng Wu, Louisiana Tumor Registry, New

Orleans, LA, United States; Charles Wiggins, New Mexico Tumor

Registry, Albuquerque, NM, United States; Kevin Ward, Emory

University, Atlanta, GA, United States; Sandra Mitchell, National

Cancer Institute, Bethesda, MD, United States; Marc Hurlbert,

Metastatic Breast Cancer Alliance, New York, NY, United States;

Lynne Penberthy, National Cancer Institute, Bethesda, MD, United

States

Aims: Central cancer registries provide population-level health data

about cancer incidence and survival, yet, may not capture other

important outcomes. Patient Generated Health Data (PGHD) include

health/treatment history, biometrics, and Patient Reported Outcome

Measures (PROMs). PGHD is gathered by or from patients who also

decide how and when to share it. With inclusion of PGHD, registries

could report a broader set of outcomes to better inform research,

policy and care delivery. To support this, we must understand sur-

vivors’ perspectives about the feasibility and acceptability of

providing PGHD to registries. The aim of this study was to examine
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cancer survivors’ perspectives about sharing PGHD with registries.

Methods: Three state cancer registries in the USA sampled colorectal,

non-Hodgkin lymphoma, and metastatic breast cancer survivors

24–36 months after diagnosis, recruiting them via a single mailing. 52

survivors participated in one of seven focus groups. The focus group

guide included questions about what data patients were willing to

provide and which collection methods they preferred. Group discus-

sions were recorded, transcribed and thematically analyzed. Results:

Most survivors did not know about the existence and role of cancer

registries. After having registries explained, all participants expressed

willingness to share PGHD with registries to help other cancer

patients or the public. Participants were willing to provide informa-

tion on topics typically discussed with medical professionals such as:

medical history, medications, symptoms, financial difficulties, quality

of life, biometrics, health behaviors (e.g., nutrition, exercise), and

mental health. Participants’ preferred mode for providing data varied.

Online surveys, telephone interviews, mailed surveys and apps were

all preferred by some. Many participants were willing to provide data

regardless of mode; some suggested multi-mode surveys that allowed

survivors to choose their preferred mode. Participants also advised

that registry-based collection of PGHD should attend to respondent

burden and privacy. Conclusions: Once they understood the role of

cancer registries, cancer survivors expressed willingness to report a

wide range of health-related data, suggesting that registry-based

collection of PGHD and PROMs is acceptable to many cancer sur-

vivors. Varying preferences for mode-of-collection suggest the need

for future research to improve response rates for PGHD collection by

central cancer registries.

Funding source: Intramural funding was provided by the Metastatic

Breast Cancer Alliance and the American Cancer Society. Support

was also provided by the Surveillance, Epidemiology, and End

Results (SEER) Program of the National Cancer Institute.

(1132) Infrastructure and early response rates for a national,
prospective collection of patient reported outcome measures
(PROMs) from prostate cancer (PCa) patients and controls

Ylva Gjelsvik, MA, Cancer Registry of Norway, Oslo, Norway; Tor

Åge Myklebust, PhD, Cancer Registry of Norway, Oslo, Norway;

Sophie Dorothea Fosså, MD, PhD, Oslo University Hospital, Oslo,

Norway; Erik Skaaheim Haug, MD, PhD, Vestfold Hospital,

Tønsberg, Norway; Rune Kvåle, MD, PhD, Haukeland University

Hospital, Department of Oncology and Medical Physics, Bergen,

Norway; Marjolein Memelink Iversen, PhD, Centre on patient

reported outcomes data, Haukeland University Hospital, Bergen,

Norway; Jan Franz Nygård, PhD, Cancer Registry of Norway, Oslo,

Norway; Kristin Hoel Brenden, MA, Cancer Registry of Norway,

Oslo, Norway; Giske Ursin, MD, Cancer Registry of Norway, Oslo,

Norway; Tom Børge Johannesen, MD, PhD, Cancer Registry of

Norway, Oslo, Norway

Aims: To gain knowledge on adverse effects and health related

quality of life after diagnosis/treatment, the Cancer Registry of

Norway collects PROMs from PCa patients shortly after diagnosis

and then after one and three years in this nationwide, prospective pilot

study. Compliance rates are important for the validity of the project,

and we present early response rates. Methods: All Norwegian men

diagnosed with PCa from 2017 to 2019 (n & 15,000) are invited to a

three-year survey on men’s health. Controls with no history of PCa

are frequency matched on age and geographical region of residence.

Men with an official digital mailbox are invited electronically, and the

others are invited by regular mail with the questionnaire and a pre-

paid return envelope included in the invitation envelope. Regardless

of how they were invited, participants can submit their questionnaire

either online or by regular mail. Those participating electronically log

on using the highest level of electronic identity authentication, which

is familiar to Norwegians through public and private digital services.

Results: For men invited until mid-September 2017 (n = 5253), the

response rate among PCa patients was 59%, and 36% among controls.

The response rates among the patients were evenly distributed across

age groups (18–60: 59%, 60–69: 60% and 70 +: 57%). Respectively,

the response rates for controls were 27, 40 and 36%. Men invited by

digital mailbox were more likely to respond than those invited by

regular mail, with response rates at 65% and 51% for patients and 44

and 31% for controls. Multivariable logistic regression analysis

confirms that age, invitation method and case/control status were

associated with participation. The analysis confirms significant vari-

ation in response rates between counties of residence. Conclusions:

The infrastructure for sending invitations and receiving questionnaires

both digitally and on paper makes it feasible to reach all patients and

controls on a nationwide level. Because of high postage costs and

timeliness, it is important for the future feasibility of the survey to

investigate closer how those invited by digital mailbox compare to

those invited by regular mail. We are currently planning to apply the

infrastructure on other groups of cancer patients.

(1134) Patient and public involvement questionnaire (PPIQ),
preliminary sensibility testing results

Zahava Rosenberg-Yunger, PhD, Ryerson University, Toronto,

Ontario, Canada; Lee Verweel, MSc, West Park HealthCare Centre,

Toronto, Ontario, Canada

Aims: There is a need to evaluate patient and public involvement in

health care decision processes and outcomes in relation to drug rec-

ommendation committee objectives. We set out to fill this gap by

developing an instrument to measure public and patient involvement

in the area of resource allocation decisions in drug reimbursement.

Methods: We applied a mixed-method to develop our instrument. The

preliminary items were developed from interview data and augmented

by relevant items identified from a literature review. In prior work, we

focused on developing nine criteria against which patient and public

involvement could be judged. To refine our instrument we reviewed

the potential items with our knowledge user partner (the Canadian

Agency for Drugs and Technologies in Health, CADTH), conducted

two focus group sessions, and shared the revised version with the

research team. The revised instrument was assessed according to

Feinstein’s components of sensibility: purpose and framework, overt

format, face and content validity, and ease of use. Results: In

February of 2018, CADTH emailed the chairs and members of the

pan-Canadian Oncology Drug Review Expert Review Committee and

The Canadian Drug Expert Committee (n=31). Additionally, our team

identified and emailed 25 experts (i.e., individuals with publications

in the area of public involvement and decision making). A total of two

emails were sent out to both committee members and experts. To

date, a total of 4 responses have been received. Preliminary sensibility

results show that all respondents reported that the PPIQ adequately

examines public involvement in decision making, and that the items

were clear and concise. Data collection is ongoing with an anticipated

completion date of June 2018 and a desired sample size of 25 par-

ticipants. Conclusions: Preliminary results for the PPIQ reveal

moderate to high levels of sensibility among experts in the field.

Further sensibility testing is required to confirm these results. Next

steps include performing validity testing with 100 users. We antici-

pate the PPIQ will be used to identify the extent to which committees

are meeting the criteria of patient and public involvement by inter-

national drug recommendations bodies and other health technology

assessment committees.
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Breast Cancer

(2009) Examination of high symptom and functional burden
in a US population-based breast cancer cohort using PROMIS

Ashley Smith, PhD, MPH, National Cancer Institute, Bethesda, MD,

United States; Alexandra Greenberg-Worisek, PhD, Mayo Clinic

College of Medicine, Rochester, MN, United States; Erin Kent, PhD,

National Cancer Institute, Bethesda, MD, United States; Grace Zhou,

MS, Lombardi Comprehensive Cancer Center, Bethesda, DC, United

States; Sandra Mitchell, PhD, CRNP, National Cancer Intsitute,

Bethesda, MD, United States; Theresa Keegan, PhD, MPH, UC Davis

Comprehensive Cancer Center, Sacaramento, CA, United States;

Arnold Potosky, PhD, Lombardi Comprehensive Cancer Center,

Washington, DC, United States; Roxanne Jensen, PhD, National

Cancer Intsitute, Bethesda, MD, United States

Aims: Breast cancer is the most common cancer among women in the

United States (US). With advances in treatment, survival rates have

risen dramatically in recent years, and survivors often face physical

and emotional challenges related to their diagnosis and treatment. To

better understand the unique medical and psychosocial needs, we

examined the prevalence of clinically relevant symptoms and func-

tioning of a large, population-based sample of breast cancer survivors.

Methods: Women with stage I-IV breast cancer (n=1588) were

recruited from 4 US cancer registries in 3 states from 2010 to 2012.

Between 6 and 13 months after diagnosis, participants completed a

survey that included PROMIS� anxiety, depression, fatigue, pain

interference, and physical functioning short forms. We examined

clinically relevant thresholds (moderate/severe symptoms and prob-

lems with physical function) identified by Cella et al., 2014. Using

multivariable logistic regression, we further modeled differences in

these thresholds by sociodemographic and clinical factors. Results:

Across all outcomes, fatigue levels were highest, with[40% of the

cohort reporting moderate/severe fatigue. Pain interference and

problems with physical function were also high, with 30% reporting

clinically relevant levels. Women with higher education, and those

currently employed were 2–4 times less likely to report clinically

meaningful symptoms or functional problems across all domains (all

p\0.05). Older women (65+) reported the least problems; they were

50–80% less likely to report clinically relevant symptoms than their

middle-aged (50–54) counterparts on all domains other than physical

function (all p\0.05). Younger women (ages 20–39 and 40–49) were

2 times more likely to report high anxiety and/or depression than

those middle-aged. Higher stage and current chemotherapy were both

associated with problems in physical functioning and fatigue. Those

with 2+ comorbidities reported the greatest burden on all outcomes

(2–6 times more likely to report clinically meaningful levels). Con-

clusions: results suggests that younger women, those with lower

educational attainment or unemployed, and those in current treatment

or with multiple comorbidities are at the greatest risk for poor

physical or psychological outcomes after breast cancer. Understand-

ing these associations is critical to help guide treatment planning and

target those patients most in need of supportive care.

(2011) Country-specific differences on patient reported outcomes
for ability to work and pursue leisure activities in breast cancer
clinical trial patients

Bellinda King-Kallimanis,US Food and Drug Administration, Silver

Spring, MD, United States; Lynn Howie, MD, US FDA, Silver

Spring, MD, United States; Jennifer Gao, MD, US FDA, Silver

Spring, MD, United States; Julia Beaver, MD, US FDA, Silver

Spring, MD, United States; Paul Kluetz, MD, US FDA, Silver Spring,

MD, United States

Aims: Clinical trials are frequently conducted across the globe. How

this affects the assessment and interpretation of patient reported

outcomes (PRO) is not well understood. This creates a challenge for

regulatory agencies, where information must be communicated in a

way that is informative and non-misleading for the intended popu-

lation. In this study we seek to characterize the relationship between

country of residence and the concept of ‘role functioning’ as mea-

sured by the EORTC Quality of Life Questionnaire (QLQ-C30)

instrument. Methods: We reviewed trials for therapeutic agents for

breast cancer (BC) submitted to the US Food and Drug Administra-

tion since 2007 that included the QLQ-C30 (n=7). Patients with an

ECOG score of 0–1, a treatment start date on or after the initial PRO

assessment, country sub-population greater than 200, and no missing

data on key variables (sample n=5481) were included. Interactions

between 12 countries and the 2 items on the QLQ-C30 that capture

‘role functioning’ were assessed using a linear regression model

where ‘general health/quality of life’ (GH/QoL) was the outcome and

the United States (US) was the reference country. Results: Our pre-

liminary results revealed small differences in reporting by patients

from different countries for both items of the ‘role functioning’

domain after controlling for physical functioning and treatment set-

ting (e.g. adjuvant vs. metastatic). Ability to work had a relatively

lower influence on GH/QoL for BC patients in China, France and

Italy when compared to patients in the US. Ability to pursue hobbies

& leisure activities had a relatively lower influence on GH/QoL for

BC patients in China, France and the United Kingdom, and a larger

influence for patients in Republic of Korea when compared to patients

in the US. Conclusions: results suggest patients residing in certain

countries may emphasize ‘role functioning’ differently as part of an

assessment of GH/QoL. The differences observed were small, which

is reassuring for the interpretation of global trials. Communicating

trial patients’ perceptions of ability to work and ability to pursue

leisure activities may help patients and providers better understand

their experiences while on therapy.

(2013) Quality of life at 2-year follow-up of SUPREMO
randomized trial of post mastectomy radiotherapy for breast
cancer

Galina Velikova, MD PhD, University of Leeds, Leeds, United

Kingdom; Linda Williams, PhD, University of Edinburgh, Edinburgh,

United Kingdom; Sarah Willis, MSc, London School of Hygiene and

Tropical Medicine, London, United Kingdom; J. Michael Dixon, MD,

Edinburgh Breast Unit, Western General Hospital, Edinburgh, United

Kingdom; Juliette Loncaster, FRCR, The Christie Hospital,

Manchester, Manchester, United Kingdom; Matthew Hatton, FRCR,

Department of Clinical Oncology, Weston Park Hospital, Sheffield,

Sheffield, United Kingdom; Jacqueline Clarke, FRCR, Cancer Centre,

Belfast City Hospital, Belfast, United Kingdom; Ian H. Kunkler,

FRCR, Edinburgh Cancer Research Centre, University of Edinburgh,

Edinburgh, United Kingdom; Nicola S. Russell, PhD, The

Netherlands Cancer Institute, Amsterdam, Amsterdam, Netherlands

Aims: Post-mastectomy chest-wall radiotherapy (PMRT) for ‘inter-

mediate’ risk breast cancer is controversial. The American-Society-

for-Clinical-Oncology guidelines on PMRT recommend evaluation of

the risk–benefit ratio and encourage shared decision-making taking

into account patient preferences and values. However, data on toxicity

and patient-reported symptoms and quality of life is lacking. BIG2-04

MRC EORTC SUPREMO (ISRCTN61145589) is an international

phase-III randomized controlled trial assessing the role of PMRT in

this patient group. SUPREMO primary endpoint is overall survival at

10 years, with quality of life (QOL) a secondary endpoint. The QOL
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sub-study examined the effects of PMRT on primary outcomes:

global QOL, fatigue, physical function, chest-wall, arm symptoms,

body image, anxiety/depression at 1, 2, 5 and 10 years. We report

QOL results at 2 years. Methods: SUPREMO randomized women

post-mastectomy and axillary surgery to receive chest-wall radio-

therapy or not. All UK patients participated in the QOL sub-study.

Patients completed the EORTC QLQ-C30 and BR23 questionnaires,

Body Image Scale, Hospital Anxiety and Depression Scale (HADS)

and EQ-5D-3L pre-randomization, 1 and 2 years. Repeated mixed-

effects methods were employed with baseline score, time and age as

covariates. Exploratory analyses evaluated whether systemic treat-

ments and reconstructive surgery influenced the QOL outcomes.

Results: SUPREMO enrolled 1688 patients internationally between

2007 and 13. All 1258 UK patients were included in the QOL sub-

study, 989 (79%) consented, 95.7% returned the baseline, 83.1% year

1 and 77.9% year 2 questionnaires. Patients receiving PMRT reported

worse chest-wall symptoms (p=0.0161), with an improvement

between years 1 and 2. Chemotherapy was associated with less

improvement but without interaction with radiotherapy. No signifi-

cant between-group differences were observed for arm symptoms,

body image, fatigue, pain, overall QOL, physical functioning or

HADS scores. Younger patients reported worse chest-wall symptoms

(p=0.02), body image problems (p=0.007) and anxiety (p=0.0001).

Conclusions: PMRT led to more local symptoms up-to 2 years post-

randomization, but no impact on other pre-specified QOL domains.

This information is valuable for clinicians and patients faced with

decisions about additional local treatment after mastectomy, whilst

waiting for the main trial outcome.

(2015) Low toxicity with proton beam therapy for isolated
locoregional recurrence of breast cancer after mastectomy
without prior radiotherapy: prospective PCG registry analysis

Joshua Niska, Mayo Clinic, Phoenix, AZ, United States; Cameron

Thorpe, Mayo Clinic, Phoenix, AZ, United States; Marlene Girardo,

Mayo Clinic, Phoenix, AZ, United States; Heidi Kosiorek, Mayo

Clinic, Phoenix, AZ, United States; Lisa McGee, Mayo Clinic,

Phoenix, AZ, United States; William Hartsell, Proton Collaborative

Group, Warrenville, IL, United States; Gary Larson, ProCure Proton

Therapy Center, Oklahoma City, OK, United States; Carl Rossi,

Scripps, San Diego, CA, United States; Henry Tsai, ProCure Proton

Therapy Center, Somerset, NJ, United States; Carlos Vargas, Mayo

Clinic, Phoenix, AZ, United States

Aims: To assess toxicities and disease specific outcomes after proton

beam therapy (PBT) for isolated locoregional recurrence (LRR) of

breast cancer after mastectomy without prior radiotherapy (RT).

Methods: In the prospective multi-institutional Proton Collaborative

Group (PCG) registry, 19 patients with isolated LRR of breast cancer

after mastectomy without prior RT were identified from 2013 to 2016.

Adverse events (AEs) were prospectively graded using CTCAE v4.0.

Acute AE was defined as any AE within 6 months after start of PBT.

Late AE was defined as any AE beginning or persisting beyond 6

months after start of PBT. Clinical and treatment characteristics were

tested for association with AE grade using Fisher’s exact test for

categorical and Kruskal–Wallis test for continuous variables. Spear-

man correlation coefficients were calculated to assess strength of

associations. Statistical analysis was performed using SAS v 9.4 (SAS

Institute Inc.). Results: Median interval from mastectomy to isolated

LRR was 67.2 months (range 68.8–139.2). Median age at PBT was

48.7 years (range 32–84). Most patients were treated in the adjuvant

setting (79%) to chest wall and regional lymphatics (90%). Total

median dose was 60.4 Gy (RBE) (range 47.2–70.4). Median follow-

up after PBT was 13.4 months (range 0.0–36.6). At last follow-up,

89% of patients were alive with no locoregional/distant recurrence.

Maximum grade AE was grade 2 in 68% and grade 3 in 21%. Acute

AEs were as follows: dermatitis (63% grade 2, 11% grade 3), pain

(21% grade 2, 5% grade 3), fatigue (11% grade 2), and neuropathy

(5% grade 2). Late AEs were as follows: dermatitis (11% grade 2, 5%

grade 3) and lymphedema (5% grade 3). All grade 3 AEs occurred in

patients receiving[ 60 Gy (RBE) (p = 0.04, rho = 0.50) and with

body mass index (BMI)[ 25 kg/m2 (p=0.09, rho = 0.50). Conclu-

sions: To our knowledge, this is the first report of PBT in the

treatment of isolated LRR of breast cancer after mastectomy without

prior RT. All grade 3 AEs occurred in patients receiving[ 60 Gy

(RBE) and with BMI [ 25. Overall, there were no locoregional

recurrences and low rates of late grade 3 AEs.

(2017) Quality of Life study in elderly breast cancer survivors.
Differences among axillary surgery groups

Juan Ignacio Arraras, Complejo Hospitalario de Navarra, Pamplona,

Spain; Ana Manterola, Oncologist, Complejo Hospitalario de

Navarra, Pamplona, Spain; Jose Juan Illarramendi, complejo

Hospitalario de Navarra, Pamplona, Spain; Gemma Asin, complejo

Hospitalario de Navarra, Pamplona, Spain; Esteban Salgado, omplejo

Hospitalario de Navarra, Pamplona, Spain; Berta Ibañez,

Navarrabiomed- Departamento de Salud-UPNA - REDISSEC,

Methodology Unit, Pamplona, Spain; Miguel Angel Dominguez,

complejo Hospitalario de Navarra, Pamplona, Spain; Uxue

Zarandona, complejo Hospitalario de Navarra, Pamplona, Spain;

Susana de la Cruz, complejo Hospitalario de Navarra, Pamplona,

Spain; Ruth Vera, complejo Hospitalario de Navarra, Pamplona,

Spain

Aims: Quality of Life (QL) is considered a key aim in elderly

patients. There is an interest in studying QL in elderly breast cancer

survivors, and also the differences among axillary surgery groups

after a long follow-up period, The aim is to assess the evolution of QL

in elderly breast cancer survivors along three years of follow-up since

the start of the treatment, and to compare the QL among different

axillary surgery groups. Methods: 138 out 173 patients C 65 years in

early disease stages who started treatment, completed the EORTC

QLQ-C30 and QLQ-BR23, and the Interview for Deterioration in

Daily Living Activities in Dementia (IDDD) questionnaires 3 years

after radiotherapy end. These patients also filled in these question-

naires before the start of irradiation. Linear mixed effect models were

used to evaluate longitudinal changes in QL, and whether these

changes differed among axillary surgery groups (axillary node dis-

section, sentinel node biopsy and no surgery). Differences among

axillary surgery groups were also studied three years after the end of

the treatment (Anova, Kruskal–Wallis, Chi Square). Results: 138 out

173 patients C 65 years in early disease stages who started treatment,

completed the EORTC QLQ-C30 and QLQ-BR23, and the Interview

for Deterioration in Daily Living Activities in Dementia (IDDD)

questionnaires 3 years after radiotherapy end. These patients also

filled in these questionnaires before the start of irradiation. Linear

mixed effect models were used to evaluate longitudinal changes in

QL, and whether these changes differed among axillary surgery

groups (axillary node dissection, sentinel node biopsy and no sur-

gery). Differences among axillary surgery groups were also studied

three years after the end of the treatment (Anova, Kruskal–Wallis, Chi

Square). Conclusions: results suggest good patients’ adaptation to

their disease and treatments in the long follow-up period, and to the

administration of RT in early stages breast cancer patients. There

were few QL differences between the axillary surgery groups that

favoured less aggressive modalities.
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(2019) Health-related quality of life outcomes for The LEAP
Study - CALGB 70,305 (Alliance): a lymphedema prevention
intervention trial for newly diagnosed breast cancer patients

Michelle Naughton, Ph.D., M.P.H., The Ohio State University

Comprehensive Cancer Center, Columbus, OH, United States; Drew

Seisler, M.S., Mayo Clinic, Rochester, MN, United States; Jeff Sloan,

Ph.D., Mayo Clinic, Rochester, MN, United States; Heshan Liu, M.S.,

Mayo Clinic, Rochester, MN, United States; Jennifer Le-Rademacher,

Ph.D., Mayo Clinic, Rochester, MN, United States; Jill Oliveri, D.PH,

The Ohio State University Comprehensive Cancer Center, Columbus,

OH, United States; Armer Jane, Ph.D., University of Missouri,

Columbia, MO, United States; Gary Unzeitig, M.D., Doctor’s

Hospital of Laredo, Laredo, TX, United States; Michael Schwartz,

M.D., Mount Sinai Medical Center, Miami Beach, FL, United States;

Marianne Melnik, M.D., Cancer Research Consortium of West

Michigan, Grand Rapids, MI, United States; John Taylor, M.A.,

University of Chicago, Chicago, IL, United States; Electra Paskett,

Ph.D., The Ohio State University Comprehensive Cancer Center,

Columbus, OH, United States

Aims: Lymphedema is a side effect of surgical treatment for breast

cancer (BC), often affecting the arm and hand on the surgery side,

resulting in swelling and pain. It may impact health-related quality of

life (HRQL) and result in poorer functional capabilities. We tested

two lymphedema prevention interventions and their impact on HRQL

in a group-randomized trial in 38 U.S. cooperative group sites.

Methods: Patients were recruited between December 2006 and

September 2013, with follow-up through December 2015. Sites were

randomly assigned to either: lymphedema-prevention education only

(EO); or EO with exercise and physical therapy components (E+E).

Patients were eligible if they had stage I–III disease and were

scheduled to have axillary or sentinel node dissection. All patients

were enrolled before surgery. Arm circumference and HRQL mea-

sures were completed at baseline, 12 and 18 months post-surgery.

Lymphedema was defined as C10% difference in arm volume at any

time from baseline to 18 months post-surgery. HRQL outcomes were

assessed using the Functional Assessment of Cancer Therapy–Breast

plus 4 lymphedema items (FACT-B+4). This 42-item scale is com-

prised of 6 subscales: physical, emotional, functional, and social well-

being, other concerns related to BC, and lymphedema. Individual

scores were calculated for each subscale, as well as a total score.

Analyses used longitudinal mixed model regression. Results: 547

patients (56% E+E) were enrolled and completed HRQL assessments.

Results showed no difference in lymphedema-free rates by inter-

vention group at 18 months (58% EO vs. 55% E+E; p = 0.73). The

FACT-B+4 total score (p = 0.8665), as well as all the individual

subscales, did not differ significantly by group. Lower FACT-B+4

scores were associated with: younger age (p = \0.0001), ECOG

performance status[0 (p = 0.0002),[1 positive lymph node(s) (p =

0.0008), no education beyond high school (p\0.0001), chemotherapy

(p = 0.0258), and having only axillary node dissection or sentinel

node biopsy, as compared to both (p = 0.0008). The presence of

lymphedema was borderline significantly-related to lower FACT-B+4

scores (p = 0.072) at 18 months. Conclusions: HRQL did not differ

significantly by intervention group. Lower HRQL was associated with

younger age, lower education, type of node dissection, and more

severe disease.

(2021) Health-related quality of life among breast cancer
survivors and non-cancer controls: pink SWAN

Nancy Avis, PhD, Wake Forest School of Medicine, Winston-Salem,

NC, United States; Beverly Levine, PhD, Wake Forest School of

Medicine, Winston-Salem, NC, United States; Alicia Colvin, PhD,

University of Pittsburgh Department of Epidemiology, Pittsburgh,

PA, United States; Joyce Bromberger, PhD, University of Pittsburgh

Department of Psychiatry, Pittsburgh, PA, United States; Rachel

Hess, MD, School of Medicine, University of Utah, Salt Lake City,

UT, United States; Gail Greendale, MD, David Geffen School of

Medicine at UCLA, Los Angeles, CA, United States

Aims: To compare HRQL 5 years. pre and post diagnosis in breast

cancer survivors and women without cancer. Methods: Analyses

included 140 women with incident breast cancer (cases) during a

20-year follow-up in the Study of Women’s Health Across the Nation

(SWAN), a multiethnic/racial cohort of women aged 42–55 at baseline.

A similarly-aged comparison group of 2049 cancer-free women (con-

trols) from this cohort matched the distribution of cases. Analyses were

limited to within±5 years of diagnosis. HRQLwas assessed by the SF-

36 physical (PCS) and mental (MCS) component summaries. Non-

parametric locally weighted scatterplot smoothing (loess) regression

and repeated measures mixed modeling compared cases and controls

regarding changes in HRQL relative to time before/after diagnosis.

Mixedmodels included case/control status, years since diagnosis, years

since diagnosis squared, and the interaction between case/control status

and the two time variables. Age was included as a covariate. Results: At

5 years prior to diagnosis, the MCS was equivalent for cases and con-

trols, but began to decline for cases prior to diagnosis. At diagnosis,

MCS averaged 2.4 points lower for cases than for controls (p = 0.008).

The MCS increased for cases after diagnosis and was again equivalent

to that of controls at 5 years post diagnosis (MCS p-value for group*-

time interaction = 0.016). At 5 years prior to diagnosis, the PCS was

higher for cases than controls, but declined prior to diagnosis for the

cases, as it did for the MCS. However, unlike the MCS, PCS continued

to decline post diagnosis for cases. Control group PCS remained rela-

tively stable over this period of time (p-value for group*years

interaction = 0.003). Older age was significantly associated with higher

MCS and lower PCS (p\0.0001). Conclusions: Breast cancer survivors

showed a decline inMCS and PCS prior to diagnosis, whichmay be due

to inflammation or other disease factors prior to diagnosis, highlighting

the value of having prediagnosis assessments of HRQL. AlthoughMCS

rebounds for survivors several years post diagnosis, PCS continues to

decline, suggesting the importance of continued monitoring of the

physical health of cancer survivors post diagnosis.

(2023) Efficacy of Internet-based cognitive behavioral therapy
for treatment-induced menopausal symptoms in breast cancer
survivors: results of a randomized controlled trial

Vera Atema, Division of Psychosocial Research and Epidemiology,

The Netherlands Cancer Institute, Amsterdam, Netherlands; Marieke
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van Leeuwen, PhD., Division of Psychosocial Research and

Epidemiology, The Netherlands Cancer Institute, Amsterdam,

Netherlands; Jacobien M. Kieffer, PhD., Division of Psychosocial

Research and Epidemiology, The Netherlands Cancer Institute,

Amsterdam, Netherlands; Hester S. A. Oldenburg, MD; PhD.,

Department of Surgical Oncology, The Netherlands Cancer Institute,

Amsterdam, Netherlands; Marc van Beurden, MD; PhD., Department

of Gynecology, The Netherlands Cancer Institute, Amsterdam,

Netherlands; Myra S. Hunter, PhD., Department of Psychology,

Institute of Psychiatry, Psychology and Neuroscience, Kings College

London, London, United Kingdom; Neil K. Aaronson, PhD., Division

of Psychosocial Research and Epidemiology, The Netherlands Cancer

Institute, Amsterdam, Netherlands

Aims: Treatment-induced menopause causes significant symptom

burden for women who have undergone adjuvant treatment for breast

cancer (BC). We evaluated the efficacy of Internet-based cognitive

behavioral therapy (CBT), with or without therapist guidance, on fre-

quency and impact of hot flushes and night sweats (HF/NS), overall

levels of menopausal symptoms, sleep quality, sexual functioning,

psychological distress and health-related quality of life in BC survivors

with treatment-induced menopausal symptoms. Methods: We ran-

domly assigned 254 BC survivors to a therapist guided or a self-

managed Internet-based CBT group or to a control group. The 6 week

CBT program included online psychoeducation, behavioral monitoring

and cognitive restructuring, supplemented by relaxation exercises and

homework assignments. Questionnaires were administered at baseline

(T0), at 10 weeks (T1) and 24 weeks (T2) post-randomization.We used

mixed-effects-models to compare groups over time. results Compared

with the control group, the guided and self-managed CBT groups

reported a significant decrease in the impact of HF/NS (effect size [ES]

= 0.63 and 0.56; P\0.001) and improvement in sleep quality (ES = 0.57

and 0.41; P \0.001). The guided group also reported a significant

decrease in overall levels of menopausal symptoms (ES = 0.33; P =

0.010), hot flush frequency (ES = 0.34; P = 0.019) and night sweats

frequency (ES = 0.64; P = 0.006). These effects remained significant at

longer term follow-up, with smaller effect sizes. Additional long-term

effects for the self-managed group included reduced overall levels of

menopausal symptoms and HF/NS frequency. Conclusions: Internet-

based CBT, with or without therapist guidance, has salutary effects on

the frequency and impact of HF/NS, overall levels of menopausal

symptoms and sleep quality. Further analyses should inform us about

the cost-effectiveness of both formats of the Internet-based CBT pro-

gram. If demonstrated to be cost-effective, this program would be a

welcome addition to clinical care for BC survivors with treatment-

induced menopausal symptoms.

CAT and Item Banks

(2025) Organizing the EORTC item library: a mixed methods:
exploratory content analysis

Claire Piccinin, EORTC, Brussels, Belgium; Dagmara Kulis,

EORTC, Brussels, Belgium; Andrew Bottomley, EORTC, Brussels,

Belgium; Francesca Martinelli, EORTC, Brussels, Belgium; Justyna

Mierzynska, EORTC, Brussels, Belgium; Madeline Pe, EORTC,

Brussels, Belgium; Mogens Groenvold, University of Copenhagen,

Copenhagen, Denmark

Aims: The EORTC Item Library is an online tool that acts as an

interactive database of all 65 EORTC Quality of Life Group (QLG)

instruments, their items, and translations, providing users with the

possibility to create ad hoc item lists to complement static measures.

The aim of this abstract is to provide a descriptive summary of the

Item Library content by classifying items into different categories

based on a variety of codes, in order to analyze the content and

increase its accessibility and usability. Methods: A combined induc-

tive/deductive exploratory content analysis approach was used and all

913 items from the Item Library were exported into a functional

database to facilitate coding. We employed a data-driven method,

with the content of each item serving to form a broader main code.

Additional codes were also assigned when relevant. The finalized list

of codes was evaluated and approved by a working group of EORTC

QLG members, after which the items were divided between three

independent second raters for coding. Results were then compared

against the first author’s to assess agreement. Any discrepancies were

discussed between the authors before reaching a final decision.

Results: Agreement between the first author and second raters was

90% for at least one main code per item. A total of 43 main codes

were generated to cover all items, with pain and physical functioning

representing the most frequently assigned codes, to 95 (10.4%) and 79

(8.7%) items, respectively. 321 (35.2%) items were assigned two

main codes and the remaining, only one, while 135 items (14.8%)

captured an element of patient satisfaction. The distribution of main

codes in Table 1 highlights the scope of items, with a strong emphasis

on symptoms, functioning, and satisfaction with care, reflecting the

QLG’s portfolio of available instruments. Conclusions: The EORTC

Item Library offers a wide range of coverage, from physical symp-

toms to functional impairment and global impact of disease and

treatment. The results show the main categories captured by the items

and will be implemented into the online platform as a means of

organizing content to increase usability and inspire new initiatives for

item and instrument development.
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(2027) Streamlining assessment of patient satisfaction with body
appearance by applying multidimensional computerized adaptive
testing to the BODY-Q

Daan Geerards, M.D., Brigham and Women’s Hospital/Harvard

Medical School, Boston, MA, United States; Anne Klassen, DPhil,

McMaster University, Hamilton, Ontario, Canada; Maarten

Hoogbergen, MD, PhD, Catharina Ziekenhuis, Eindhoven,

Netherlands; Andrea Pusic, MD, MSc, Brigham and Women’s

Hospital/Harvard Medical School, Boston, MA, United States;

Christopher Gibbons, PhD, Brigham and Women’s Hospital/Harvard

Medical School, Boston, MA, United States

Aims: The BODY-Q is a PRO instrument designed for weight loss

and/or body contouring. Concerns have been raised over the burden of

assessment using the multi-scale BODY-Q questionnaire. We

explored the possibility of creating flexible and individualized

assessment using item response theory (IRT) multidimensional

computerized adaptive testing (MCAT). Methods: The BODY-Q

field-test sample recruited 403 weight loss and 331 body contouring

patients from clinics in Canada, United States, and United Kingdom.

A bi-factor multidimensional item response theory (MIRT) model

was fitted using the original data. Previously validated unidimensional

scales which individually measured the appearance of a patient’s

abdomen, arms, back, buttocks, inner thighs, and outer hips were

scored individually alongside a higher-order factor representing a

patient’s satisfaction with their appearance generally. We compared

the scores from the higher-order appearance scale with the existing

‘body appearance’ scale, which contained 10 items. Fit to the bi-

factor multidimensional IRT model was assessed using RMSEA and

SRMSR. Where necessary, we used IRT-based imputation to estimate

missing-at-random values. We simulated MCAT assessment using

experiment theta values to assess the performance of the bi-factor

item bank as a CAT. Results: Mokken analysis confirmed the scala-

bility and dimensionality of the bank of 32 items. We fitted a bi-factor

MIRT model to the 32 items with adequate fit (RMSEA = 0.041,

SRMSR = 0.03). A total of 27 items could be used to generate

acceptably reliable estimates of all 6 scales, representing 36% fewer

items compared to the fixed length assessment. Reliable (SE\ 0.55)

scores for the higher-order ‘appearance’ domain could be gained with

as few as three items. Bi-factor scoring increased the measurement

precision for all scales apart from the outer thigh scale, which

decreased slightly. Measurement precision was increased for scores

from the ‘appearance’ domain correlated strongly with scores from

the ‘body appearance’ subscale (r = 0.76). Conclusions: When cali-

brated using a bi-factor MIRT model, assessment of body appearance

using the BODY-Q can be flexibly tailored using computerized

adaptive testing. This process can result in an increase in both mea-

surement precision and improved efficiency when compared to fixed

length assessment scored using unidimensional IRT models.

(2029) Translations of item lists created with the EORTC Item
Library: updated translation and review procedure

Dagmara Kulis, MA, EORTC, Brussels, Belgium; Claire Piccinin,

EORTC, Brussels, Belgium; Andrew Bottomley, PhD, EORTC,

Brussels, Belgium; Mogens Groenvold, PhD, University of

Copenhagen, Copenhagen, Denmark

Aims: The new EORTC Item Library (IL) allows users to make item

lists from questions stemming from various validated EORTC ques-

tionnaires. However, each questionnaire is available in a different set

of languages and the number of translations available per item ranges

from 3 to 100, with an average of 27 (median = 13), potentially

resulting in some item lists missing the required translations for

certain items. Further, since some items might have been used in

multiple questionnaires, there might be multiple versions for one

language. Requests from users prompted the EORTC to design a

translation process to be followed in such cases, and we report the

resulting procedure here. Methods: All translations already available

in the IL have been translated and linguistically validated to a number

of languages following the standard procedure described in the

EORTC Translation Manual. The new translation process was

developed using similar steps to ensure consistency and quality.

Results: The translation process to follow for IL-created item lists

is:Use the IL translation mechanism, retrieving either the only pos-

sible translation, or one of the existing ones (i.e. the manually set as

suggested wording, or, in case no suggested wording has been set, the

most recently added).Check for multiple translations.Identify the

missing translations.Translate the missing items following the stan-

dard translation process.Review the existing translations to ensure

consistency between each other and with the new translations.Pilot-

test the full questionnaire in the target language on a population with

the disease in which the final item list will be used.Finalise the

translation.For item lists that that contain only previously translated

items, the recommendations are to:Perform an in-country review of

the items.Pilot-test the full item list in the target population.All

translation projects have to be agreed upon, coordinated and reviewed

by the EORTC Translation Team. Conclusions: The use of the IL and

creation of new item lists bring new challenges, including new types

of translation projects. The translations of item lists have to be created

in the newly developed, standardized way, ensuring consistency

between items, the highest possible quality and comprehensibility in

the right target population.

(2031) Relative validity of an emotional functioning short form
based on the EORTC CAT item bank, an international study
with[1,000 patients with advanced cancer

Ida Korfage, Erasmus MC, Rotterdam, Netherlands; Lea Jasmina

Jabbarian, Erasmus MC, Rotterdam, Netherlands; Morten Petersen,

Bispebjerg Hospital, Copenhagen, Denmark; Caroline Arnfeldt

Christensen, University of Copenhagen, Copenhagen, Denmark; Luc

Deliens, Vrije Universiteit Brussel, Brussels, Belgium; Agnes van der

Heide, Erasmus MC, Rotterdam, Netherlands; Marijke Kars,

University Medical Center, Utrecht, Netherlands; Guido Miccinesi,

Cancer Prevention and Research Institute (ISPO), Florence, Italy;

Sheila Payne, Lancaster University, Lancaster, United Kingdom;

Andrew Wilcock, University of Nottingham, Nottingham, United

Kingdom; Mogens Groenvold, Bispebjerg Hospital, Copenhagen,

Denmark

Aims: There is a need to improve the assessment of emotional

functioning (EF). In the international ACTION trial involving patients

with advanced cancer, EF was assessed by a customized 10-item

short-form (EF10). EF10 is based on the EORTC EF item bank and

has the potential for greater precision than the commonly used

EORTC QLQ-C30 4-item scale (EF4) or the QLQ-C15-PAL 2-item

scale (EF2). We assessed the relative validity (RV), also known as

relative efficiency, of EF10 compared to EF4 and to EF2, and the RV

of EF4 compared to EF2. Methods: Patients from Belgium, Denmark,

Italy, Netherlands, Slovenia and the United Kingdom completed

EF10, EF4 and EF2, and provided data on generic quality of life

(QLQ-C15-PAL), coping (COPE scales), self-efficacy (APECC) and

personal characteristics. Based on clinical and sociodemographic

variables and questionnaire responses, 53 ‘known-groups’ that were

expected to differ were formed, e.g. females versus males or those

with higher versus lower age. EF10, EF4, and EF2 were then each

compared between these known-groups. When a difference between

known-groups was significant, the RV was calculated of EF10 com-

pared to EF4, as well as of EF10 compared to EF2, and of EF4
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compared to EF2. Results: 1028 patients (57% lung, 43% colorectal

cancer) participated. Forty-five of the 53 known-groups comparisons

were significantly different for EF10 and/or EF4, and were used for

calculating the RV of EF10/EF4. In 41 comparisons (91%), the RV

was above 1. The mean RV of EF10 compared to EF4 was 1.41,

indicating superior statistical power of EF10 to detect differences in

EF. Also 45 known-group comparisons of EF10 and/or EF2 were

significantly different, and the mean RV was 1.74. Considering EF4/

EF2, also 45 known-group comparisons were significantly different,

resulting in a mean RV of 1.16. Conclusions: Compared to EF4, EF10

shows superior power, allowing a 20–34% smaller sample size

without reducing power, when used as a primary outcome measure.

Compared to EF2, using EF10 will allow a 31–52% smaller sample

size. The mean RV of EF4/EF2 indicated that using EF4 will allow a

9–20% smaller sample size without loss of power.

(2033) International validation of the EORTC QLQ-CAT

Morten Aa. Petersen, The Research Unit, Department of Palliative

Medicine, Bispebjerg og Frederiksberg Hospital, Copenhagen NV,

Denmark; Neil K. Aaronson, Division of Psychosocial Research &

Epidemiology, The Netherlands Cancer Institute, Amsterdam,

Netherlands; Thierry Conroy, Medical Oncology Department, Institut

de cancérologie de Lorraine, Vandoeuvre-lès-Nancy, France; Anna

Costantini, Psychoncology Unit, Sant’Andrea Hospital, Faculty of

Medicine and Psychology Sapienza University, Rome, Italy; Eva

Hammerlid, Dept of Otolaryngology Head and Neck Surgery,

Sahlgrenska University Hospital, Göteborg University, Göteborg,

Sweden; Bernhard Holzner, Department of Psychiatry and

Psychotherapy, Innsbruck Medical University, Innsbruck, Austria;

Colin Johnson, Surgical Unit, Faculty of Medicine, University of

Southampton, Southampton,United Kingdom; Jacobien M. Kieffer,

Division of Psychosocial Research and Epidemiology, the

Netherlands Cancer Institute, Amsterdam, Netherlands; Marieke van

Leeuwen, Division of Psychosocial Research and Epidemiology, the

Netherlands Cancer Institute, Amsterdam, Netherlands; Sandra Nolte,

Department of Psychosomatic Medicine, Center for Internal Medicine

and Dermatology, Charité - Universitätsmedizin Berlin, Berlin,

Germany; Krzysztof A. Tomaszewski, Health Outcomes Research

Unit, Department of Gerontology, Geriatrics, and Social Work,

Faculty of Education, Ignatianum Academy, Krakow, Poland; Annika

Waldmann, Institute for Social Medicine and Epidemiology,

University Luebeck, Luebeck, Germany; Teresa Young, East & North

Hertfordshire NHS Trust incorporating Mount Vernon Cancer Centre,

Northwood, United Kingdom; Paola Zotti, Scientific Directorate CRO

Aviano National Cancer Institute -IRCCS, Aviano, Italy; Mogens

Groenvold, The Research Unit, Department of Palliative Medicine,

Bispebjerg og Frederiksberg Hospital, Copenhagen, Denmark

Aims: The European Organisation for Research and Treatment of

Cancer (EORTC) Quality of Life Group (QLG) has developed a

computer adaptive test (CAT) version of the EORTC QLQ-C30

questionnaire, the EORTC QLQ-CAT. This includes item banks for

14 health-related quality of life (HRQOL) domains of the QLQ-C30

(totalling 262 items). The aim of this study was to validate the QLQ-

CAT in an independent, international sample, with particular focus on

comparing the measurement precision of the CAT version with that of

the original, fixed QLQ-C30. Methods: A heterogeneous sample of

cancer patients initiating chemotherapy and/or radiotherapy was

recruited across eight European countries. Participants were assessed

before and after initiating treatment. At each assessment, 84 items

were administered using the web-based CAT (5–9 items for each

HRQOL domain). QLQ-C30 items not selected during the CAT

procedure were administered afterwards. Basic clinical and sociode-

mograhic information was collected. Correlations and floor/ceiling

effects of the CAT and the original QLQ-C30 were calculated. Using

several different groupings, sensitivity (known groups difference) and

responsiveness (change over time) of the CAT compared to the QLQ-

C30 were estimated using relative validity (RV). RV[1 indicates

increased measurement precision/power of the CAT. Results: We

included 675 patients. The following results are based on the first 617

patients (91%). We will present full sample based results at the

conference. CAT and C30 scores correlated 0.81–0.92 across

domains. Using the CAT, floor/ceiling effects were, on average, 20%

lower (range 2–45% across domains). For sensitivity, RVs ranged

1.01–1.49 across domains, with a mean of 1.17 (95% CI 1.08–1.30).

RVs for responsiveness ranged 0.89–1.47 across domains, with a

mean of 1.17 (95% CI 1.05–1.42). Conclusions: This validation study

confirms that the EORTC QLQ-CAT measures the same HRQOL

domains as the original QLQ-C30 and does so with clearly reduced

floor/ceiling effects. The improved sensitivity and responsiveness of

the QLQ-CAT may facilitate the use of smaller samples (about 25%

smaller on average) without loss of statistical power. This confirms

the results obtained in earlier simulation studies. Given these positive

results, the EORTC QLG intends to release the EORTC QLQ-CAT

and its related software for general use.

Chinese Medicine

(2037) Fatigue reduction by Renshen Yangrong Tang (RSYRT)
in patients with cancer: a randomized, double blind, active agent
controlled clinical trial

Xin Shelley Wang, MD, MPH, MD Anderson Cancer Center,

Houston, TX, United States; Qiuling Shi, MD, PhD, MD Anderson

Cancer Center, Houston, TX, United States; Yichen Xu, MD, Peking

University Cancer Hospital, Beijing, China; Tsun Hsuan Chen, BS,

MD Anderson Cancer Center, Houston, TX, United States; Pingping

Li, MD, Peking University Cancer Hospital, Beijing, China

Aims: Driven by Traditional Chinese Medicine (TCM) theory, Ren-

shen Yangrong Tang (RSYRT), a combination of herbal products,

was safe and effective for fatigue improvement in a sample of

nonanemic cancer survivors in a previous Phase I/II open-label study.

RSYRT Aims: to correct Qi deficiency. Because of concerns about

placebo effect in the open-label study, we conducted a randomized,

double-blind, active-agent controlled trial to establish the effective-

ness of RSYRT for treating fatigue in patients with cancer. Methods:

Patients who had completed cancer treatment in past 6 months and

who were experiencing moderate to severe fatigue over two months

(rated C4 on a 0–10 scale) were enrolled. Patients received a

decoction with concentrated particles of either 12 RSYRT herbs

(intervention) or color-matched/taste-matched low-dose Huangqi (a

backbone RSYRT herb) twice daily for 6 weeks. Patient-reported

fatigue and other symptoms reported on the MD Anderson Symptom

Inventory (MDASI)-TCM module and the EORTC QLQ-C30, plus

clinician-rated toxicities, were evaluated every 2 weeks. Results:

There were 91 patients participated study with mixed cancers. Of

these, 83 were evaluable (42 in the control group and 41 in the

intervention group). No grade 3–4 toxicity was observed. A signifi-

cantly more rapid reduction on severity of Fatigue Worst was

observed in the intervention group than control group (time-by-group

interaction, P\.0001) with controlling for comorbidity, although both

groups showed significant fatigue reduction over time (both

P\.0001). By end of 6-weeks trial, the mean score of PRO fatigue

ratings were significantly lower in the intervention group than control

group for Fatigue Worst on MDASI (P = .006), but not for the

EORTC-Fatigue subscale. We also observed reduction in distress (P =

.009), shortness of breath (P = .004). There was a significant effective

reduction by 4 weeks on Fatigue Worst (P = .0001) and symptom

interference (P = .0004). Conclusions: The Phase II RCT
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demonstrated that RSYRT therapy was associated with statistical and

clinical improvement in fatigue compared with single-agent control in

cancer patients with moderate to severe fatigue after cancer therapy.

Fatigue Worst item could be used as primary outcome measure for

fatigue intervention trial. TCM multi-herbal RSYRT decoction war-

rants a multicenter Phase III randomized study for fatigue

management.

(2039) Quantitative analysis of syndrome differentiation
in Chinese medicine for chronic superficial gastritis
with structural equation modeling

Zhongyu Huang, Guangzhou University of Chinese Medicine,

Canton, China; Fengbin Liu, MD, The First Affiliated Hospital of

Guangzhou University of Chinese Medicine, Canton, China;

Zhengkun Hou, MD, The First Affiliated Hospital of Guangzhou

University of Chinese Medicine, Canton, China; Xianhua Liu, MD,

Shenzhen Baoan Traditional Chinese Medicine hospital group,

Shenzhen, China; Zhuoqun Chen, Master, The First Affiliated

Hospital of Guangzhou University of Chinese Medicine, Canton,

China

Aims: Syndrome differentiation plays an important role in the cus-

tomization of diagnosis and treatment plan in Chinese medicine.

However, quantitative analysis of syndromes is difficult due to the

abstraction in theory and the complexity of its internal logic. This

study aimed to establish quantitative syndrome differentiation model

with structural equation modeling (SEM) for chronic superficial

gastritis (CSG) so as to offer a methodology paradigm for standard-

ization research of Chinese Medicine. Methods: Theoretical model

was set up on the basis of the theoretical framework and item pool

established for CSG in preliminary study. After a group discussion

and expert review on the theoretical model, SEM was performed with

data collected from 411 CSG patients in a prospective study to

evaluate analytical feature of the model in AMOS 21. Then the model

was modified following modification indices offered by the software

together with suggestions from clinical experts. Results: Theoretical

model was consisted of five syndrome factors as extraction of eight

typical syndromes of CSG demonstrating the methodology for syn-

drome differentiation in Chinese medicine clinical practice. Structural

equation model of CSG shows that the fitness indicators of the model

proposed by this study are acceptable with indices GFI = 0.926, CFI =

0.915, RMSEA = 0.032, which presents good consistent with data

structure. With independence between each syndrome and significant

correlation between symptoms and related syndrome, the model was

evaluated to be with feasibility and consistency for theoretical inter-

pretation and clinical practice. Conclusions: By clearly presenting the

structure and internal logic of syndrome differentiation, SEM pro-

vides adequate support for quantitative analysis research of Chinese

medicine.

Lung Cancer

(2041) Health-related quality of life in patients investigated
for suspected lung cancer

Lars E. Eriksson, Karolinska Institutet and City, University of

London, Stockholm, Sweden; Sara Runesdotter, Statistician,

Karolinska Institutet, Stockholm, Sweden; Adrian Levitsky, PhD,

Karolinska Institutet, Stockholm, Sweden; Britt-Marie Bernhardson,

RN, PhD, Karolinska Institutet, Stockholm, Sweden

Aims: To compare the health-related quality of life between patients

later diagnosed with lung cancer or no cancer. Methods: A cohort

study of patients investigated for suspected lung cancer at a referral

center in Sweden. Out of 1001 eligible patients, 597 were included

and asked to respond to the 30 item European Organisation for

Research and Treatment of Cancer Quality of Life Core Question-

naire (EORTC QLQ-C30) at first scheduled visit for workup. The

diagnosis of lung cancer or no lung cancer was not known at the time

of responding to the questionnaire; the resulting diagnosis was later

collected from the medical records. The pre-diagnosis EORTC QLQ-

C30 results were compared between the patients later diagnosed with

lung cancer and those not diagnosed with cancer by (1) unadjusted

Mann–Whitney U-tests and (2) a series (one for each scale) of logistic

regressions corrected for age, sex and current smoking status. Results:

Of the 579 patients with complete data, 272 were diagnosed with lung

cancer only and 170 with no cancer (137 had other cancer or

inconclusive diagnosis), thus the analysed sample consisted of 442

patients. Patients diagnosed with lung cancer were older (mean 70.5

vs. 64.6 years) and had less probability of being male (47 vs. 59%)

and more probability of being current smokers (35 vs. 19%) compared

to patients with no lung cancer. Patients diagnosed with lung cancer

had worse ratings on the Global health status/QoL (median 58.3; inter

quartile range 33.3–75.0 vs. 66.7; 47.9–83.3), Physical (86.7;

60.0–93.3 vs. 93.3; 73.3–100) and Emotional function (75.0;
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83.3–91.7 vs. 83.3; 66.7–100) and had more Fatigue (33.3; 11.1–55.6

vs. 22.2; 0–55.6) and Appetite loss (0; 0–33.3 vs. 0; 0–33.3) compared

to those with no cancer. When corrected for age, sex and current

smoking status, Global health status, Physical function, Role function,

Emotional function and Fatigue showed statistically significant odds

ratios for predicting lung cancer. Conclusions: Worse pre-diagnosis

health-related quality of life predicted lung cancer diagnosis in Global

health status and three of the EORTC functional scales (Physical,

Emotional, Role) and one of the symptom scales (Fatigue) when

corrected for differences in background data.

(2043) Patient reported outcomes from patients with lung cancer
treated with curatively intended surgery

Majken Broenserud, Odense Patient data Exploratory Network

(OPEN), Odense University Hospital/Institute of Clinical Research,

University of Southern Denmark, Odense, Denmark; Maria Iachina,

Center for Clinical Epidemiology and Research Unit of Clinical

Epidemiology, Odense University Hospital, Odense, Denmark;

Anders Green, Odense Patient data Exploratory Network (OPEN),

Odense University Hospital/Institute of Clinical Research, University

of Southern Denmark, Odense, Denmark; Mogens Grønvold,

Research Unit, Department of Palliative Medicine, Bispebjerg

Hospital, and Department of Public Health, University of

Copenhagen, Odense, Denmark; Erik Jakobsen, Odense Patient data

Exploratory Network (OPEN), Odense University Hospital/Institute

of Clinical Research, University of Southern Denmark, and The

Danish Lung Cancer Registry, Department of Thoracic Surgery,

Odense University Hospital, Odense, Denmark

Aims: The project ‘‘Patient reported quality of life in lung cancer

patients - The use of patient reported outcomes (PROs) as perfor-

mance indicators’’ Aims: to describe a method for collecting PROs on

a national level in a lung cancer population, and to evaluate if PROs

can be used as a measure of quality in the treatment of lung can-

cer.The preliminary results from the 2-year data collection were

presented at the ISOQOL 24th Annual Conference 2017. We now

present PRO data from the subgroup of patients treated with cura-

tively intended surgery (N = 1,718). Through comparison of patient

characteristics of participants and non-participants, we wish to eval-

uate if PROs from the participants could be representative of the

whole population of patients treated with curatively intended surgery.

Furthermore, we aim to examine and map differences in PROs from

different regions of Denmark. Methods: All patients registered in the

Danish Lung Cancer Registry (DLCR) from 1 October 2013 until 30

September 2015 were eligible for inclusion, if treated with curatively

intended surgery. PROs were collected using the European Organi-

sation for Research and Treatment of Cancer (EORTC) QLQ-C30 and

QLQ-LC13 questionnaires at diagnosis and 3, 6 and 12 months after

initial treatment. Information about the patients’ socioeconomic

position was obtained from Statistics Denmark. Results: In total,

1,718 patients with lung cancer were eligible. Of these, 1,315 (76.5%)

patients participated through completion of at least one questionnaire.

Comparison of participants with non-participants revealed significant

differences in cancer stage, performance status, disposable income

and cohabitation status, in favor of the participants. Regarding PROs,

quality of life (QoL) was lowest three months after surgery, at which

time point the measured level of fatigue, dyspnea and pain was

highest. When divided into the five regions in Denmark, significant

differences was found in both response rates, patient characteristics

and PROs. Conclusions: Participants returning PROs had a signifi-

cantly better health and a better socioeconomic position than non-

participants. The PROs were therefore not representative of the total

population treated with curatively intended surgery. Despite the small

size of Denmark, many interesting differences in both patient char-

acteristics and PROs were found between regions.

(2045) Patient reported outcomes used for weekly Internet-based
detection of progressive disease in lung cancer; PRO-WIDE
a national multicenter randomized controlled trial – a study
design

Rasmus Blechingberg Friis, Department of Oncology, Regional

Hospital West Jutland, Herning, Denmark; Niels Henrik Hjøllund,

MD, Professor, AmbuFlex/WestChronic, Occupational Medicine,

Herning and Department of Epidemiology, Aarhus University

Hospital, Denmark, Herning, Denmark; Caroline Mejdahl,

Cand.scient.san, PhD student, AmbuFlex/WestChronic, Occupational

Medicine, Herning, Herning, Denmark; Halla Skuladottir, MD, PhD,

Department of Oncology, Regional Hospital West Jutland, Herning,

Denmark

Aims: Advanced progressive lung cancer has a poor prognosis. If not

recognized in time, the performance status can quickly worsen and

make the patient unfit for further treatment. Two recently published

randomized trials have found both improved overall survival and

health related quality of life in cancer when adding weekly internet

based self-reporting via a Patient Reported Outcome(PRO) applica-

tion to the planned follow-up. Inspired by these promising results, we

are preparing a national randomized trial in Denmark. The aim is to

test if weekly web-based PRO surveillance as a supplement to stan-

dard CT based follow-up can improve survival in Danish lung cancer

patients. Methods: 556 patients with lung cancer will be included in

the randomized controlled trial. Patients with stage IV lung cancer

regardless of treatment intent or stage III treated with palliative intent

are eligible. Other inclusion criteria are performance status B 2,

access to internet connection and non-progressive disease at first CT-

scan after initiated treatment. Maintenance therapy is allowed.

Patients will be randomized between weekly PRO monitoring as a

supplement to standard CT based follow-up or standard of care.

Patients in the PRO arm will fill in a short and simple questionnaire

via a personal computer or mobile device. An alert will be sent to the

clinicians in case of alarming symptoms with the purpose of detecting

progressive disease or serious complications before deterioration of

the health status.Both groups will fill in EORTC QLQ-C30/LC13 and

GAD7 questionnaires every 3 month during the study period. Results:

The phase III trial will be initiated in September 2018 at the

Department of Oncology, Regional Hospital West Jutland, Denmark.

Other institutions in Denmark will start including patients during

2019, and the results are awaited in 2022. Conclusions: The primary

endpoint is overall survival. The hypothesis is that the PRO inter-

vention leads to an earlier detection of progressive disease and

medical complications, better performance status at the time of pro-

gressive disease, fewer admissions to hospital and a better health-

related quality of life.

Meaning in Measurement

(2049) Impact of completing pediatric patient-reported outcome
measures that ask about appearance of cleft lip and/or palate

Anne Klassen, McMaster University, Hamilton, Ontario, Canada;

Elena Tsangaris, Harvard University, Boston, MA, United States; Tim

Goodacre, Oxford University, Oxford, United Kingdom; Christopher

Forrest, Hospital for Sick Children, Toronto, Ontario, Canada; Karen

Wong Riff, Hospital for Sick Children, Toronto, Ontario, Canada

Aims: Patients with cleft lip and/or palate (CL/P) can undergo

numerous procedures to improve appearance, speech, dentition and
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hearing. Our team developed a cleft-specific patient-reported outcome

(PRO) instrument called the CLEFT-Q to facilitate rigorous interna-

tional measurement and benchmarking. The CLEFT-Q measures

facial appearance, facial function, and health-related quality of life.

To evaluate the impact of these scales on patients, we included 5

questions at the end of the survey. The aim of this study is to present

our findings on the feedback received. Methods: We recruited patients

aged 8 to 29 years with CL/P at 30 hospitals in 12 countries between

October 2014 and November 2016. The CLEFT-Q appearance scales

ask about the face, nose, nostrils, lip, jaw, teeth and cleft lip scar.

Evaluative questions asked the following: (1) did you like answering

this questionnaire; (2) did you like the questions about how you look;

(3) did these questions make you feel upset or unhappy about how

you look; (4) did these questions change how you feel about how you

look; and (5) how happy are you about how you look. Results: The

CLEFT-Q field-test included 2434 participants; the evaluation ques-

tions were completed by 2056. Most participants liked (n = 1800,

88%) completing the CLEFT-Q and liked (n = 1679, 82%) the

questions about how they looked. The majority of participants said

they felt the same about how they look after completing the ques-

tionnaire (n = 1372, 72%), while some felt better (n = 475, 25%) and a

few felt worse (n = 47, 3%). For the question of whether completion

of the booklet made them feel unhappy or upset about how they look,

most said ‘no’ (n = 1585, 77%), some said ‘‘a little’’ (n = 413, 20%),

and a few said ‘‘a lot’’ (n = 51, 3%). This presentation will provide

information about factors associated with CLEFT-Q impact. Con-

clusions: Patient-reported outcome measures are increasingly used in

patient care in many countries. There is scant research on the impact

that completing PRO instruments has on pediatric patients. Our study

suggests that CLEFT-Q has minimal impact, but that thoughtful

application of the scales is needed.

(2051) Comparing individualized measures of quality of life
with standard outcome measures in people with Parkinson’s
Disease

Ayse Kuspinar, BSc(PT), MSc, PhD, McMaster University,

Hamilton, Ontario, Canada; Kedar Mate, MSc, PhD(c), McGill

University, Montreal, Quebec, Canada; Nancy Mayo, BSc(PT), MSc,

PhD, McGill University, Montreal, Quebec, Canada

Aims: Parkinson’s Disease (PD) affects all aspects of an individual’s

life and is heterogeneous across people and time. The Patient Gen-

erated Index (PGI) is an individualized measure that allows patients to

nominate, rate, and value areas that have the most impact on quality

of life (QOL). An area of validation that is lacking for the PGI is the

extent to which nominated areas of QOL that patients are concerned

with, agree with ratings obtained from standard patient reported

outcomes (PROs). The objective of this study was to estimate how

well areas of QOL identified on the PGI agree with ratings obtained

from standard outcome measures in patients with PD. Methods:

Patients with PD completed the PGI, individualized measure of QOL,

and standardized outcome measures, including the RAND-36, Per-

ceived Deficits Questionnaire, Apathy Scale, Parkinson’s Disease

Questionnaire (PDQ-8) and Geriatric Depression Scale. The PGI and

standard PROs were compared at the item level and the domain level.

To facilitate comparison across items, all measures were transformed

to range from 0 to 10 (0 as the worst level and 10 as the best level). As

the standardized measures varied in the number of response options

(3, 4, 5, or 6), PGI severity rating on the 0 to 10 scale was converted

to match the number of categories on standardized measures. Results:

The sample (n = 76) had a mean age of 69 (standard deviation 9) and

were predominantly men (59%). Physical function (28%), fatigue

(24%), cognition (21%), and depression (17%) were identified as the

top areas with QOL impact on the PGI. Within one severity rating,

agreement between the PGI and different standard outcome measures

ranged from 89 to 100% for physical function, 67 to 100% for fatigue,

47 to 80% for cognition (memory and concentration), and 75 to 86%

for depression. The PGI total score was moderately correlated (r =

- 0.35) with the standardized disease specific QOL measure PDQ-8.

Conclusions: This study demonstrates that nominated areas of QOL

on the PGI provide comparable information to standard patient

reported measures, and provides evidence in support of the validity of

personalized measures in the context of PD.

(2053) Understanding ‘‘recovery’’ following ankle reconstruction:
a qualitative study

Ellie Pinsker, BA&Sc, PhD cand., St. Michael’s Hospital, Toronto,

Ontario, Canada; Monique Gignac, PhD, Institute of Work and

Health, Toronto, Ontario, Canada; Joanna Sale, PhD, St. Michael’s

Hospital, Toronto, Ontario, Canada; Timothy Daniels, MD, FRCSC,

St. Michael’s Hospital, Toronto, Ontario, Canada; Dorcas Beaton,

PhD, Institute of Work and Health, Toronto, Ontario, Canada

Aims: To examine patients’ perception of post-surgical outcome fol-

lowing ankle reconstruction for treatment of end-stage ankle

osteoarthritis. Methods: Individuals were recruited from an existing

cohort of persons who had undergone total ankle replacement or ankle

fusion. Twenty-five English-speaking individuals who had surgery at

least one year prior and were receptive to in-depth interviewswere asked

to participate after a routine clinic visit. Semi-structured, face-to-face

interviews were conducted by a qualitative researcher in a private hos-

pital room. Results: Twenty-five adults (12 women, 13men) ages 25–82

years were interviewed for 1–2 h. Participants varied in their socioeco-

nomic status and education levels. Most participants considered

themselves ‘‘recovered’’, despite ongoing symptoms and limitations.

However, participants who identified themselves as recovered often

emphasized different meanings of recovery related to their function.

Participants with few ongoing issues or limitations focused on the future,

moving forward, and upcoming or new goals. Participants with more

residual deficits defined recovery using social comparisons with others.

That is, recovery meant ‘‘keeping up’’ with peers and returning to age-

appropriate activities. For others, recovery involved a ‘‘return to the past’’

and resuming former valued activities that had been painful and difficult

due to their ankle condition. Those with more pervasive, ongoing issues

often re-evaluated ‘‘what matters’’ and redefined their activities to

achieve a perception of recovery or they did not perceive themselves as

fully recovered. Participants described a variety of behavioral and cog-

nitive coping methods to manage ongoing symptoms and limitations,

including pacing activities and using mobility aids, but having to cope

with residual deficits rarely influenced their perception of their surgical

outcomenegatively. Conclusions: Perceptionof recovery and experience

of outcome rarely involved resolution of all symptoms and functional

limitations. The manner in which patients described their recovery was

typically more nuanced than a simple change in magnitude of symptoms

or functional limitations. This research expands our understanding of the

experience of ankle reconstruction and draws attention to different

meanings of recovery that has implications for outcome evaluation and

measurement.

(2055) Investigation of two commonly used response expectancies
scales: are they capturing the same construct?

Elise Devlin, School of Psychology, The University of Adelaide,

Adelaide, Australia; Hayley Whitford, PhD, University of South

Australia Cancer Research Institute, Adelaide, Australia; Linley

Denson, MPsych(Clin), PhD, School of Psychology, The University

of Adelaide, Adelaide, Australia
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Aims: Response expectancies for cancer treatment toxicities often pre-

dict subsequent experience but the relationship appears equivocal across

treatments and side-effects. Diverging interpretations of the original

5-point side-effect response expectancy scale have resulted in different

versions being adapted, given the written description of the scale format;

versions include an ‘unsure’midpoint, and others an unlabeledmidpoint.

Weobservedpatient selectionof ‘unsure’midpoints acrossmultiple side-

effect expectancy ratings and compared them with another common

format also rated: visual analogue scales (VAS). Comparisons between

the twomeasure-formats then aimed to determine whether they reflected

the same underlying construct; arguably ‘response expectancies’.

Methods: A homogeneous sample/treatment group of 45 men with

prostate cancer (M = 71 years of age), 4-weeks pre-radiotherapy, rated

their expectancies across 18 common side-effects, using 5-point scales

and VAS, in random order. The 5-point scales had descriptors for each

point, including an ‘unsure’ midpoint, assessing incidence. VAS only

have descriptors anchoring each end; no expectancy (0), or 100%

expectancy (100), assessing severity (1–100), and less commonly inci-

dence (0 vs. 1–100). Therefore, to compare expectancy ratings, VAS

were dichotomized to assess incidence only (0 vs. 1–100), and 5-point

scales were adapted into clearer continuous scales by excluding the

‘unsure’ midpoint, and utilizing the low (1,2) and high (4,5) points.

Results: Across 18 side-effects, ‘unsure’ was selected on 5-point scales

by 17-62% of patients. Notably, no expectancies were reported on

5-point scales for ‘blood in stools’ or ‘rectal urgency’, yet on VAS more

than half of patients indicated expectancies for both toxicities. Finally,

comparative formats of 5-point scales and VAS appeared, at best,

moderately associated as incidence assessments of response expectan-

cies for the identical 18 side-effects (u = .20–.56). Conclusions: This

novel exploration demonstrated that when the option of ‘unsure’ is

available on a 5-point scale, at least some participants select it, despite

demonstratingmoderate-to-strong expectancies onVAS for the identical

toxicities. Given the questionable association between scales that appear

non-interchangeable, we suggest caution when comparing current

expectancy studies. Furthermore, the measure that assesses ‘response

expectancies’ in themost validway, cannot be easily determinedwithout

continued research.

(2057) Hermeneutics as a ‘lens’ in the interpretation of patient-
reported outcome measures

Jae-Yung Kwon, University of British Columbia, Vancouver, British

Columbia, Canada; Sally Thorne, University of British Columbia,

Vancouver, British Columbia, Canada; Richard Sawatzky, Trinity

Western University, Langley, British Columbia, Canada

Aims: As patient-reported outcomes measures (PROMs) increasingly

become key outcome indicators assessing the impact of disease and its

treatment, there has been growing concern about the potential for

misuse and abuse of these measures. Therefore, we explored potential

theoretical issues, assumptions, and consequences of using PROMs in

practice from a philosophical point of view. Methods: Our analysis of

the selected literature was informed by hermeneutic methodology.

Hermeneutics is both a philosophy and methodology of interpretation

that can provide insights to how individuals, who are situated and

contextualized in certain time and place, interpret standardized ques-

tions about their health and quality of life. Results: Three fundamental

tenets were identified: (1) Interpretation of PROMs involves some level

of presupposition because not all human beings will interpret and

respond to PROMs in the same way. (2) Intended and unintended

consequences resulting from the use of PROMs are influenced by per-

spectives of various ‘‘actors’’ (e.g., policy-makers, administrators,

clinicians, and patients) who use PROMs for different purposes. (3)

Interpretation of PROMs is an ongoing process involving multiple

intersecting factors (e.g., new actors, changing knowledge, differing

context) that are often subject to change. These findings suggest that

PROMs may be inconsistently understood due to the challenges of

relating characteristics of the measurement instrument (e.g., choice of

wording and response categories) to the perspectives of different actors.

Conclusions: Because of the dangers in misinterpreting PROMs, we

propose that these measures should be used as tools to enhance com-

munication about factors that are important to patients rather than as

determinate assessments of patient outcomes. Hermeneutics provides a

useful philosophical ‘lens’ to help disentangle the measure itself from

the understanding we construct about the measure, and the actions we

take on behalf of patients within a particular socio-historical context.

(2059) Recall bias in the retrospective measurement of health-
related quality of life

Janine Topp, University Medical Center Hamburg, Hamburg,

Germany; Valerie Andrees, University Medical Center Hamburg,

Hamburg, Germany; Matthias Augustin, University Medical Center

Hamburg, Hamburg, Germany; Laura Schaefer, University Medical

Center Hamburg, Hamburg, Germany; Christoph Heesen, University

Medical Center Hamburg, Hamburg, Germany; Christine Blome,

University Medical Center Hamburg, Hamburg, Germany

Aims: Recall bias may influence measures of health-related quality of

life (HRQoL), as most of them include a retrospective assessment.

The SF-12 in its standard version assesses patients’ HRQoL based on

their judgement of the past four weeks. In this project, we aimed to

compare the retrospective assessment of HRQoL (‘Sf-12 standard’)

with a daily assessment of HRQoL over a period of four weeks (‘SF-

12 daily’), thereby collecting evidence on potential recall bias.

Methods: In an observational study, the SF-12 was used to assess

HRQoL in 100 patients with chronic diseases (50 with multiple

sclerosis and 50 with psoriasis). Patients repeatedly filled in the ‘SF-

12 daily’ for a period of four weeks. On the last day of data collection,

they were asked to fill in the ‘SF-12 standard’ referring to their

HRQoL in the past four weeks. Patients received a daily email invi-

tation containing a link to an online survey. Differences between daily

and retrospective assessment provide insight into potential recall bias.

Results: A first evaluation was based on a subsample of 37 patients.

Final results are expected in September 2018. The subsample con-

sisted of 21 patients with multiple sclerosis and 16 patients with

psoriasis. Mean age was 41.7 (±13.7) and 59.5% of patients were

female. Retrospective assessment of HRQoL (‘SF-12 standard’),

converted to a scale from 0 to 100, revealed a total score of 64.9

(±20.6). Given a total score of 69.7 (±20.3), the average HRQoL of

the daily assessments was rated significantly better (t(36) = - 4.5;

p\ .001). Descriptively, the difference between retrospective and

daily assessment was greater in patients with psoriasis than in patients

with multiple sclerosis. Conclusions: This first evaluation indicates

that HRQoL reported retrospectively for the past four weeks is con-

sidered significantly worse compared to the daily assessment of

HRQoL over a period of four weeks. A possible explanation could be

that patients overweight negative situations in comparison to positive

ones when being asked to judge HRQoL retrospectively. As the daily

assessment of HRQoL can be assumed to improve recall on HRQoL

within the period, the true recall bias in retrospective assessments

may be even greater than found in this study.

(2061) Further structural validation of the Long-Term Conditions
Questionnaire (LTCQ): formation of the Rasch 8-item LTCQ
short-form (LTCQ-8)

Laurie Batchelder, PSSRU, University of Kent, Canterbury, United

Kingdom; Diane Fox, PSSRU, University of Kent, Canterbury,
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United Kingdom; Caroline Potter, DPhil, Health Services Research

Unit, University of Oxford, Oxford, United Kingdom; Ray

Fitzpatrick, PhD, Health Services Research Unit, University of

Oxford, Oxford, United Kingdom; Julien Forder, PSSRU, University

of Kent, Canterbury, United Kingdom; Karen Jones, PSSRU,

University of Kent, Canterbury, United Kingdom; Michele Peters,

PhD, Health Services Research Unit, University of Oxford, Oxford,

United Kingdom

Aims: The aim was to evaluate the structural validity of the 20-item

Long-Term Conditions Questionnaire (LTCQ) and to form a short

scale using Rasch analysis. Methods: Data were collected from a

sample of 1,211 participants with LTCs. Identified participants were

invited on the basis of having at least one LTC through either local

authorities for a social care cohort (N = 294) or primary care practices

for a health care cohort (N = 917). Participants were mailed survey 1,

including the LTCQ, demographic questions, a comorbidities mea-

sure, and some validated outcome measures. Respondents were

invited to complete a follow-up survey including the LTCQ for

assessment of reproducibility. WINSTEPS 3.92.0 software was used

for Rasch analysis. Results: The main assumptions of the Rasch

model from the LTCQ were fulfilled, although infit and outfit indices

indicated some items showed slight misfit. Misfitted items, items that

did not have a preceding set or showed local dependence were

removed after iterative analyses, and the LTCQ-8 was formed. The

Rasch model for the LTCQ-8 explained 64% variance and a reliability

estimate greater than 0.80. Several items in the LTCQ showed dif-

ferential item function in relation to the number of reported LTCs, age

and cohort, but there were fewer in the LTCQ-8. The LTCQ-8

showed excellent test–retest reliability (ICC = 0.92, 95% CI).

Spearman’s rho correlations between the LTCQ and the LTCQ-8

were strong across the total sample and various subgroups. Correla-

tions between the LTCQ-8 and all reference measures were moderate

to strong, and comparable to correlations found between the LTCQ

and these measures. Conclusions: The LTCQ measures a unidimen-

sional construct, and it is therefore acceptable to use a summed total

score. The LTCQ-8 also met the assumption of unidimensionality and

had comparable test re-test reliability and construct validity with the

LTCQ. Additional validation is required in an independent sample.

(2063) Shifting the validation paradigm for patient-reported
outcome measures (PROMs): assembling and evaluating
quantitative and qualitative validity evidence

Melanie Hawkins, Deakin University, Melbourne, Victoria, Australia;

Sandra Nolte, PhD, Charité - Universitätsmedizin, Berlin, Germany;

Gerald Elsworth, PhD, Deakin University, Melbourne, Australia;

Richard Osborne, PhD, Deakin University, Melbourne, Australia

Aims: In line with contemporary validity testing theory, validation

involves the evaluation of types of validity evidence to make judge-

ments about the plausibility of proposed interpretations and uses of

test scores. However, the current validation paradigm for patient-

reported outcome measures (PROMs) relies primarily on testing for

separate types of (mainly statistical) validity rather than on assem-

bling a range of types of validity evidence (quantitative and

qualitative) to evaluate an argument for the validity of the proposed

interpretation and use of a PROM’s scores. The aim of this presen-

tation is to outline the evolution of validity testing theory and the

argument-based approach to validation in the context of PROMs, to

provide examples of validity evidence produced from qualitative

research methods, and to argue for a shift in the PROM validation

paradigm. Methods: The authoritative reference for validity testing

theory, the 2014 Standards for Educational and Psychological Test-

ing, states that the validity of proposed inferences from test scores is

evaluated through five sources of validity evidence. Two of these

(internal relations, relations with other variables) rely predominantly

on quantitative evidence, and the other three (test content, response

processes, consequences of testing) rest strongly on qualitative or

mixed-methods studies and evidence. Results: The Health Literacy

Questionnaire (HLQ), a widely-used multi-dimensional measure of

nine constructs of health literacy, was developed prior to the authors’

more recent understandings of validity testing theory. However, the

approach to HLQ validity testing has reflected the principles of

validity testing theory and the argument-based approach to validation,

including qualitative evidence. Examples will be presented of quali-

tative studies that have provided validity evidence to help users better

understand the interpretation of HLQ scores for use in different

contexts and cultural settings. Conclusions: It is time for the PROM

validation paradigm to shift from an approach that considers primarily

types of quantitative validity to an approach that evaluates types of

quantitative and qualitative validity evidence. Validity testing theory

and methodology will support PROM users to better evaluate the

plausibility (or credibility) of the inferences they make from PROM

data: inferences that affect the health and wellbeing of individuals and

communities.

(2065) iPROMS: different questions, different answers

Nancy Mayo, BSc(PT), MSc, PhD, McGill University, Montreal,

Quebec, Canada; Kedar Mate, BPT, MSC, McGill University,

Montreal, Quebec, Canada; Xiao Ow, BSc(PT), MSc, McGill

University, Montreal, Quebec, Canada; Mehmet Inceer, BPT, MSc,

McGill University, Montreal, Quebec, Canada; Ana Maria Moga,

BEng, BPT, MSc, McGill University, Montreal, Quebec, Canada;

Navaldeep Kaur, BSc(PT), MSc, McGill University, Montreal,

Quebec, Canada

Aims: Individualized measures have been in existence since the 1980s

and have been used in a wide variety of applications including clinical

trials. A landmark publication in 2005 by Jolles, Beaton, and Buch-

binder reviewed their psychometric properties and uncovered

differences in concept and scoring resulting in challenges with

interpretation. Despite this work, individualized patient reported

outcome measures (iPROMS) are often considered interchangeable

because of their structure. The purpose of this study was to go back to

the basics of iPROMS and identify what questions are asked and how

the different questions likely lead to different answers. Methods: The

nine iPROMS reviewed by Jolles et al were considered plus Goal

Attainment Scaling (GAS). Three measures were excluded as they

only had an open-ended question. From the seven measures, five

different question patterns were identified. The most common ques-

tions related to symptoms or activities affected by a health condition

(MACTAR, PET, MyMOP) and thus received these answers. COPM

and GAS specifically ask questions about goals in the context of

health conditions seen in rehabilitation and the responses relate

mostly to activity and participation goals. The SEIQOL asks about

aspects of life considered by the individual to be crucial to quality of

life and the responses are most often about participation domains. The

PGI asks about the most important areas of life affected by a health

condition and elicits responses across all domains of functioning and

health. Results: The information elicited by iPROMs is all different

yet the primary goal is to personalize care as well as to facilitate

research. All iPROMs except the SEIQOL elicit content (domains of

function, goals) that are actionable by curative and rehabilitation

interventions. The content elicited by the SEIQOL mostly relates to

areas actionable through palliative interventions. However, the SEI-

QOL and the PGI are the only two measures that ask questions about

QOL and, of these, the PGI provides the most actionable information.

Conclusions: Each of the iPROMs reviewed here asks a different

question and hence answers are not comparable. When choosing an
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iPROM, pick one fit for purpose: symptoms, activities, participation,

goals, or QOL. There is an iPROM for that.

(2067) Using cognitive and three-step test interviews to pre-test
the Warwick axial spondyloarthropathy tiredness and energy
(WASTEd) questionnaire: a co-constructed self-report
questionnaire

Nathan Pearson, MSc, BSc (Hons), University of Warwick, Coventry,

United Kingdom; Elizabeth Tutton, Warwick Research in Nursing,

Warwick Medical School, University of Warwick, Coventry, United

Kingdom; Jonathan Packham, Haywood Academic Rheumatology

Centre, Staffordshire and Stoke-on-Trent Partnership NHS Trust,

Stoke-on-Trent, United Kingdom; Helen Parsons, Clinical Trials Unit,

Warwick Medical School, University of Warwick, Coventry, United

Kingdom; Jane Martindale, Wrightington, Wigan and Leigh NHS

Foundation Trust, Wigan, Manchester, United Kingdom; George

Strickland, Wrightington, Wigan and Leigh NHS Foundation Trust,

Wigan, Manchester, United Kingdom; Jean Thompson, Wrightington,

Wigan and Leigh NHS Foundation Trust, Wigan, Manchester,United

Kingdom; Kirstie Haywood, Warwick Research in Nursing, Warwick

Medical School, University of Warwick, Coventry, United Kingdom

Aims: Despite the complex, multi-dimensional nature of the fatigue

experienced by people with Axial Spondyloarthropathy (axSpA),

assessment guidance is limited to a single-item assessment of fatigue

severity. The Warwick Axial Spondyloarthropathy Tiredness and

Energy (WASTEd) questionnaire is a new self-report questionnaire,

co-constructed with axSpA patients. This study combined two

approaches to questionnaire pre-testing: Cognitive Interviews (CI)

with think aloud and probing, and the Three-Step Test Interview

(TSTI) to improve item quality and content validity. Methods: Two

rounds of questionnaire pre-testing were conducted. Round 1 used CIs

to ensure that the conceptualised distinction between fatigue and

energy was implicit to the patient at the point of item completion.

This used think aloud with two types of probing: reactive and stan-

dardised - the latter were developed in consultation with patient

research partners (PRPs). Round 2 used TSTI to pre-test the ques-

tionnaire in a more realistic self-completion context, with a focus on

identifying issues at both item and questionnaire level. Analysis was

based on Tourangeau’s model of cognitive processing and problems

were categorised using the QAS-99 checklist. Results: Ten patients

participated in the interviews (five per round). Round 1 confirmed that

patients interpret energy and fatigue as separate concepts. Verbal

probing supported the identification of possible problem items and

informed revisions. Round 2 highlighted problems with comprehen-

sion, recall and clarity and informed final revisions. The final long-

form WASTEd is under review by our PRPs. Conclusions: Co-con-

struction of the WASTEd has involved patients both as research

partners and as participants through all stages of development. At the

point of pre-testing, the questionnaire was well received by patients.

Using two questionnaire pre-testing approaches allowed the research

team to perform a targeted assessment of how patients understand

fatigue and energy at the point of item completion. This confirmed the

importance of including both fatigue and energy-specific questions.

Round 2 provided more detailed insight to both item and question-

naire-level issues within more realistic self-completion conditions.

(2069) What is the meaning of quality of life for children
with physical disabilities? A meta-synthesis of qualitative data

Nikki Ow, BOT, MA, McGill University, Montreal, Quebec, Canada;

Adriana Appau, McGill University, Montreal, Quebec, Canada;

Nancy Mayo, PhD, McGill University, Montreal, Quebec, Canada

Aims: Physical disabilities occurring in childhood produce lasting

effects on quality of life (QoL) through into adulthood. They can have

profound effects on QOL owing to mobility limitations, participation

restrictions, uncertainties about the future, and intrusiveness of

treatment which change as the child matures. Maintaining a good

QoL is often neglected as health care professionals often focus on

remediating physical impairments. The central question here is,

‘‘What does QoL mean to children with physical disabilities?’’ This

review Aims: to integrate the findings of multiple qualitative studies

involving children with physical disabilities, and describe the areas of

life that impact and contribute to their QoL. Methods: A compre-

hensive search was conducted in MEDLINE, CINAHL, PsychINFO,

EMBASE and PubMed databases in January 2018. Citation chaining

from the bibliographies of relevant studies were also identified.

Extraction of information from the articles was conducted by the first

two authors. Thematic synthesis was used to analyze the data because

it allows for regeneration of new conclusions based on the analysis of

themes in the primary literature. All text and quotes under the ‘‘Re-

sults/Findings’’ section in each study were analyzed and coded by the

same reviewers. Data analysis followed an inductive process with

primary data being organized into smaller conceptual units before a

comprehensive set of themes were generated. In the final stage, codes

were reorganized based on the research objective. Results: 30 articles

were included. The experience of the participants can be understood

from three broad perspectives: the experience of growing up, the

experience of having a disability, and the environment. Eight themes

were identified: (1) growing up and being independent, (2) facing the

future, (3) I want to do what everyone else is doing, (4) I don’t want to

be treated differently, (5) successful management of health condition,

(6) school, (7) having family and friends around and, (8) physical

health. Additional subthemes were also identified. Conclusions: This

review highlighted the experiences of growing up with a disability,

interaction with the environment and provided insights on the child’s

perspectives of their own lives. Changes in QoL are evident as the

child matures and QoL should be monitored regularly.

(2071) Adaptation/content validation of measure yourself medical
outcomes profile (MYMOP) questionnaire for 7–11 year old
children

Sana Ishaque, PhD (candidate), The University of Adelaide, Adelaide,

Australia; Rachel Roberts, The University of Adelaide, Adelaide,

Australia; Jonathan Karnon, The University of Adelaide, Adelaide,

Australia; David Thomas, Women’s and Children’s Hospital,

Adelaide, Australia; Amy Salter, The University of Adelaide,

Adelaide, Australia

Aims: A systematic review to identify validated paediatric generic

individualized HRQL measures confirmed the absence of any such

tool. Measure Yourself Medical Outcome Profile (MYMOP) was

identified as one of the adult individualized questionnaires used for

children without any evidence of validation in this setting. This study

aimed to adapt and subsequently validate MYMOP for use in pae-

diatric clinical encounters of 7-11 year old children. Methods: There

were four iterations of the adaptation process: (1) an online survey of

local paediatricians and paediatric trainees, (2) a focus group dis-

cussion with paediatricians, (3) an online survey with paediatric

research experts and paediatricians across Australia, and (4) inter-

views with child/parent pairs at the general medicine and

endocrine/diabetes outpatient department of a local Children’s hos-

pital. Analysis of the interview data was performed according to the

Braun and Clarke (2006) guideline on thematic analysis. An induc-

tive, interpretative approach with realist epistemology was used.

Results: Four paediatricians completed the first survey, five paedia-

tricians participated in the focus group, and four paediatric HRQL
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research experts completed the second survey. A number of changes

were introduced to the wording and layout of the MYMOP by the

expert groups. Twenty-five children (17 general medicine, and 8

diabetes/endocrine clinic) aged 7-11 years completed the draft pae-

diatric MYMOP (P-MYMOP) with some parental help and were

interviewed afterwards. Data from the completed paediatric ques-

tionnaire and interviews demonstrated that the majority of

participating children were able to identify their own problems and

activity limitations and all children in the study understood the 7 point

faces scale. Most parents and children perceived that the P-MYMOP

would be useful to complete before clinic appointments. Conclusions:

The P-MYMOP is the first content validated generic individualized

HRQL measure for children. Individualized instruments are patient

specific rather than disease specific and therefore, can be applied

across various different diseases or health conditions. The wording,

layout, and scale of the questionnaire has been successfully adapted

for 7-11 year old children. Given the validation is an iterative process,

further research to assess its feasibility, reliability, and construct

validity is planned.

(2073) Exploring the hidden dynamics in health-related quality
of life

Tom Oreel, Academic Medical Center (AMC) Amsterdam,

Amsterdam, Netherlands; Denny Borsboom, Department of

Psychology, University of Amsterdam, Amsterdam, Netherlands;

Sacha Epskamp, Department of Psychology, University of

Amsterdam, Amsterdam, Netherlands; Iris Hartog, Department of

Medical Psychology, Academic Medical Center (AMC) Amsterdam,

Amsterdam, Netherlands; Pythia Nieuwkerk, Department of Medical

Psychology, Academic Medical Center (AMC) Amsterdam,

Amsterdam, Netherlands; Jose Henriques, Department of Cardiology,

Academic Medical Center (AMC) Amsterdam, Amsterdam,

Netherlands; Michael Scherer-Rath, Department Empirical and

Practical Religious Studies, Radboud University Nijmegen,

Nijmegen, Netherlands; Hanneke van Laarhoven, Department of

Oncology, Academic Medical Center (AMC) Amsterdam,

Amsterdam, Netherlands; Justine Netjes, Department of Medical

Psychology, Academic Medical Center (AMC) Amsterdam,

Amsterdam, Netherlands; Mirjam Sprangers, Department of Medical

Psychology, Academic Medical Center (AMC) Amsterdam,

Amsterdam, Netherlands

Aims: Health-related quality of Life (HRQoL) is a dynamic construct.

Experience sampling methods(ESM) are becoming increasingly

popular to capture within-person fluctuations in HRQoL. An emerg-

ing approach to analyze such momentary data is network analysis.

The aim of this study was to explore the use of network analysis for

investigating the within-person dynamics in HRQoL over time.

Methods: We analyzed ESM data of 30 patients with coronary artery

disease (CAD), who were scheduled for cardiac intervention. Using

an iPod, patients completed eight HRQoL items representing four

scales (i.e., positive mood, negative mood, CAD symptoms, and

physical state) nine times a day with random intervals for seven

consecutive days. ESM data were analyzed at group-levelo estimate

the average dynamical relationships, and at patient-level to estimate

within-person dynamical relationships. Network analysis was per-

formed to analyze these patterns in dynamical relationships. Results:

Group-level analysis showed that, on average, ‘tiredness’ and ‘anx-

iousness’ were the most central items in patients’ HRQoL, indicating

that those moods/symptoms are more likely to trigger other moods/

symptoms in the network. Patient-level analysis showed that patients

differ in the patterns of dynamical relationships among items. To

illustrate, in figure 1 the dynamical relationships of two patients with

contrasting levels network connectivity are visualized. High network

connectivity means that moods and symptoms strongly influence each

other; a change in one mood/symptom is likely to change the overall

HRQoL. Conclusions: This study is one of the first to apply network

analysis for the analysis of momentary data of HRQoL. Network

models are a meaningful representation of HRQoL dynamics, it may

reveal which HRQoL items are most central and well connected to

other items for specific patients/groups of patients. This information

will help deepening our insight into experienced HRQoL and provide

targets for personalized treatment strategies.

Fig 1. Two patient networks with contrasting levels of network

connectivity. Left network patient network with high network

connectivity. Right network patient network with low network

connectivity. Circles (nodes) represents HRQoL items, arrows (edges)

indicate a dynamical relationship between items. Blue edges corre-

spond to positive associations, red edges correspond to negative

associations. Edge thickness and saturation represent the strength of

the relationship. Networks are estimated using the graphicalVAR

package for R

(2075) Differences between patient- and proxy-reported HRQoL
using the Wound-Qol

Rachel Sommer, University Medical Center Hamburg-Eppendorf,

Hamburg, Germany; Carsten Hampel-Kalthoff, OrgaMed Healthcare

Dortmund, Dortmund, Germany; Brigitte Kalthoff, OrgaMed

Healthcare Dortmund, Dortmund, Germany; Chrı́stopher Neht,

University Medical Center Hamburg-Eppendorf, Hamburg, Germany;

Erwin Scherfer, OrgaMed Healthcare, Dortmund, Germany; Manfred

Winkler, wundberatung-suedtondern, Südtondern, Germany;

Christine Blome, University Medical Center Hamburg-Eppendorf,

Hamburg, Germany

Aims: The purpose of this study was to examine the self- and proxy-

report agreement on the Wound-QoL questionnaire to assess health-

related quality of life in patients with chronic wounds. Methods:

Patients and their proxies (in this case relatives) were recruited via

different nursing services in Germany and asked to complete the

Wound-QoL. Intraclass correlation coefficients were calculated for

each Wound-QoL scale and the total score, and weighted Cohen’s

Kappa coefficients for individual items. Results: Proxies tended to

report lower health-related quality of life in the Wound-QoL than

their relatives with chronic wounds. Agreement between the two

perspectives was moderate on single-item level and excellent on scale

Level. Conclusions: Proxy-reports can be helpful, if patients are

unable to provide information, although caution remains when
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interpreting the results. However, the patient’s own perspective

remains preferable.

Other Cancer

(2077) Development and psychometric evaluation of the cancer
distress scales for adolescent and young adults (CDS-AYA)

Elena Tsangaris, Harvard University, Boston, MA, United States;

Norma D’Agostino, Princess Margaret Cancer Centre, Toronto,

Ontario, Canada; Charlene Rae, McMaster University, Hamilton,

Ontario, Canada; Vicky Breakey, McMaster University, Hamilton,

Ontario, Canada; Anne Klassen, McMaster University, Hamilton,

Ontario, Canada

Aims: A diagnosis of cancer during adolescence or young adulthood

(AYA) may have negative effects on healthy development and

physical and/or psychosocial wellbeing. The use of valid and reliable

screening tools to measure distress may help to identify survivors who

need additional support. Our study describes a 2-phase approach

taken to adapt the Australian AYA oncology and survivorship

screening tools for use in Canada. Methods: In phase 1 (qualitative),

we refined the Australian tools using cognitive interviews with AYA

survivors, aged 15 to 39 years, and feedback from AYA experts using

a REDCap survey. In phase 2 (quantitative) a field-test study was

performed and Rasch Measurement Theory (RMT) analysis was used

for item reduction and to examine reliability and validity. Results:

Cognitive interviews involved 45 survivors and 25 experts. Feedback

resulted in the refinement of a field-test version of the Cancer Distress

Scales for AYA (CDS-AYA) consisting of 91 items across 9 scales.

The field-test sample included 515 participants (264 = on treatment,

235 = off treatment) who provided 668 assessments. RMT analysis

identified 5 scales (impact of cancer, physical, emotional, cancer

worry, and cognitive) with ordered thresholds, good item fit, and

acceptable reliability i.e., PSI[0.70 (with or without extremes),

Cronbach alpha C0.78, and test–retest C0.79 Reliability for the

remaining scales (social, employment, education, practical) was low.

These scales, with the exception of the social scale that was dropped,

were retained as checklists. Conclusions: The CDS-AYA can be used

in research and clinical practice to measure distress in AYA cancer

survivors.

(2079) Fear of recurrence and view of life affect health-related
quality of life in patients with differentiated thyroid carcinoma:
a prospective Swedish population-based study

Christel Hedman, Karolinska Institutet, Department of Molecular

Medicine and Surgery, Stockholm, Sweden; Therese Djärv, MD PhD,

Karolinska Institutet, Department of Medicine, Solna, Stockholm,

Sweden; Peter Strang, Professor, Karolinska Institutet, Department of

Oncology-Pathology, Stockholm, Sweden; Catharina Ihre Lundgren,

M.D., Ph.D, Karolinska Institutet, Department of Molecular Medicine

and Surgery, Stockholm, Sweden

Aims: Differentiated thyroid cancer (DTC) has a good prognosis, but

a remaining risk of recurrence and need of life-long follow-up. Our

aim was to study changes in health-related quality of life (HRQoL)

from diagnosis to one year of follow-up. Methods: In this prospective

population-based study, patients were identified from all the Swedish

departments of oncology treating DTC. In total, 487 patients diag-

nosed with DTC between the years 2012-2017 were invited to answer

the HRQoL questionnaire SF-36 and a study-specific questionnaire, at

diagnosis and after one year. Results: In total, 349 (72%) patients

responded and, of these, 235 (67%) also answered the questionnaire

after one year. Of those, 23% had a negative view of life and 75% had

a fear of recurrence at diagnosis. These patients had a significantly

lower HRQoL on eight and five of the SF-36 domains, respectively

(all p-values at least\0.05). A negative view of life and a fear of

recurrence also affected HRQoL negatively after one year of follow-

up, with a significantly lower HRQoL on seven SF-36 domains both

for those reporting negative view of life and fear of recurrence often

(all p-values\0.05). In regression models, HRQoL at diagnosis was

the most important predictive factor for HRQoL at the one-year fol-

low-up. Conclusions: Despite a good prognosis, HRQoL was

substantially affected at the time of diagnosis, with some improve-

ments after one year. As a fear of recurrence and a negative view of

life substantially affect HRQoL, these patients should be given

additional attention.

(2081) Risk factors for poor quality of life in cancer survivors
with multiple chronic conditions: exploring the role of treatment
burden as a mediator

David Eton, PhD, Mayo Clinic, Rochester, MN, United States; Roger

T. Anderson, PhD, University of Virginia School of Medicine,

Charlottesville, VA, United States; Wendy F. Cohn, PhD, University

of Virginia School of Medicine, Charlottesville, VA, United States;

Erin M. Kennedy, MPH, University of Virginia School of Medicine,

Charlottesville, VA, United States; Kathryn J. Ruddy, MD, MPH,

Mayo Clinic, Rochester, MN, United States

Aims: Cancer survivors with multi-morbidity must balance manage-

ment of cancer with the challenges imposed by other conditions. We

aim to identify individual risk factors for poor quality of life in cancer

survivors with multi-morbidity. We also explore the role of treatment

and self-management burden as a mediator using the Patient Expe-

rience with Treatment and Self-Management (PETS). Methods: A

survey consisting of the PETS and other measures was mailed to

people diagnosed with multiple chronic conditions living in Olmsted

County, Minnesota (USA). A subset (N = 91, mean age = 65, 59%

female) had been diagnosed with cancer at least 1 year before the

survey. Candidate predictors included measures of health literacy,

self-efficacy, social support, number of different physicians seen in

the past 6 months, demographic factors, and medical record con-

firmed diagnosis of a mental health condition (i.e., depression,

anxiety). Outcomes included the PROMIS Global-10 (overall physi-

cal and mental health) and the Life Engagement Test (life purpose).

The PETS role activity limitations and physical/mental exhaustion

scales were used in mediation analyses. Spearman correlations (rho)

screened for associations between predictors and outcomes. Step-wise

regressions tested whether significant predictors might influence

outcome through treatment burden, controlling for number of

comorbidities. Results: Significant risk factors (p\0.05) for poor

global health and diminished sense of life purpose included low

health literacy (rhos: 0.22 to 0.34), self-efficacy (rhos: 0.60 to 0.64),

and social support (rhos: 0.32 to 0.51). Diagnosis of a mental health

condition was also associated with poorer outcomes (rhos: -0.24 to -

0.36), as was a higher number of physicians seen in the past 6 months

(rhos: - 0.25 to - 0.31). Age and education status were not associ-

ated with outcomes. Regression analyses supported mediation of

many of these associations by treatment burden, especially physi-

cal/mental exhaustion due to self-management (R-squares for

predictors: 0.25 to 0.38). Conclusions: Low health literacy, self-effi-

cacy, and social support, as well as a higher number of physicians

seen in the past 6 months and having a co-morbid mental health

condition, are risk factors for poor quality of life in cancer survivors.

Treatment and self-management burden may mediate these relation-

ships exposing targets for future interventions.
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(2083) Effects of patient comorbidity and self-care burden
on health-related quality of life in survivors of women’s cancers

Roger Anderson, PhD, University of Virginia, Charlottesville, VA,

United States; Fabian Camacho, MS, University of Virginia,

Charlottesville, VA, United States; Christiana Brenin, MD, University

of Virginia, Charlottesville, VA, United States; Kimberly Carter,

PhD, Carilion Clinic, Roanoke, VA, United States; David Eton, PhD,

Mayo Clinic, Rochester, MN, United States; Philip Chow, PhD,

University of Virginia, Charlottesville, VA, United States; Pamela

DeGuzman, PhD, University of Virginia, Charlottesville, VA, United

States; Thomas Guterbock, PhD, University of Virginia,

Charlottesville, VA, United States; Erin Kennedy, MPH, University

of Virginia, Charlottesville, VA, United States; Kathryn J. Ruddy,

PhD, MPH, Mayo Clinic, Rochester, MN, United States; Wendy

Cohn, PhD, University of Virginia, Charlottesville, VA, United States

Aims: Understand the impact of comorbid conditions and challenges

related to treatment burden on health-related quality of life (HRQOL)

for women’s cancer survivors, with a focus on identifying at-risk

women who may need additional support. Methods: We identified

women treated for breast, cervical, ovarian, or endometrial/uterine

cancer at two centers in Virginia serving rural catchment areas.

Women were eligible if they were between 6 months and 3 years post

completion of active therapy. Participants (n = 183) completed a

telephone questionnaire including demographics, cancer history, prior

comorbid conditions, challenges related to treatment burden, and

PROMIS 10 measures for global physical health (GPH) and mental

health (GMH). Challenges were assessed with items from the Patient

Experience with Treatment and Self-Management (PETS), a validated

measure that asks respondents to quantify the amount of challenge

associated with self-care tasks. A total ‘‘challenge’’ score was derived

to reflect an average degree of challenge across all self-care activities.

Bivariate and hierarchical regression/multivariable models examined

the association of demographics, comorbid conditions, previous

cancer treatments, and treatment challenges with HRQOL. Results:

The average participant age was 63.5 years (SD = 11.7), 46% resided

in rural or near-rural regions, and 75% had at least one prior comorbid

condition. A majority of women were diagnosed with breast (58%) or

endometrial/uterine cancer (28%). Mean challenge score was 1.91

(SD = 0.68; 1-easy, 5-difficult). GPH (mean = 47.3) and GMH (mean

= 51.8) were associated (p \ 0.05) with cancer type, treatment

challenge, number of comorbid conditions, financial security, and

demographics. In the multivariate analysis, challenge score, financial

security, and number of prior conditions were associated with GPH

and GMH (p\ 0.001). For individual comorbidities, reporting pre-

diagnosis depression was associated with worse GPH/GMH (p \
0.01), whereas arthritis and high blood pressure were associated with

worse GPH only (p\ 0.01). Conclusions: This study revealed that

patient self-care challenges, number of comorbidities, and socio-de-

mographics are associated with HRQOL in a sample of survivors of

women’s cancers. This has implications for identifying who is most in

need of self-care support and informing the development of inter-

ventions to improve the long-term management of cancer survivors

with comorbid conditions.

(2085) Quality of life in patients with non-melanoma skin cancer
and actinic keratosis: analysing effects of diagnoses and disease
severity in a large patient cohort

Michael Koller, University Hospital, Regensburg, Germany; Karolina

Müller, University Hospital, Regensburg, Germany; Wolfgang

Philipp-Dormston, Cologne Dermatology, Cologne, Germany; Klaus

Strömer, Professional Association of German Dermatologists,

Moenchengladbach, Germany; Christian Termeer, Dermatology

Practice, Stuttgart, Germany; Urte Hammann, Dermatology Practice,

Stade, Germany; Johannes W. Glutsch,Dermatology Practice,

Karlsruhe,Germany; Gertraud Krähn-Senftleben, Dermatology

Practice, Blaubeuren, Germany; Hermann Lübbert, Biofrontera,

Leverkusen, Germany; Ben Novak, Biofrontera, Leverkusen,

Germany; Rolf-Markus Szeimies, Vest Clinic, Recklinghausen,

Germany

Aims: Non-melanoma skin cancer (NMSC) and actinic keratosis

(AK) are very common among fair-skinned individuals. A disease

continuum from AK to squamous cell carcinoma (SCC) has been

frequently postulated. AK and NMSC may influence quality of life

(QL) of patients, and it can be assumed that disease progression

entails a QL reduction. The purpose of this study was to investigate

QL in patients with NMSC and AK using the health-outcome ques-

tionnaire EQ-5D-5L. Methods: The study was designed as a non-

interventional, prospective, cross-sectional study. Patients with AK,

SCC, basal cell carcinoma (BCC) or multiple diagnoses were enrolled

in this study in 29 dermatological centres across Germany. Patients

were asked to complete the EQ-5D-5L (compromising EQ Index and

EQ VAS), and the dermatologists provided diagnosis, disease history

and treatment data. Results: A total of 1,184 patients were enrolled

and diagnosed as follows: 73% AK, 49% BCC and 17% SCC. 66%

had a single diagnosis, 28% two different diagnoses and 6% three

different diagnoses. QL was strongly associated with patients’ diag-

nosis. Patients with a single AK diagnosis had significantly higher

mean EQ VAS (78) than patients with BCC (74), SCC (72), and BCC

plus SCC (69), p\ 0.050. When the effects of disease progression

were calculated, patients with AK plus SCC reported significantly less

mean EQ VAS (71) than patients with a single AK diagnosis (78), p\
0.011. Conclusions: While rarely being imminently life-threatening,

NMSC and AK have an impact on QL as quantified by the EQ-5D-5L.

This impact is associated with diagnosis (AK vs. NMSC) and clinical

progression (AK vs. AK plus SCC). Both lead to a clear decline in

QL. The implication for clinicians is that AK and NMSC should be

diligently treated to either preserve or restore QL.

(2087) Systematic review of patient-reported outcome measures
used in randomised clinical trials testing checkpoint inhibitor
immunotherapy for cancer

Michele Peters, University of Oxford, Oxford, United Kingdom;

Rebecca Wiltshire, University of Oxford, Oxford, United Kingdom;

Verna Lavender, Brookes University, Oxford, United Kingdom; Mark

Middleton, University of Oxford, Oxford, United Kingdom; Michele

Peters, University of Oxford, Oxford, United Kingdom

Aims: To conduct a systematic review of patient-reported outcome

measures (PROMs) used in checkpoint inhibitor immunotherapy for

cancer. Methods: A systematic review was conducted in Medline,

EMBase, CINAHL, Psychinfo and WebScience from their inception

to May 2017. ‘Cancer’ and ‘immunotherapy’ were searched in ‘title’,

whilst ‘outcomes’ was searched in ‘all terms’. Abstracts and titles

were reviewed independently by 2 reviewers, as were the retained full

text papers. Disagreements were resolved by a third reviewer.

Inclusion criteria were full text publications of abstracts reporting a

clinical trial of adults with a malignant diagnosis who received either

single agent checkpoint inhibitor immunotherapy, multi agent

checkpoint inhibitor immunotherapy or chemo-immunotherapy, i.e.

combination of immunotherapy with any other systemic anti-cancer

therapy. Exclusion criteria were if the quality of life measure was not

specified and not written in English. Results: A total of 2642 papers

were identified in the search. Twenty-two publications, including 6

full texts and 16 abstracts, met the inclusion criteria. Across all trials,

quality of life was a secondary outcome. A mix of generic, cancer-

specific and tumour specific PROMs were used, with the most fre-

quently used PROM the EORTC QLQ C30 (n = 15) and the EQ-5D (n
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= 12). Two studies reported selecting the PROM as it has been pre-

viously used in their study population and none of the other studies

explained their selection. None of the studies evaluated, or gave any

information on, the measurement properties of the PROMs in this

population group. Some authors acknowledged that the PROM they

selected may have limited validity in this context. Conclusions:

Checkpoint inhibitor immunotherapy is a new type of cancer therapy

and only a small number of clinical trials have been reported to date.

It is encouraging to see that patient outcomes are assessed as part of

the trials. However it is important that the measurement properties in

this group are evaluated. If existing PROMs are not valid in this

patient population, it would be unethical and a waste of resources to

include existing PROMs in these trials.

(2089) Follow-up assessment of quality of life in patients
with recurrent glioblastoma undergoing investigational immune
therapy

Jennifer De Cremer, Vrije Universiteit Brussel, Brussels, Belgium;

Anne Rogiers, Centre Hospitalier Universitaire Brugmann, Brussels,

Belgium; Laila Ben Salama, Universitair Ziekenhuis Brussel,

Brussels, Belgium; Jean Bernheim, Universitair Ziekenhuis Brussel,

Brussels, Belgium; Bart Neyns, Universitair Ziekenhuis Brussel,

Brussels, Belgium; Peter Theuns, Vrije Universiteit Brussel, Brussels,

Belgium

Aims: Assessment of subjective Quality of life (QOL) in longitudinal

interventional studies is imperative but challenging because of rela-

tivity biases. A new treatment with axitinib and avelumab for

recurrent glioblastoma (recGB), the most frequent malignant tumor of

the brain, may result in a significant antitumor effect which is

expected to improve QOL. Methods: Together with medical-onco-

logical and neuro-cognitive follow-up, QOL of experimentally treated

patients with recGB is recorded at baseline (week 1, before start of

treatment), week 9 and every 12 weeks thereafter. Patients are strat-

ified into 2 cohorts according to their baseline need for treatment with

corticosteroids to reduce edema (1 = none, 2 = steroid treatment). The

EORTC QLQ-C30 is complemented by the HADS, the Anamnestic

Comparative Self-Assessment (ACSA), a personalized uniscale of

subjective wellbeing (SWB), and a novel uniscale for SWB. Results:

In this ongoing study we have, at time of writing, baseline results for

42 patients (23 cohort 1, 19 cohort 2). Comparing the baseline results

with follow up results at week 9, the novel questionnaire indicates

that patients in cohort 2 are less pleased with their daily activities (t(6)

= 2, p = .046) while no such change occurs in cohort 1. Patients in

cohort 1 report more depressive symptoms at week 9 than at baseline

(t(10) = 2.368, p = .020) without depassing the HADS cut-off score

(M = 6.73, SD = 4.25). Whereas the EORTC QLQ-C30 does not seem

to detect a change in QOL, our novel question indicates improved

SWB at week 9 in cohort 1 (t(10) = 4.633, p = .0005). This finding

was confirmed by ACSA (t(9) = 2.388, p = .021). ACSA also indi-

cates worse SWB in cohort 2 than cohort 1 at week 9 (W = 13.5, p =

.016). Conclusions: At week 9, cohort 2 reported worse SWB than

cohort 1, which may be due to tapering corticosteroids to allow

startup of avelumab in week 8, which may cause edema-related

symptoms. Cohort 1 reported increased SWB, although they reported

more (but not elevated) depressive symptoms. QOL in patients in

cohort 2 remained stable even though they were less pleased with

their daily activities at week 9. It seems that single item self-report of

SWB, compared to the EORTC QLQ-C30, is more sensitive to

changes.

(2091) Longitudinal study of behavioral and psychological
changes following cancer – measurement and changes in Post-
Traumatic Growth over time

Solenne Martin, INSERM U1246 SPHERE - University of Nantes,

Nantes, France; Myriam Blanchin, INSERM U1246 SPHERE -

University of Nantes, Nantes, France; Marianne Bourdon, INSERM

U1246 SPHERE - University of Nantes, Nantes, France; Angélique

Bonnaud Antignac, INSERM U1246 SPHERE - University of Nantes,

Nantes, France; Véronique Sébille, INSERM U1246 SPHERE -

University of Nantes, Nantes, France

Aims: Cancer is often experienced at first as a trauma. However, in

the long run, it can also lead to positive changes which can be related

to a concept coming from positive psychology: Post-Traumatic

Growth (PTG). PTG refers to the positive psychological changes

experienced by patients as a result of a life event that challenges their

resources. It refers to a process indicating a positive change (growth)

following a traumatic event (post-traumatic) as can be a cancer

diagnosis and its treatment. The Posttraumatic Growth Inventory

(PTGI) questionnaire was developed to measure PTG. However, there

are still too few data available regarding the factor structure of the

questionnaire which is essential to analyze and interpret the scores

from the questionnaire and their evolution over time. Methods: Two

waves of completion and follow-up were planned in 2010 and 2015 in

France. In the first wave, patients completed the PTGI at 6, 12, 24, 48,

and 60 months after diagnosis (135 and 20 patients with breast cancer

and melanoma, respectively). In the second wave, new patients were

also included and followed for two years (6, 12, 24 months, 122 and

25 patients with breast cancer and melanoma, respectively). The

psychometric properties and factorial structure of the PTGI ques-

tionnaire will be studied using confirmatory factor analysis, multi-trait

matrix and possible differential item functioning between the waves.

Results: The results will be compared with the English language

validation of the questionnaire where five dimensions were identified

and a total score: ‘‘Appreciation of life’’, ‘‘New orientations’’, ‘‘Re-

lationships with others’’, ‘‘Spiritual change’’ and ‘‘Personal strength’’.

They will also be compared with another French language validation

were only three dimensions were identified. Conclusions: A better

understanding of PTG in cancer patients is essential to identify the

best medical and psychological management of patients, as cancer

now tends to become a chronic disease. Research in psycho-oncology

has generally focused on the negative change following a cancer

diagnosis, but patients report that they can also experience ‘‘positive

transformations’’ over time. It is relevant to gain a better under-

standing of these ‘‘positive transformations’’ to provide appropriate

psychological support over the disease.

(2093) Outcome measures reported in clinical trials evaluating
the management of lymph node involvement in melanoma:
a systematic review

Waqqas Patel, Imperial College London, London, United Kingdom;

Luke Geoghegan, BSc (Hons), Imperial College London, London,

United Kingdom; Jeremy Rodrigues, MBChB (Hons) BSc (Hons)

MSc PhD MRCS FRCS, University of Oxford, Oxford, United

Kingdom; Abhilash Jain, MBBS MSc PhD MRCS FRCS (Plast),

Imperial College London, London, United Kingdom; Rubeta N

Matin, MBBS BSc(Hons) PhD MRCP FRCP (Derm), University of

Oxford, Oxford, United Kingdom

Aims: Melanoma is the 5th most common cancer in the UK and

accounts for the majority of skin cancer deaths, typically with

metastasis to lymph nodes. Lymph nodes have traditionally been

surgically treated, but this is evolving with sentinel lymph node

biopsy and the development of immunotherapies. This is a critical
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time to be able to effectively measure the impact of lymph node

disease given the shift in prognosis for these patients. In particular,

because objective and subjective measures used in clinical trials

evaluating interventions aimed at managing lymph node involvement

in melanoma have traditionally focused on outcomes used for

advanced stage disease. As the first step of rationalising measurement

outcomes, this systematic review describes the landscape of outcome

measures used in interventional clinical trials of American Joint

Committee Cancer (AJCC) Stage III melanoma. Methods: A

PRISMA-compliant protocol was prospectively-registered in PROS-

PERO. Bespoke search strategies combining free text and index terms

were developed with an information scientist, and applied to MED-

LINE, EMBASE and CINAHL. CENTRAL was also searched as a

source of grey literature.Search results were de-duplicated and

screened by two independent reviewers against pre-specified selection

criteria. The outcome measures used were extracted and categorised,

and methodological quality of studies was appraised. Where appro-

priate, quality of the outcome measures used were appraised using the

criteria established by COSMIN and Terwee et al. Results: Following

duplicate removal, 3404 records underwent title and abstract

screening Preliminary analysis has demonstrated significant hetero-

geneity in outcome measures reported in clinical trials. Final analysis

to categorise measures using the World Health Organisation Inter-

national Classification of Functioning continues with most identified

outcome measures being clinician reported. Patient priorities in dis-

ease management are poorly reflected. Conclusions: This review

demonstrates wide variation in outcome measures used in interven-

tional clinical trials of lymph node Involvement in melanoma. Such

variation limits extrapolation of findings to different interventional

studies. This work will lead to mixed methods evaluation of outcome

measure domains, with the strategic aim of improving and standard-

ising outcome measurement in this rapidly evolving area of clinical

practice.

PROMIS

(2095) Parent and child agreement on itch severity

Aaron Kaat, Northwestern University, Chicago, IL, United States;

Amy S Paller, MD, Northwestern University, Chicago, IL, United

States; Jin-Shei Lai, PhD, Northwestern University, Chicago, IL,

United States

Aims: The PROMIS Itch Questionnaire—Child (PIQ-C) is a 45-item

new item bank for itch-related problems. It includes questions related

to symptoms of itch and how they interfere with day-to-day life. In

addition to the child self-report version, there is a parallel parent-/

proxy-report version (pPIQ-C). This study evaluated the inter-rater

reliability of the child- and parent-report versions. This is important,

as poor parent–child agreement is well-documented for many

behavioral outcomes (e.g. Achenbach et al. 1987), and some evidence

supports a better (though still modest) agreement for physical health

related outcomes (e.g. Upton et al. 2008). Methods: Full-bank

administration data were collected on 499 parent–child dyads via an

internet panel company. Mean age was 12.5 years (SD 2.9; range 8-17

years). Parents and children independently completed the pPIQ-C or

PIQ-C, respectively. Interrater reliability was evaluated using intra-

class correlation coefficients. Potential moderators of agreement were

evaluated using regression, with pPIQ-C scores predicting child-rated

scores and interacting with clinical or demographic variables (non-

mutually-exclusive diagnoses, gender, age, and race). Results: Scores

for both raters had very similar sum-score distributions (PIQ-C mean

= 122, sd = 45.3; pPIQ-C mean = 122, sd = 43.6), and evidenced a

markedly strong interrater reliability (ICC = 0.94 [0.92, 0.95]).

Gender, race, and parent-reported diagnosis did not moderate parent–

child agreement. However, there was a small but significant effect of

age, with better agreement for older children. Figure 1 shows this

interaction. Conclusions: Parent–child interrater reliability on itch is

excellent. It does not seem to be affected by demographic or clinical

characteristics. While there was slightly better agreement for older

children with their parents, itch severity ratings remained excellent

even for younger children. A potential limitation to this study is that it

is unclear how much assistance parents provided their children when

using an internet panel company. Nonetheless, the results of this study

suggests that the PIQ-C can be reliably used to quantify itch severity.

(2097) Patient- versus proxy-response on global health scales:
no meaningful difference

Brittany Lapin, PhD MPH, Cleveland Clinic, Cleveland, OH, United

States; Nicolas Thompson, MS, Cleveland Clinic, Cleveland, OH,

United States; Irene Katzan, MD, Cleveland Clinic, Cleveland, OH,

United States

Aims: Assessment of outcomes from a proxy is often substituted for

the patient’s self-report when the patient is unable to report their

status due to language or cognitive impairments. Research has indi-

cated that, although patient and proxy responses are similar for

observable domains such as physical functioning, proxies tend to

over-report less observable or emotional symptoms. This study aimed

to quantify the extent of proxy-introduced bias on the Patient-Re-

ported Outcomes Measurement Information System Global Health

(PROMIS GH) scale for mental (MGH) and physical (PGH) summary

scores. Methods: This retrospective cohort study included incident

ischemic stroke patients seen in a large cerebrovascular clinic who

completed PROMIS GH between 10/14/15-11/7/17. Measurement

invariance of patient versus proxy responses was evaluated with

multi-group confirmatory factor analysis (MG-CFA) and item

response theory analyses of differential item functioning (DIF).

Impact of DIF was assessed by comparing the initial score to the DIF-

adjusted score. Subgroup analyses evaluated measurement invariance

within strata of stroke severity, measured by the modified Rankin

Scale (B1, 2, 3+), and by time since stroke (\ 90, 90-364, C 365

Qual Life Res (2018) 27 (Suppl 1):S1–S190 S119

123



days). Results: Of 1,149 stroke patients (mean age 60.1 ± 15.1, 45.4%

female), proxy help completing PROMIS GH was required by 335

patients (29.2%). Proxies indicated significantly worse response to all

items as compared to patients. MG-CFA results supported metric

invariance for MGH and PGH, and no items for MGH or PGH were

identified as having meaningful DIF by patient versus proxy response.

MG-CFA results also supported metric invariance in subgroup anal-

yses by severity and time since stroke, with no DIF found by severity.

In patients within 90 days of stroke, DIF was detected for 2 MGH

items: quality-of-life and emotional problems. Accounting for DIF

had negligible effects on individual scores. Conclusions: Our findings

revealed the overestimation of symptoms by proxies is a real differ-

ence and not the result of measurement non-invariance. This suggests

that proxy responses can be utilized interchangeably with patient

report, but may warrant adjustment by a correction factor. Future

research should investigate the optimal methods for adjusting for

proxy response. Findings from this research may be generalizable

across many conditions, improving interpretation of proxy responses.

(2099) Qualitative development of the PROMIS Itch
Questionnaire – Child (PIQ-C)

Cindy Nowinski, MD, PhD, Northwestern University, Chicago, IL,

United States; Jin-Shei Lai, PhD, OTR, Northwestern University,

Chicago, IL, United States; Amy Paller, MD, Northwestern

University Feinberg School of Medicine, Chicago, IL, United States;

Sara Shaunfield, PhD, Northwestern University, Chicago, IL, United

States; Jonathan Silverberg, MD, PhD, MPH, Northwestern

University Feinberg School of Medicine, Chicago, IL, United States;

David Cella, PhD, Northwestern University, Chicago, IL, United

States

Aims: Itch, a common symptom of many dermatologic and systemic

health conditions, often leads to decreased HRQL. Yet few patient-

centered measures of itch exist. We collected qualitative data to

inform development of a pediatric (self- and parent-report versions)

measure of itch that comprehensively captures children’s itch expe-

rience and how it affects HRQOL. Methods: Eighteen semi-structured

individual or dyadic concept elicitation (CE) interviews were con-

ducted with 10 parents and 16 children diagnosed with skin disorders

associated with itch: atopic dermatitis, ichthyoses, and psoriasis.

Children were primarily white (69%), ages 3-17 years, with disease

onset from birth to 3 years old. Interviews were audiotaped, tran-

scribed and qualitatively analyzed for recurrent themes by 2

independent analysts. Themes identified from interviews were used to

develop the initial item pool, with reference to the adult PROMIS

Adult Itch item bank. This initial pool consisted of 71 items and was

then refined through an iterative process involving expert review and

two rounds of cognitive interviews (CIs) (30 parents and 20 children

in the first round; 5 parents and 45 children in the second). The CIs

were used to evaluate the clarity and applicability of items, appro-

priateness of response options, and the extent of content coverage.

During CI evaluation of the parent version, parents were also asked to

rate how confident they felt in responding to items. Results: CE

interview findings revealed that for children, important aspects of the

itch experience include itch quality, intensity, duration and triggers.

Itch affects children’s emotional, cognitive and physical functioning

and interferes in their peer and family relationships, sleep, social and

leisure activities, and limits what types of clothing they can wear. CI

findings informed refinement of the initial itch item pool via modi-

fication of 6 items and elimination of others, resulting in a final pool

of 52 items. Conclusions: The PIQ-C item pool assesses important

aspects of itch identified by children experiencing skin disorder-re-

lated itch and their parents. Initial psychometric evaluation is

complete and clinical validation of the item bank is underway. The

PIQ-C shares items with PROMIS Adult Itch, potentially enabling

lifespan assessment through their eventual linkage.

(2101) Linking FACIT Fatigue data to PROMIS� Fatigue scores
to enhance interpretability: data from phase 3 baricitinib
rheumatoid arthritis trials

Clifton O. Bingham III, Johns Hopkins Division of Rheumatology,

Baltimore, MD, United States; David Cella, Department of Medical

Social Sciences, Feinberg School of Medicine, Northwestern

University, Chicago, IL, United States; Susan J. Bartlett, Departments

of Clinical Epidemiology and Rheumatology, McGill University,

Montreal, Quebec, Canada; Amy Delozier, Eli Lilly and Company,

Indianapolis, IN, United States; Amanda Quebe, Eli Lilly and

Company, Indianapolis, IN, United States; Luna Sun, Eli Lilly and

Company, Indianapolis, IN, United States; Susan Otawa, Eli Lilly and

Company, Indianapolis, IN, United States; Carol L. Gaich, Eli Lilly

and Company, Indianapolis, IN, United States

Aims: Fatigue in patientswith rheumatoid arthritis (RA) is common and

debilitating. In clinical trials, fatigue is oftenmeasuredwith the 13-item

Functional Assessment of Chronic Illness Therapy-Fatigue instrument

(FACIT-F). The Patient Reported OutcomesMeasurement Information

System (PROMIS) Fatigue itembankwas developed using aUSgeneral

population-calibrated T-score metric (mean 50, SD 10). PROMIS

Fatigue includes the FACIT-F items within it, and scores on the two

scales are thereby interchangeable. Content debriefing of the FACIT-F

identified 10 items relevant to patients with RA. We assessed perfor-

mance of these 10 items and the 13-item FACIT-F instrument using

both crosswalk tables and a PROMIS scoring algorithm using data from

2 phase 3 baricitinib RA trials. Methods: In RA-BEAM, patients with

inadequate response to methotrexate were randomized 3:3:2 to placebo

once daily (QD), baricitinib 4mgQD, or adalimumab 40mgbiweekly.1

In RA-BEACON, patients with inadequate response to bDMARDs

were randomized 1:1:1 to receive placebo or baricitinib 2 mg or 4 mg

QD.2 Patient-level FACIT-F scores were linked to PROMIS Fatigue

scores using validated crosswalk tables (http://www.prosettastone.org)

and the scoring algorithm (http://www.healthmeasures.net/explore-

measurement-systems/promis). Analysis of covariance was conducted

on PROMIS score conversions to compare responses across treatment

arms. Results: At baseline, average PROMIS fatigue scores reflected

moderate-to-high levels of fatigue relative to population means (e.g.,

approaching or exceeding 1 SD above), ranging across treatment groups

and scoringmethods from 57.4 to 59.7 in RA-BEAMand 60.1 to 63.7 in

RA-BEACON (Table). Fatigue scores decreased in RA-BEAM to

within normal ranges (\ 55) by week 4 for baricitinib and adalimumab

(data not shown). Statistically and clinically meaningful reductions in

mean fatigue scores (exceeding 0.5 SD/5 points) were associated with

treatment through 24 weeks in both studies. Conclusions: These results

support the FACIT-F to PROMIS Fatigue crosswalk and scoring

algorithm approaches, including the use of a subset of 10 FACIT-F

items deemed most relevant to RA. This enables comparisons across

studies that use FACIT-F or PROMIS Fatigue item subsets and their

interpretation in relation to US general population norms. 1Taylor et al.

NEJM. 2017; 2Genovese et al. NEJM.2016.
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(2103) Identifying clinically meaningful severity categories
for symptom experience or functional impairment for PROMIS
Pediatric measures of anxiety, mobility, and fatigue in Juvenile
Idiopathic Arthritis

Courtney M. Mann, MA, Duke University, Durham, NC, United

States; Laura E. Schanberg, MD, Duke Medical Center, Durham, NC,

United States; Mian Wang, PhD, University of North Carolina at

Chapel Hill, Chapel Hill, NC, United States; Emily von Scheven,

MD, University of California at San Francisco, San Francisco, CA,

United States; Nicole Lucas, Duke University, Duke, NC, United

States; Bryce B. Reeve, PhD, Duke University, Durham, NC, United

States

Aims: Despite rigorous development processes, a key limitation to

widespread adoption of patient-reported outcome (PRO) measures is

the lack of interpretability of scores. We aim to identify clinical

severity thresholds along the PROMIS� T-score metric for pediatric

measures of anxiety, mobility, and fatigue from the individual and

combined perspectives of 3 stakeholder groups: adolescents with

Juvenile Idiopathic Arthritis (JIA), their parents, and pediatric

rheumatologists. Methods: We used a modified standard setting

methodology from educational testing to identify clinical severity

thresholds. Using IRT-based parameters from PROMIS item banks,

we developed a series of clinical vignettes that represented different

severity or ability levels along the PROMIS T-score metric. Stake-

holders participated in separate meetings where the goal was to

identify a set of ‘‘bookmarks’’ that separated vignettes into groups of

severity (or ability) levels that represented no problems, mild, mod-

erate or severe symptom experiences or functional impairment.

Participants worked both individually and then together in an attempt

to reach consensus on the bookmarks. Finally, each threshold place-

ment was compared across groups and the median score was taken to

obtain an overall threshold recommendation. Results: Nine adoles-

cents (age 13 – 17) with JIA (33% female), nine parents of

adolescents with JIA (78% female), and 12 pediatric rheumatologists

(75% female) participated in bookmarking workshops at professional

and patient conferences. Placement of thresholds for all bookmarks

across all domains was highly similar across stakeholder groups, with

differences ranging from 0 to 0.5 standard deviations (SD) (or 5

points on the PROMIS t-score metric) for all but one bookmark

placement. Additionally, thresholds between the no problems and

mild severity category all fell within one SD of the mid-point on the

PROMIS t-score metric (50) and each new bookmark was subse-

quently placed 0.5 to 1.5 SD above the bookmark immediately

preceding it, both within and across groups. Conclusions: This study

resulted in clinical cut scores for severity categories for PROMIS

Pediatric measures of anxiety, mobility, and fatigue providing greater

interpretability of scores in JIA populations. Future studies should

examine whether these results can be replicated, particularly across

larger groups and in different disease populations.

(2105) Psychometric properties of the PROMIS� Itch
Questionnaire – Child (PIQ-C)

JIn-Shei Lai, Northwestern University, Chicago, IL, United States;

Amy S. Paller, Northwestern University, Chicago, IL, United States;

David Cella, Northwestern University, Chicago, IL, United States;

Cindy Nowinski, Northwestern University, Chicago, IL, United States

Aims: Itch is a common symptom experienced by children with skin

conditions and several systemic disorders such as cancer, renal dis-

ease and liver disease. Itch can significantly influence one’s daily

living, reducing health related quality of life. However, limited

attention has been paid to measuring itch and its impact in children, in

part due to a lack of psychometrically sound itch measures. This

presentation describes the psychometric properties of a newly-de-

veloped pediatric itch item bank, the PROMIS Itch Questionnaire-

Child (PIQ-C). Methods: Children (n = 499) ages 8-17 years with skin

conditions, including 84% with atopic dermatitis/eczema, were

recruited. Average age was 11 years (SD = 3.6 years); 50% were male

and 76% were white. Children completed the PIQ-C and three 0-10

ratings about their average, worst and current itch, which were later

converted to mild (ratings 0-3), moderate (4-6) and severe (7-10) itch.

The initial PIQ-C included 52 items, developed via interviews of

patients and parents, measuring itch experiences and their interference

with daily living. Confirmatory factor analysis (CFA) was used to

evaluate unidimensionality of items (criteria: CFI[0.9, R-square[0.3,

RMSEA\= 0.1, residual correlation\0.15). Samejima’s graded item

response theory (IRT) model was used to estimate item parameters.

IRT-based reliability function, converted from information function,

was used to describe PIQ-C characteristics. Analysis of variance

(ANOVA) was used to evaluate whether the PIQ-C could distinguish

children with different itch severity levels. Results: Six items were

excluded due to high residual correlations. CFA results confirmed the

unidimensionality of the remaining 46 items. GRM analysis further

removed one item with poor fit (p\0.001), resulting in 45 items in the

final PIQ-C. 94.8% of child-reported itch was measured reliably

(r[0.95). ANOVA results showed that PIQ-C significantly (p\0.001)

differentiated among children with different severity levels (mild,

moderate and severe) of average, worst and current itch. Conclusions:

The PIQ-C exhibited good psychometric properties and could dis-

criminate children with different itch severity levels, making it an

appropriate item bank to be used in research settings. We are cur-

rently establishing clinical validity by comparing PIQ-C against

clinical anchors in order to be used in future clinical trials.
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(2107) Initial validation of Swedish PROMIS�-25
in an orthopaedic population of children with acute severe knee
injury

John Chaplin, PhD, CPsych, Sahlgrenska Academy at University of

Gothenburg, Gothenburg, Sweden; Constanze Wartenberg, PhD,

Quality Registry Centre West Götaland, Gothenburg, Sweden;

Christina Peterson, PhD, Jönköping University, Jönköping, Sweden;

Aina Danialsson, PhD, Sahlgrenska Academy at University of

Gothenburg, Gothenburg, Sweden

Aims: The quality control of pediatric orthopaedic treatment options

requires patient reported outcome measures that offer comparison to

referenced populations. This study aimed to contribute to the vali-

dation of the Swedish translation of the norm-referenced PROMIS

profile-25. Methods: Three questionnaires were administered one year

after an acute knee injury via the Swedish paediatric orthopaedic

registry (SPOQ). The questionnaires were: (1) The PROMIS Pediatric

Profile-25, including the short-forms Mobility, Anxiety, Depression,

Fatigue, Peer Relationships, Pain Interference and the single-item

Pain Intensity, translated following the FACIT translation method, (2)

the Knee Injury and Osteoarthritis Outcome scales for children

(KOOS-Child, previously validated in Swedish) with the scales Pain,

Symptoms, ADL, Sport/play and QoL (39 questions), and (3) a single

VAS item, Overall Health Scale. Convergent validity was assessed by

interscale correlations and a one-way ANOVA was used to identify

differences between three injury categories. Results: Of 218 eligible

patients, 104 (53 girls, 9-14 years, mean 13 years, 42 with patella

luxation, 34 with anterior cruciate ligament rupture and 28 with other

knee injuries), returned questionnaires. PROMIS and KOOS-Child

had 1% incomplete answers. There was high positive correlation

between all KOOS-Child scales, and KOOS-Child-Pain explained a

large amount of variance in Symptoms (R2 = .610), ADL (R2 = .648),

Sport/play (R2 = .462) and QoL (R2 = .423). An expected high

correlation between KOOS-Child-pain and PROMIS-Pain-Interfer-

ence was found (r = .581, p = \.001). The expected relationship

between the PROMIS-Mobility scale and KOOS-Child-QoL (r =

.815, p = \.001) was found, confirming that at this age QoL is

associated with physical functioning. There were statistically signif-

icant differences between the three diagnosis categories for two

PROMIS scales: PROMIS-mobility (F(2, 101) = 6.901, p = .002) and

PROMIS-depression (F(2, 101) = 3.116, p = .049). The PROMIS

subscales showed high Cronbach’s alpha (between 0.730 and 0.864).

Conclusions: This study is the first in Sweden to investigate the

psychometric properties of the PROMIS profile-25 and highlights its

relationship to the criterion measure of KOOS-Child. PROMIS-25

uses self-report, ultra-brief measurement for screening, providing

additional information that was not available using previous ques-

tionnaires. PROMIS-25 can contribute to quality control and lead to

improved treatment decisions. Data collection is ongoing through the

orthopaedic registry, which will provide further evidence of how

PROMIS-25 performs in other paediatric orthopaedic conditions.

(2109) Change in PROMIS physical function scores for bariatric
surgery

Joshua Biber, MS, MBA, University of Utah Health, Salt Lake City,

UT, United States; Howard Weeks, MD, University of Utah, Salt

Lake City, UT, United States; Ji won Chang, MPH, MPA, University

of Utah Health, Salt Lake City, UT, United States; Craig Gale, MS,

University of Utah Health, Salt Lake City, UT, United States; Heidi

Cozart, University of Utah, Salt Lake City, UT, United States; Ellen

Morrow, MD, University of Utah, Salt Lake City, UT, United States;

Rachel Hess, MD, MS, University of Utah, Salt Lake City, UT,

United States

Aims: Numerous studies have been published on the effect of types

bariatric surgery on long-term health outcomes like weight loss.

However, there is little known about the impact of bariatric surgery

on patient reported outcomes (PROs). We sought to determine the

effect of bariatric surgery on physical function PROs and whether

there is a difference between Roux-en-Y Gastric Bypass (GB) and

Sleeve gastrectomy (GS). Methods: PROMIS Physical Function is

collected in bariatric surgery no more often than once every 6 weeks.

Patients were determined to have either GB or GS based on surgical

CPT codes that were provided by a bariatric surgeon. A t-test was

used to compare average scores pre and post surgery for all patients.

Using an interrupted time series design for patients with at least one

score before and after surgery, we fit an unadjusted linear mixed

effects model with a polynomial fixed effect of surgery on physical

function scores. Different types of surgery were also coded as a fixed

effect. Random effects allowed each individual to have a unique slope

and intercept, accounting for repeated measures. BMI was also

compared to the physical function scores to determine if an associa-

tion existed. Results: From 2015 to 2017, there were 387 patients who

had bariatric surgery and also completed a PROMIS Physical Func-

tion instrument, 252 were GB patients and 135 were GS patients.

Both surgeries saw a statistically significant change in physical

function post-surgery with the overall change slightly higher for GB

as compared to GS [Table 1]. Our model showed that the difference

between the two surgeries was not statistically significant [Figure 1].

Both GB and GS exhibited similar regression slopes indicating that a

change in BMI is expected to produce a change in physical function,

regardless of the procedure [Figure 2]. Conclusions: Patients who

underwent GB had a greater average change in physical function and

loss of weight from before to after surgery. However, the model

showed that either surgery produce desired outcomes of improved

physical function that is not statistically different. We anticipate that

these results will inform surgeons and patients as to the different

expected outcomes post-surgery.
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(2111) Use of the PROMIS new physical health domains
and the asthma impact scale in children with an acute asthma
exacerbation

Ashima Singh, Medical College of Wisconsin, Milwaukee, WI,

United States; Mahua Dasgupta, MS, Medical College of Wisconsin,

Milwaukee, WI, United States; Pippa Simpson, PhD, Medical College

of Wisconsin, Milwaukee, WI, United States; Julie Panepinto, MD,

MSPH, Medical College of Wisconsin, Milwaukee, WI, United States

Aims: Children with asthma are at risk of disease exacerbation that

requires emergency department (ED) care. The validity of using the

PROMIS Pediatric Asthma Impact Scale and new PROMIS physical

health domains including physical stress experiences, physical

activity and strength impact in an acute care setting is unknown. The

objective of our study was to validate the PROMIS asthma impact

scale and the new physical health domain measures in the ED setting.

Methods: We collected data from a convenience sample of children

with asthma receiving care in the ED or at clinic of a pediatric tertiary

care facility. We compared t-scores between children presenting to

the ED and the clinic using Mann Whitney U test, adjusting for

multiple comparisons. Eligible subjects in the ED completed the

PROMIS measures in the acute care setting and those recruited in the

clinic completed the surveys at the clinic or at home. The internal

reliability of scales were measured using Crohnbach’s alpha statistic.

Probability density functions describe the t-score distribution for

patients in the ED and clinic. Results: There were a total of 162

children (mean age: 11.6 (sd = 2.6) years) eligible to self-complete the

PROMIS surveys, of which 91 were from the ED and the remainder

were from the clinic. Patients presenting to the ED had significantly

worse asthma impact, experienced more physical stress and reported

lower strength scores than those in the clinic. The physical activity

domain scores were not significantly different between the two

groups. The mean t-scores and reliability for all domains are shown in

Table 1. Figure 1 illustrates the distribution in t-scores for the two

groups for all domains. Conclusions: This study shows that the

asthma impact and strength impact domains are valid and reliable

measures to assess patient symptoms in the ED setting. The physical

stress experience is valid but shows moderate reliability.

(2113) PROMIS-preference (PROPr) utility score responsiveness
in a community-based sample of U.S. cancer patients

Roxanne Jensen, Leidos Biomedical Research Inc., Rockville, United

States; Tania Lobo, M.S., Lombardi Comprehensive Cancer Center,

Washington, DC, United States; Sandra Mitchell, PhD, Outcomes

Research Branch, Division of Cancer Control and Population

Sciences, National Cancer Institute, Rockville, MD, United States;

Ashley Smith, PhD MPH, Outcomes Research Branch, Division of

Cancer Control and Population Sciences, National Cancer Institute,

Rockville, MD, United States; Erin Kent, PhD, Outcomes Research

Branch, Division of Cancer Control and Population Sciences,

National Cancer Institute, Rockville, MD, United States; Janel

Hanmer, MD, PhD, Division of General Internal Medicine, University

of Pittsburgh, Pittsburgh, PA, United States

Aims: The PROMIS-Preference (PROPr) score is a societal prefer-

ence-based summary score of 7 PROMIS domains. To date, PROPr

has been validated cross-sectionally for the general U.S. population.

Our objective is to retrospectively and prospectively evaluate the

responsiveness of the PROPr utility score over a six-month period in a

community-based sample of cancer patients. Methods: We conducted

a secondary data analysis of cancer patients from the Measuring Your

Health (MY-Health) study, which recruited cancer patients from 4

SEER cancer registries diagnosed with 7 cancers between 2010 and

2013. Participants completed baseline and 6-month follow-up surveys

(n = 2,995, Table 1). We generated PROPr utility scores from 7

PROMIS� domains (pain interference, fatigue, depression, sleep

disturbance, physical, social, and cognitive) and evaluated 6-month

retrospective PROPr change using global transition ratings for each

domain. Prospective change was evaluated using known group con-

trasts. Contrast groups included: Performance status change (ECOG-

PS 1-point change vs. no change), social support (change vs. no
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change), chemotherapy initiated (vs. no event), and recurrence (vs. no

change). PROPr scores range from -0.022 – 1.0; U.S. mean = 0.5.

Mean change C 0.03 is a clinically meaningful difference for most

preference-based utilities. Results: We found that the baseline mean

PROPr score (0.46) significantly increased by 0.2 points over

6-months. (Table 2). Retrospective comparisons (‘‘a lot bet-

ter/worse’’) indicated statistically significant PROPr mean score

changes (worse: -0.06 to -0.12; better: 0.05 to 0.09, all p\0.001)

across all symptoms and functional domains. Prospective anchors

(Table 3) indicated PROPr scores were responsive to 6-month change

in performance status at 6-months (PROPr mean change: 0.11 (im-

provement), -0.12 (decline)), social support (PROPr mean change:

0.035-0.037), chemotherapy initiated within 6-month period (PROPr

mean change: -0.046), and cancer recurrence within 6-month period

(PROPr mean change: -0.064). Conclusions: Our study indicates that

PROPr is responsive to meaningful changes prospectively and retro-

spectively evaluated over a 6-month period. Prospective PROPr

scores demonstrated symmetry between decline and improvement for

a wide range of clinical, symptomatic, and QOL changes reflecting

the diverse range of symptom and functional domains covered by

PROPr. These findings indicate that PROPr scores can provide a

single summary score responsive enough for cost-effectiveness

analyses and population-level comparisons.

Prostate and Bladder

(2115) PRO instruments used in studies of prostate cancer
since 1960

Alexandra Furber, Crystallise, East Tilbury, United Kingdom;

Cassandra Springate, PhD, Crystallise, East Tilbury, United Kingdom

Aims: To create an evidence map of the different patient-reported

outcome instruments used in studies of patients with prostate cancer,

the geographical settings in which these studies were conducted, and

the interventions assessed. Methods: We searched the heoro.com

database (http://www.heoro.com) for PRO studies on prostate cancer

published between 1960 and January 10th, 2018, and analysed the

abstracts identified by the search to determine the different PRO

instruments cited across the range of geographical locations and

interventions. We presented the findings as an evidence map. Results:

We found a total of 763 abstracts that reported the use of 170 different

PRO instruments in prostate cancer. Of these, 19 instruments were

specific for prostate cancer, the remaining 151 measured complica-

tions (35), symptoms (22), treatment (18), comorbidities (13), utility

(12), social impact (2), patient knowledge (2), carer burden (2), costs

(1) or were nonspecific (44). The most frequently used tool was the

SF-36 in 118 abstracts, followed by the EORTC QLQ-C30 (101),

UCLA-PCI (91), and EPIC (86). Studies generally recruited patients

with prostate cancer (734 abstracts), but some studies focused on the

general population (29), healthcare professionals (16) or caregivers

(10). The most used study methodology were observational trials (423

abstracts) or clinical trials (188). The USA was the most frequent

location for the studies, with 335 abstracts, followed by the UK (74)

then Canada (59). The main interventions assessed were surgery (244

abstracts) and radiotherapy (215). Conclusions: A wide range of PRO

tools have been used in studies of prostate cancer, but most used the

SF-36 with the US or UK the most common locations and surgery or

radiotherapy as the main intervention.

(2117) Quality of life in bladder cancer patients receiving
chemotherapy; a real life experience

Gry Taarnhøj, MD, Ph.D-student, Department of Oncology,

Rigshospitalet, Copenhagen, Denmark; Henriette Lindberg, MD,

PhD, Department of Oncology, University of Copenhagen, Herlev

Hospital, Herlev, Denmark; Christoffer Johansen, Professor, MD,

DMSC, PhD, Department of Oncology, University of Copenhagen,

Rigshospitalet, Copenhagen, Denmark; Helle Pappot, MD, DMSC,

Department of Oncology, University of Copenhagen, Rigshospitalet,

Copenhagen, Denmark

Aims: Worldwide bladder cancer (BC) is one of the most common

malignant diseases and causes of death. Although BC patients often

have comorbidities, troubling completion of treatment, little is,

however, known about the quality of life (QoL) in these patients

receiving oncological treatment when outside of clinical trials. We

obtained QoL data among BC patients in treatment for advanced or

metastatic BC and not enrolled in any trial. Methods: From August

2017 to March 2018 a total of 30 patients with urothelial cancer stages

T2-TxNxMx completed four questionnaires (Q) once weekly during

their treatment. The Q contained the following: EORTC QLQ-C30,

QLQ-BLM30, HADS, selected PRO-CTCAETM questions and three

general health questions. Data was collected on paper or by internet.

All patients signed written informed consent. The study was approved

by the Danish National Data Protection Agency (file no. 2012-58-

0004). Results: A total of 13/30 patients underwent neoadjuvant

treatment while the remaining 17 patients were treated for metastatic

disease. In addition 14/30 patients completed B 3 cycles of

chemotherapy due to progression (n = 4), complications to treatment

(n = 4) or deteriorating performance status/comorbidity (n = 6). Two
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patients withdrew their consent after one cycle of treatment, leaving

28 patients for this analysis. The five most prevalent symptoms with

[10 % of the patients experiencing PRO-CTCAE gradeC3 were

urinary symptoms (44 %), fatigue (35 %), nausea (33 %), decreased

appetite (27 %) and dryness of mouth(25 %). Baseline overall QoL

was 67 (range 8 - 100) for all patients with substantial difference

between the metastatic (56) and neoadjuvant (75) population. QoL

improved over the course of 4 treatment cycles for both the metastatic

and neoadjuvant group, however not significantly (neoadjuvant group:

p = 0.28; metastatic group p = 0.74). Conclusions: This study exhibits

improvements in QoL for BC patients undergoing chemotherapy,

regardless initial stage of disease. A large part of the patients do not,

however, complete the planned treatment. These results are to the

study groups’ knowledge the first of their kind in this population and

contribute to the content of a randomized patient-reported outcomes

study in a bladder cancer population initiated this autumn (2018).

(2119) Recovery of patient-reported function and body image
among bladder cancer patients treated with cystectomy
and urinary diversion

Scott Gilbert, MD, Moffitt Cancer Center, Tampa, FL, United States;

Richard Reich, PhD, Moffitt Cancer Center, Tampa, FL, United

States; Carl Henriksen, MS, University of Florida, Gainesville, FL,

United States; Wade Sexton, MD, Moffitt Cancer Center, Tampa, FL,

United States; Michael Poch, MD, Moffitt Cancer Center, Tampa, FL,

United States; Philippe Spiess, MD, Moffitt Cancer Center, Tampa,

FL, United States; Paul Crispen, MD, University of Florida,

Gainesville, FL, United States

Aims: Although cystectomy is associated with significant quality of

life (QOL) issues, recovery of function and body image have not been

well characterized. In part, prior research in this area has been limited

to cross-sectional assessments, lack of baseline assessment, and use of

non-specific measures. The objective of this study was to prospec-

tively evaluate patient-reported functional and body image outcomes

during the first twelve months after bladder removal surgery. Meth-

ods: 150 cystectomy patients were accrued to a prospective QOL

study between 2014 and 2016 and followed for one year after surgery.

Study patients completed a series of health questionnaires, including

the Bladder Cancer Index and Body Image Scale prior to cystectomy

and at 3, 6 and 12 months after surgery via paper–pencil forms or an

electronic PRO portal (VisionTree, San Diego CA). Clinical and

demographic variables were collected at registration and during fol-

low-up visits, and managed in REDCap (Nashville, TN). Health

questionnaire scores were analyzed using latent growth models to

examine changes in score over time and differences in recovery

according to type of urinary diversion received (SAS, Cary NC).

Results: Deficits in patient reported function and body image were

consistently seen after cystectomy. Neobladder diversion was asso-

ciated with significantly lower urinary function scores compared to

ileal conduit at 3 months (intercept 21.5, p\0.01) but recovered at a

similar rate thereafter (slope -1.7, p = 0.21). Deficits in bowel function

scores were temporary for most patients with recovery to or near

baseline scores after 6 months. Deficits in sexual function were most

pronounced with neobladder though there were no statistically sig-

nificant differences on recovery (slope) over time between groups (p

= 0.17). Changes in body image were significantly more common

among patients who received an ileal conduit compared to neobladder

(p = 0.15). Score plots over time are shown in the Figure. Conclu-

sions: Deficits in function and body image are significant after

cystectomy, and recovery is incomplete in most cases. While deficits

in urinary function were the most pronounced after neobladder,

changes in body image were also relatively muted with neobladder

suggesting trade-offs are an important consideration when comparing

different urinary diversions.

(2121) Challenges of measuring patient-reported urinary function
in cystectomy patients

Thomas M. Atkinson, Memorial Sloan Kettering Cancer Center, New

York, NY, United States; Bernard H. Bochner, MD, Memorial Sloan

Kettering Cancer Center, New York, NY, United States; Yuelin Li,

Ph.D., Memorial Sloan Kettering Cancer Center, New York, NY,

United States; Bruce D. Rapkin, Ph.D., Albert Einstein College of

Medicine/Montefiore Medical Center, Bronx, NY, United States

Aims: Urinary function is of central importance to patients under-

going radical cystectomy. The most frequently performed urinary

diversions post-radical cystectomy are neobladder or ileal conduit;

each is associated with unique complications that may diminish

health-related quality of life (HRQoL). We sought to (1) establish that

four existing measures do not independently provide coverage of key

urinary function-related HRQoL domains; (2) identify HRQoL

domains most relevant to patients by diversion type; and (3) deter-

mine and confirm the optimal set of items from the four HRQoL

measures that characterize these key domains. Methods: Confirmatory

factor analytic (CFA) techniques were applied to patients from a

prospective trial of HRQoL in those undergoing radical cystectomy

for bladder cancer (ClinicalTrials.gov NCT00745355). HRQoL was

captured via the 30-item EORTC QLQ-BLM30 7-item Incontinence

Impact Questionnaire, 6-item Urinary Distress Inventory, and the

7-item American Urological Association Symptom Index. Unitary

and clinically-relevant multi-factor CFA models were compared. All

50 items were evaluated and retained based on level of association

with their respective latent factor, face validity, and clinician input.

This process was then repeated with the reduced item sets to confirm

model fit and factorial invariance. Results: Root mean squared error

of approximation (RMSEA; 0.079, 0.066), comparative fit index

(CFI; 0.807, 0.866), and change in Chi square, given corresponding

change in degrees of freedom (Dv2/df; 53.22, 35.42, p’s \ 0.05)

values supported the selection of a four-factor (i.e., Physical/Emo-

tional Impacts, Leakage, Urgency/Frequency, and Discomfort),

13-item solution for neobladder patients (n = 130) and three-factor

(i.e., Functional Impact, Activities of Daily Living, and Emotional

Impact), 6-item solution for ileal conduit patients (n = 125). RMSEA

(0.067, 0.000), CFI (0.932, 1.000), and Dv2/df values (24.60, 6.20, p’s
\ 0.05) confirmed the reduced-item structure for both diversions,

with factorial invariance was demonstrated across follow-up time

points. Conclusions: We substantially reduced the number of items
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required to capture urinary function-related HRQoL for post-radical

cystectomy patients. The next step is to determine methods to align

the resulting scores such that determinants of urinary function-related

HRQoL can be analyzed across diversion types. These techniques

may be applied to other HRQoL domains across disease types to tailor

questionnaire content to include patient-centered domains of interest.

Response Shift

(2123) Sharing complex statistical methods with diverse
knowledge users: a knowledge translation study protocol

Lara Russell, PhD, Centre for Health Evaluation and Outcome

Sciences, Vancouver, British Columbia, Canada; Ronak Brahmbhatt,

MPH, Trinity Western University, Langely, British Columbia,

Canada; Kathryn Sibley, PhD, University of Manitoba, Winnipeg,

Manitoba, Canada; Tolulope Sajobi, PhD, University of Calgary,

Calgary, Alberta, Canada; Lisa Lix, PhD, University of Manitoba,

Winnipeg, Manitoba, Canada; Anne Gadermann, PhD, University of

British Columbia, Vancouver, British Columbia, Canada; Lena

Cuthbertson, BHScOT, Med, British Columbia Ministry of Health &

Providence Health Care, Vancouver, British Columbia, Canada;

Bruno Zumbo, PhD, University of British Columbia, Vancouver,

British Columbia, Canada; Richard Sawatzky, PhD, Trinity Western

University & Centre for Health Evaluation and Outcome Sciences,

Langley, British Columbia, Canada

Aims: Differential item functioning (DIF) and response shift (RS) can

obscure the meaning of summary scores obtained from patient-re-

ported outcome measures (PROMs), complicating their interpretation.

Modern statistical methods are increasingly being developed to

identify and accommodate for DIF and RS. However, application of

these methods is currently limited, and there is even limited aware-

ness of DIF and RS themselves across the full range of potential

knowledge users. As part of a larger study on developing statistical

methods for identifying and addressing DIF and RS in PROMs, this

knowledge translation (KT) project, based on the Knowledge-to-Ac-

tion Framework, Aims: to:Describe knowledge users’ knowledge

about DIF and RS and identify their needs related to statistical

methods, andDevelop, implement and evaluate KT resources and

strategies to facilitate the utilization by knowledge user groups of DIF

and RS methods. Methods: The study targets 3 knowledge user

groups:Methodologists: statisticians and health researchers with

expertise in PROMsApplied knowledge users: clinicians, clinician-

researchers and healthcare decision-makers who use PROMsPatients:

Individuals who have had some exposure to PROMsSemi-structured

interviews with 4-15 knowledge users from each group are being

conducted to describe their knowledge about DIF and RS and their

KT needs regarding DIF and RS methods. Qualitative analyses will

inform the development of KT resources and strategies. Methods for

formative and summative evaluation will be applied to the resources.

Results: Emerging results from this ongoing research (to date: inter-

views with three methodologists, one clinician, two patients) provide

valuable insights regarding the KT needs of different knowledge

users. These include approaches to explain DIF and RS to diverse

knowledge users as well as strategies for facilitating the uptake of

statistical methods (e.g., online repositories of methods and annotated

syntax). Conclusions: There is a recognized need for KT that goes

beyond academic publications and presentations, but this can present

significant challenges when the knowledge is highly technical but

knowledge users’ needs are not necessarily so. This study will con-

tribute to identifying diverse knowledge users’ KT needs and

developing relevant, accessible and useable resources to address

complex statistical issues.

(2125) Comparison of methods for response shift detection at item
level: a simulation study

Myriam Blanchin, U1246 SPHERE - Université de Nantes, Nantes,

France; Alice Guilleux, U1246 SPHERE - Université de Nantes,

Nantes, France; Jean-Benoit Hardouin, U1246 SPHERE - Université

de Nantes, Nantes, France; Véronique Sébille, U1246 SPHERE -

Université de Nantes, Nantes, France

Aims: Statistical methods for identifying response shift (RS) at the

item level could provide interesting and complementary insight into

the understanding of RS. So far, Oort’s procedure based on structural

equation modelling (SEM) and statistical methods based on item

response theory (IRT) were applied at item-level but never evaluated.

In addition, methods coming from Rasch Measurement Theory

(RMT) could also be valuable at item-level. The lack of evaluation of

all these approaches prevents to determine the best strategy to adopt.

A simulation study was performed to compare and evaluate the per-

formances of SEM, IRT and RMT approaches for item-level RS

detection. Methods: The three methods compared in this study are

based on the 4-step Oort’s procedure but rely either on SEM, IRT or

RMT. Data were simulated with a longitudinal generalized partial

credit model including RS or not. The effect of the sample size, the

number of items and response categories and the type of RS (recal-

ibration or reprioritization) were studied by simulating different

values for these parameters. When RS was simulated, all the indi-

viduals of the dataset were affected by only one type of RS. 500

datasets are simulated for each combination of parameters and ana-

lyzed using the three methods. Performances of the methods were

evaluated through the rate of false detection of RS (when RS was not

simulated) and the rate of perfect RS detection (only the correct RS

types and items when RS was simulated). Results: The rates of false

detection of RS ranged between 4% and 22% for SEM, between 48%

and 96% for IRT and between 0% and 3% for RMT. The rates of

perfect detection were the highest when recalibration was simulated

compared to reprioritization. RMT performed better for recalibration

detection. In case of reprioritization, IRT performed slightly better

than SEM but both methods displayed dramatically low rates of

perfect detection. Conclusions: The RMT should be preferred for

studies investigating only recalibration RS at item-level. Whatever

the method, the low rates of perfect detection of reprioritization raise

issues on the potential different meaning and interpretation of repri-

oritization at item-level.

(2127) Using structural equation modeling to detect response shift
and true change in common disability measures for patients
undergoing spine surgery

Richard Skolasky, Johns Hopkins University, Baltimore, United

States; Brian Neuman, MD, Johns Hopkins University, Baltimore,

MD, United States; Lee Riley, MD, Johns Hopkins, Baltimore, MD,

United States

Aims: Pain-related disability is a commonly collected patient reported

outcome (PRO) in patients undergoing cervical and/or lumbar spine

surgery. Two validated PRO instruments, Oswestry Disability Index

(ODI) and Neck Disability Index (NDI), are used for severity staging

and assessing treatment response.Response shift (RS) indicates

changes in health related quality of life that may obscure true changes

in actual health. Sprangers and Schwartz describe three types of RS:

recalibration (change in respondent’s internal standards of measure-

ment), reprioritization (change in respondent’s values), and

reconceptualization (redefinition of target concept). The current study

investigated RS effects in ODI and NDI during the first post-operative

year. Methods: Prospective cohort of patients undergoing spine sur-

gery at a university-based spine practice completed PRO instruments
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before and at 6 and 12 months following surgery. Oort’s Structural

Equation Modeling (SEM) approach for detecting RS was used to test

the hypothesis that people undergo RS after surgery. Results: Pre-

operatively, 582 patients completed either ODI (n = 386) or NDI (n =

196). Patients were middle aged (mean 56, standard deviation (SD) 15

years), white (77%), and evenly split by gender.Before surgery, mean

disability was moderate (ODI 44, SD 19; NDI 40, SD 19). At 6 and 12

months, 294 and 267 patients completed ODI and 154 and 131

patients completed NDI. There was significant improvement on ODI

and NDI from preoperative to both 6 and 12 months (p\.001).ODI

and NDI demonstrated a unidimensional latent variable (Pain-Related

Disability) and were modeled over time. From preoperative to 6

months, there was uniform and non-uniform recalibration on ODI and

non-uniform recalibration on NDI. From preoperative to 12 months,

there was uniform and non-uniform recalibration on ODI and NDI.

From 6 to 12 months, there was non-uniform recalibration on ODI.-

There was no evidence of reprioritization RS. Because both PROs

were unidimensional, we could not assess reconceptualization. Con-

clusions: RS effects were demonstrated for changes from preoperative

to 6 and 12 months after surgery. Decomposition of change showed

that the impact of RS on assessment of changes in disability for

patients undergoing spine surgery was small to moderate for ODI and

small for NDI.

Sexual Functioning

(2129) Psychometric evaluation of PROMIS� sexual function
and satisfaction measures in a longitudinal population-based
cohort of men with localized prostate cancer

Bryce Reeve, Duke University School of Medicine, Durham, NC,

United States; Mian Wang, PhD, University of North Carolina,

Chapel Hill, NC, United States; Kevin Weinfurt, PhD, Duke

University School of Medicine, Durham, NC, United States; Kathryn

Flynn, PhD, Medical College of Wisconsin, Milwaukee, WI, United

States; Deborah Usinger, University of North Carolina, Chapel Hill,

NC, United States; Ronald Chen, MD, University of North Carolina,

Chapel Hill, NC, United States

Aims: There are multiple treatment options for men with localized

prostate cancer that provide similar curative efficacy but differ in their

impact on health-related quality of life. Many patients with prostate

cancer report that choosing a treatment that allows preservation of

their sexual function is highly important. This study evaluated the

psychometric properties of the Patient-Reported Outcomes Mea-

surement Information System� (PROMIS�) Sexual Function and

Satisfaction (SexFS) measures, including items from version 1 and 2

of the short forms. Methods: A population-based cohort of men across

North Carolina (USA) completed surveys via phone interviews at

baseline (prior to treatment) and at 3-, 12-, and 24-months post cancer

treatment initiation. Surveys included the PROMIS SexFS domains of

Interest in Sexual Activity, Erectile Function, Orgasm, and Satisfac-

tion and the Prostate Cancer Symptom Indices (PCSI). Analyses

included descriptive statistics, assessment of factorial validity using

confirmatory factor analysis (CFA) and item response theory (IRT),

assessment of convergent validity using correlations, and evaluation

of responsiveness of the PROMIS SexFS measures over time. We

hypothesized that men undergoing surgery (prostatectomy) would

report the poorest sexual function at 3-month survey. Results: Sample

size varied by assessment point and ranged from 332 to 939 men,

consisting of 30% non-white men and 30% of sample with a high

school degree or less. The items within the PROMIS orgasm domain

did not associate together to form a unidimensional scale. PROMIS

measures of Interest in Sexual Activity, Erectile Function, and Sat-

isfaction were unidimensional and highly correlated with related

PCSI measures (e.g., erectile function, r = 0.84-0.95). Erectile

Function in the Surgery group declined more at 3-months compared

to the No-Surgery group (2 points); this difference narrowed at 12-

and 24-months as the Surgery group recovered over time. Results:

were similar for PROMIS Interest in Sexual Activity and PROMIS

Satisfaction scales Conclusions: This study provided strong support

for use of the PROMIS SexFS (version 2) measures in men with

localized prostate cancer to assess sexual interest, erectile function

and satisfaction over time. This study was limited to men living in

North Carolina who could self-report in English.

(2131) Prevalence and predictors of erectile dysfunction in men
with prostate cancer before and after hypofractionated
radiotherapy

Elke Rammant, Ghent University, Ghent, Belgium; Martijn

Swimberghe, Ghent University Hospital, Gent, Belgium; Piet Ost,

Gent University Hospital, Ghent, Belgium; Renée Bultijnck, Ghent

University, Ghent, Belgium; Gert De Meerleer, UZ Leuven, Leuven,

Belgium; Valérie Fonteyne, Ghent University Hospital, Ghent,

Belgium

Aims: Erectile dysfunction in men with prostate cancer is a frequently

reported side effect of conventional radiotherapy. Previous research

showed that erectile dysfunction is also common prior to any curative

treatment. Therefore, we wanted to evaluate the prevalence of erectile

dysfunction before and after hypofractionated radiotherapy for pros-

tate cancer. In addition, we searched for significant predictors of

erectile dysfunction. Methods: Data from a randomized controlled

trial, comparing two hypofractionated radiotherapy schedules in

prostate cancer, were used. Patients received 56 Gy in 16 fractions or

67 Gy in 25 fractions. Erectile dysfunction, which is a secondary

endpoint of the trial, was assessed with the international index of

erectile dysfunction (IIEF). The IIEF is a validated questionnaire and

was self-administered by the patient with pen and paper at different

time-points. Here we looked at prevalence and predictors at baseline,

1 and 2 years after radiotherapy. Descriptive statistics were used for

prevalence rates of erectile dysfunction. Simple linear regression

analyses were conducted to search for predictors of erectile dys-

function. Multiple regression analyses were then applied with

predictors having a p-value of\0.2. Potential predictors were age,

Karnofsky performance score, diabetes, hypertension, nicotine use,

transurethral resection of the prostate, anticoagulantia, Gleason score,

clinical tumor stage, lymph node dissection, and use and duration of

androgen deprivation therapy (ADT). Results: In total, data from 158

patients were used for this analysis. Compliance rates for filling in the

IIEF questionnaire was 70%, 73%, 55% at baseline, 1 and 2 years

after radiotherapy, respectively. Prevalence rates for erectile dys-

function are presented in table (1) The multiple regression analyses

showed that age (p = 0.004) and duration of ADT (p = 0.001) are

significant predictors for baseline erectile dysfunction. Age (\0.001),

nicotine use (p = 0.005) and duration of ADT (p = 0.003) were found

significant predictors of erectile dysfunction at 1 year of follow-up.

Age (p = 0.026) remained the only significant predictor when looking

at erectile dysfunction after 2 years. Results: from the simple
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regression analyses are shown in table (2) Conclusions: This analysis

showed high rates of erectile dysfunction both before and after

receiving hypofractionated radiotherapy with age being the most

important predictor of erectile dysfunction.

(2133) Sexual dysfunction and reproductive concerns in young
women with breast cancer: Type, prevalence, and predictors
of problems

Lisa Ljungman, Department of Women’s and Children’s Health,

Karolinska Institutet, Stockholm, Sweden; Johan Ahlgren, Faculty of

Medicine and Health, Örebro University, Örebro, Sweden; Lena-

Marie Petersson, Department of Neurobiology, Care Sciences and

Society, Karolinska Institutet, Stockholm, Sweden; Kathryn Flynn,

Department of Medicine, Medical College of Wisconsin, Milwaukee,

WI, United States; Kevin Weinfurt, Department of Population Health

Sciences, Duke University School of Medicine, Durham, NC, United

States; Jessica Gorman, College of Public Health and Human

Sciences, Oregon State University, Corvallis, OR, United States;

Claudia Lampic, Department of Women’s and Children’s Health,

Karolinska Institutet, Stockholm, Sweden; Lena Wettergren,

Department of Women’s and Children’s Health, Karolinska Institutet,

Stockholm, Sweden

Aims: The overall aim of the current study was to investigate sexual

dysfunction and reproductive concerns in women under the age of 40

at breast cancer diagnosis. The study also aimed to identify predictors

of high levels of problems and the potential inter-dependence of these

issues. Methods: Data were collected from 181 women (response rate

= 60.1%) diagnosed with breast cancer approximately 2 years pre-

viously (age 21-39 at diagnosis) using the Swedish National Quality

Registry for Breast Cancer and a survey including standardized

measures of sexual dysfunction, reproductive concerns, body image

and health-related quality of life. Multivariable logistic binary

regression analyses were used to identify predictors of sexual dys-

function and reproductive concerns. Results: Sexual dysfunction in at

least one domain was reported by 68% of the women and a high level

of reproductive concerns in at least one dimension was reported by

58%. Model results showed that current endocrine treatment was a

significant predictor of dysfunction related to lubrication (OR 3.8,

95% CI 1.2-12.1) and vaginal discomfort (OR 8.7, 95% CI 1.5-51.5).

Negative body image was related to satisfaction with sex-life (OR 1.1,

95% CI 1.0-1.2). A high level of reproductive concerns was predicted

by a wish for (more) children in the future (OR 3.4, 95% CI 1.1-10.2)

and by previous chemotherapy (OR 2.5, 95% CI 1.1-5.9). Conclu-

sions: Sexual dysfunction and reproductive concerns are common in

young women with breast cancer. Current endocrine treatment, pre-

vious chemotherapy, a negative body image, and a wish for children

in the future predict higher level of problems.

Friday Poster Session II

Caregivers

(2010) An evidence map of instruments for caregiver reported
outcomes

Cassie Springate, MSc PhD, Crystallise, Essex, United Kingdom

Aims: To identify PRO instruments for assessing caregiver quality of

life and self-report outcomes, and to assess their patterns of use.

Methods: The heoro.com database indexes publications available on

PubMed according to several ontologies. Using the PRO filter, we

identified studies in the database that were published between 1960

and 2018 that used an instrument to assess caregiver-reported out-

comes. Although the ontology includes disease-specific tools for

caregivers, we limited it to generic caregiver instruments. Results:

The ontology included 36 generic caregiver-reported outcome

instruments, which were indexed to 209 independent publications.

The publication dates ranged from 1989 to 2017 and more than half

were published after 2010. We found 39 studies from the USA and

113 from Europe, of which 40 were from the UK. The remaining

studies were conducted in China and Japan (10), Canada (14), Aus-

tralia and New Zealand (16), Brazil (10), and other countries (24).

The tools most often cited in the abstracts were the Zarit Burden

Interview (46), the Carer Strain Index (31), the Caregiver Burden

Questionnaire (30), the Family Impact Scale (20), and the Caregiver

Quality of Life Index (10). Most of the publications were observa-

tional (161), 34 were RCTs, 4 were systematic reviews, and 15 were

tool validation studies. The patient populations in the studies included

Alzheimer’s and other dementias (33), stroke (20), cancer (20),

Parkinson’s disease (15), respiratory diseases (11), ALS (9), and other

disorders (50). Although most abstracts did not specify the specific

patient characteristics, 46 were of caregivers of children or adoles-

cents, and 54 were of caregivers of older adults. Conclusions: A range

of different instruments were identified, mostly used within European

countries, however only 9 instruments were cited in the abstracts of 5

or more papers. Although the studies assessed caregivers of patients

with a wide range of diseases, the majority were relevant to cancers

and long-term degenerative diseases such as dementia, stroke and

Parkinson’s disease. Only 15 of the studies found assessed the reli-

ability, responsiveness or validity of 11 caregiver tools. The evidence

map also identifies those studies investigating informal family care-

givers compared to formally employed caregivers.

(2012) Romanian social workers’ professional quality of life

Florin Lazar, University of Bucharest, Faculty of Sociology and

Social Work, Bucharest, Romania; Shari Munch, Rutgers, The State

University of New Jersey, School of Social Work, New Jersey, NY,

United States; Adrian Luca, University of Bucharest, Psychology and

Education, Bucharest, Romania; Daniela Gaba, University of

Bucharest, Faculty of Sociology and Social Work, Bucharest,

Romania; Anca Mihai, University of Bucharest, Faculty of Sociology

and Social Work, Bucharest, Romania; Georgiana-Cristina Rentea,
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University of Bucharest, Faculty of Sociology and Social Work,

Bucharest, Romania; Alexandra Ciocanel, University of Bucharest,

Faculty of Sociology and Social Work, Bucharest, Romania; Marian

Popa, University of Bucharest, Faculty of Psychology and Education,

Bucharest, Romania

Aims: Social workers are known to experience compassion satisfac-

tion (CS) as well as high levels of burnout (BU) and secondary

traumatic stress (STS), being affected by the daily exposure to their

clients’ traumatic experiences. The Aims: of this paper are: (1) to test

the psychometric properties of the Romanian version of the profes-

sional quality of life (ProQoL) scale (Stamm, 2010); (2) to identify

work-related factors (e.g. workload, length of work, job satisfaction,

resources available for clients, relationships with colleagues, super-

vision), work-family conflict and personal factors (e.g. family

income) associated with ProQoL dimensions (CS, BU and STS).

Methods: On a national sample of social workers registered with the

national professional association (n = 701), exploratory factor anal-

ysis confirmed the 3-factor structure of the scale. Confirmatory factor

analysis revealed good internal consistency for CS and STS, but not

for BU. From the burnout factor two subscales emerged – emotional

exhaustion and work-related stress. We use four multivariate linear

regression models (one for each factor and subscales) to test for

significant associated factors (adjusted R square of the models: 0.609,

0.478, 0.586 and 0.624). Results: Compassion satisfaction is nega-

tively associated with burnout, but positively associated with

Secondary traumatic stress, work with people on probation and hav-

ing had external supervision at current workplace. STS is positively

associated with work-related factors (global job satisfaction and

length of time at current job), working in child protection, CS and

burnout factors (work-related stress and emotional exhaustion).

Work-related stress is negatively associated with CS, the resources

available for clients, length of time at current job, perceived family

income and positively with STS. Emotional exhaustion is negatively

associated with the perceived resources for clients, CS and level of

trust in colleagues and positively associated with STS, work-family

conflict and perceived caseload. Conclusions: Our results reveal that

to measure burnout in the Romanian context other measurement

instruments than ProQoL burnout factor are needed. Social workers’

professional quality of life is under constant strain, mainly from work-

related factors. To prevent the negative consequences of compassion

fatigue on social workers’ wellbeing and ensure better services for

their clients, individual (e.g. self-care practices), workplace and

structural measures are needed.

(2014) Evaluating the measurement properties of the Pediatric
RSV Severity and Outcome Rating Scale (PRESORS) Clinician-
Reported Outcome and Observer-Reported Outcome measures
for assessing severity of pediatric Respiratory Syncytial Virus
(RSV) infection

Christine de la Loge, Mapi, Bourgogne, France; Paul Williams, Mapi,

Lyon, France; Sarah Rusch, Janssen Research and Development,

Beerse, Belgium; Hein Fennema, Janssen Research and Development,

Beerse, Belgium; David Rivas, Janssen Research & Development,

Raritan, NJ, United States; Marita Stevens, Janssen Research and

Development, Beerse, Belgium; Linda Abetz-Webb, Patient-Centred

Outcomes Assessments Ltd, Macclesfield,United Kingdom; Jane

Scott, Janssen Global Services, High Wycombe, United Kingdom

Aims: The Pediatric RSV Electronic Severity and Outcome Rating

System (PRESORS) clinician (ClinRO) and parent/caregiver

(ObsRO) scales help monitor the severity of signs of RSV-related

illness in infants and young children. This study evaluated the mea-

surement properties of the PRESORS ClinRO and ObsRO scores

using data from 44 infants aged 1-24 months hospitalized and treated

for RSV infection in a multicenter clinical trial. Methods: PRESORS

ClinRO (15 items) and ObsRO (12 items) item scores assess signs of

respiratory, cardiac, and systemic illness and overall health on a scale

from 0 (normal/none) to 3 (severe/poor). Missing or implausible

ObsRO breath and heart rate counts resulted in omitting these scores

from the analyses. Change in health was rated from -3 (much worse)

to +3 (much better). ObsROs were completed at baseline, 3 times

daily on Days1-14, then once daily until Day28. ClinROs were

completed twice daily during hospitalization and at follow-up visits

Day7, Day14 and Day28. Composite scores were created by aver-

aging worst item scores per day. Results: Completion rates were

93.2% and 81.8% at baseline for the ObsRO and ClinRO, respec-

tively. Daily completion rates remained high over time for both

instruments, with 93.1% of days with ObsRO data (median of 27 out

of 29 days), and 100% for the ClinRO. Significant floor effects ([50%

at minimum score) were observed at baseline for 4 ObsRO and 5

ClinRO item scores (e.g., cyanosis, dehydration, vomiting, apnea,

fever). ClinRO and ObsRO worst daily scores showed similar trends

overtime with normalization occurring within 7 days, except for

cough, sleep, and wheezing which persisted beyond Day7 in the

ObsRO. Analyses provide preliminary evidence PRESORS scores

differentiate groups defined by overall severity ratings but not groups

for normal versus abnormal vital signs. PRESORS composite scores

were sensitive to change over time when comparing stable to

improved patients (defined by change in general condition), however

item scores provided more distinctive results than composite scores.

Conclusions: Alternative ways to define time to RSV recovery as

clinical endpoints based on the PRESORS scores will be discussed

along with implications of floor effects and assessment timing on

scoring and recovery endpoints.

(2016) Impact of caregiving on caregiver burden, self-efficacy,
and quality of life among hispanic working elder caregivers

Lina Mayorga, MPH, CHES, Oncology Research + Education

Consultants, Pasadena, CA, United States; Gloria Juarez, Phd,

Oncology Research + Education Consultants, Pasadena, CA, United

States; Joan Branin, Phd, Center for Health and Aging, Pasadena, CA,

United States

Aims: Research has shown that employees caring for older adults may

experience physiological and psychosocial effects and require family

supports that may vary across different ethnic groups. The purpose of

this study was the impact of caregiving on caregiver burden, self-

efficacy, quality of life, health, and well-being on Hispanic compared
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to White and African American working caregivers of older adults.

Methods: Working adults (n = 276) currently providing care for an

older adult, of whom 81 were Hispanics, were personally interviewed

over a six-month time period. Results: The typical Hispanic working

caregiver was younger and caring for a younger female care recipient

than those of the other ethnic groups. The Hispanic working care-

givers were less likely to take more than twenty hours off work but

were more likely to make 10+ care-related calls than African

American working caregivers during the past six months. Hispanics

rated their knowledge of community resources and their skill in

communicating with their older loved ones lower than the other two

ethnic groups. They remained the least confidence in finding care-

giving information and resources. Caregiver Self Efficacy was

positively related to Caregiver Rewards (r = .424, p\.001) and neg-

atively related to Burden (r = - .310, p\.001).across the groups.

Those caregivers with greater self-efficacy and who experienced

Caregiver rewards reported greater quality of life. There were sig-

nificant differences in Caregiver Burden (F = 7.35, df = 2, p = 0.001),

with African American respondents feeling greater level of caregiver

burden and Hispanics the least. There were no significant differences

on average among the three ethnic subgroups for Caregiver Skills or

Rewards. Conclusions: The differing effects of elder caregiving

among ethnic groups may require different caregiver supports. Cul-

turally relevant programs that raise the levels of knowledge, skills and

self-efficacy may reduce the caregiver burden, increase feelings of

rewards, and greater quality of life among working caregivers.

(2018) Psychosocial functioning in parents of MPS III patients

Lotte Haverman, Psychosocial department, Emma Children’s

Hospital, Amsterdam University Medical Centers, Amsterdam,

Netherlands; Stephanie Nijmeijer, MD, Department of Pediatric

Metabolic Diseases, Emma Children’s Hospital and Lysosome Center

Sphinx, Amsterdam University Medical Centers, Amsterdam,

Netherlands; Thirsa Conijn, MSc, Department of Pediatric Metabolic

Diseases, Emma Children’s Hospital and Lysosome Center Sphinx,

Amsterdam University Medical Centers, Amsterdam, Netherlands;

Hedy van Oers, MSc, Psychosocial department, Emma Children’s

Hospital, Amsterdam University Medical Centers, Amsterdam,

Netherlands; Frits Wijburg, prof. dr., Department of Pediatric

Metabolic Diseases, Emma Children’s Hospital and Lysosome Center

Sphinx, Amsterdam University Medical Centers, Amsterdam,

Netherlands

Aims: Mucopolysaccharidosis type III (MPS III or Sanfilippo syn-

drome) is a lysosomal storage disease resulting in progressive

neurocognitive decline during childhood and early demise. Its diag-

nosis may have a great impact on parents, potentially leading to

psychosocial problems such as anxiety, depression, parental distress,

and posttraumatic stress. The aim of this study is to assess anxiety,

depression and parental distress, as well as posttraumatic stress

symptoms, in mothers and fathers of MPS III patients compared to

reference groups. Methods: Twenty-six mothers and 19 fathers of 34

MPS III patients completed the ‘Hospital Anxiety and Depression

Scale’ (HADS), the ‘Distress Thermometer for Parents’ (DT-P) and

the ‘Self Rating Scale for Posttraumatic Stress Disorders’ (SRS-

PTSD). Independent-samples T-tests and Chi-Square tests were used

to assess differences between parents of MPS III patients and refer-

ence groups regarding anxiety and depression (HADS), distress (DT-

P), and posttraumatic stress (SRS-PTSD). Results: Mothers met the

criteria for clinically relevant anxiety (50%) and depression (34.6%)

more frequently compared to reference mothers (p\.01). Fathers more

often met the criteria for clinically relevant depression (36.8%)

compared to reference fathers (p\.05). Clinically relevant distress

was highly prevalent in mothers (84.6%) and fathers (68.4%) of MPS

III patients compared to reference parents (p\.01). Finally, the

prevalence of PTSD was strikingly higher in both mothers (26.9%)

and fathers (15%) than reported in the general Dutch population

(respectively p\.001 and p\.05). Conclusions: We report a clinically

relevant impact of parenting an MPS III patient on psychosocial

functioning, which is demonstrated by high levels of anxiety,

depression, distress and a remarkably high prevalence of PTSD.

Structural monitoring of the psychosocial functioning of MPS III

parents is therefore essential and may be beneficial for the whole

family.

(2020) Health related quality of life using EQ5D5L
and the burden of care

Luke Barry, MSc, National University of Ireland, Galway, Galway,

Ireland; Anna Hobbins, MSc, Queen’s University Belfast, Belfast,

United Kingdom; Daniel Kelleher, MSc, National University of

Ireland, Galway, Galway, Ireland; Ciaran O’Neill, PhD, Queen’s

University Belfast, Belfast, United Kingdom

Aims: Irish census data shows 195,263 individuals were providing

unpaid care to others in 2016, an increase of 4.4% from 2011. While

caregiving can be a rewarding experience, caregiver burden may also

occur which may have adverse effects on the individual providing

care. This paper Aims: to estimate the impact of having cared for

someone with a serious illness on health related quality of life at

different age-groups. Methods: EQ5D5L responses were collected for

a sample of 1131 residents in Ireland between 2015 and 2016 along

with sociodemographic data. EQ5D5L utility weights were applied to

estimate Health-related Quality of Life (HRQoL) or utility for each

individual. This was regressed on whether an individual had cared for

someone with a serious illness), age-group and a number of other

confounders using a generalised linear model. Interactions between

having cared for someone with a serious illness (‘‘care’’) and age-

group were tested and average marginal effects computed. Results:

Individuals in older age-groups were found to have statistically sig-

nificantly greater disutility (p\ 0.1) than those in the youngest age

group (B 35 years) although this pattern was non-linear. Individuals

who have ‘‘cared’’ had greater disutility (p\ 0.05). Interactions of

age-group and ‘‘care’’ demonstrated a u-shaped relationship (Fig-

ure 1) whereby older individuals ([60 years) and younger individuals

(B 35 years) who have ‘‘cared’’ have greater disutility (p\0.1) than

their age counterparts who have not ‘‘cared’’. While the middle age-

groups did not appear to experience this differential effect associated

with ‘‘care’’. Conclusions: The study shows consistent with previous

research that providing informal care can impact negatively on the

carer’s HRQoL. It also shows, however, that this impact varies

between those of different ages, young and older carers being par-

ticularly affected. These findings provide insights into the impact of

caring and may help inform support offered to carers in Ireland. A

limitation of this research is that we did not ask when the individual

cared for someone with a serious illness or the type of care provided

which may be important factors to consider in future research.
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(2022) Impact of severe polyhandicap on parents’ quality of life

Marie-Christine Rousseau, EA 3279 CEReSS - Health Service

Research and Quality of Life Center Aix-Marseille Univ, Marseille,

France; Thierry Billette de Villemeur, Fédération des Hôpitaux de

Polyhandicap et Multihandicap Hôpital San Salvadour, Assistance

Publique Hôpitaux de Paris, Paris, France; Sherezad Khaldi-Cherif,

Union Générale Caisse Assurance Maladie (UGECAM), Paris,

France; Agnes Felce, Hôpital d’Hendaye, Assistance Publique

Hôpitaux de Paris, Hendaye, France; Catherine Brisse, Comité

d’Études, d’Éducation et de Soins Auprès des Personnes

Polyhandicapées, Paris, France; Anderson Loundou, EA3279, Self-

perceived Health Assessment Research Unit, Aix Marseille

Université, Marseille, France; Benjamin Moheng, EA3279, Self-

perceived Health Assessment Research Unit, Aix Marseille

Université, Marseille, France; Claire Morando, EA3279, Self-

perceived Health Assessment Research Unit, Aix Marseille

Université, Marseille, France; Latif Aden, EA3279, Self-perceived

Health Assessment Research Unit, Aix Marseille Université,

Marseille, France; Pascal Auquier, EA3279, Self-perceived Health

Assessment Research Unit, Aix Marseille Université, Marseille,

France; Karine Baumstarck, EA3279, Self-perceived Health

Assessment Research Unit, Aix Marseille Université, Marseille,

France; Mohamed Boucekine, PhD, EA3279, Self-perceived Health

Assessment Research Unit, Aix Marseille University, Marseille,

France; Sarah Fernandes, MD, EA3279, Self-perceived Health

Assessment Research Unit, Aix Marseille University, Marseille,

France; submitted on behalf of French Polyhandicap Group

Aims: Polyhandicap is defined by a combination of profound mental

retardation and serious motor deficit resulting in extreme dependence.

The aim of this study was to identify the determinants of quality of

life (QoL) of 394 parents of individuals with severe polyhandicap

methods. We conducted a cross-sectional study. The recruitment of

parents was performed from 7 French centers specialized for patients

with severe polyhandicap. The data collected included: sociodemo-

graphics, health, professional variables, and psycho-behavorial

aspects (emotional status and coping strategies). The Qol was asses-

sed using the WhoQoL. Age, sex, and severity of the patients were

recorded. Results: A total of 394 parents participated to the study

(63% were mothers). In comparison with age-sex matched controls,

the scores of the all the dimensions of parents’ QoL were significantly

lower. The main factors modulating the QoL were financial difficul-

ties, health condition of the caregiver, professional status, nature of

coping strategy, and emotional status. The gender of the patient, not

the severity, was also linked to QoL dimensions. Conclusions: This

research provides preliminary evidence that caregiving for patients

with severe polyhandicap impacts the parents’ quality of life. These

results support the need of the optimization of the care management

for the families.

(2024) Predictors of self-reported health status among childcare
workers in Alberta, Canada

Oluwagbohunmi Awosoga, Faculty of Health Sciences, University of

Lethbridge, Calgary, Alberta, Canada; Oluwaseyi Lawal, MSc,

Department of Community Health Sciences, University of Calgary,

Calgary, Alberta, Canada; Jon Doan, PhD, PEng, Department of

Kinesiology & Physical Education, University of Lethbridge,

Lethbridge, Alberta, Canada; Claudia Steinke, PhD, RN, Nursing,

Faculty of Health Sciences, University of Lethbridge, Lethbridge,

Alberta, Canada; Jarrod Blinch, PhD, Department of Kinesiology &

Sports Management, Texas Tech University, Texas, TX, United

States; Trish Provost, BSc, Department of Kinesiology & Physical

Education, University of Lethbridge, Lethbridge, Alberta, Canada;

Julia Dabravolskaj, MD, MSc, Edmonton Oliver Primary Care

Network, Edmonton, Alberta, Canada; Tolulope Sajobi, PhD,

Department of Community Health Sciences, University of Calgary,

Calgary, Alberta, Canada

Aims: Early Childhood is an important time for optimal physical,

intellectual, and emotional development growth of a child. Investing

in early childhood should also involve investing in the health and

well-being of caregivers working in childcare facilities. The dynamics

and momentum in childcare facilities is fast-paced and worker’s

supervisory role persists throughout the day, in a confined space, and

for a long period of time. This study investigates the predictors of

health status and wellness of childcare workers (CCW’s) in the pro-

vince of Alberta, Canada. Methods: Data are from a cross-sectional

study that investigates the health status of childcare workers in

licensed daycare centers in Alberta. Participants completed the

Workplace Health and Risks Surveys (WHRS), a generic measure of

workplace health and wellness developed by Health Canada. This

instrument gathers self-report responses on perceptions of health and

wellness, perceived control of health status, and participation in

positive and negative health-related behaviors. Correlation analysis

and multiple linear regression were used to assess the predictors of

health and wellness of CCWs. Results: Of the 260 CCWs who

completed the survey, 183(70.3%) were people between from 20 to

39 years old, 131(50.5%) rated their health as good/excellent., while

151(60%) CCW’s had college diploma. Health status was positively

correlated with health control (r = .546, p\ .001), employers’ interest

in the well-being of employees’ (r = .248, p = .006), and actions that

CCWs are planning to take to improve their health (r = .341, p\.001).

Multiple linear regression showed that participant-reported workplace

stress (SB = - .328, p = .017), health control (Standardized Beta (SB)

= .504, p\.001), employee well-being (SB = .366, p = .008), and

employee’s actions that are planned to be taken to improve or

maintain health (SB = .231, p = .005) were significant predictors of

CCW-reported health status. But age (p = 0.712), and educations (p =

0.190) were not significant predictors. Conclusions: This results

highlights the important roles that workplace stress, employees’

perceived control of their health, and employers’ actions play in

improving the overall health status of CCWs. We recommend that

government and licensed daycare employers’ place more emphasis on

creating less-stressful working environments and institute polices that

assures CCWs that their well-being is of priority to their employers.
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(2026) Oncology: caring for the caregivers

Pedro Lopez Ferreira, CEISUC/FEUC, Coimbra, Portugal; Sara

Amaral, MSc, UFP, Porto, Portugal; Francisco Pimentel, PhD,

CEISUC, Porto, Portugal; Augusta Silveira, PhD, CEISUC/UFP,

Porto, Portugal; Teresa Sequeira, PhD, CEISUC/UFP, Porto, Portugal

Aims: Care quality strongly depends on Family Caregivers (FC). The

current study aimed to evaluate FC’s Quality of Life (QoL) in order to

identify changeable factors that may improve their QoL Methods: The

study included 150 FC of oncological patients admitted to the Pal-

liative Care Service of the Portuguese Oncology Institute of Porto.

Inclusion criteria were ability to understand written and spoken

Portuguese and filling the informed consent. QoL was assessed using

WHOQOL-BREF and WHOQOL-SRPB questionnaires. Sociode-

mographic data considered included age, gender, education, religion,

marital status, offspring, professional activity, time spent on care as

FC. Results: The studied FC were 49.34±5.02 years old (mean ±

standard deviation), most being female (97, 64.7%), most frequent

schooling was between 8 and 11 years (67, 44.7%), catholic (137,

91.3%), married (106, 70.7%), having offspring (112, 74.7%), pro-

fessionally active (147, 98.0%) and providing daily care for less than

6 h (88, 58.7%). WHOQOL-BREF questionnaire identified gender

differences: scores were always better in men (significant differences

found in physical domain). FC with higher education scored better

overall (significant differences in the physical domain). The time

spent on care adversely influenced total QoL reported highlighting

psychological (p = 0.001) and social (p = 0.005) domains. Better QoL

was identified in FC who spend up to 6 h of daily care. WHOQOL-

SRPB identified the influence of schooling on the QoL reported

particularly in the linking domain (p = 0.009) and faith domain (p =

0.005). Conclusions: Most of the FC are women who scored lower in

the physical, psychological, social, and total domains of the WHO-

QOL-BREF questionnaire. Higher education levels compete for better

QoL results, with low schooling being a risk factor for the develop-

ment of psychosocial disorders. All scores were worse in FC who care

for more than 6 h a day.This study identifies some FC needs and

signals the most affected domains. It may contribute to guide

strategies that can optimize their QoL.

(2028) Quality of life (QOL) questionnaire for mothers
of schoolchildren (part 2)

Rika Hayashida, University of Nagasaki, Siebold, Nishisonogi-gun,

Nagasaki, Japan; Michiko Kobayashi, Japanese Society of Quality of

Life Research, Kobe, Japan; Takashi Mandai, Japanese Society of

Quality of Life Research, Kobe, Japan

Aims: The purpose of this study was to develop a desirable original

QOL questionnaire for mothers of schoolchildren. Methods: One-

hundred forty-one mothers of schoolchildren over 10 years of age

have participated in this study. The previous QOL questionnaire

completed in 2014 (48 questions divided into eleven categories) had a

sufficient reliability and potency of validity to use for mothers of

schoolchildren. At this time, we have developed an original, self-

administered questionnaire for mothers of schoolchildren consisting

of 32 questions, divided into eleven categories this time. Results: The

Cronbach’s alpha coefficients of our questionnaire were sufficient to

accept for clinical use for mothers of schoolchildren: 0.89 in eating

habits, 0.88 in financial circumstances and in consciousness of sex

education, 0.87 in living environment, 0.85 in sleeping habits etc.,

respectively. Our questionnaire contained eight main factors which

matched the eleven categories in this study. There were significant

positive correlations between well-being and eating habits (r = 0.58,

p\ 0.01), eating habits and sleeping habits (r = 0.66, p\ 0.01),

sleeping habits and living environment (r = 0.57, p\ 0.01), living

environment and well-being (r = 0.59, p\ 0.01), living environment

and financial circumstances (r = 0.64, p\ 0.01), living environment

and psychological conditions (r = 0.72, p\ 0.01), etc., respectively.

Average QOL levels on consciousness of sex education were better in

the mothers of girls compared with the mothers of boys (p\ 0.01).

There was a significantly higher level of QOL in well-being

(p\ 0.01), living environment (p\ 0.05) and nurture circumstances

(p\ 0.05) of mothers who wanted their partners to guide them, as

compared with mothers who didn’t want guidance. Conclusions: For

mothers during child- rearing, it is effective to reduce to 32 questions

from 48 questions to reduce a burden. These findings indicate that our

original QOL questionnaire has somewhat sufficient reliability and

potency of validity to use for mothers of schoolchildren. The most

valuable finding of this study is that intimacy with partners, other

parents and support for mothers of schoolchildren is important. We

think it is important for mothers of schoolchildren to have a good

environment (living environment, financial circumstances, time and

place to talk with partners and their friends), since the support of

neighboring people will have a positive effect on mothers.

(2030) Clinician (ClinRO) and Caregiver (ObsRO) reported
severity assessments for respiratory syncytial virus (RSV)
in infants and young children: Development and qualitative
content validation of Pediatric RSV Severity and Outcome Rating
Scales (PRESORS)

Jane Scott, Janssen Global Services, High Wycombe, United

Kingdom; Sophi Tatlock, Adelphi Values Ltd, Bollington, United

Kingdom; Sarah Kilgariff, Adelphi Values Ltd, Bollington, United

Kingdom; Rob Arbuckle, Adelphi Values Ltd, Bollington, United

Kingdom; Linda Abetz-Webb, Patient-Centered Outcomes

Assessments Ltd, Bollington, United Kingdom; Sarah Rusch, Janssen

Research and Development, Beerse, Belgium; Marita Steven, Janssen

Research and Development, Beerse, Belgium

Aims: RSV infection can be life-threatening for infants and young

children. To develop treatments for RSV, researchers need valid and

reliable assessments clinicians (ClinRO) and caregivers of the child

(ObsRO) can use to monitor RSV severity and treatment impact in

clinical trials. This presentation describes the development, refine-

ment and content validation of the PRESORS ClinRO and ObsRO to

provide clinician and caregiver assessments of the severity and impact

of RSV infection in infants and young children. Methods: PRE-

SORSv4 ClinRO (31 signs) and ObsRO (23 signs) conceptual

frameworks were based on review of published pediatric RSV

severity rating scales and advice from clinical experts and regulators.

PRESORSv4 ObsRO was evaluated in combined concept elicitation
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and cognitive debriefing interviews with 21 caregivers of infants

(aged B24 months) treated for RSV in the previous 2 months. PRE-

SORS ObsRO and ClinRO were revised to improve clarity and

content validity based on insights from qualitative research with a

further 50 caregivers of infants/children (aged B36 months) treated

for RSV infection in the USA, China, and Brazil during the previous

12 months and feedback from five clinical experts. In an ongoing

observational study of infants/young children (aged B36 months)

hospitalized for RSV, caregivers completed the revised ObsRO twice

daily (BID) for 7 days; clinicians completed the revised ClinRO BID

throughout hospitalization and once during the final study visit.

Caregiver exit and clinician debriefing interviews assessed usability,

completeness and comprehensibility of PRESORSv6 ObsRO (28

signs) and ClinRO (32 signs). Results: Revisions to the ObsRO

improved comprehension and content validity. The ClinRO was

revised to better capture severity of key signs. In the observational

study, 19 caregivers confirmed during exit interviews that the PRE-

SORSv6 ObsRO was clear, easy to complete, and helped them learn

about and monitor signs of RSV. Clinicians (n = 2) who evaluated

infants/children using the PRESORSv6 ClinRO confirmed that the

ClinRO and ObsRO were easy to use measures of all the clinical signs

important to assess RSV severity in infants/children. Conclusions:

PRESORSv6 ClinRO and ObsRO are easy to use assessments of the

severity and impact of the most important signs of RSV for clinical

research.

(2032) Wellbeing, health status and confidence of carers and those
cared for in a GP practice

Tim Benson, R-Outcomes Ltd, Thatcham, United Kingdom; Charles

Walker, MB ChB, Runnymede Medical Practice, Windsor, United

Kingdom

Aims: The Personal Social Services Survey of Adult Carers in Eng-

land 2016/17 (SACE) shows that carer wellbeing is poor. This project

set out to understand the perceptions of carers and those they care for

in terms of wellbeing, health status and health confidence, in one GP

practice near Windsor. Methods: Carers (n = 96) and Cared For (n =

91) completed a short two-part survey with one part for each person.

Both groups completed 12 similar questions, with minor wording

changes for carers. Each question has four response options. If the

person cared for could not complete the survey, a proxy was allowed.

Mean scores for each item are shown on a scale from 0 (all at floor) to

100 (all at ceiling). As a guide, scores over 80 are high, 60 to 79 are

moderate, 40 to 59 are low and below 40 are very low. Questions

analysed (attached) cover wellbeing, health status and confidence,

using the Personal Wellbeing Score (a short version of ONS4, cov-

ering life satisfaction, worthwhileness, happiness and anxiety),

howRu (a health status measure, covering pain or discomfort, distress,

disability and dependence), and the Health Confidence Score (cov-

ering health literacy, self-efficacy, access to help and involvement in

decisions). These are based on validated instruments. Results: The

results, showing comparable scores for both Carer and Cared For, are

presented in the attached radar chart. Maximum number of missing

values for carer items was 3, for cared for items 5. Conclusions: The

scores for wellbeing, health status and confidence of carers are low,

and are similar to those they care for with some exceptions. Carers

perceive that what they do is more worthwhile, they report less dis-

ability and dependence and have more self-efficacy and involvement

in decisions.However, both carers and those cared for have low life

satisfaction, are equally unhappy and anxious, and have similar

amounts of pain, distress and lack of health literacy and access to help

(support). This helped identify areas for improving support.The

approach used is novel, comparing carers with cared for using similar

instruments with twelve short generic items, covering a broad spec-

trum of wellbeing, health status and health confidence.

(2034) Quality of life and marital satisfaction of family caregivers
of patients with mental disorders

Douglas José Nogueira, Nursing Faculty, Federal University of Goias,

Goiania - Goias, Brazil; Ruth Minamisava, PhD, Nursing Faculty,

Federal University of Goias, Goiania - Goias, Brazil; Sandra Maria

Brunini Souza, PhD, Nursing Faculty, Federal University of Goias,

Goiania - Goias, Brazil; Sheila Araujo Teles, PhD, Nursing Faculty,

Federal University of Goias, Goiania - Goias, Brazil; Jacqueline

Andreia Bernardes Leão Cordeiro, PhD - Nursing, Nursing Faculty,

Federal University of Goias, Goiania - Goias, Brazil; Virginia

Visconde Brasil, PhD - Nursing, Nursing Faculty, Federal University

of Goias, Goiania - Goias, Brazil; Denise Soares Cirqueira, Master,

Health Department of Goiânia, Goiania - Goias, Brazil; Luiz Antonio

Brasil, PhD in Medicine, Faculty of Medicine, Federal University of
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Goias, Goiania - Goias, Brazil; Ana Lúcia Rezende Souza, PhD,

Federal University of Jatai, Jatai - Goias, Brazil; Patrı́cia de Sá

Barros, PhD, Federal University of Jatai, Jatai - Goias, Brazil; Camila

Cardoso Caixeta, PhD, Nursing, Nursing Faculty, Federal University

of Goias, Goiania - Goias, Brazil; Elizabeth Esperidião Cardozo, PhD,

Nursing, Nursing Faculty, Federal University of Goias, Goiania -

Goias, Brazil; Lizete Malagoni de Almeida Cavalcante Oliveira, PhD,

Heath Sciences, Nursing Faculty, Federal University of Goias,

Goiania - Goias, Brazil; Maria Alves Barbosa, PhD, Nursing, Nursing

Faculty, Federal University of Goias, Goiania - Goias, Brazil

Aims: To analyze the factors associated with quality of life (QoL) and

with marital satisfaction of family caregivers of patients with mental

disorders. Methods: A cross-sectional study with family caregivers of

patients with mental disorders, treated in mental health services in

primary healthcare units of Goiania city, Brazil. A total of 163 family

caregivers were face-to-face interviewed from September 2016 to

March 2017. The WHOQOL-Bref was used to assess QoL and the

Marital Satisfaction Scale (Weiss; Palos, 1988) to measure marital

satisfaction. Crude and multiple linear regressions were used to

identify factors associated with WHOQOL-Bref dimensions and MSS

subscales. Results: 42.9% of the family caregivers were men, 29.4%

were older than 60 years and 47.2% of them were taking care of

patients with schizophrenia. The lowest score was found for Envi-

ronment Domain (mean = 50.38, SD = 18.86) and the highest score

for Psychological Domain (mean = 70.45, SD = 13.08). The factors

associated with highest scores of WHOQOL-Bref domains were male

sex, lower age, receive help to take care of the patient, practice

physical exercise, no history of chronic disease and no patient crisis in

the last 30 days. The factors associated to marital satisfaction were

male sex, receive help to care of the patient, practice physical exer-

cise, the patient had no crisis in the last 30 days nor was hospitalized

in the last six months. Conclusions: Many factors associated to better

QoL and better marital satisfaction are related to social support and

support from health services. Future studies are needed to analyze

interventions that may improve quality of life and marital satisfaction

of family caregivers of patients with mental disorders.

Dermatology

(2036) Atopic dermatitis: development of a literature-based
conceptual model and review of patient-, observer- and clinician-
reported outcome measures

Cynthiya Ruban, PhD, MS, Xcenda, Tampa, FL, United States;

Somali Misra Burgess, PhD, Xcenda, Tampa, FL, United States

Aims: Atopic dermatitis (AD) is a chronic, itchy, inflammatory skin

disorder that affects approximately 15% to 30% of children and 2% to

10% of adults. Patient-focused drug development requires that the

patient’s voice is captured. And when it is not feasible to include

patient feedback, caregivers’ input may be used. In addition, the

clinician’s input is critical to drug development and the associated

treatment plan. The objectives of this review were to (1) develop a

literature-based conceptual model for AD and (2) identify existing

patient-, observer-, and clinician-reported outcome (PRO, ObsRO,

ClinRO, respectively) measures that assess the identified AD concepts

Methods: A targeted literature search was conducted using Embase,

PROQolid, and PubMed to identify PRO, ObsRO, and ClinRO

measures that assess AD-related signs/symptoms and associated

impacts. These concepts were organized into a conceptual model. The

identified measures were evaluated to determine which concepts were

assessed by each measure. Results: Twelve dermatology-specific

measures (6 PROs, 1 ObsROs, 2 PROs/ObsROs, and 3 ClinROs) for

use in pediatrics and adults were identified and reviewed, of which 4

were AD-specific measures. Based on literature, AD-related concepts

included signs/symptoms (eg, itching, skin dryness, skin thickening);

functional impacts (eg, impact on daily activity, trouble sleeping);

emotional impacts (eg, self-esteem/self-confidence, frustration,

embarrassment); and social impacts (eg, isolation, low social inte-

gration). Of the 9 PRO/ObsRO measures, the QoLIAD evaluated 24%

of the literature-based concepts while the Dermatology-Specific

Quality of Life Instrument for Contact Dermatitis (DSQL) evaluated

47% of the concepts. While the DSQL evaluated more literature-

based concepts, it is important to note it is not an AD-specific mea-

sure. Of the 3 ClinRO measures, the SCORing Atopic Dermatitis

(SCORAD) evaluated 21% of these literature based concepts. Con-

clusions: AD is associated with multiple signs/symptoms and impacts

on patients’ lives. While the identified PRO, ObsRO, and ClinRO

measures include some of these AD concepts, the quality of the

measures were not assessed. There appears to be a lack of compre-

hensive AD-specific measures. Future research including a complete

gap analysis of these measures will help determine which measures

may be the most appropriate to use in the specific context.

(2038) New self-reported and proxy measures of pediatric itch
interference

Dagmar Amtmann, University of Washington, Seattle, WA, United

States; Kara McMullen, MPH, University of Washington, Seattle,

WA, United States; Alyssa Bamer, MPH, University of Washington,

Seattle, WA, United States; Rana Salem, MA, University of

Washington, Seattle, WA, United States; Nicole Gibran, MD,

University of Washington, Seattle, WA, United States; David

Herndon, MD, University of Texas Medical Branch, Galveston, TX,

United States; Karen Kowalske, MD, University of Texas

Southwestern, Dallas, TX, United States; Walter Mayer, PhD,

University of Texas Medical Branch, Galveston, TX, United States;

Jeffrey C. Schneider, MD, Spaulding Rehabilitation Hospital, Boston,

MA, United States; Mara Nery-Hurwit, PhD, MPH, University of

Washington, Seattle, WA, United States

Aims: Pruritus (itching) is a common and distressing complaint after

burn injury. Itch is under-studied in pediatric burns, in part due to lack

of standardized validated measures of itch. The purpose of this study

was to develop pediatric self-reported and proxy measures of itch
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interference. Methods: Data were collected from children with

moderate to severe burn injury and their caregivers participating in

the Burn Model Systems (BMS) National Longitudinal Database.

Questions were developed by BMS clinicians and researchers to

assess facets of itch included in adult itch scales. Participants com-

pleted 5 itch items, such as ‘‘It was hard for me to pay attention when

I was itching’’ with five responses (never, rarely, sometimes, often,

always). Proxy items paralleled pediatric items but referred to ‘‘my

child’’. Proxy and self-report items were analyzed separately. A two-

parameter polytomous graded response Item Response Theory (IRT)

model was used after checking IRT assumptions (unidimensionality

and local independence), and scores were converted to a T-score

metric (mean = 50, SD = 10). Validity was examined by comparing

itch scores by total body surface area burned (TBSA) (\40% vs

C40%) and pain intensity levels. Results: Data from 192 children

with burn injuries and 200 caregivers were used (91% parents; 76%

female). The mean age of children was 8 years (SD:5) and mean

TBSA was 45% (SD:18). The sample was 54% white, 81% Hispanic

and the majority of burns were flame related (76%). The proxy and

self-report items demonstrated sufficient unidimensionality (CFI =

.99) after one item from each scale was dropped due to misfit. Over a

half of the sample reported no problems with itching, *20% reported

severe itching. The proxy and pediatric scores were moderately cor-

related (r = 0.63). The scores differentiated between 4 different levels

of pain intensity (ANOVA self and proxy p\0.001), but not between

different levels of TBSA. Conclusions: The self-reported and proxy

BMS Pediatric Itch Interference Measures (BMS-PIIM) are brief,

clinically relevant measures of itch interference in children and youth

with burn injury and could be applicable to other clinical populations.

They are freely available to researchers and clinicians, and can be

administered on computer or paper.

(2040) Development of a standard dataset for the documentation
of psoriasis: a delphi approach with psoriasis experts

Marina Otten, PhD, University Medical Center Hamburg-Eppendorf,

Hamburg, Germany; Marc Radtke, Prof. Dr., University Medical

Center Hamburg-Eppendorf, Hamburg, Germany; Matthias Augustin,

Prof. Dr., University Medical Center Hamburg-Eppendorf, Hamburg,

Germany

Aims: The current project Aims: to develop a standard dataset

including clinical- and patient-reported-outcomes for the documen-

tation of psoriasis in practice. This dataset will be used for an

integration in a digital management system including a platform of

electronic devices for the management of the different outcomes.

Methods: The selection of outcomes instruments was based on a

systematic literature review. Consensus of instruments and other

patient information was achieved by a Delphi process with n= 26

psoriasis experts resulting in a personal Delphi meeting after two

written Delphi rounds. Furthermore, the expert meeting was informed

by results of three patient focus groups (n= 14) and results of a

quantitative survey concerning the status quo of dermatologist

experts’ instrument use in practice (n= 15). Results: The consensus

approach resulted in a dataset of n= 60 variables, divided in a minimal

(n= 11 variables), optimal (n= 38 variables) and optional (n= 11

variables) dataset. E.g. the minimal dataset includes variables like

comorbidity, comedication, therapies, adverse events and a clinical

instrument. The optimal dataset contains e.g. rehabilitative and sta-

tionary services and various clinical and patient-reported-outcomes.

Some of the electronic outcomes instruments are under development

or are already developed (PASI, BSA, DLQI, PBI). Conclusions: The

inclusion of two more Methods: in addition to the experts’ consensus

approach is innovative and allowed a broad view and discussion for

the development of the dataset. The dataset contains various variables

(patient- and anamnesis variables, clinical- and patient-reported-out-

comes), will be used for the documentation of psoriasis in practice

and builds the basis for an electronic monitoring- and documentation

system.

(2042) Measuring the impact of atopic dermatitis on caregivers
and families: results from a literature review

Nuzhat Afroz, Masters in health administration (MHA), Bachelor in

dental surgery (BDS), Novartis healthcare private Limited,

Hyderabad, India; Christel Naujoks, MSc (Econ), MPH, MHlthEcon,

MBA, MAS HP (Health Promotion), Novartis Pharma AG, Basel,

Switzerland, Basel, Switzerland; Francesco Patalano, MBBS, MD,

Novartis Pharma AG, Basel, Switzerland, Basel, Switzerland; Isabelle

Gilloteau, Msc. MPH, Novartis Pharma AG, Basel, Switzerland,

Basel, Switzerland

Aims: Atopic dermatitis (AD), also called atopic eczema, is a com-

mon chronic or recurrent inflammatory skin disease that affects

15–20% of children and 1–3% of adults worldwide. It is characterized

by acute flare-ups of eczematous pruritic lesions over dry skin.

Treatment includes over-the-counter and prescription topical agents,

oral medications and injectable drugs. Bathing and dietary recom-

mendations are required to be strictly followed. Daily application of

topical agents resulting in time-consuming treatment, dietary and

household changes, cost of therapy and time missed from work poses

high burden on caregivers and families. This review Aims: to provide

a broad overview of caregiver reported outcomes (CAROs) used in

AD studies. It will be helpful for researchers to select tools deter-

mining burden of AD on caregivers and families. Methods: We

searched different bio-medical databases for abstracts utilizing any

tool to assess caregivers’ quality of life (QoL) in AD studies. It was

limited to non-interventional studies. From these studies, caregiver

reported instruments were selected. Properties like content generation

or face validity, reliability, validity, responsiveness and inter-

pretability were evaluated for selected fit-for-purpose instruments.

Results: Screening of 580 abstracts yielded both dermatology specific

and AD specific instruments (n = 16). Based on item level evaluation,

only fit for purpose (n = 6) instruments underwent in-depth psycho-

metric evaluation. The Parent’s Index of Quality of Life-Atopic

Dermatitis (PIQoL-AD), Parental Self-Efficacy with Eczema Care

Index (PASECI), Quality-of-life questionnaire in primary caregivers

of children with atopic (QPCAD), Atopic dermatitis burden scale

(ABS), Dermatitis Family Impact Questionnaire (DFI), Family Der-

matology Life Quality Index (FDLQI) were identified as useful tools

to measure caregivers’ burden in AD. Amongst AD specific instru-

ments, PIQoL-AD and ABS showed acceptable psychometric strength

as well as adequate conceptual coverage. Conclusions: Psychometric

analysis indicated PIQoL-AD and ABS to be promising tools, which

can be explored further for use in AD studies. However, there is a gap

in terms of complete psychometric testing. Properties like inter-

pretability and responsiveness are suggested to be established, if

planned to be used in interventional studies.

(2044) Translating the WHO psoriasis resolution into the public:
the German federal program against stigmatization 2018–2020

Rachel Sommer, University Medical Center Hamburg-Eppendorf,

Hamburg, Germany; Matthias Augustin, University Medical Center

Hamburg-Eppendorf, Hamburg, Germany; Claudia Luck-Sikorski,

University of Applied Health Sciences Gera, Gera, Germany; Janine

Topp, University Medical Center Hamburg-Eppendorf, Hamburg,

Germany; Ines Schaefer, University Medical Center Hamburg-

Eppendorf, Hamburg, Germany; Marc-Alexander Radtke, University
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Medical Center Hamburg-Eppendorf, Hamburg, Germany; Sophia

Schlette, Berufsverband der Deutschen Dermatologen, Berlin,

Germany; Natascha Weinberger, University of Applied Health

Sciences Gera, Gera, Ghana; Regina von Spreckelsen, University

Medical Center Schleswig–Holstein, Kiel, Germany; Anja Hilbert,

University Medical Center Leipzig, Leipzig, Germany; Alexander

Zink, Technical University of Munic, Munic, Germany; Dagmar

Wilsmann-Theis, University Medical Center Bonn, Bonn, Germany;

Eckardt Breitbart, Dermatology Breitbart, Buxtehude, Germany;

Ulrich Mrowietz, University Medical Center Schleswig–Holstein,

Kiel, Germany

Aims: The WHO resolution 2014 raised fundamental duties for the

member states to improve access to health care and to increase the

awareness for patients with psoriasis, including to stop stigmatization.

The member states were encouraged to take action on all levels,

including public awareness campaigns. After a period of refusal, the

German ministry of health (BMG) started a funding call for reducing

stigmatization. The project Aims: to develop and evaluate a public

intervention program against stigmatization of people with visible

skin diseases. Methods: The project against stigmatization named

‘‘ECHT’’ consists of three phases. In the first year, current research on

stigma is processed by a systematic literature search; recommenda-

tions for intervention formats will be derived. The consecutive 18

months involve the development and validation of defined interven-

tion formats. The interventions are supposed by the BMG to focus on

locations and encounters of stigmatizing and stigmatized persons.

Results: ECHT has been approved by the German ministry of health

for a 3-years funding period 2018 to 2020. The project group consists

of 25 experts from dermatology, research and patient groups who

work in operative groups in order to develop the content and the

intervention format. In doing so, different levels of the stigmatization

processes, namely stereotypes, prejudice, discrimination are consid-

ered as important aspects and will be accounted for in the

development of the intervention. First results of the literature review

imply that people with visible skin disease such as psoriasis are

affected by stigmatization in several dimensions and strategies for

reducing the stigma are required. Remarkably, a relevant part of

stigmatization is raised by health care professionals, too, who may

unknowingly aggravate patient perception of stigma. Conclusions:

This project is an example for a successful project initiation of an

expert group of HCPs and patients to develop a sustained program

against stigmatization based on the WHO resolution 2014. First

outcomes are a comprehensive systematic literature review and a

patient stigma survey in May 2018.

Hematology

(2046) Quantitative testing of the myelofibrosis symptom
assessment form version 4.0: an online comparison study
with legacy myelofibrosis symptom questionnaires

Amylou Dueck, PhD, Mayo Clinic, Scottsdale, AZ, United States;

Wen-Hung Chen, Clinical Outcome Assessments Staff, Office of New

Drugs, Center for Drug Evaluation and Research, U.S. Food and Drug

Administration, Silver Spring, MD, United States; Sonya Eremenco,

Patient-Reported Outcome Consortium, Critical Path Institute,

Tucson, AZ, United States; Gina L Mazza, Mayo Clinic, Scottsdale,

AZ, United States; Renee Pierson, Janssen Pharmaceuticals Inc,

Raritan, NJ, United States; Lixia Wang, CTI BioPharma Corp,

Seattle, WA, United States; Jeremiah Trudeau, Janssen

Pharmaceuticals Inc, Raritan, NJ, United States; Chad Gwaltney,

Gwaltney Consulting and Brown University, Westerly, RI, United

States; Stephen Joel Coons, Patient-Reported Outcome Consortium,

Critical Path Institute, Tucson, AZ, United States; Ruben A Mesa,

Mays Cancer Center at UT Health San Antonio MD Anderson, San

Antonio, TX, United States

Aims: The Myelofibrosis Symptom Assessment Form (MFSAF) was

developed by Mesa et al. (2009) to measure symptom burden in

patients with MF. Subsequent versions focusing on symptom severity

were developed including the Myeloproliferative Neoplasm 10-item

form (MPN-10), MFSAF v2.0 diary, and MFSAF-revised (Table 1).

To standardize symptom assessment in future MF trials, the 7-item

MFSAF v4.0 (scale 0-70) was recently developed through a harmo-

nization process including stakeholders and the developers of the

legacy measures (Gwaltney et al., 2017). Methods: An online RED-

Cap survey was developed to compare four versions using 24-h recall.

Respondents were randomized to complete the (1) MFSAF v4.0 twice

and MFSAF v2.0; or (2) MFSAF v4.0, MFSAF v2.0, and MPN-

10+MFSAF-revised, with questionnaire order randomized. PRO-

MIS� Physical Function-Short Form 10a (PROMIS-PF10a) and EQ-

5D-5L were used as distractors. The survey was promoted via MPN-

related websites June-July 2017. Statistical analysis included

ANOVA, Pearson correlations, weighted kappas, Cronbach’s as, and
intraclass correlation coefficients (ICC) based on two-way models

with absolute agreement. Results: 513 (81%) eligible and consented

respondents attempted at least one symptom measure of 636 people

who clicked the survey link. Sample characteristics included essential

thrombocythemia (37%), polycythemia vera (41%), and MF (22%);

81% female; 94% white; 67% US residence; 14% high school edu-

cation or less; and median age 59 (range 27-90). MFSAF v4.0 Total

Symptom Score (TSS; overall mean 20.4, SD 14.5, range 0-69) sig-

nificantly differed between respondents with (n = 161, mean 23.9, SD

14.8) and without enlarged spleen (n = 217, mean 15.7, SD 12.1;

p\.001). MFSAF v4.0 TSS highly correlated with the MFSAF v2.0

TSS (r = .96), MPN-10 TSS (r = .92), MFSAF-revised TSS (r = .97),

EQ-5D-5L Index (r = - .63), and PROMIS-PF10a (r = - .60).

Agreement between corresponding symptom items on different ver-

sions was high (weighted kappas = .71–.90). Internal consistency

(Cronbach’s a = .86) and test–retest reliability (ICC = .98, 95% CI =

.97-.98) of the MFSAF v4.0 TSS were also high. Conclusions: Results

demonstrate favorable reliability and cross-sectional validity of the

MFSAF v4.0, as well as comparability with previous versions, both

overall and for individual symptoms. Standardized use of this har-

monized version in trials may reduce uncertainty of symptom

assessment and enable comparison across trials. MFSAF v4.0 is

publicly available through the Critical Path Institute.

S136 Qual Life Res (2018) 27 (Suppl 1):S1–S190

123



(2048) Health-related quality of life in multiple myeloma patients
with first relapse treated with Carfilzomib-based re-induction
and salvage autologous stem cell transplantation: data
from a Nordic phase II trial

Henrik Rode Eshoj, PT, PhD, Quality of Life Research Center,

Department of Hematology, Odense University Hospital and OPEN

Odense Patient data Explorative Network, Odense University

Hospital, Odense, Denmark; Lene Kongsgaard Nielsen, MD, Quality

of Life Research Center, Department of Hematology, Odense

University Hospital, Odense, Denmark; Fredrik Schjesvold, MD,

Department of Hematology, Oslo University Hospital, Oslo, Norway;

Niels Abildgaard, MD, Quality of Life Research Center, Department

of Hematology, Odense University Hospital, Odense, Denmark;

Hareth Nahi, MD, Department of Hematology, Karolinska University

Hospital, Stockholm, Sweden; Niels Frost Andersen, MD,

Department of Hematology, Aarhus University Hospital, Aarhus,

Denmark; Annette Juul Vangsted, MD, Department of Hematology,

Rigshospitalet, Copenhagen, Denmark; Carsten Helleberg, MD,

Department of Hematology, Herlev Hospital, Herlev, Denmark; Ulf

Christian Frølund, MD, Department of Hematology, Zealand

University Hospital, Roskilde, Denmark; Per Axelsson, MD,

Department of Hematology, Helsingborg Hospital, Helsingborg,

Sweden; Olga Stromberg, MD, Department of Hematology,

Karolinska University Hospital, Stockholm, Sweden; Cecilie Blimark,

MD, Department of Hematology, Sahlgrenska University Hospital,

Göteborg, Sweden; Kristina Carlson, MD, Department of

Hematology, Uppsala University Hospital, Uppsala, Sweden; Anders

Waage, MD, Department of Hematology, St Olavs hospital/NTNU,

Trondheim, Norway; Kari Remes, MD, Department of Hematology,

Turku University Hospital, Turku, Finland; Valdas Peceliunas, MD,

Department of Hematology, Vilnius University Hospital, Vilnius,

Lithuania; Nina Guldbrandsen, MD, Department of Hematology, Oslo

University Hospital, Oslo, Norway; Markus Hansson, MD,

Department of Hematology, Skåne University Hospital, Lund,

Sweden; Henrik Gregersen, MD, Department of Hematology,

Aalborg University Hospital, Aalborg, Denmark

Aims: To evaluate the impact of re-induction chemotherapy with

Carfilzomib-Cyclophosphamide-Dexamethasone (Car-Cy-Dex) and

salvage autologous stem cell transplantation (ASCT) on health-related

quality of life (HR-QoL) in fit, transplant-eligible relapsed multiple

myeloma (MM) patients. MM is an incurable and devastating cancer

in the bone marrow. MM patients report worse HR-QoL compared to

other cancer types. In younger, fit patients, treatment with ASCT has

improved disease-free and overall survival without significant effect

on HR-QoL. Most MM patients experience disease relapse. Fit

relapsed MM patients are often considered for re-induction

chemotherapy and salvage ASCT. However, the impact of such

potentially toxic treatment on HR-QoL is unknown. Methods:

Transplant-eligible MM patients with first relapse after primary

ASCT were treated with four cycles of Car-Cy-Dex and salvage

ASCT including two doses of Car. Two months post-salvage ASCT,

HR-QoL was evaluated with patient-reported questionnaires (EORTC

QLQ-C30, QLQ-MY20, and the Functional Assessment of Cancer

Therapy/Gynecologic Oncology Group-Neurotoxicity (FACT/GOG-

Ntx) subscale). The QLQ-C30 data were compared with age-matched

Danish normative data and interpreted according to statistical sig-

nificance (p\ 0.01) as well as clinical relevant differences (small,

medium and large effects according to Cocks et al., 2011). Results:

Ninety-two MM patients (males = 57), median age of 62 years (range

43-73) were analyzed. Median time from first ASCT was 4.0 years

(range 1-11). ECOG performance status was 0 in 49 (53%), 1-2 in 31

(32%) and missing in 12 patients. Completion rates for the EORTC

and FACT/GOG-Ntx questionnaires were 100 and 87%, respectively.

The MM patients reported clinical significant worse HR-QoL in nine

out of 14 QLQ-C30 subscale scores compared with the reference

material. The differences were small for Global QoL, Physical and

Role Functioning, Fatigue and Financial Difficulties, and medium for

Social Functioning, Pain, Dyspnea and Diarrhea. The most affected

QLQ-MY20 subscale was Future perspectives. Importantly, the

FACT-GOG-Ntx subscale score revealed no clinically meaningful

neuropathy. Conclusions: In younger MM patients with first relapse

after primary ASCT, Car-Cy-Dex re-induction chemotherapy and

salvage ASCT is not associated with neurotoxicity of clinical rele-

vance. Expected short-term effects of clinical significant relevance in

several aspects of HR-QoL were reported. Whether these findings are

long-lasting will be clarified in a planned long-term follow-up.

(2050) Impacts of cognitive and behavioral problems on family
financial hardship in survivors of pediatric acute lymphoblastic
leukemia

I-Chan Huang, PhD, St. Jude Children’s Research Hospital, Memphis,

TN, United States; Larry Mullins, PhD, Oklahoma State University,

Stillwater, OK, United States; Leslie Robison, PhD, St. Jude

Children’s Research Hospital, Memphis, TN, United States; Ching-

Hon Pui, MD, St. Jude Children’s Research Hospital, Memphis, TN,

United States; Melissa Hudson, MD, St. Jude Children’s Research

Hospital, Memphis, TN, United States; Kevin Krull, PhD, St. Jude

Children’s Research Hospital, Memphis, TN, United States

Aims: Financial strain on families with children after the completion of

anticancer therapies has been under-reported. This study aimed to

investigate effects of cognitive and behavior problems in pediatric

survivors of acute lymphoblastic leukemia (ALL) on family financial

strain and parental emotional distress, focusing on parental employment

and income downturn as potential mechanisms. Methods: Pediatric

ALL survivors (N = 213; average age at evaluation = 14.8 years;

average time since diagnosis = 7.7 years) were assessed at[5 years

post-diagnosis. Survivors completed standardized direct tests of cog-

nitive function, including executive function and visual-spatial

processing. Behavioral outcomes were reported by parents of cancer

survivors using the Behavior Assessment System for Children,

including externalizing and internalizing problems and adaptive skill

domains. Parents also self-reported employment and economic chal-

lenges due to their child’s health conditions (i.e. needing additional

income to cover medical care costs, missing-work, and family financial

strain), and emotional distress using the Brief Symptom Inventory-18.

Path analyses tested associations of cognitive and behavioral problems

with family financial strain and parental emotional distress through

influences of missing-work and income shortage. Results: Among

parents, 24% and 20% had missed work and income shortage; 22% had

family financial strain due to their child’s health conditions. Risk of

missing-work increasedwith survivor impairment in executive function

(odds ratio [OR] = 1.2, p\ 0.05), visual-spatial processing (OR = 1.3,

p\ 0.05), adaptive skill (OR = 1.5, p\ 0.001), and externalizing (OR

= 1.3, p\ 0.05) or internalizing (OR = 1.4, p\ 0.05) behavior prob-

lems. Parents who missed work had higher risk of income shortage and

family financial strain (ORs = 1.6 and 1.4, p’s\ 0.001). Income

shortage was associated with family financial strain (OR = 2.0;

p\ 0.001). Problems with executive function, visual-spatial process-

ing, adaptive skills, and externalizing behaviors significantly influence

family finances through parent missing-work and income shortage

(ORs = 1.0-1.3; p’s\0.05). Parental emotional distress was not influ-

enced by survivor cognitive/behavioral function and parental income

shortage. Conclusions: Cognitive and behavioral impairments in sur-

vivors of pediatric ALL impact economic and financial status of the

parents and families. Vocational support for parents may reduce eco-

nomic/financial burden in families of pediatric cancer survivors who

develop cognitive or behavioral problems.
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(2052) Health-related quality of life and physical activity
in patients with multiple myeloma in remission

Lene Kongsgaard Nielsen, Quality of Life Research Center,

Department of Hematology, Odense University Hospital, Odense,

Denmark; Rikke Faebo Larsen, Physiotherapist, PhD student,

Department of Occupational Therapy and Physiotherapy

Haematology, Zealand University Hospital, Roskilde, Denmark; Eva

Jespersen, Physiotherapist, PhD, Post.doc, Department of

Rehabilitation, Odense University Hospital, Institute of Clinical

Research, University of Southern Denmark and REHPA - The Danish

Knowledge Centre for Rehabilitation and Palliative Care, Institute of

Clinical Research, University of Southern, Odense, Denmark

Aims: Multiple myeloma (MM) is an incurable malignancy of the

bone marrow, and MM patients report low health-related quality of

life (QOL) compared to other cancer patients. Osteolytic skeletal

lesions are a disease manifestation in 80 % of MM patients, resulting

in pain and risk of bone fractures. Physical activity (PA) advice to

patients has therefore been guided by a precautionary principle,

possibly leading to lower levels of PA. The study Aims: to quantify

how many patients with MM meet national guidelines for physical

activity (NPA) and the clinically relevant impact of PA on fatigue,

pain, physical functioning (PF) and global QOL. Another aim was to

examine the share of MM patients with PA limiting skeletal lesions.

Methods: Patients with MM in remission attended a 12 week multi-

disciplinary rehabilitation programme. The patients completed the

European Organisation for Research and Treatment of Cancer Quality

Of Life Questionnaire and self-reported level of NPA. Clinical

assessment using standardized criteria classified patients into being

PA limited or not, based on the patients� skeletal osteolytic lesions/

fractures and pain. Mean score differences were interpreted by

thresholds for clinically relevant differences (Cocks et al., J Clin

Oncol 2011). Results: 48 patients participated (48% males; mean age,

65.8 years; 56% with C2 prior MM therapies; mean time since

diagnosis, 3.7 years). Only seven patients (15%) met the NPA.

Patients reporting daily moderate/high intensity PA of 30 min also

reported a small clinically relevant reduction in pain and fatigue

compared to patients who did not meet this criterion. No clinically

relevant differences were found in patients reporting high intensity

PA of 20 min twice weekly (Table 1). Skeletal involvement to an

extent that limited PA was found in 58% of the patients. Conclusions:

Of the patients in this study, only 15% met NPA, which may be

explained by a general precautionary recommendation for physical

activity in MM. Still, 42% did not have skeletal involvement con-

tradicting PA and can, without harm, be physically active. Daily

moderate/high intensity PA of 30 min has a small clinically relevant

impact on fatigue and pain, but no impact on PF and global QOL.

This needs further investigation.

(2054) Comparison of the measurement properties of paper
and electronic version of HM-PRO, a new patient-reported
outcome measure for use in patients with haematological
malignancies: an equivalence study

Pushpendra Goswami, PhD, School of Life and Medical Sciences,

University of Hertfordshire, Hatfield, United Kingdom; Esther N

Oliva, Haematology Unit, Grande Ospedale Metropolitano, Reggio

Calabria, Italy; Tatyana Ionova, University Clinic, St.Petersburg State

University and Multinational Centre for Quality of Life Research,

Saint-Petersburg, Russia; Roger Else, Patient Research Partner,

Milton Keynes, United Kingdom; Jonathan Kell, Cardiff and Vale

University Health Board, Cardiff, United Kingdom; Adele K

Fielding, University College London, Cancer Institute, London,

United Kingdom; Daniel M Jennings, Royal Surrey County Hospital

NHS Foundation Trust, Guildford, Surrey,United Kingdom; Marina

Karakantza, Leeds teaching Hospital NHS Trust, Leeds, United

Kingdom; Saad Al-Ismail, Singleton Hospital, ABM University

Health Board, Swansea, United Kingdom; Graham P Collins, Oxford

University Hospitals NHS Trust, Oxford, United Kingdom; Stewart

McConnell, Leeds Teaching Hospitals NHS Trust, Leeds, United

Kingdom; Catherine Langton, Leeds Teaching Hospitals NHS Trust,

Leeds, United Kingdom; Magda Jabbar Al-Obaidi, West Middlesex

University Hospital, Isleworth, United Kingdom; Metod Oblak, West

Middlesex University Hospital, Isleworth, United Kingdom; Sam

Salek, School of Life & Medical Sciences, University of

Hertfordshire, Hatfield, United Kingdom

Aims: To determine equivalence of the paper-based and electronic

application of the newly developed HM-PRO. Methods: A Total of

193 adult patients (62% male, median age 66.5 year, IQR 17.9 – 89.1)

with different haematological malignancies (HMs) were recruited into

a UK multi-centre prospective study (Table 1), following ISPOR

ePRO Guidelines on evidence needed to support measurement

equivalence between electronic and paper-based PRO. Both paper-

based and electronic versions of the HM-PRO were completed by

patients with a 30-min interval in a randomized crossover design.

Relevant treatment and demographic data were collected. The effects

of instrument version and order effects were tested on total score of

the two parts (Part A: Quality of life and Part B: Signs and symptoms)

of HM-PRO using a 2-way ANOVA. Intra-class correlation(ICC) and

Spearman’s rank correlation coefficients were used to evaluate

reproducibility/test–retest reliability. In addition, 10 patients were

randomly selected for cognitive interviews. Results: Patients included

in the study (Table 1) were diagnosed with acute leukaemias –

lymphoblastic N = 12 and myeloid N = 28; chronic leukaemias –

lymphoid N = 17 and myeloid N = 13; multiple myeloma N = 33; Non

Hodgkin Lymphomas – indolent N = 16 and aggressive N = 22;

Hodgkin Lymphoma N = 14; myelodysplastic syndromes N = 15; and

myeloproliferative neoplasms N = 23). The median time since diag-

nosis was 1.7 years (IQR 0.002-25.8). The questionnaire version and

administration order effects were not significant at the 5% level.

There were no interactions found between these two factors for HM-

PRO [PART A (QoL), P = 0.95); and Part B (signs and symptoms), P

= 0.72]. Spearman’s rank correlation coefficients were greater than

0.9, and ICC ranged from 0.94 – 0.98; further, the scores were not

statistically different between the two versions, showing accept-

able reliability indexes (Table 2). Noteworthy, the difference between

the completion time for both paper (mean 6:38 min) and electronic

version (mean 7:29 min) was not statistically significant (n = 100, P =

0.11). Patients did not report any difficulty in completing the elec-

tronic version during cognitive interviews and were able to

understand and respond spontaneously. Conclusions: Measurement

equivalence has been demonstrated for the paper-based and electronic

application of the HM-PRO. The electronic version shows good

reliability and face validity which required minor modification to the

original paper version fulfilling ISPOR ePRO Guidelines.
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(2056) Impact of past and present chronic graft-versus-host
disease on quality of life in hematopoietic cell transplantation
survivors

Saiko Kurosawa, MD, National Cancer Center Hospital, Tokyo,

Japan; Takuhiro Yamaguchi, Tohoku University Graduate School of

Medicine, Sendai, Japan; Kumi Oshima, Jyoban Hospital, Tokiwa

Foundation, Fukushima, Japan; Atsumi Yanagisawa, Japanese Data

Center for Hematopoietic Cell Transplantation, Nagoya, Japan;

Takahiro Fukuda, National Cancer Center Hospital, Tokyo, Japan;

Heiwa Kanamori, Kanagawa Cancer Center, Yokohama, Japan;

Takehiko Mori, Keio University School of Medicine, Tokyo, Japan;

Satoshi Takahashi, Institute of Medical Science, University of Tokyo,

Tokyo, Japan; Tadakazu Kondo, Kyoto University, Kyoto, Japan;

Megumi Oi, JA Aichi Konan Kosei Hospital, Konan, Japan; Koichi

Miyamura, Japanese Red Cross Nagoya First Hospital, Nagoya,

Japan; Yukari Umemoto, Osaka City University, Osaka, Japan;

Takanori Teshima, Hokkaido University Graduate School of

Medicine, Sapporo, Japan; Shuichi Taniguchi, Toranomon Hospital,

Tokyo, Japan; Takuya Yamashita, St. Luke’s International Hospital,

Tokyo, Japan; Yoshihiro Inamoto, National Cancer Center Hospital,

Tokyo, Japan; Yoshinobu Kanda, Jichi Medical University, Tochigi,

Japan; Shinichiro Okamoto, Keio University School of Medicine,

Tokyo, Japan; Yoshiko Atsuta, Japanese Data Center for

Hematopoietic Cell Transplantation, Nagoya, Japan

Aims: Chronic graft-versus-host disease (cGVHD) is a significant

source of morbidity and mortality following allogeneic hematopoietic

cell transplantation (allo-HCT). To understand the impact of past and

present cGVHD on quality of life (QOL) in allo-HCT survivors, we

conducted a nationwide cross-sectional questionnaire study. Methods:

Eligible participants were 3-year relapse-free survivors after allo-

HCT for hematological diseases, who were aged C16 years at

transplant and C20 years without relapse at survey. The SF-36,

FACT-BMT, and VAS were administered to assess QOL. Physicians

evaluated the current status of cGVHD at survey by NIH criteria, and

pre-transplant characteristics and history of acute or chronic GVHD

were extracted from the national transplant registry database. Patients

without current cGVHD but with a history of cGVHD were catego-

rized as ‘‘resolved cGVHD’’. Multivariable models were constructed

to examine the relationship between QOL and cGVHD status after

adjusting for background covariates. Results: Of 1250 patients who

were informed of the study, 1216 provided consent, and 1149 returned

the questionnaires. Finally, 1130 patients with valid data were

included in the analysis. The cohort was comprised of 52% males, the

overall median age at survey was 51 (range, 20–77) and the median

time after allo-HCT was 7.1 years (3.3–18.9). A total of 745 patients

had currently active cGVHD (66%), 149 had resolved cGVHD (13%),

and 236 never had cGVHD after allo-HCT (no cGVHD, 21%).

Multivariable analyses showed that compared to patients with

resolved or no cGVHD, those with active cGVHD reported signifi-

cantly lower QOL scores for most of the SF-36 physical, mental, and

role/social component summaries; the FACT-BMT trial outcome

index and total score; and VAS score. QOL scores did not differ

between patients with resolved cGVHD and those with no cGVHD.

These results did not change when the history of acute GVHD was

added in multivariable analyses. In patients aged C50 years at survey,

we found larger but nonsignificant differences in SF-36 physical

component scores and VAS scores between those with resolved

cGVHD and no cGVHD. Conclusions: Currently active cGVHD

symptoms had a significant impact on physical, mental, and social

QOL in allo-HCT survivors, however when successfully treated, past

cGVHD did not impair QOL.

Immunology

(2058) Psychometric evaluation of the immunoglobulin patient
experience with treatment (IgPET) in primary immunodeficiency
diseases

Theresa Coles, RTI- Health Solutions, Research Triangle Park, NC,

United States; Lisa M. Meckley, Shire Plc, Cambridge, MA, United

States; Lori McLeod, RTI- Health Solutions, Research Triangle Park,

NC, United States; Nikki Williams, RTI- Health Solutions, Research

Triangle Park, NC, United States; Dana DiBenedetti, RTI- Health

Solutions, Research Triangle Park, NC, United States; Giovanna

Devercelli, Shire Plc, Cambridge, MA, United States

Aims: Primary immunodeficiency diseases (PIDD) are genetic dis-

orders in which the function of the immune system is impaired.

Individuals with PIDD are at increased risk of infections and are
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commonly treated with immunoglobulin replacement therapy (IgRT).

Because IgRT is a life-long therapy, there is considerable interest in

identifying methods for improving the treatment experience for

patients. The objective of this study was to conduct an initial psy-

chometric evaluation of the reliability and validity of the

Immunoglobulin Patient Experience with Treatment (IgPET), a new

patient-reported measure of experience with Ig treatment for patients

with PIDD. Methods: This was a cross-sectional, observational study;

data were collected using a web-based survey. Adult participants with

self-reported PIDD and current Ig use, recruited through the

Immunodeficiency Foundation, completed IgPET, Life Quality Index

(LQI) and Treatment Satisfaction Questionnaire for Medication

(TSQM-9) measures. Internal consistency reliability, known-groups

validity, and construct validity were evaluated. IgPET structure was

evaluated using factor analysis; subscales were identified, and scoring

algorithms were developed. Results: The study included 814 partici-

pants. Item-level response frequency distributions showed no

evidence of apparent response anomalies or scale limitations. Factor

analysis (exploratory and confirmatory) supported three groups of

related IgPET items, which comprised a total of 16 items, providing

evidence for three subscales: control (4 items), convenience (6 items),

and impacts and interference (6 items). Confirmatory factor analyses

yielded acceptable fit statistics (RMSEA = 0.077, CFI = 0.954, TLI =

0.946). Moderate to strong construct validity correlations of r C 0.3

were observed among all IgPET subscales and TSQM-9 and LSQI

subscales except for TSQM-9 Effectiveness and IgPET Control sub-

scale (r = 0.24). The IgPET was capable of discriminating between

groups of patients with the lowest and highest TSQM-9 quartiles for

Global Satisfaction, with mean IgPET scores in the expected direction

and statistically different between subgroups of patients. Conclusions:

Results indicate that the IgPET is an appropriate measure of patient

experience for use in individuals with PIDD. Future studies should

assess the IgPET measurement properties using longitudinal study

designs to assess responsiveness and test–retest reliability.

(2060) Quality of life in patients with cutaneous lupus
erythematosus (CLE): validation of generic and disease-specific
measures

Motolani Ogunsanya, B.Pharm, PhD, College of Pharmacy,

University of Oklahoma Health Sciences Center, Oklahoma City, OK,

United States; Andrew Hudson, Department of Dermatology,

University of Texas Southwestern Medical Center, Dallas, TX,

United States; Rebecca Vasquez, MD, Department of Dermatology,

University of Texas Southwestern Medical Center, Dallas, TX,

United States; Benjamin Chong, MD, Department of Dermatology,

University of Texas Southwestern Medical Center, Dallas, TX,

United States

Aims: Cutaneous lupus erythematosus (CLE) is a potentially disfiguring,

chronic autoimmune disease that can negatively affect quality of life

(QoL) of patients. Because current QoL measures do not capture all

issues relevant to CLE, the cutaneous lupus erythematosus quality of life

(CLEQoL) was developed to include CLE-specific domains like body

image and photosensitivity. In accordance with the FDA recommenda-

tions for instrument development, this study assesses the validity of two

QoL patient-reported outcome measures – the CLEQoL (disease-speci-

fic) and the SF-36 (generic) in a sample of CLE patients, and to assess

QoL and its correlates, using constructs from the Revised Wilson &

Cleary Model (WCM). Methods: Using a cross-sectional, correlational

study design, 101 CLE patients were recruited from an outpatient uni-

versity-based dermatology clinic in Dallas, Texas. Biological factors

(BF), symptoms (SP), functioning (FN), general health perception (GH),

individual (IC) and environment characteristics (EC) were identified

from theWCM and tested as predictors of QoL.Multiple regression was

employed to determine significant predictors of QoL, and theWilliams’s

t-tests for model comparisons. Data were analyzed using SPSS v24.

Results: From the CLEQoL model, the combination of BF (disease

activity), SP (pain, fatigue), FN (body image), and GH (medication side

effects) explained 85% of the variance in overall QoL. For the SF-36

models – MCS and PCS, the model accounted for 44% and 51% of the

variance in overall QoL, respectively. SP (fatigue), FN (depression), IC

(age, smoking), and EC (social support) were significant predictors in the

MCSmodel, andSP (pain) and IC (race)were significant predictors in the

PCS model. The comparison of the regression models, using the Wil-

liams’s test, showed that the CLEQoL model had a higher predictive

ability than the models with the generic measure (SF-36). Conclusions:

These results support complementary use of generic and disease-specific

QoL measures in CLE populations. The CLEQoL models exhibiting

higher predictive ability than the SF-36 models could mean that the

former has better responsiveness and thus, recorded both clinical and

subjective changes in CLE patients. Larger and longitudinal studies are

being conducted to validate our hypothesis.

Mental Health

(2062) ‘‘The coming of age of the SQLS-R4’’ - a culmination
of twenty years of development, validation and translation
of a schizophrenia clinical outcome assessment

Adelina Lear, BA (Hons), ICON PLC, Didcot, United Kingdom;

Diane Wild, Oxford, United Kingdom

Aims: The aim of this study is to draw a line under the continued

development, validation, translation and use of two versions of the

Schizophrenia Quality of Life Scale (SQLS), the original version

(SQLS) and the revised version (SQLS-R4), both ofwhich are owned by

ICON plc. The validation and translation work on these questionnaires

was assessed in order to clarify the situation so that the most fully

validated version of the scale can be utilized in future studies. Methods:

A literature search on the SQLS and SQLS R4 was conducted dating

back to 1999 and the papers were reviewed. In addition a review of

internal resources at ICON was conducted to investigate which trans-

lations had been completed on which version and what methodology

had been used. The results were synthesized and conclusions drawn.

Results: The SQLS was developed in its original form and published in

1999. After which time it was translated into 14 languages, validated,

and used in a number of studies, a proportion of which have been

published. A literature search has identified 20 papers, which include its

original development and validation. All 14 translations of the SQLS

original version did not include cognitive debriefing. The SQLS-R4was

developed in 2003, it included some improvements to the SQLSoriginal

relating to translatability and factor structure. Its factor structure was

published by Martin et al in 2007 and since then there have been 9

publications relating to its validity and use in studies internationally.

The SQLS-R4 has been translated into 62 languages, 73% of which

have included cognitive debriefing as part of the translation method-

ology. Conclusions: Based on translation methodology and readily

available translations, the findings suggest that the SQLS-R4 should be

used over the original SQLS versions, with 62 languages readily

available for use, 43 of which have included cognitive debriefing,

ensuring patient understanding of the language.

(2064) Psychometric qualities of anger scale applied to persons
with or without mental illness in Taiwan

Ay Woan Pan, PhD, School of Occupational Therapy, College of

Medicine, National Taiwan University, Taipei, Taiwan; Tsyr-Jang

Chen, PhD, Department of Mechanical Engineering, LungHwa

University of Science and Technology, Taoyuan, Taiwan
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Aims: Literature demonstrated that emotion of anger is related to

aggression, bulling, criminal behavior and drug abuse etc. In order to

prevent the bad consequence of anger, a proper measure to assess

degree of anger is important. There are a few psychometrically sound

measures of anger available for use in Taiwan. Therefore, the aim of

the presentation is to examine the psychometric qualities of the anger

scale developed by PROMIS� item banks. Methods: The anger scale

was translated into traditional Chinese following the FACIT translation

and validation methodology. Three hundred and eleven normal sub-

jects and three hundred and twenty-two persons with mental illness

were recruited to participate in the study. The mean age of the subjects

are 38 years old (SD = 14.5). 35.9% of them were graduated from

college; 72.5% of the subjects were single. 56% of the persons with

mental illness were diagnosed as Schizophrenia. 17.7% were first onset

and 43.8% were admitted to hospital for 1-3 times. The data were

analyzed with Winsteps 3.56 and SPSS 22. Results: The results showed

that all items fit the Rasch measurement model except for item 6

(When I was mad at someone, I gave them the silent treatment). The

rating scale structure are adequate. The remaining items explained 60%

of the variance which the unexplained variance of the 1st contrast was

4.5%. 90% of the subjects can be measured accurately. The item

reliability is 0.98 and the converted separation level is 11. There were 7

items showing DIF between normal subjects and persons with mental

illness. The results of independent T test showed that there is signifi-

cant difference of anger score between normal subjects and persons

with mental illness which the normal subjects showed more anger

response. Conclusions: Conclusion: The results of the study demon-

strated the adequate reliability and construct validity of Anger scale

when applied to normal subjects and persons with mental illness in

Taiwan. There were DIF items in the scale which needs to be noticed.

The possible reasons for the higher anger score for normal subjects

than for persons with mental illness will be addressed.

(2066) Differentiating coping behaviors in predicting NIH
Toolbox Psychological Well-Being

Elizabeth Dworak, BA, Northwestern University, Evanston, IL,

United States; Robert Chapman, Northwestern University, Chicago,

IL, United States; David Condon, Ph.D., M.S., M.B.A., Northwestern

University, Chicago, IL, United States

Aims: To investigate and clarify the relationship between NIH

Toolbox measures of psychological well-being and endorsement of

primary coping behaviors in a large international internet-based

sample. Although previous researched has emphasized how coping

strategies effect psychological well-being, studies have failed to

examine which specific coping behaviors are associated with high or

low psychological well-being. We hypothesized that greater psycho-

logical well-being would be associated with adaptive coping

behaviors and that lower psychological well-being would be associ-

ated with maladaptive coping behaviors. Methods: Utilizing a large

web-based sample, we collected data from (N = 26,770), participants

through the data collection platform at SAPA-Project.org. Each par-

ticipant endorsed one of nine coping behaviors (e.g. exercise,

substance use), responded to subsets of items from two NIH Toolbox

scales of Psychological Well-Being (General Life Satisfaction &

Meaning and Purpose). To test our hypotheses, we analyzed the

resulting dataset with tetrachoric and polychoric correlations between

variables and scales. Results: In testing our main hypothesis, we

found that lower psychological well-being was associated with mal-

adaptive coping behaviors, such that both General Life Satisfaction &

Meaning and Purpose showed a negative association with eating (r =

- .08, r = - .12), substance use (r = - .10, r = - 0.21), and ignoring

stress (r = - 0.03, r = - .14). Additionally, high psychological well-

being was associated with adaptive coping behaviors such that

General Life Satisfaction & Meaning and Purpose showed a positive

association with exercise (r = .13, r = .29), meditation/mindfulness (r

= .12, r = .32), and spiritual practice (r = .10, r = .26). Conclusions:

Psychological well-being is an important construct that is associated

with the selection of one’s primary coping behavior. The utilization of

adaptive or maladaptive coping behaviors can skew one’s self report

of General Life Satisfaction & Meaning and Purpose in life. The

interplay between these two psychological constructs should be fur-

ther explored in an effort to elucidate if the association between lower

psychological well-being in higher at risk demographics (e.g. genders

and race) can further predict maladaptive coping behaviors in these

same sub-groups. Such association could expand our understanding of

the psychological impact of health disparities and could help inform

the clinical setting (e.g. personalized behavioral interventions).

(2068) Does sense of coherence buffer acute mental stress in older
people?

Junko Sakano, Ph.D., Okayama Prefectural University, Okayama,

Japan; Yoichi Sawada, Ph.D., Okayama Prefectural University,

Okayama, Japan; Yuki Yajima, Ph.D., Niimi College, Okayama,

Japan; Atsushi Ueda, Okayama Prefectural University, Okayama,

Japan

Aims: Sense of coherence (SOC), an Antonovsky’s (1987) stress-re-

sistance construct, has been shown to predict long-term mental health.

However, the acute stress-buffering effect of SOC has not been suffi-

ciently investigated yet. The purpose of the study was to assess the

stress-buffering effect of SOC on acute psycho-physiological stress

responses to psychosocial stressor in laboratory settings. Methods:

Forty healthy older adults aged 60-75 were recruited as volunteers.

They underwent the modified Trier Social Stress Test (TSST), which

consisted of rest period (10 min) for baseline, the preparation period (5

min) for speech task (self-introduction and ideal job), speech task period

(5 min), mental arithmetic period (5 min), and recovery period (5 min).

Wemeasured participants’ physiological response by collecting data on

skin conductance level throughout each test session and subjective

negativemoods (the Positive andNegative Affect Schedule) before and

repeatedly after stress. Volunteers were assessed SOC level (the SOC

29-item scale) before test and divided into two groups (High/Low) by

SOC score. To examine the stress-buffering effect of SOC, two-way

repeated analysis of covariance (ANCOVA) with factors of period and

group were conducted, in which were performed with age, sex, edu-

cation, and body mass index as covariates. Results: The experimental

results of ANCOVA show that the higher SOC score, the lower the

physiological stress reactivity in rest period (period9 group, F(2, 82) =

3.00, p = 0.047). However, there was no significant interaction between

two factors on psychological stress response (F(3, 93) = 0.73, n.s.).

Conclusions: In summary, good SOC score on older people reduce skin

conductance level on anticipatory anxiety state, and that is, theremay be

the stress-buffering effect of physiological reactivity in older people.

(2070) Anxiety, depression, and fertility-specific quality of life
among couples experiencing infertility

Rachel Cusatis, PhD, Medical College of Wisconsin, Milwaukee, WI,

United States; Nicole Fergestrom, MS, Medical College of

Wisconsin, Milwaukee, WI, United States; Abbey Kruper, PsyD,

Medical College of Wisconsin, Milwaukee, WI, United States; Kate

Schoyer, MD, Medical College of Wisconsin, Milwaukee, WI, United

States; Kathryn E. Flynn, PhD, Medical College of Wisconsin,

Milwaukee, WI, United States

Aims: To understand how sociodemographic characteristics and fer-

tility-related experiences are related to anxiety, depression, and
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fertility-specific quality of life 12 months after an initial consultation

with a reproductive endocrinologist.Methods:We enrolled couples and

individuals with an upcoming initial consultation with a reproductive

specialist. Participants completed two questionnaires: one prior to their

first consultation and the second 12 months later. We administered

PROMIS Anxiety and Depression 4-item short forms, and the Fertility

Quality of Life (FertiQoL) tools at both time points. We used hierar-

chical linear modeling to analyze the relationships between these

outcomes at 12 months and sociodemographic characteristics (gender,

age, race, education, relationship satisfaction) and fertility-related

events and outcomes (infertility diagnoses, invasivemedical treatments

for infertility, and pregnancy/parenting status. For all analyses, we

considered a two-tailed alpha level of 0.05 to be significant. Results:

Eighty-eight women and 63 men provided data at both time points,

mean age 34 years. At baseline, mean (SD) anxiety scores were 50 (8)

and depression 46 (7). By 12months, 54%were pregnant or parenting a

child through birth or adoption/fostering. Neither infertility diagnoses

(including male-factor, female-factor, or unexplained infertility) nor

invasive medical treatments for infertility (intrauterine insemination

and in vitro fertilization) were related to anxiety, depression, or Fer-

tiQoL scores at 12 months. Individuals who were pregnant/parenting

reported significantly better FertiQoL scores at 12 months. Men

reported better fertility-specific social quality of life compared to

women (4.6-point difference). Higher anxiety at 12 months was related

to baseline anxiety and lower relationship satisfaction. Likewise, higher

depression at 12 months was related to baseline depression and lower

relationship satisfaction. Additionally, successfully becoming pregnant

or parenting significantly reduced depression at 12 months. Conclu-

sions: Patients’ family-building process and experiences impact their

general mental health and fertility-specific quality of life, and family-

building decision-making may impact patients differently, specifically

men’s and women’s fertility-specific social well-being. This data sup-

ports the importance of screening patients’ emotional and

psychological status at initial consultation with an infertility provider,

as patients’ baseline status is predictive of subsequent anxiety and

depression during ongoing evaluation and treatment.

(2072) Quality of work life and mental health in primary care
physicians in Guadalajara, Mexico

Raquel González-Baltazar, University of Guadalajara, Guadalajara,

Jalisco, Mexico; Silvia G. León-Cortés, PhD, University of

Guadalajara, Guadalajara, Mexico; Mónica I. Contreras-Estrada, PhD,

University of Guadalajara, Guadalajara, Mexico; Brenda J. Hidalgo-

González, Especiality in Gestalt Psychotherapy, University of

Guadalajara, Guadalajara, Mexico; Gustavo Hidalgo-Santacruz,

Master, University of Guadalajara, Guadalajara, Mexico

Aims: Aim of study was to find the relationship between the per-

ception of Quality of Work Life (QWL) and the mental health of

primary care physicians of a public health institution in Guadalajara,

Mexico. Methods: The study was analytical and was carried out with

doctors of a health institution in Guadalajara, Mexico. The probability

sample of 154 physicians. In all of them, CVT-GOHISALO and

Goldberg GHQ-28 questionnaires were applied in order to measure

their perception of QWL and the risk of mental illness respectively.

The selected individuals were applied the CVT-GOHISALO instru-

ment, consisting of 74 items, for the evaluation of the QWL and

Goldberg GHQ-28 to assess their mental health. The CVT-GOHI-

SALO, measuring QWL instrument, was developed and validated in

Mexican population in 2007; has a Cronbach Alpha reliability of

0.9527 and evaluates the QWL in seven dimensions: Institutional

work support, Job reliability, Integration to the job, Satisfaction with

the work, Well-being obtained through the job, Personal development

obtained through the job and Free time administration. The seven

dimensions of CVT-GOHISALO and related to the points assigned to

GHQ-28 case or not to consider the case of mental illness. Results:

We interviewed 100% of those selected. The percentages of dissat-

isfaction with the QWL were greater than 12% in all dimensions of

the instrument, being the highest value of 20.5% dissatisfaction for

the job satisfaction dimension. In the classification of the case or not

according to the GHQ-28, 22% were considered cases and 78% were

considered non-cases. We sought correspondence of satisfaction with

the QWL by dimensions and non-case of Goldberg’s, as well as

dissatisfaction with the QWL and Goldberg’s case, finding a clear link

between being satisfied and having mental health. All dimensions

have a correspondence that goes from 79.7% to 82.3% between sat-

isfaction and non-case, being in all the statistical significance value

less than 0.05. Conclusions: For primary care physicians in the

studied institution, there is a clear relationship between being satisfied

with the QWL and present less risk of mental illness. It is alarming

that the medical staff present high rates of dissatisfaction with the

QWL and risk of mental illness.

(2074) A mixed methods approach to developing and testing
the Canadian Personal Recovery Outcome Measure (C-PROM)

Skye Barbic, University of British Columbia, West Vancovuer,

British Columbia, Canada

Aims: The Canadian Personal Recovery Outcome Measurement study

is a national collaboration of federal, provincial, and community

partners (including patients, patient advocates, provincial health

authorities, academic health centers, non-profit organizations) dedi-

cated to the integration of recovery research and meaningful

measurement into care. The aim of this study is to develop a clinically

meaningful measure of recovery to assess the unique outcomes of

people with mental illness. Methods: This study used an iterative

mixed methods design. In Phase 1 (qualitative exploratory), we

engaged patients (n = 198) to define ‘‘recovery’’ and describe what it

would look like for a person to move from ‘low to high’ on a ‘‘re-

covery ruler’’. We analyzed the data for themes and developed a

conceptual and measurement model for recovery including a set of 40

items, and a priori hypotheses for the items’ measurement properties.

In Phase 2 (quantitative pilot), we tested the 40 items on 223 adults

with mental illness. We used Rasch measurement and traditional

psychometric analyses test the reliability, validity, and clinical

interpretability of the instrument. We engaged a group of stakeholders

to interpret the results and explain anomalies. In Phase 3 (quantitative

exploratory), we refined the items and re-tested the set in 2100 people

utilizing a range mental health services. We modified the instrument

according to the results from Phase 3 and repeated Phases 1 and 2

when necessary. In Phase 4 (implementation and sustainability), we

identified item calibration estimates for targeted populations and

developed a plan for ongoing evaluation of the instrument’s perfor-

mance in targeted clinical settings. Results: A 30-item unidimensional

measure called the Canadian Personal Recovery Outcome Measure

(C-PROM) resulted. The C-PROM fulfills Rasch and traditional

psychometric criteria (including person separation index of 0.91,

Cronbach’s alpha of 0.96, stable item hierarchy, and excellent person-

item targeting. Conclusions: The C-PROM can be used to measure the

impact and effectiveness of mental health services to improve

recovery outcomes from the patient’s perspective. By quantifying

recovery and important aspects of a person’s recover journey, the

C-PROM has the potential to support clinical care, quality metrics,

and the alignment of clinical services with the needs of people with

mental illness.

S142 Qual Life Res (2018) 27 (Suppl 1):S1–S190

123



Nephrology/Kidney Disease

(2076) Key health items in self-report instruments used
among solid organ transplant recipients

Ahmad Shahabeddin Parizi, MD-MPH, Department of Epidemiology

- University Medical Center Groningen, Groningen, Netherlands;

Paul F.M. Krabbe, PhD, Department of Epidemiology - University

Medical Center Groningen, Groningen, Netherlands; Erik Buskens,

MD-PhD, Department of Epidemiology - University Medical Center

Groningen, Groningen, Netherlands; Stephan J.L. Bakker, MD-PhD,

Department of Internal Medicine - University Medical Center

Groningen, Groningen, Netherlands; Karin M. Vermeulen, PhD,

Department of Epidemiology - University Medical Center Groningen,

Groningen, Netherlands

Aims: The overall purpose of this exploratory review of the literature

is twofold: (1) to provide an overview of all instruments that have

been used to assess health-related quality of life (HRQoL) after solid

organ transplantation; and (2) to graphically represent the health items

they include to support future studies on the development of a new-

generation HRQoL instrument. Methods: All studies that had

administered any form of HRQoL instrument to post-transplant solid

organ recipients were identified in a comprehensive search of PubMed

(MEDLINE), Embase, and Web of Science, with a cut-off date of

November 2016. The search used various combinations of the fol-

lowing keywords: lung, heart, liver, kidney, or pancreas

transplantation; quality of life; well-being; patient-reported outcome;

instrument; questionnaire; and health survey. All instruments that

were specifically developed to assess HRQoL in post-transplant

patients were reviewed, and health items were extracted from those

instruments. Health items were categorized in three broad domains:

physical, psychological, and social and were displayed via an inno-

vative technique called HealthFan�. Results: In total, 7186 distinct

studies were identified and 1077 of these were selected for review.

Among the instruments applied, 52 measured generic, 42 organ-

specific, 255 domain-specific, and 43 transplant-specific HRQoL.

SF36 was by far the most frequently applied HRQoL instrument.

Totally 576 health items were extracted which from them 78 relevant

items in 16 sub-domains were selected for the graphical representa-

tion. Conclusions: The majority of the studies did not provide a

logical rationale for their choice of HRQoL instrument. The most

commonly used types were generic health assessment instruments,

followed by domain-specific instruments. Despite the availability of

transplant-specific instruments with acceptable psychometric proper-

ties, few studies applied these types to measure HRQoL. On the basis

of this review, we have compiled a complete list of all HRQoL

instruments that have been developed or applied to date in the field of

solid organ transplantation. The findings of this review will be used

by our research group as input to develop a patient-centered trans-

plant-specific HRQoL instrument that is concise, easy to apply

(mobile application), and specific to the health issues of solid organ

recipients.

(2078) Tele follow-up using patient-reported outcomes (PRO)
measures in patients with chronic kidney disease - the PRO-KID
study: a study protocol for a non-inferiority randomised
controlled trial in Denmark

Birgith Grove, MHSc, AmbuFlex, Herning, Denmark; Per Ivarsen,

MD,PhD, Department of Nephrology, Aarhus University Hospital,

Aarhus, Denmark; Annette De Thurah, MPH, PhD, Department of

Rheumatology, Aarhus University Hospital, Aarhus, Denmark; Derek

Kyte, PhD, Centre for Patient-Reported Outcomes Research,

Birmingham, United Kingdom; Hjollund Niels Henrik, MD,

Professor, AmbuFlex/WestChronic, Occupational Medicine, Herning,

Denmark

Aims: Outpatient follow-up in chronic diseases is steadily increasing,

but for stable patients, routinely scheduled visits can turn out to be

redundant from both the patient’s and the clinician’s point of view.

Patient-reported Outcome (PRO) measures collected at home (Tele-

PRO) may be used to evaluate needs and wishes for clinical attention.

TelePRO-based follow-up implies that diagnosis-specific electronic

questionnaires filled in by the patient at home are substituted for usual

scheduled outpatient follow-up visits, and the patient visits the clinic

only if there is a potential clinical problem or a wish for a visit.This

study Aims: to evaluate the effects on quality of care, use of resources

and the patient perception of using TelePRO as the basis for follow-

up in patients with chronic kidney disease (CKD) in Denmark.

Methods: Newly referred patients diagnosed with CKD will be ran-

domised into:1) TelePRO-based follow-up with fixed intervals, but

without scheduled consultations2) Scheduled telephone consultations

with TelePRO-based follow-up3) Scheduled telephone consultation-

s4) Usual follow-up consultations (control group)InterventionA

diagnosis-specific electronic questionnaire completed by the patient at

home (TelePRO) will substitute for usual outpatient follow-up visits.

The PRO questionnaire will in part be used as a screening tool to

identify patients in need of outpatient contact and to identify problem

areas. Responses from the questionnaire are processed to a disease-

specific algorithm and assigned green, yellow or red status according

to patients’ needs.OutcomeThe primary outcome will be loss of renal

function measured using estimated glomerular filtration rate (eGFR).

The secondary outcomes are (1) Quality of care indicated by initiation

of acute dialyses, hospitalisation and mortality. (2) Utilisation of

resources indicated by number of contacts, and (3) Patient perceptions

indicated by quality of life. Results: PerspectivesIf proven efficacious,
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use of TelePRO may lead to reorganisation of routine clinical practice

in nephrology outpatient clinics and may have an impact on other

patient groups with chronic conditions attending regular follow-up.

This study may contribute to creating a health care system that tailors

individual treatments and follow-up according to patient needs.

(2080) Standardised outcomes in nephrology (SONG):
establishing a core fatigue patient-reported outcome measure
for trials in haemodialysis

Angela Ju, The University of Sydney, Sydney, Australia; Mark

Unruh, Divison of Nephrology, University of New Mexico School of

Medicine, Albuquerque, NM, United States; Jonathan Craig, Centre

for Kidney Research, Sydney, Australia; Allison Tong, Centre for

Kidney Research, Sydney, Australia; Claudia Rutherford, The

University of Sydney, Sydney, Australia

Aims: Fatigue is a critically important outcome for patients on

haemodialysis and their health professionals that can contribute to

reduced quality of life but is infrequently and inconsistently assessed

and reported in clinical trials. We aimed to establish a core outcome

measure for fatigue to be used in all trials involving patients on

haemodialysis, based on shared priorities of patients, caregivers and

health professionals. Methods: We conducted a systematic review of

studies involving patients on haemodialysis to identify the range and

frequency of fatigue measures used in previous research; an inter-

national survey with patients and health professionals to identify the

most important dimensions of fatigue to assess through relative and

absolute importance scores; and a consensus workshop including

patients and health professionals such as nephrologists, researchers,

and policy makers to discuss content validity, wording and issues of

feasibility and implementation of the proposed outcome measure.

Results: From 123 studies, we identified 43 different measures with

widely varying content, response scale, length and cost: 24 (55%)

were developed specifically for the haemodialysis population, of

which 18 were non-validated, author-developed measures for use in

their study only. In total, 505 participants (169 [33%] patients and

caregivers and 336 [67%ceerffddxf] health professionals) from 60

countries completed the survey/Life participation (impact of fatigue

on the ability to participate in life activities) was identified as the most

important dimension of fatigue to assess in this population. Themes

from the consensus workshop indicated that life participation, along

with tiredness and level of energy, would form relevant and mean-

ingful content that captures the important aspects of fatigue for

patients on haemodialysis for the proposed outcome measure. Due to

feasibility issues, participants noted that the measure should be sim-

ple, short, without imposing additional burden given the high level of

fatigue already present in the haemodialysis population. Conclusions:

Patients and health professionals support the need for a simple, short

and meaningful core patient-reported outcome measure that assesses

level of energy, tiredness and impact of fatigue on the ability to

participate in life activities. The proposed core outcome measure will

undergo a rigorous validation process prior to being implemented in

future clinical trials.

(2082) Symptoms, coping and quality of life for people
with chronic kidney disease

Kara Schick-Makaroff, University of Alberta, Edmonton, Alberta,

Canada; Anita Molzahn, PhD, RN, FCAHS, University of Alberta,

Sidney, British Columbia, Canada; Mary Kalfoss, DrPH, MA, BScN,

RN, VID Specialized University, Oslo, Norway

Aims: The purpose of this study was to explore how symptoms affect

quality of life (QOL) for people living with chronic kidney disease

and transplants, and to determine the relationship among various

coping styles, symptoms, and QOL. Methods: An online survey was

conducted; 42 people (14 male; mean age 53.3, SD 8.23) with chronic

kidney disease completed all parts of the survey. Of the participants,

26 were on dialysis for a mean of 56 months (SD = 98.7). Participants

who had kidney transplants, had been transplanted on average for

110.4 months (SD = 97.1). Symptoms were measured using the

Edmonton Symptom Assessment Scale (ESAS-revised for renal),

coping by the Brief-COPE, and QOL by the World Health Organi-

zation Quality of Life-BREF (WHOQOL-BREF) and Kidney Disease

Quality of Life-36 (KDQOL-36). Descriptive statistics were calcu-

lated for all variables, scales, and sub-scales. Pearson correlations

were calculated between sub-scales and scales. Results: We found

strong relationships between symptom scores and QOL ratings. There

were a few significant correlations between total symptom score on

the ESAS and specific coping strategies. Most of the coping strategies

were not significantly related to overall QOL as measured on the

WHOQOL overall QOL item. Most participants reported using

problem-focused coping strategies (i.e., learning to live with it [95.2%

reported they did this at least a little bit]; taking action to try to make

the situation better [90.5% reported at least a little bit]; accepting the

reality [85.7%]). High symptom burden was also associated with the

use of emotion-focused coping strategies (i.e. giving up trying to deal

with it [r = .51; p = .001]; doing something to think about it less [r =

.36; p = .02]; giving up the attempt to cope [r = .33; p = .03]. Sim-

ilarly, these emotion-focused coping strategies were negatively

associated with QOL. Interestingly, only about half (47.6%) relied on

religion as a coping strategy. Conclusions: Large correlations were

noted between symptom scores and QOL, regardless of the measure

used. Clearly, symptoms have a major impact on QOL of people on

dialysis or with kidney transplants. Future research should explore

whether interventions to address emotion-focused coping strategies

impact QOL as well as symptom burden.

(2084) Evaluation of quality of life changes in patients on waiting
list for kidney transplantation using growth mixture models
coupled with latent class analysis

Line Enjalbert, Hospital University of Nantes, University of Nantes,

University of Tours, INSERM, Nantes, France; Jean-Benoit

Hardouin, PhD, University of Nantes, University of Tours, INSERM,

Nantes, France; Myriam Blanchin, University of Nantes, University

of Tours, INSERM, Nantes, France; Magali Giral, Hospital

University of Nantes, INSERM, Nantes, France; Aurélie Meurette,

Hospital University of Nantes, Nantes, France; Véronique Sébille,

ScD, University of Nantes, University of Tours, INSERM, Nantes,

France

Aims: During the last decades, the prevalence of patients on waiting

list for kidney transplantation has increased compared to the number

of kidney donors. The waiting list period can thus be lengthy and is

known to be stressful, demanding, and associated with a deteriorated

health-related quality of life (HRQoL). This waiting list period for

kidney transplantation might be experienced differently depending on

several patients’ characteristics (e.g. preemptive or dialyzed patients).

We aim to study the change in HRQoL, anxiety, perceived stress and

well-being of patients on waiting list for kidney transplantation, in

order to identify different profiles of clusters of patients with possibly

differing needs for medical or psychological support. Methods: Adult

patients on kidney transplantation waiting list are prospectively pre-

included (n = 446) and several questionnaires are collected every 6

months before transplantation. Quality of life was measured using the

SF-36 and a specific questionnaire (ReTransQol). Perceived stress

(PSS), subjective well-being (SWLS), and anxiety/depressive symp-

toms (HAD) were also measured. For each outcome, latent
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trajectories will be performed and possibly different latent classes

(LC) of homogeneous trajectories will be identified using Growth

Mixture Models (GMM). A categorical latent variable representing

the different classes will be included in the model and LC probability

membership inferred from data. The LC will be characterized using

baseline demographics, clinical and psychological data. Results:

Patients who are expected to receive a pre-emptive kidney transplant

should have a better HRQoL and lower anxiety and depressive

symptoms than patients undergoing dialysis. It is expected that the

analysis of the latent class profiles of patients groups will also

highlight other distinguishing characteristics than renal replacement

therapy such as clinical or psychological data. Conclusions: Our study

will give more insight on the experience of patients on waiting list. It

can help organizing therapeutic educational programs and psycho-

logical support specifically adapted to profiles of patients during this

uncertain and stressful waiting time period.

Paediatrics

(2086) Risk and protective factors of health-related quality of life
in children and adolescents: results of the longitudinal BELLA
study

Christiane Otto, PhD, University Medical Center Hamburg-

Eppendorf, Hamburg, Germany; Anne-Catherine Haller, Dipl Psych,

University Medical Center Hamburg-Eppendorf, Hamburg, Germany;

Fionna Klasen, PhD, University Medical Center Hamburg-Eppendorf,

Hamburg, Germany; Franziska Reiß, Dipl Soz, University Medical

Center Hamburg-Eppendorf, Hamburg, Germany; Monika Bullinger,

PhD, University Medical Center Hamburg-Eppendorf, Hamburg,

Germany; Ulrike Ravens-Sieberer, PhD, MPH, University Medical

Center Hamburg-Eppendorf, Hamburg, Germany

Aims: Cross-sectional studies demonstrated associations of several

sociodemographic and psychosocial factors with generic health-re-

lated quality of life (HRQoL) in children and adolescents. However,

little is known about factors affecting the change in child and ado-

lescent HRQoL over time. This study investigates potential

psychosocial risk and protective factors of child and adolescent

HRQoL based on longitudinal data of a German population-based

study. Methods: Data from the BELLA study gathered at three

measurement points (baseline, 1-year and 2-year follow-ups) were

investigated in n = 1,554 children and adolescents aged 11 to 17 years

at baseline. Self-reported HRQoL was assessed by the KIDSCREEN-

10 Index. We examined effects of sociodemographic factors, mental

health problems, parental mental health problems, as well as potential

personal, familial, and social protective factors on child and adoles-

cent HRQoL at baseline as well as over time using longitudinal

growth modeling. Results: At baseline, girls reported lower HRQoL

than boys, especially in older participants; low socioeconomic status

and migration background were both associated with low HRQoL.

Mental health problems as well as parental mental health problems

were negatively, self-efficacy, family climate, and social support were

positively associated with initial HRQoL. Longitudinal analyses

revealed less increase of HRQoL in girls than boys, especially in

younger participants. Changes in mental health problems were neg-

atively, changes in self-efficacy and social support were positively

associated with the change in HRQoL over time. No effects were

found for changes in parental mental health problems or in family

climate on changes in HRQoL. Moderating effects for self-efficacy,

family climate or social support on the relationships between the

investigated risk factors and HRQoL were not found. Conclusions:

The risk factor mental health problems negatively and the resource

factors self-efficacy and social support positively affect the devel-

opment of HRQoL in young people, and should be considered in

prevention programs.

(2088) Interventions to improve participation and quality of life
in children with visual impairment: a systematic review

Ellen Elsman, PhD Student, Amsterdam University Medical Centers,

location VUmc, Dept. of Ophthalmology, Amsterdam, Netherlands;

Mo Al Baaj, VU University Medical Centre, dept. of Ophthalmology,

Amsterdam, Netherlands; Ger van Rens, VU University Medical

Centre, dept. of Ophthalmology, Amsterdam, Netherlands; Hilde van

der Aa, VU University Medical Centre, dept. of Ophthalmology,

Amsterdam, Netherlands; Martijn Heymans, VU University Medical

Centre, dept. of Epidemiology and Biostatistics, Amsterdam,

Netherlands; Ralph de Vries, Vrije Universiteit, Medical Library,

Amsterdam, Netherlands; Mathijs Vervloed, Radboud University,

Behavioral Science Institute, Nijmegen, Netherlands; Bert

Steenbergen, Radboud University, Behavioral Science Institute,

Nijmegen, Netherlands; Ruth van Nispen, VU University Medical

Centre, Amsterdam, Netherlands

Aims: To collect existing evidence for the effectiveness of rehabili-

tation interventions for children with visual impairment (\18 years)

to improve skills and behavior, thereby improving participation and

quality of life as an ultimate goal. Methods: Relevant literature was

searched using the databases MEDLINE, Embase, CINAHL, Psy-

cINFO, ERIC, and Cochrane. Additional strategies were used to

include relevant ‘grey literature’, such as abstracts from conference

proceedings. Included studies were classified as randomized con-

trolled trials (RCTs), non-RCTs and before-after comparisons (BAs).

The Cochrane Collaboration Risk of Bias Tool was used to assess the

quality of RCTs, whereas the Risk Of Bias In Non-randomized

Studies - of Interventions Tool was used for non-RCTs and BAs.

Effect sizes were calculated to aid comparison of outcomes and

investigate whether results are clinically meaningful. Results: The

database search identified 25,315 articles. After searching grey liter-

ature and assessing eligibility criteria, 52 studies were included (i.e.

20 RCTs, 15 non-RCTs, and 17 BAs). Studies were clustered based

on intervention type and constructs measured. All BAs were classified

as having serious risk of bias, two non-RCTs had moderate risk of

bias and the remainder had serious risk of bias. This was mostly

caused by bias due to confounding and in the measurement of out-

comes. All RCTs scored high risk of bias on at least one parameter,

mostly on blinding. Risk of selection bias was often unclear because

of substandard reporting. Interventions aimed to improve oral hygiene

were most effective, effect sizes varied between 0.41 and 5.46, sports

camps and physical activity 0.06-3.28, and prescription of and

training in the use of low vision devices 0.05-2.61. Conclusions: The

number of well-designed and adequately reported high-quality studies

is very small, which limits conclusions that can be drawn on the

effectiveness of interventions to increase participation or quality of

life in children with visual impairment. The many outcome measures

used ([50) limited possibilities to perform a meta-analysis. The

results suggest that only some interventions might be effective in

improving elements of participation and quality of life. However,

caution in the interpretation is warranted because of high risk of bias

and suboptimal reporting.

(2090) Attributes associated with quality of life of transsexual
children and adolescents in Latin America

Fernanda Karla Nascimento, Bachelor of nursing, University of São

Paulo at Ribeirão Preto College of Nursing, Ribeirão Preto, Brazil;

Valeria Andrade, Master, Federal University of Triângulo Mineiro,

Uberaba, Brazil; Viviane Romeiro, Bachelor, University of São Paulo

at Ribeirão Preto College of Nursing, Ribeirão Preto, Brazil; Beatriz

Conacci, Bachelor, University of São Paulo at Ribeirão Preto College

of Nursing, Ribeirão Preto, Brazil; Monica Mombelli, Master, Centro

Universitário União Dinâmica das Cataratas, Foz do Iguaçu, Brazil;
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Claudia Benedita dos Santos, Doctor, University of São Paulo at

Ribeirão Preto College of Nursing, Ribeirão Preto, Brazil

Aims: To evaluate attributes associated with quality of life of trans-

sexual children and adolescents in Latin America. Methods:

Integrative review, from 2007 to 2017, held in databases Latin

American and Caribbean Literature in Health Sciences (LILACS) and

Nursing Database (BDENF). It was used the controlled descriptors

‘transsexualism, child, and adolescent’. It was included publications

written in English, Spanish, or Portuguese and excluded reviews,

dissertations, thesis, editorials, and response letter. The selection of

the studies was performed in agreement with the Preferred Reporting

Items for Systematic Review and Meta-Analyzes (PRISMA). Data

were processed by Interface de R pour les Analyses Multidimen-

sionnelles de Textes et de Questionnaires (IRaMuTeQ) by the method

Word Cloud. Results: Among 73 articles, 19 that met the inclusion

and exclusion criteria were full read. Thirteen articles were from

Brazil, three from Argentina, one from Colombia, one from Mexico,

and one from Chile. None of them approached transsexual children

and only the one written in Chile focused transsexual adolescents. The

other articles did not approach specific populations and discussed

intrinsic and extrinsic aspects of the transsexuality process. It was

analyzed the words with more frequency (Fig. 1). It was observed

positive aspects, such as transsexuality depathologization and changes

of people attitudes to better understanding of transsexualism. It was

also observed negative topics, such as violence against transsexual

subjects and family, legal and health problems. It is pointed some

challenges, including new demands on the health system of Latin

American countries related to monitoring of transsexual population.

Regarding the legal aspects, there are references for drafting laws

aimed at guaranteeing transsexual rights. Conclusions: There are not

many studies in Latin America regarding the topic of this study,

especially those ones involving children and adolescents. The results

showed that there is a significant impact on the quality of life of

transsexuals regarding the emotional, physical, and social attributes.

Therefore, it is believed that the development of researches about the

topic, giving voice to transsexual children and adolescents, might

support the proposal of public politics aiming transsexuals’ insertion

on the contemporary society in Latin America.

(2092) Identifying the most suitable quality of life assessment
measures to assess humanistic burden of acute otitis media
in children

Garima Sharma, Novartis Healthcare Private Limited, Hyderabad,

India; Christel Naujoks, Novartis Pharma AG, Basel, Switzerland;

Francesco Patalano, Novartis Pharma AG, Basel, Switzerland;

Brigitte Sloesen, Novartis Pharma AG, Basel, Switzerland; Daniel

Viriato, Novartis Pharma AG, Basel, Switzerland

Aims: Acute otitis media (AOM) is characterized by rapid onset of

signs and symptoms of inflammation in the middle ear causing pain,

fever, changes in the sleep or behavior pattern in children younger

than 5 years. Children with AOM experience significantly worse

health-related quality of life (HRQoL) than similarly aged healthy

children and children with mild-to-moderately severe chronic illness.

The aim of this study was to evaluate the psychometric properties of

the patient-reported outcomes (PRO) and observer-reported outcome

assessment (ObsRO) measures employed across all AOM studies to

identify suitable tools for inclusion in future clinical trials assessing

new potential therapies. Methods: A comprehensive literature review

was conducted on Ovid until April 2017 to retrieve QoL studies in

patients with AOM. AOM trials with PRO endpoints were searched

on clinical trials.gov. For the PROs and ObsROs identified, studies

describing the tool development process and performance were

examined against FDA and EMA PRO guidance. Results: A total of

624 abstracts were reviewed and the full text screening was per-

formed for 76 articles. From the literature search and clinical trials

assessment, 16 tools were identified with 55 publications providing

relevant evidence regarding tool development and properties. The

instruments were classified as generic or disease-specific, self-re-

ported or proxy-reported, and patient burden or caregiver burden

assessment measures. Although OM-6 was the most frequently used

ObsRO, there was insufficient evidence to support its content and

construct validity. AOM severity of symptom (AOM-SOS) scale was

identified as most suitable disease-specific ObsRO, whereas among

generic tools, PedsQL Generic Core Scales (for 2-18 years old) and

the PedsQL Infant Scales (for 1-24 months), possessed strong evi-

dence of reliability and validity. Faces pain scale-revised (FPS-R) was

found to be a psychometrically sound self-report tool/PRO in children

of 2 years of age or older. Conclusions: Based on the analysis, it

would be preferable to capture QoL outcomes using simultaneously a

parent proxy disease specific scale like AOM-SOS, generic scale such

as PedsQL and a self-report tool like FPS (keeping in line with reg-

ulatory preference for patient self-report over proxy report wherever

feasible).

(2096) Validation of new patient reported outcome measurement
information system (PROMIS) measures in children with sickle
cell disease

Ashima Singh, PhD, Medical College of Wisconsin, Milwaukee, WI,

United States; Mahua Dasgupta, MS, Medical College of Wisconsin,

Milwaukee, WI, United States; Pippa Simpson, PhD, Medical College

of Wisconsin, Milwaukee, WI, United States; Julie Panepinto, MD,

MSPH, Medical College of Wisconsin, Milwaukee, WI, United States

Aims: Patient Reported Outcomes Measurement Information System

(PROMIS) has recently added new pediatric domains to measure

patients’ physical stress experiences, pain behavior, pain quality

sensory, pain quality affective, physical activity and strength impact.

The objective of our study was to validate the new PROMIS measures

for children with sickle cell disease (SCD) to differentiate between

patients within the cohort. Methods: A convenience sample of

patients with SCD was recruited from a pediatric tertiary care facility.

Patients self-completed PROMIS questionnaires while in the clinic.
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The construct validity of the measure was determined by comparing

t-scores between patients who needed to take strong pain medications

in the past week versus those who did not. The comparisons were

done using Mann–Whitney tests and adjusted for multiple compar-

isons. Cronbach’s alpha statistics with 95% confidence intervals were

used to assess the measures’ reliability. Results: There were 112

children (Mean age: 12 (sd = 3) years, 56% females) with SCD who

completed the self-report PROMIS surveys. Of these, 26 (23.2%)

needed to take strong pain medications in the past week. These

patients had significantly worse pain behavior and pain quality

(sensory) scores compared to those who did not take pain medications

in the past week. The remaining domain scores were not significantly

different between the two groups. All measures had a high reliability

with Cronbach alpha C 0.80. Table 1 shows the construct validity and

reliability of the new PROMIS measures. Conclusions: The domains

of pain behavior and sensory pain quality are valid measures to dis-

tinguish patients with SCD with and without severe pain in the past

week. All the domains demonstrated good reliability. These new

domains add to the existing PROMIS domains of pain and enhance

the ability to assess pain experience among children with SCD in

clinics and as an outcome for comparative effectiveness research in

future clinical trials and observation studies.

(2098) CLEFT-Q: detecting differences in outcomes
between 2,434 patients with varying cleft types

Karen Wong Riff, MD PhD FRCSC, Hospital for Sick Children,

Toronto, Ontario, Canada; Elena Tsangaris, PhD, Harvard University,

Boston, MA, United States; Christopher R. Forrest, MD MSc FRCSC,

Hospital for Sick Children, Toronto, Ontario, Canada; Tim Goodacre,

FRCS BSc MBBS, Oxford University Hospitals, Oxford, United

Kingdom; Natasha M. Longmire, BHSc MSc, McMaster University,

Hamilton, Ontario, Canada; Gregory Allen, MD FAAP FACS,

University of Colorado, Aurora, CO, United States; Douglas J.

Courtemanche, MD MS FRCSC, University of British Columbia,

Vancouver, British Columbia, Canada; Jesse Goldstein, MD FACS

FAAP, Children’s Hospital of Pittsburgh of UPMC, Pittsburgh, PA,

United States; Aisling O’Mahony, MA FDS DDS, St. James’

Hospital, Dublin, Ireland; Andrea Pusic, MD MSc FRCSC, Harvard

University, Boston, MA, United States; Rona Slator, FRCS

FRCS(Plast) DPhil, Birmingham Children’s Hospital, Birmingham,

United Kingdom; Marc C. Swan, DPhil FRCS(Plast), Oxford

University Hospitals, Oxford, United Kingdom; Achilleas Thoma,

MD MSc FRCSC, McMaster University, Hamilton, Ontario, Canada;

Federico Vargas, MD, Universidad el Bosque, Bogota, Colombia;

Anne F. Klassen, DPhil, McMaster University, Hamilton, Ontario,

Canada

Aims: Measuring the patient perspective is important in evaluating

effectiveness of cleft care. Cleft lip and/or palate (CL/P) presents with

varying degrees of severity. Understanding how treatment outcomes

vary depending on cleft type may allow for better planning of treat-

ments, setting of expectations, and more accurate benchmarking

efforts. The CLEFT-Q is a patient-reported outcome measure for

patients with CL/P. Methods: The twelve CLEFT-Q scales measuring

appearance (face, nose, nostrils, lips, cleft lip scar, teeth, jaws),

function (speech), and health-related quality of life (speech-related

distress, social, school, psychological) were field-tested in thirty

centres in twelve countries. Patients with CL/P aged 8-29 years were

recruited from clinical settings. Differences in CLEFT-Q scores by

cleft subtypes were evaluated using one-way ANOVA or Kruskal–

Wallis H tests, with Tukey or Dunn’s procedure with Bonferroni

corrections post-hoc analyses, respectively. Scores are presented

using radar charts in order to visualize all outcomes at once. Results:

The field-test included 2,434 patients. Scores on all twelve CLEFT-Q

scales varied significantly with cleft subtype. Patients with unilateral

or bilateral cleft lip and palate (CLP) scored lower on all appearance

scales compared to patients with cleft palate or unilateral incomplete

cleft lip. Scores on the speech function and speech-related distress

scales decreased with each progressive group in the Veau classifica-

tion. Patients with complete bilateral CLP scored the lowest on the

social, school, and psychological scales. Conclusions: Patient-re-

ported outcomes measured with the CLEFT-Q vary significantly with

cleft type. Scores were consistent with clinical severity, suggesting

that patients are able to reliably self-report their outcomes. Future

benchmarking efforts may be more accurate if similar cleft types are

compared. Visualizing multiple outcomes at once with radar charts

allows for an understanding of a patient’s overall status in a single

graph.

(2100) The Infant health-related quality of life Instrument (IQI):
valuing health status in the first year of life

Karin M. Vermeulen, PhD, University of Groningen, University

Medical Center Groningen, Groningen, Netherlands; Ruslan

Jabrayilov, PhD, University of Groningen, University Medical Center

Groningen, Groningen, Netherlands; Livia Dainelli, PhD, Nestlé

Research Center, Lausanne, Switzerland; Patrick Detzel, PhD, Nestlé

Research Center, Lausanne, Switzerland; Antoinette D. I. van Asselt,

PhD, University of Groningen, University Medical Center Groningen,

Groningen, Netherlands; Paul F. M. Krabbe, PhD, University of

Groningen, University Medical Center Groningen, Groningen,

Netherlands

Aims: The lack of preference-based HRQoL instruments for infants

up to 12 months of age hampers evaluating HRQoL and calculating

quality-adjusted life years (QALYs) for this population. To fill this

gap, we developed the Infant Quality of life Instrument (IQI). We

explain the development of the IQI, how the weights are derived and

how to generate utilities. Methods: Candidate health concepts were

extracted from relevant instruments identified by literature search.

Expert panels and surveys with primary caregivers evaluated the

relevance of these concepts, organized them based on their similari-

ties, explored alternatives and generated response scales. Additional

interviews assessed cross-cultural interpretability and parents’

understanding, and the functionality of the mobile application. Next,

respondents from the general population (n = 1409) and primary

caregivers (n= 1229) from China, UK and USA were presented with

10 discrete choice scenarios based on the IQI classification system.

Coefficients for the item levels were obtained with a conditional logit

model. Respondents were also asked if they considered the health

states worse than dead. Coefficients were normalized by using a rank-

ordered logit model. In this way the values were rescaled to be

ranging from full health (1.0) to dead (0.0), and consequently suit-

able for QALY computation. Results: The final instrument consists of

7 health attributes sleeping, feeding, breathing, stooling/poo, mood,

skin, and interaction. All attributes had 4 response levels. Sleeping,

feeding and breathing were the most important items for both general

population as well as primary caregivers. Based on the coefficients,

predicted values for all possible health states were calculated. No
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health states in the complete set of possible health states had a value

below 0, as indicated by the normalized results. Conclusions: The IQI

is the first generic instrument to assess overall HRQoL in 0-1-year old

infants providing a value for health status. It is short and easy to

administer with a mobile application. We demonstrated that it is

possible to derive values of infant health states by using discrete

choice experiments, and to define an anchor point based on states

worse than dead. Next step is to collect IQI values in a clinical

population of infants.

(2102) Associations between children’s social-emotional
functioning at school entry and future social connectedness
and subjective well-being in middle childhood

Kimberly Thomson, University of British Columbia, Vancouver,

British Columbia, Canada; Chris Richardson, University of British

Columbia, Vancouver, British Columbia, Canada; Jean Shoveller,

University of British Columbia, Vancouver, British Columbia,

Canada; Martin Guhn, University of British Columbia, Vancouver,

British Columbia, Canada; Anne Gadermann, PhD, Human Early

Learning Partnership, University of British Columbia, Vancouver,

British Columbia, Canada

Aims: This study followed a cohort of children entering Kindergarten

in British Columbia, Canada to (i) identify profiles of social-emo-

tional functioning at school entry (including social competence and

internalizing and externalizing behaviours); (ii) examine how these

profiles are related to subjective well-being outcomes by middle

childhood (life satisfaction, optimism, self-concept, sadness, and

worries); and (iii) assess the extent to which peer and adult con-

nectedness explain these associations. Methods: Routinely collected

population health data were analyzed to assess the patterns of chil-

dren’s well-being over time (N = 17,310). School entry social-

emotional functioning was measured using the Early Development

Instrument teacher questionnaire, and Grade 4 well-being and con-

nectedness were measured using the child self-report Middle Years

Development Instrument. Latent profile analysis was conducted to

identify profiles of social-emotional functioning at school entry (age

5). Linear regression and path analyses were conducted to assess the

initial associations between profile membership and well-being out-

comes in middle childhood (age 9), as well as the extent to which

perceived connectedness to peers and adults mediated these associa-

tions. Results: Seven distinct profiles of social-emotional functioning

were identified at school entry, including two subgroups comprising

5% of children who demonstrated high vulnerability across all social-

emotional indicators. Lower teacher-rated social-emotional func-

tioning at school entry was associated with lower self-reported well-

being four years later, with self-reported connectedness to adults and

peers contributing to these associations. In particular, peer and adult

connectedness were more strongly associated with life satisfaction,

optimism, and self-concept outcomes (rather than sadness or worries)

and explained larger differences in well-being for children experi-

encing high inhibition and high aggression. Conclusions: results

indicate that progressions from early childhood social-emotional

functioning to middle childhood well-being may be influenced by

feelings of connectedness to a trusted friend or adult. Consistent with

the resilience literature, the current study further proposes that pro-

cesses that foster close social connectedness may be particularly

beneficial during this transitional period from early to middle child-

hood when children are developing self-identities and social-

emotional patterns that can shape their lifelong well-being.

(2104) Confirmatory factor analysis of Kidscreen-27 in young
schoolchildren and relationships between health-related quality
of life dimensions and body mass index and physical activity

Kirsti Riiser, PhD, Oslo Metropolitan University, Oslo, Norway;

Knut–Andreas Christophersen, PhD, University of Oslo, Oslo,

Norway; Kirstin Haraldstad, PhD, University of Agder, Kristiansand,

Norway; Sølvi Helseth, PhD, Oslo Metropolitan University, Oslo,

Norway

Aims: Little is known about health-related quality of life (HRQoL)

among children in early or middle childhood. Kidscreen (-52, -27, -10

items) is the most commonly administered HRQoL instrument in

Europe. The instrument is validated for children [8 years and not

frequently applied in studies including younger populations. How-

ever, in Norway, Kidscreen-27 is increasingly being used as a patient

reported outcome to support public nurses’ conversations with chil-

dren and parents at the routine checks for school starters. The aim of

the study was to present psychometric properties of the proxy version

of Kidscren-27 in order to determine whether the instrument can be

used to assess HRQoL with young children (6 years), and to examine

the relationships between dimensions of HRQoL and body mass index

(BMI), physical activity (PA), age and gender. Methods: Data were

collected during an intervention study carried out in 14 Norwegian

after school programs. Children in first grade were invited to partic-

ipate. HRQoL was measured using the Kidscreen-27 proxy version.

Confirmatory factor analysis (CFA) was conducted to examine the

factorial validity of the Kidscreen-27 scores. A 5- and 7-factor model

were specified using the maximum likelihood estimation. Multiple

regression was used to determine how variations in dimensions of

HRQoL was related to BMI, PA, age and gender. Results: Data from

265 children were included in the analyses. CFA found that both the

original 5-factor model and the modified 7-factor model showed poor

fit. However, fit indices and factor loadings for the subscales physical

well-being, social support & peers and school environment, were

acceptable, and the scales were analyzed further. In general, the

parents rated their children’s HRQoL high. Variation in physical well-

being was accounted for by BMI and PA when controlled for age and

gender. Conclusions: Kidscreen-27 should be used with caution in

samples as young as 6 years. However, in the present study some

subscales showed satisfactory fit that can provide valuable informa-

tion. Particularly, we found interesting results on the physical well-

being subscale for this age group.

(2106) Determinants of health-related quality of life: comparison
of empirically-derived models from Brazilian and Canadian boys
with haemophilia in clinical practice

Koyo Usuba, Master in Human Kinetics, Laurentian University,

Sudbury, Ontario, Canada; Nancy Young, PhD, Laurentian

University, Sudbury, Ontario, Canada; Victor Blanchette, MD, The

Hospital for Sick Children, Toronto, Ontario, Canada; Paula Villaça,

MD, Hospital das Clı́nicas da Faculdade de Medicina da Universidade

de São Paulo, São Paulo, Brazil; Jorge Carneiro, MD, Hospital das

Clinicas da Faculdade de Medicina USP, São Paulo, Brazil;

Margareth Ozelo, MD, Unit of Hemophilia IHTC, Claudio L.

P. Correa, Hemocentro Unicamp, INCT do Sangue, University of

Campinas, Campinas, Brazil; Sandra Antunes, MD, Universidade

Federal de São Paulo, São Paulo, Brazil; Audrey Abad, MSci, The

Hospital for Sick Children, Toronto, Ontario, Canada; Brian Feldman,

MD, The Hospital for Sick Children, Toronto, Ontario, Canada

Aims: Identifying primary determinants of Health-related Quality of

Life (HRQoL) is crucial for planning of services, treatment and

rehabilitation. However, the determinants may differ among countries

due to the difference in healthcare systems and concepts of health.
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The aim of this presentation is: to compare HRQoL scores in boys

with haemophilia in Canada and Brazil; and to identify the primary

determinants of HRQoL, identified from the International Classifi-

cation of Functioning, Disability and Health (ICF) model, in both

patient cohorts. Methods: Two cohorts of boys with haemophilia were

recruited from Brazil and Canada. Their HRQoL was assessed using

the Canadian Hemophilia Outcomes–Kids Life Assessment Tool

(CHO-KLAT). Various candidate determinants of HRQoL were

selected using the ICF model. A t-test was used to compare the

HRQoL between the Brazilian and Canadian cohorts, and the Random

Forest model with permutation test was employed to identify the

primary determinants of HRQoL in each of patient populations. The

determinant’s importance was explored using scaled percent increase

in mean-squared error (%incMSE). Results: Seventy-nine boys with

hemophilia (42 Brazilian and 37 Canadian; 69% and 78% were with

severe haemophilia) were included. Brazilian boys had a slightly

lower HRQoL compared to Canadian (72.6 vs. 77.0, p = 0.1). In

Brazil, the Activities Scale for Kids was identified as the most

important determinant (%incMSE = 10.2, p = 0.005), followed by

income level (%incMSE = 1.4, p = 0.2), hemophilia severity

(%incMSE = 0.5, p = 0.38), and presence of a bleed in the past 4

weeks (%incMSE = 0.5, p = 0.27). In Canada, age was the most

important determinant (%incMSE = 8.4, p = 0.01), followed by the

Hemophilia Joint Health Score 2.1 (%incMSE = 5.8, p = 0.04), the

Petterson score (%incMSE = 4.5, p = 0.06) and the Functional

Independence Score in Hemophilia (%incMSE = 4.2, p = 0.04).

Conclusions: This presentation shows that the determinants of

HRQoL differ between Brazilian and Canadian boys with hemophilia.

It is important to recognize that there are underlying differences in the

clinical management of haemophilia in the two countries. The early

implementation of prophylaxis in Canada may have contributed not

only to higher scores, but also to difference in the determinants. This

concept has not been considered in many HRQoL reports.

(2108) Comparing communication with healthcare providers
in pediatric and adult acute care

Kyle Kemp, University of Calgary, Calgary, Alberta, Canada; Hude

Quan, University of Calgary, Calgary, Alberta, Canada; Maria

Santana, University of Calgary, Calgary, Alberta, Canada

Aims: Good communication between patients and providers is

essential for a positive hospital experience, and to ensure satisfactory

outcomes. The aim of this study was to compare survey responses

pertaining to communication with providers, from children’s and

adult hospitals in our jurisdiction. Methods: Telephone surveys were

conducted using two validated instruments (Canadian Inpatient

Experiences Survey – Inpatient Care (adult), and the Child Hospital

Consumer Assessment of Healthcare Providers and Systems (child).

Adult surveys were completed by the patient, while child surveys

were completed by a proxy (parent/guardian). Responses to seven

survey questions were extracted for analysis (overall rating of care,

nurse courtesy and respect, nurse listening, nurse explanations, doctor

courtesy and respect, doctor listening, and doctor explanations).

Responses were reported as percent in ‘‘top box’’, as represented by

the most positive answer choice (9 or 10 out of 10 for overall rating of

care, ‘‘always’’ for each of the six provider communication ques-

tions). Logistic regression was used to calculate odds of reporting a

‘‘top box’’ response by hospital type (children’s vs. adult), while

controlling for respondent age, level of education, self/parent-reported

health, and length of stay. Results: From October 2015 to September

2016, 16,302 surveys (15,055 adult, 1,247 child) were obtained from

8 adult and 2 children’s hospitals in two metropolitan areas. For the

overall rating of care, 70.4% and 59.6% of responses were rated as

‘‘top box’’ for children’s and adult hospitals, respectively. As in

previous studies, a higher overall rating of care was associated with

younger respondent age, higher education, better self/parent-reported

health, and longer length of stay. When compared with adult hospi-

tals, a higher percentage of ‘‘top box’’ responses was observed at

children’s hospitals for all 6 communication questions. After adjust-

ing for demographic and clinical factors, respondents from children’s

hospitals had higher odds of reporting a ‘‘top box’’ response on 5 of

the 6 questions. Complete results are shown in the accompanying

table. Conclusions: Our results indicate that communication with

nurses and doctors was rated higher in children’s hospitals. Future

studies should explore these differences in detail, and may also

examine potential relationships between communication with provi-

ders and patient outcomes.

(2110) Participation of pediatric patients in hospital care,
research and intervention development: a systematic review

Lorynn Teela, Psychosocial Department Emma Children’s Hospital

Amsterdam UMC, Amsterdam, Netherlands; Lieke Verhagen, MSc,

Psychosocial Department Emma Children’s Hospital Amsterdam

UMC, Amsterdam, Netherlands; Martha Grootenhuis, PhD, Princess

Máxima Center for Pediatric Oncology, Utrecht, Netherlands; Lotte

Haverman, PhD, Psychosocial Department Emma Children’s Hospital

Amsterdam UMC, Amsterdam, Netherlands

Aims: From a national and international perspective, children’s par-

ticipation in hospital care is becoming more important as it is

increasingly seen as a requirement for research and it is essential to

provide high standards of care. Pediatric participation can be inter-

preted as involving the pediatric patient’s opinion, views and whishes

in the decision-making process of hospital care, research and inter-

vention development. It implies more than asking for the opinion of

the patient, but rather actively involvement of the patient throughout

the whole process. The aim of this systematic review is to critically

appraise the extent to which pediatric patient participation is nowa-

days included in hospital care, research and intervention

development. Methods: Bibliographic databases (Medline, Embase

and PsycINFO) were searched for eligible articles about patient

participation of children from 4 - 18 years old in hospital care,

research and intervention development. Search terms included e.g.

‘participation’, ‘engagement’, ‘chronically ill’, ‘children’, ‘adoles-

cents’, ‘pediatrics’, ‘hospital care’, ‘research’. The abstracts of the

articles found were reviewed by 2 research-psychologist. Articles

were included when they are written in English or Dutch and focus at

active participation of children and adolescents in hospital care,

research and intervention development. Results: The literature search

resulted in 7881 unique hits. The review process is still ongoing, but

in the first round only 680 articles (8,6%) were included based on title
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and abstract. Of these articles, 208 articles (31%) emphasized the

importance of pediatric participation in health care and research, and

472 articles (69%) met the criteria and were about active participa-

tion. Conclusions: This systematic review will provide an overview of

patient participation focusing on different levels and different ways of

patient participation within several age- and patient groups. With this

overview professionals can increase their knowledge about age

appropriate patient participation and get input about ways to involve

their patients in hospital care, research and intervention development.

(2112) Measurement invariance and agreement
of the KIDSCREEN-27 in children with mental disorder and their
parents

Braden Tompke, University of Waterloo, Waterloo, Ontario, Canada;

Mark Ferro, PhD, University of Waterloo, Waterloo, Ontario, Canada

Aims: This study tested for measurement invariance of the KIDSC-

REEN-27 between a clinical sample of children with mental disorder

and their parents; assessed informant agreement and compared health-

related quality of life (HRQL) scores to identify potential domain

discrepancies; and, quantified the magnitude of informant discrep-

ancies and model factors associated with minimum clinically

important differences (MCID) in HRQL scores. Methods: Participants

were recruited from a pediatric hospital in Canada and consisted of

families with a child aged 8-17 years of age who screened positive for

mental disorder according the Mini International Neuropsychiatric

Interview for Children and Adolescents (n = 114). Measurement

invariance was investigated using multiple-group confirmatory factor

analysis. T scores were compared using paired t-tests and standard-

ized effects computed. Agreement was calculated using the intraclass

correlation coefficient. The proportion of dyads with differences that

were C�SD were computed as a proxy for the MCID. Logistic

regression was used to identify factors associated with MCID.

Results: Partial invariance was obtained at the strict level: V2 = 947.6,

CFI = 0.915, RMSEA = 0.062. Parents reported higher KIDSCREEN-

27 scores compared to children with significant differences for psy-

chological well-being (d = 0.88), social support and peers (d = 0.39),

and school environment (d = 0.27). Whereas, good agreement was

found for physical well-being (ICC = 0.68), poor agreement was

found for psychological well-being (ICC = 0.30). Overall 68% of

dyads had a MCID for C1 KIDSCREEN-27 domain. Odds of having

a MCID for physical well-being was increased for children with

attention-deficit hyperactivity disorder (OR = 2.39) or generalized

anxiety (OR = 2.73). For psychological well-being, odds were

increased for children with major depression (OR = 6.81), but reduced

for older children (OR = 0.72) and parents with post-secondary

education (OR = 0.56). Conclusions: Disagreement between parent

and child informants on the KIDSCREEN-27 may be a function of

differential interpretation of items in families whose children have a

mental disorder. Health professionals should be cognizant of clinical

profiles that predispose disagreement when assessing HRQL in

children.

(2114) HrQoL effects of growth-hormone treatment in short
statured youth- a controlled prospective study

Monika Bullinger, University Hospital Hamburg Eppendorf,

Hamburg, Germany; Janika Bloemeke, Master of Health Sciences,

University Hospital Hamburg Eppendorf, Hamburg, Germany; Neuza

Silva, Dr., University of Coimbra, Coimbra, Portugal; Julia

Quitmann, Dr., University Hospital Hamburg Eppendorf, Hamburg,

Germany; Helmuth-Guenther Doerr, University Erlangen- Nuernberg,

Erlangen, Germany; submitted on behalf of The German QOLISSY

Prospective Group

Aims: Data on health related quality of life (HrQoL) in health-re-

ferred short statured children and adolescents is inconsistent,

especially as concerns the impact of recombinant human growth

hormone (rhGH) treatment on HrQoL. To better understand the

benefits and challenges of short stature and its treatment on the young

patients and their parents, we examined changes in HrQoL in German

children with idiopathic growth hormone deficiency (IGHD) as well

as children born small for gestational age (SGA) before and after 12

months of rhGH treatment, as compared to untreated children with

idiopathic short stature (ISS). Methods: In this 12-months prospective

controlled trial, 154 German patients with IHGD, SGA and ISS and

one parent each participated at baseline; 130 completed the outcome

assessments after 1-year. Outcome measures included the condition-

specific Quality of Life in Short Stature Youth (QoLISSY) ques-

tionnaire and auxological data. Additionally, sociodemographic and

clinical data were collected. Descriptive and inferential statistics were

used to examine changes in QoLISSY total scores and domains over

time in patient and parent report as related to treatment and across

diagnoses, controlling for clinical and sociodemographic character-

istics. Results: Repeated-measures MANCOVA according to

diagnoses revealed that in the QoLISSY questionnaire children with

IGHD and SGA treated with rhGH increased significantly in HrQoL

over time, while untreated patients with ISS reported a decrease in

HrQoL. There were also effects of gender and age. Parents of children

treated with rhGH also reported a similar improvement. This result

was paralleled by a statistically significant increase in height SDS in

both treated groups, while the slight height increase in ISS was non-

significant. The increase in height was correlated with QoLISSY total

and domain scores. Conclusions: This study suggests that rhGH

treatment is associated with an HrQoL increase in children with SGA

and IGHD, while QoLISSY total and domain scores deteriorate in

children with ISS, for whom rhGH treatment is not indicated in

Germany. The correlation between changes in the QoLISSY total

score and height SDS gain suggests that the treatment-induced

increase in height results in improved physical, social and emotional

QoL. This finding should be replicated in future randomized con-

trolled clinical trials.

(2116) A new generic patient-centered instrument to generate
health-status values: CS-Base

Paul Krabbe, PhD, University of Groningen, Groningen, Netherlands;

Antoinette van Asselt, PhD, University of Groningen, Groningen,

Netherlands; Anna Selivanova, PhD, University of Groningen,

Groningen, Netherlands; Karin Vermeulen, PhD, University of

Groningen, Groningen, Netherlands; Ruslan Jabrayilov, PhD,

University of Groningen, Groningen, Netherlands

Aims: A relevant measure of health status needs to assess the level of

complaints as well as their impact. Therefore, it is necessary to

incorporate patients’ preferences into the final assessment of their

health condition. In the development of many of the current prefer-

ence-based instruments, patient involvement was either lacking, or

occurred in the later stages. We describe the first step to develop a

patient-centered health content for a novel generic instrument (CS-

Base) that is suitable to generate values for health-status. Methods:

Candidate items were drawn from existing health frameworks of

generic health status instruments as identified by literature. The items

were placed in a diagram: HealthFAN�. The HealthFAN system-

atized various health items reflecting broader health domains.

Respondents were patients with a wide range of diseases. Through an

online survey, they were asked to select the nine items that were most

important to them. By means of frequency distributions, the
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importance of the items was determined. Results: After handling

duplicates and overlap, a set of 47 items remained. They were placed

in the HealthFAN. A sample of 2,256 Dutch patients started the

survey. Most common diagnoses were neck and back pain, diabetes

and asthma/COPD. The five health items most frequently considered

as most important ones were pain, personal relationships, fatigue,

memory and vision. Based on the analysis, some domains underwent

changes. The original plan was to include a maximum of 9 items in

the CS-Base. However, hearing and vision, anxiety and depression,

and independence and self-esteem seemed highly intertwined, so we

chose to pair these items. Conclusions: CONCLUSIONS. A total

number of 12 health items were included in the CS-Base instrument.

Its content is largely based on patient input and enables classification

of the health status. The CS-base can be administered by means of an

application on a mobile phone, which makes it convenient and

attractive for patients. Next step will be to assign values to the health

states, which is integrated as separate task in the mobile application.

(2118) Healthcare utilization, health-related quality of life
and hydroxyurea adherence in youth with sickle cell disease

Sherif Badawy, MD, MS, Northwestern University Feinberg School

of Medicine - Ann & Robert H. Lurie Children’s Hospital of Chicago,

Chicago, IL, United States; Alexis Thompson, MD, MPH,

Northwestern University Feinberg School of Medicine - Ann &

Robert H. Lurie Children’s Hospital of Chicago, Chicago, IL, United

States; Jane Holl, MD, MPH, Northwestern University Feinberg

School of Medicine - Ann & Robert H. Lurie Children’s Hospital of

Chicago, Chicago, IL, United States; Frank Penedo, PhD,

Northwestern University Feinberg School of Medicine, Chicago, IL,

United States; Robert Liem, MD, MS, Northwestern University

Feinberg School of Medicine - Ann & Robert H. Lurie Children’s

Hospital of Chicago, Chicago, IL, United States

Aims: Sickle cell disease (SCD) complications lead to poor health-

related quality of life (HRQOL) and increased healthcare utilization

in this population, which could be mitigated with hydroxyurea ther-

apy; however, adherence is suboptimal. We assessed the relationship

of healthcare utilization to hydroxyurea adherence and HRQOL

amongst youth with SCD. Methods: Thirty-four patients with SCD

(median age 14 years, IQR 12–18) on hydroxyurea participated in this

cross-sectional study and completed Morisky Adherence Scale

8-items and Patient Reported Outcomes Measurement Information

System (PROMIS�) HRQOL measures. A medical chart review was

conducted to assess healthcare utilization. Results: Participants with

more frequent hospitalizations and emergency room (ER) visits and

longer length of stay (LOS) had significantly lower hydroxyurea

adherence with lower fetal haemoglobin (rs = –0.44; rs = –0.45; rs = –

0.46, P\0.05) and mean corpuscular volume (rs = –0.47; rs = –0.42;

rs = –0.48, P\0.05), respectively. More frequent hospitalizations and

ER visits and longer LOS correlated significantly with worse fatigue

(rs = 0.51; rs = 0.41; rs = 0.53, P\0.05), pain (rs = 0.41; rs = 0.38; rs

= 0.47, P\0.05), physical function mobility (rs = –0.67; rs = –0.59; rs

= –0.67, P\0.05), depression (rs = 0.38; rs = 0.31; rs = 0.42, P\0.05)

and social isolation (rs = 0.76; rs = 0.76; rs = –0.84, P \0.05),

respectively. Conclusions: We conclude that increased healthcare

utilization in youth with SCD is associated with low adherence to

hydroxyurea and worse HRQOL domain scores. It is important

emphasize the clinical benefits of high adherence to hydroxyurea,

particularly among youth with SCD. Future longitudinal studies are

warranted to assess the directionality of these relationships, and may

reveal modifiable behavioral factors associated with early changes in

hydroxyurea adherence levels.

(2120) Predictors of health-related quality of life in chronically ill
children and adolescents over time

Ulrike Ravens-Sieberer, Prof. Dr. phil, MPH, University Medical

Center Hamburg-Eppendorf, Hamburg, Germany; Dana Barthel, PhD,

University Medical Center Hamburg-Eppendorf, Hamburg, Germany;

Sandra Nolte, PhD, Charité - Universitätsmedizin Berlin, Berlin,

Germany; Ute Thyen, Prof. Dr.med, University of Lübeck, Lübeck,

Germany; Marcus Klein, Dr. med., University Medical Center

Schleswig–Holstein, Kiel, Germany; Otto Walter, PhD, Charité -

Universitätsmedizin Berlin, Berlin, Germany; Ann-Katrin Meyrose,

M.Sc., University Medical Center Hamburg-Eppendorf,

Hamburg,Germany; Matthias Rose, Prof. PhD, Charité -

Universitätsmedizin Berlin, Berlin, Germany; Christiane Otto, PhD,

University Medical Center Hamburg-Eppendorf, Hamburg, Germany

Aims: This study Aims: at identifying predictors of generic health-

related quality of life (HRQoL) in chronically ill children and ado-

lescents over time. The newly developed computer-adaptive test

Kids-CAT was used to assess five dimensions of HRQoL. Methods:

Longitudinal data from the Kids-CAT study on children and adoles-

cents with asthma, diabetes and juvenile arthritis (n = 248; aged 7-17

years) were assessed at three measurement points over six months.

Individual growth modeling served to investigate effects of sociode-

mographic, disease- and health-related as well as psychosocial factors

on HRQoL dimensions Physical Well-Being (WB), Psychological

WB, Parent Relations, Social Support & Peers, and School WB over

time. Results: Besides effects of sociodemographic variables on

HRQoL dimensions Social Support & Peers as well as School WB,

we found that a longer duration of the disease was associated with

better Physical WB. Lower scores were found for patients with

juvenile arthritis compared to those with diabetes in HRQoL

dimensions Physical WB and Social Support & Peers. Disease control

was positively related to Physical and Psychological WB over time.

Mental health problems were negatively associated with four, and

subjective health complaints with all five HRQoL dimensions over

time. Parental mental health was positively related to the patients’

HRQoL score in Parent Relations over time. Conclusions: HRQoL as

a multidimensional construct is associated with a wide range of dif-

ferent factors. Pediatricians should consider potential mental health

problems and subjective health complaints in their patients. Finally,

parental HRQoL can affect HRQoL in chronically ill children and

adolescents.

Researcher Health

(2122) Issues in implementing QOL assessment research:
an interim report of the qualitative study

Kikuko Miyazaki, PhD, Kyoto University, Kyoto, Japan; Tatsuto

Nishigori, MD, PhD, Kyoto University, Kyoto, Japan; Nobuichiro

Tamura, MD, Kurashiki Central Hospital, Kurashiki, Japan; Rika

Hayashida, RN, MS, University of Nagasaki, Siebold, Nagasaki,

Japan; Shinichi Noto, PhD, Niigata University of Health and Welfare,

Niigata, Japan; Yoshimi Suzukamo, PhD, Tohoku University, Sendai,

Japan

Aims: To identify the issues that emerge when implementing QOL

assessment research, with a view to contributing to nurture QOL

assessment researchers. Methods: Semi-structured interviews based

on interview guidelines were conducted among researchers under-

taking QOL assessment research. Participants were selected through

purposive sampling. Written consent was obtained from the partici-

pants. The interviews were recorded and a transcript was produced to

be used as data for analysis. The qualitative analysis was performed

using NVivo10. To avoid individual arbitrariness, multiple individ-

uals were engaged in the analysis process. Ethical approval (2016-
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858) was obtained from Tohoku University. Results: A total of 10

participants have been interviewed to date (six men and four women).

The age groups were as follows: 1920s (one participant); 1930s (two

participants); 1940s (six participants); and 1950s (one participant). In

terms of occupation, there were four physicians, one dentist, three

physiotherapists (PT), one nurse and one pharmacist. The interview

lengths were on average 55 min long. The four core categories that

emerged were as follows: ‘‘Research methodology’’, ‘‘Research

resources’’, ‘‘Specialization of QOL assessment research’’ and ‘‘Dif-

ficulty in understanding QOL’’. ‘‘Research methodology’’ and

‘‘Research resources’’ are issues generally encountered in clinical

research. However, basics in clinical research methodology and

securing resources for implementation are essential. An issue specific

to QOL assessment research was ‘‘Specialization of QOL assessment

research’’, which relates to the availability of research instructors and

interpretation of the research findings. ‘‘Difficulty in understanding

QOL’’ emerged from situations such as not being able to garner

understanding of subjective evaluation from the surroundings when

researchers implement QOL assessment (patient-reported-outcomes).

This last issue includes a fundamental problem that QOL assessment

researchers need to continually ask themselves. The research will

continue until theoretical saturation is reached. Conclusions: This

study revealed that in addition to basic knowledge of clinical research

and preparation of the research environment, problems innately

embedded in QOL assessments and the need for support by specialists

are issues encountered in training QOL assessment researchers.

(2124) Pilot study to assess impacts on researchers of conducting
emotionally challenging research from consultancy
or pharmaceutical settings

Rachel Ballinger, ICON, Abingdon, United Kingdom; Lina Eliasson,

Sprout Behaviour Change, London, United Kingdom

Aims: Qualitative research requires immersion into participant’s

recollections. Often accounts are vivid and researchers can be moved.

Qualitative work in the context of consultancy or the pharmaceutical

industry pose unique challenges as researchers undertake multiple

projects in a short time-frame. This pilot study sought to identify

impacts and coping strategies of researchers engaged in emotionally

challenging research. Methods: A 10-item survey comprising multiple

choice and open-ended questions was hosted online for 3.5 weeks.

‘Emotionally challenging’ was defined as whatever was felt to be as

such by respondents. Recruitment was via social media, work contacts

and members’ boards of a professional society. Quantitative results

were collated and quotes qualitatively analysed. Results: Respondents

(N = 22) mostly had rare disease and oncology experience (both

68%), with writing reports (90%) and conducting interviews or focus

groups (86%). The most frequently reported challenges were emo-

tionally connecting with participants (68%) and uncertainty in dealing

with emotions (64%). The biggest impact was gaining appreciation of

personal circumstances or health (82%). The majority coped through

discussion with family or friends (55%) or colleagues (45%), or took

part in work debriefs (41%). Over half found their strategies to be

effective (56%), partially effective (36%) or ineffective (9%). Nearly

half felt better equipped having learned from experience (45%).Fif-

teen respondents provided advice for approaching similar tasks, such

as the importance of preparation, including training (n = 12), task

conduct, e.g. allowing participants to discuss as in-depth as they want

(n = 3) and post-task coping, e.g. debriefing and acceptance that

research can feel overwhelming (n = 13). Six final comments included

desire to engage more with patient communities, guidance on han-

dling concerns about participant well-being, and reflection that

research can be a positive experience for participants. Conclusions:

Of those involved in ‘emotionally challenging research’ from

consultancy or pharmaceutical settings, most undertook some form of

preparation and debrief, however nearly half thought their coping

strategies were only partially or not effective. Shared and learned

experience seems paramount in supporting such work. Specific gaps

were indicated such as greater engagement with patient groups and

guidance on reporting concerns. Additional research and professional

support may be beneficial to those in this field.

Trauma

(2126) Increasing capture of patient-reported outcomes in trauma
research

Grace Turner, PhD, University of Birmingham, Birmingham, United

Kingdom; Ameeta Retzer, PhD, University of Birmingham,

Birmingham, United Kingdom; Anita Slade, PhD, University of

Birmingham, Birmingham, United Kingdom; Derek Kyte, PhD,

University of Birmingham, Birmingham, United Kingdom; Karen

Piper, Queen Elizabeth Hospital Birmingham, Birmingham, United

Kingdom; Antonio Belli, MD, FRCS, FRCS (SN), Queen Elizabeth

Hospital Birmingham, Birmingham, United Kingdom; Melanie

Calvert, PhD, University of Birmingham, Birmingham, United

Kingdom

Aims: In order to understand how peoples’ quality of life is affected

following major trauma and the effects of that injury on their health

and wellbeing, it is important to capture patients’ perspectives of their

own health. Patient Reported Outcome Measures (PROMs) can cap-

ture patients’ own experience of their health such as symptoms,

mobility, mental health and social function.The aim of this research is

to establish the impact of trauma on quality of life/symptoms and to

explore views on using PROMs to support clinical care and research.

Methods: One-to-one, semi-structured interviews will be conducted

with: (i) people who have experienced a major trauma, (ii) their

family members/carers; (iii) healthcare professionals working in

trauma related clinical areas; (iv) trauma researchers; and (v) staff

members/volunteers from third sector organisations who support

trauma patients and their families/carers. Results: This is an ongoing

study based at the Centre for Patient Reported Outcomes Research

(CPROR) funded by the National Institute for Health Research Sur-

gical Reconstruction and Microbiology Research Centre (NIHR

SRMRC).Findings will be used to inform the development of a

pathway for the electronic capture of PROMs for inclusion within

routine clinical care of trauma patients and trauma research. Future

research will test the feasibility and acceptability of this ePROM

system.The research programme is being delivered in close collabo-

ration with key stakeholders, including patient partners, trauma

clinicians, trauma researchers and the ministry of defence. Conclu-

sions: The rising number of major trauma survivors has driven the

need for improvements in rehabilitation to enable patients to return to

functional activities, work and education after complex re-enablement

and reconstructive surgery. PROMs are essential to deliver patient-

centred healthcare and research which is informed by patient-focused

priorities/outcomes. The programme will also increase capacity for

trauma-specific knowledge and expertise in relation to PROMs.

(2128) Prevalence and risk factors for psychological distress
after trauma: a prospective cohort study

Leonie de Munter, MSc, Department Trauma TopCare, Elisabeth-

TweeSteden Hospital, Tilburg, Netherlands; Suzanne Polinder, PhD,

Department of Public Health, Erasmus Medical Centre, Rotterdam,

Netherlands; Juanita Haagsma, Department of Public Health, Erasmus

Medical Centre, Rotterdam, Netherlands; Nena Kruithof, MSc,

Department Trauma TopCare, Elisabeth-TweeSteden Hospital,
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Tilburg, Netherlands; Cornelis van de Ree, MD, Department Trauma

TopCare, Elisabeth-TweeSteden Hospital, Tilburg, Netherlands;

Ewout Steyerberg, PhD, Department of Public Health, Erasmus

Medical Centre AND Department of Biomedical Data Sciences,

Leiden University Medical Center, Leiden, Rotterdam, Netherlands;

Mariska de Jongh, PhD, Department Trauma TopCare, Elisabeth-

TweeSteden Hospital AND Brabant Trauma Registry, Network

Emergency Care Brabant, Tilburg, Netherlands

Aims: Trauma patients often suffer short and long term psychological

distress. This study aimed (I) to describe the prevalence of poor

psychological outcome after injury in the general trauma population

over time and (II) to determine risk factors for this poor outcome

during one year follow-up. In addition, prediction models for poor

psychological outcome during the 12-months after trauma were

developed. Methods: The Brabant Injury Outcome Surveillance

(BIOS-study) is a multicenter prospective observational cohort study.

All adult trauma patients admitted to one of the hospitals in the South

of the Netherlands were asked to complete a questionnaire at 1 week,

and 1, 3, 6 and 12 months after injury. The Hospital Anxiety and

Depression Scale (HADS) was used to screen for anxiety and

depressive disorders and the Impact of Event Scale (IES) was used to

assess symptoms of posttraumatic stress disorder (PTSS). Potential

risk factors were assessed in univariate logistic mixed models, with

psychological distress as dichotomous outcome (HADSC11 or

IESC35). Significant risk factors (p\0.05) were incorporated into a

multiple logistic mixed model to develop a prediction model. The

model performances were assessed with the area under the receiver

operating curve (AUROC) and graphically with calibration curves.

Results: A total of 4,476 patients completed at least one of the follow-

up questionnaires. The prevalence of PTSS ranged from 34% for

woman aged 18–24 at 1 week after injury to 6% in men aged 65–74 at

12 months after injury. Overall, the prevalence of anxiety and

depressive symptoms decreased during the follow up period. Pre-

liminary results show that female gender and high educational level

are risk factors for anxiety. Risk factors for depression are lower age,

high educational level and female gender. The prediction model for

depression included educational level, age, gender, injury severity,

functional capacity index and comorbidity and showed an AUROC =

0.71 (95% CI 0.68, 0.74). Similar AUROCs were found for the

models predicting anxiety or PTSS. Conclusions: Prevalence of

anxiety, depression and PTSS is high among trauma survivors. This

study provided tools for early diagnosis and screening of poor psy-

chological functioning after trauma. Further research is needed to

externally validate these findings.

(2130) Post disaster QOL in a clinical sample of Puerto Rican
adolescents

Ligia Chavez, Ph.D., University of Puerto Rico, SAN JUAN, Puerto

Rico; Paola Andino Figueroa, MPH, University of Puerto Rico, San

Juan, Puerto Rico; Pedro Garcia, MA, University of Puerto Rico, San

Juan, Puerto Rico

Aims: The occurrence of natural disasters is increasingly common

and predictions for the future are not reassuring. The emergence and

persistence of psychological reactions in response to the disaster are

clinically important and have been associated with increased symp-

tomatology and decreased QOL. Adolescents are a particularly

vulnerable population. We examine post disaster QOL and its relation

to PTSD, depression and other known risk factors in a clinical sample

of Puerto Rican adolescents that lived through hurricanes Irma and

Maria on the month of September 2017. Methods: Adolescents

(12–18 years) and their primary caretakers were evaluated for disaster

exposure, PTSD, psychopathology, experiencing reminders, physical

health and quality of life, as well as other sociodemographic infor-

mation. The AQOL-MHS developed for adolescents with mental

health problems was used to evaluate QOL using its three domains

(Emotional Regulation, Self-Concept, and Social Context). Data

collection is ongoing, n = 19 caretaker- child dyads but a proposed

sample of over 200 participants dyads is projected and longitudinal

data will be collected for a total of 4 assessments, from 6 to 18 months

post disaster. Results: Probable PTSD (using the PC-PTSD-5) was

reported by 31.6% of the caregivers and by 21% of the adolescents. In

36.8% of caregivers great loss of their home or other belongings was

reported and 89.5% described the hurricane Maria as having impacted

their lives considerably. Preliminary findings indicate significant

differences between non-PTSD and PTSD adolescents with a wors-

ened emotional regulation (p B0.01) and overall QOL (p B 0.05).

Loss of important belongings was also seen to impact social aspects

of the youth’s QOL (p B 0.05). Conclusions: By studying the impact

and consequences of a disaster we can better prepare and mitigate the

damages incurred. Bracings for a new hurricane season starting June

2018 will have important implications as the population has endured

prolonged stress in the recovery process. The AQOL-MHS can pro-

vide important information, together with measurements of other

known predictors, in the identification and assistance of adolescents,

conducive to improved mental health.

(2132) Development and validation of a psychosocial screening
instrument for adult trauma patients

Maria Karabatzakis, Trauma TopCare, Elisabeth-TweeSteden

Hospital, Tilburg, Netherlands; Brenda Den Oudsten, PhD, Center of

Research on Psychological and Somatic Disorders (CoRPS),

Department of Medical and Clinical Psychology, Tilburg University,

Tilburg, Netherlands; Taco Gosens, PhD, Department of Orthopedics

and Traumatology, Elisabeth-TweeSteden Hospital, Tilburg,

Netherlands; Jolanda De Vries, PhD, Department of Medical

Psychology, Elisabeth-TweeSteden Hospital, Tilburg, Netherlands

Aims: Psychosocial problems after injury can affect patients’ quality of

life. Early detection of these problemsmay prevent them from becoming

chronic.Currently, there is nopsychosocial screening instrument that can

be used in an adult trauma population. Therefore, we recently developed

a psychosocial screening instrument for adult trauma patients, the PSIT.

Todevelop the PSIT,we conducted a systematic review and focus groups

with trauma patients and health care providers. The aim of the current

study was to psychometrically evaluate the PSIT. Methods: Between

October 2017 and December 2017, the PSIT, Impact of Events Scale-

Revised (IES-R), Patient Health Questionnaire-9 (PHQ-9), Rosenberg

Self-Esteem Scale (RSES), State-Trait Anxiety Inventory-State (STAI-

S), and the World Health Organization Quality of Life-Abbreviated

version (WHOQOL-Bref) were sent to 1446 adult trauma patients

admitted to a Dutch level I trauma centre during the previous 12months.

After 2 weeks, a subgroup of patients completing these questionnaires

received the PSIT a second time. We assessed the internal structure

(principal components analysis, PCA; and confirmatory factor analysis,

CFA), internal consistency (Cronbach’s alpha, a), test–retest reliability
(Intraclass Correlation Coefficient, ICC), construct validity (correla-

tions), diagnostic accuracy (Area Under the Receiver Operating

Characteristics curve, AUROC), and potential cut-off values (sensitivity

and specificity). Results: A total of 364 patients participated (response

rate: 25.2%). Test–retest reliability (n = 128, time-interval = 19.5± 6.8

days) was good (ICC = 0.86). Based on PCA, five items were removed

because of cross-loadings C 0.4. Three subscales were identified: (1)
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Negative Affect (7 items; a = 0.91; AUROC) = 0.92); (2) Anxiety and

Post-Traumatic StressSymptoms (4 items;a=0.77;AUROC=0.88); (3)

Social and Self-image (4 items; a = 0.79; AUROC = 0.92). CFA sup-

ported this structure (comparative fit index= 0.96; rootmean square error

of approximation= 0.06; standardized roodmean square residual = 0.04).

High correlations were found between related questionnaires and lower

correlations between less related questionnaires. The following cut-off

values represent maximum sensitivity and specificity: 7 on subscale 1

(89.6 and 83.4%), 3 on subscale 2 (94.4 and 90.3%), and 4 on subscale 3

(85.7 and 90.7%). Conclusions: The final PSIT contains 15 items cov-

ering three subscales and one open-ended optional question. The

instrument has good psychometric properties in adult trauma patients.

(2134) Validation of the World Health Organization Quality
of Life Instrument-Short Form (WHOQOL-BREF) for use
in the general hospitalized trauma population

Nena Kruithof, Elisabeth-TweeSteden Hospital, Tilburg, Netherlands;

Juanita Haagsma, Erasmus MC University Medical Centre,

Department of Public Health, Rotterdam, Netherlands; Maryse

Cnossen, Erasmus MC University Medical Centre, Department of

Public Health, Rotterdam, Netherlands; Leonie de Munter, ETZ

Hospital (Elisabeth-TweeSteden Ziekenhuis), Department Trauma

TopCare, Tilburg, Netherlands; Marc van de Ree, ETZ Hospital

(Elisabeth-TweeSteden Ziekenhuis), Department Trauma TopCare,

Tilburg, Netherlands; Mariska de Jongh, Brabant Trauma Registry,

Network Emergency Care Brabant, Tilburg, Netherlands; Suzanne

Polinder, Erasmus MC University Medical Centre, Department of

Public Health, Rotterdam, Netherlands

Aims: As the number of trauma patients that survive their injury is

increasing, it is important to measure Quality of Life (QoL). The

World Health Organization Quality of Life-BREF (WHOQOL-

BREF) questionnaire has often been used to assess QoL in the general

trauma population. However, the psychometric properties in this

population are unknown and therefore, we aimed to investigate the

reliability and validity of the WHOQOL-BREF for the general hos-

pitalized trauma population. Methods: Data for this study were

derived from the Brabant Injury Outcome Surveillance. Floor and

ceiling effects and missing values were examined. To determine

reliability, internal consistency by using Cronbach’s alpha (CA) was

calculated. Construct validity was examined by calculation of

spearman’s correlations between the WHOQOL-BREF and the

EuroQol-five-dimension-3-level questionnaire, the Health Utility

Index Mark 2 and 3, the Hospital Anxiety and Depression Scale and

the Impact of Event Scale. Discriminant validity between patients

with minor injuries (i.e. Injury Severity Score (ISS) B 8) and mod-

erate/severe injuries (i.e. ISS C 9) was examined by conducting

Mann-Whitney-U-tests. To determine validity, we made use of

hypothesis testing. Results: In total, 202 patients (median age 63y)

participated in this study with a median of 32 days (interquartile range

29–37) post-trauma. The WHOQOL-BREF showed acceptable floor

and ceiling effects. Except of the ‘general health’ item, all items and

sub domains showed nearly symmetrical distributions since mean

scores were close to median scores. The highest percentage of missing

items was found on the ‘sexual activity’ item (i.e. 19.3%). The

WHOQOL-BREF showed good construct validity since 29 of the 42

hypotheses (69%) were confirmed. The WHOQOL-BREF was able to

discriminate between patients with minor and those with moder-

ate/severe injuries since 4 out of 6 hypotheses (67%) were confirmed

here. Conclusions: The WHOQOL-BREF proved to be a reliable and

valid instrument to determine QoL for the general hospitalized trauma

population.

(2136) Comparison of the perceived stigmatization measures
between general population and Brazilian burned people

Noélle Freitas, Guarulhos University, Nursing Post-Graduation

Program, São Paulo, Brazil; Natássia Pitta, PT, Postgraduate student,

University of São Paulo at Ribeirão Preto College of Nursing

(Program in Fundamental Nursing), Ribeirão Preto, Brazil; Rosana

Dantas, RN, PhD, University of São Paulo at Ribeirão Preto College

of Nursing, General and Specialized Nursing Department, Ribeirão

Preto, Brazil; Lidia Rossi, RN, PhD, University of São Paulo at

Ribeirão Preto College of Nursing, General and Specialized Nursing

Department, Ribeirão Preto, Brazil

Aims: To compare the perceived stigmatization in adults from

Brazilian general population with Brazilian burned people and cor-

relate the measures of perceived stigmatization with depression and

self-esteem. Methods: Cross sectional study, approved by the Ethics

Committee from the University of São Paulo at Ribeirão Preto Col-

lege of Nursing, Brazil. The participants from general population

included adults, faculty and staff members of the Ribeirão Preto

College of Nursing and outsourced workers. The burned people group

included adults who had been discharged between two and 12 months

ago and outpatients being followed by the Burns Unit. The partici-

pants answered the Brazilian version of the 18-items-Perceived

Stigmatization Questionnaire-BR-PSQ-R (total scores range from 1 to

5, higher scores indicate higher perception of stigmatization);

10-items-Rosenberg Self-Esteem Scale-RSES (0-30, higher scores

indicate higher self-esteem) and the 21-items-Beck Depression

Inventory-BDI (0–63, higher scores indicate more depressive symp-

toms). The Student’s t test for independent samples was used to

compare the means of the BR-PSQ-R between the two groups and

Pearson’s test to verify correlations of the perceived stigmatization

measures with depression and self-esteem. The significance level was

0.05. Results: The participants from the general population were 102

workers (58% female; mean age of 37.7 years, SD = 13.7) and 240

burned people (55% male;mean age of 38.4 years, SD = 14.4). The

BR-PSQ-R mean score in general population was 1.9 (SD = .4), and

in burned people 2.0 (SD = .7), however the differences was not

statistically significant (p = .077). The comparison between the

groups’ mean scores of depression and self-esteem showed differ-

ences statistically significant (p\ .001 and p = .005), respectively. It

was found moderate correlations between the perceived stigmatiza-

tion and depression (r = .43;p\ .001) and negative correlation

between the perceived stigmatization and self-esteem (r = - .35; p\
.001) in general population. In burned people, it was found positive

and strong correlation between the perceived stigmatization and

depression (r = .63; p\ .001) and negative between the perceived

stigmatization and self-esteem (r = - .57; p\ 0.001). Conclusions:

The general population showed similar levels of perceived stigmati-

zation and self-esteem in comparison with the burned people. The

correlation was strong between burned people and general population

regarding the perception of stigmatization and self-esteem.

Saturday Poster Session I

Diabetes

(3003) Content validity of disease-specific health-related quality
of life instruments for patients with type 2 diabetes mellitus

Cecilia AC Prinsen, Department of Epidemiology and Biostatistics,

VU University Medical Center, Amsterdam Publiv Health research

institute, Amsterdam, Netherlands; Amber A. van der Heijden,
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Department of General Practice and Elderly Care, VU University

Medical Center, Amsterdam Public Health research institute,

Amsterdam, Netherlands; Femke Rutters, Department of

Epidemiology and Biostatistics, VU University Medical Center,

Amsterdam Public Health research institute, Amsterdam,

Netherlands; Geetha Mukerji, Women’s College Hospital, Toronto,

Ontario, Canada; Ilana Halperin, Division of Endocrinology,

Department of Medicine, Sunnybrook Health Sciences Centre,

University of Toronto, Tortonto, Ontario, Canada; Maartje de Wit,

Department of Medical Psychology, VU University Medical Center,

Amsterdam, Netherlands; Petra Elders, Department of General

Practice and Elderly Care, VU University Medical Center,

Amsterdam Public Health research institute, Amsterdam,

Netherlands; Joline W. J. Beulens, Department of Epidemiology and

Biostatistics, VU University Medical Center, Amsterdam Public

Health research institute, Julius Center for Health Sciences and

Primary Care, University Medical Center Utrecht, Amsterdam,

Utrecht, Netherlands; Caroline B. Terwee, Department of

Epidemiology and Biostatistics, VU University Medical Center,

Amsterdam Public Health Research Institute, Amsterdam,

Netherlands

Aims: A systematic review is undertaken to evaluate the measurement

properties of Patient-Reported Outcome Measures (PROMs) in peo-

ple with type 2 diabetes mellitus (T2DM). The aim of this current

study is to evaluate the development and content validity of a

selection of these PROMs, i.e. disease-specific Health-Related

Quality of Life (HRQL) instruments developed for people with

T2DM. Methods: A literature search was performed in MEDLINE

and EMBASE using index terms and free text words for people with

T2DM. A comprehensive PROM filter and a validated search filter for

finding studies on measurement properties was applied. Studies on the

development or evaluation of the measurement properties of disease-

specific PROMs measuring (aspects of) HRQL in populations with at

least 50% people with T2DM were included. Development and

content validity of the PROMs was evaluated using new COSMIN

methodology. Screening of abstracts and full-text papers as well as

rating the PROM development and content validity was performed by

two independent reviewers. Results: A total of 8131 abstracts and 250

full-text papers were screened for the entire review. For this current

study, 17 disease-specific HRQL instruments were identified. The

quality of the PROM development and content validity studies was

rated as very good, adequate, doubtful, or inadequate. The content

validity of the instruments was rated as sufficient, insufficient, or

inconsistent, taking into account the number and quality of available

studies and the reviewer’s rating of the content of the instrument.

Conclusions: This is of the first reviews using the new COSMIN

methodology for evaluating content validity of PROMs. This work

will serve as an evidence base to inform the development of an

international, multi-disciplinary consensus-based core outcome set for

T2DM clinical trials.

(3005) Individualised, condition-specific measures of quality
of life, designed using a common template and item bank,
facilitate cross-condition comparisons

Clare Bradley, Health Psychology Research Unit, Royal Holloway,

University of London, London, United Kingdom; Jacquelyn Romaine,

PhD, Health Psychology Research Unit, Royal Holloway, University

of London, London, United Kingdom; Andrea Gibbons, PhD, Health

Psychology Research Unit, Royal Holloway, University of London,

London, United Kingdom

Aims: The Audit of Diabetes Dependent Quality of Life (ADDQoL)

is an individualised questionnaire measuring generic QoL (single

item) and diabetes-specific QoL (19 item pairs measuring the impact

of diabetes on 19 aspects of life, and the importance of each aspect for

QoL). Linguistically validated into 84 languages the ADDQoL pro-

vides a template for new -DQoL instruments which in turn have

contributed to an item bank of 60 items used to create new draft -

DQoLs. An on-going research programme Study of Hallucinations in

Parkinson’s, Eye disease and Dementia (SHAPED), provides an

opportunity to compare QoL across conditions using different con-

dition-specific -DQoLs. Methods: Initial drafts of the

AneurysmDQoL, HIVDQoL, Parkinson’sDQoL, and MemoryDQoL

were constructed using existing bank items, chosen following a

review of relevant research and consultations with specialist clini-

cians. Drafts were refined through patient interviews. For the

AneurysmDQoL nine focus groups and 13 one-to-one interviews

were conducted in the UK. For the HIVDQoL 25 one-to-one inter-

views were conducted (14 UK participants & 11 US participants). UK

interviews with 19 patients were conducted for the Parkinson’sDQoL,

Fifteen patients with dementia and their carers were interviewed for

the MemoryDQoL. Interviews were conducted in batches and ques-

tionnaires refined between batches until no further modifications were

required. Results: The new AneurysmDQoL has 24 domains (16

existing bank items, 5 modified bank items, 1 new item) identified as

impacting on the QoL of patients with, or following repair of, an

abdominal aortic aneurysm. The HIVDQoL required 26 domains (10

existing, 12 modified and 4 new items). The Parkinson’sDQoL has 23

domains (15 existing, 6 modified and 2 new items). The Memor-

yDQoL has 17 domains (11 existing, 5 modified and 1 new item).

Though few in number, new items in the HIVDQoL, where extensive

quantitative data are already available, were rated as more important

for QoL and detected more negative impact than existing/modified

items. Conclusions: Design of new condition-specific -DQoLs is

expedited by using the existing template and item banks with mini-

mal, but important, additions needed. During SHAPED we will be

comparing across different condition-specific -DQoLs when evalu-

ating the impact of interventions to prevent hallucinations.

(3007) The American Neurogastroenterology and Motility Society
Gastroparesis Cardinal Symptom Index-Daily Diary (ANMS
GCSI-DD): assessing qualitative validity and electronic usability
in patients with idiopathic or diabetic gastroparesis

Dennis Revicki, Evidera, Bethesda, MD, United States; Sara Gleeson,

MPH, Evidera, Bethesda, MD, United States; Rebecca Speck, PhD,

Evidera, Bethesda, MD, United States; Jorge Puelles, PharmD, MSc,

MBA, Takeda Pharmaceuticals, London, United Kingdom; Braden

Kuo, MD, Massachusetts General Hospital, Boston, MA, United

States; Michael Camilleri, MD, Mayo Clinic, Rochester, MN, United

States; Henry Parkman, MD, Temple University Hospital,

Philadelphia, PA, United States

Aims: We undertook two qualitative studies on the ANMS GCSI-DD,

an instrument developed to meet FDA recommendations for use as

Patient Reported Outcome (PRO) endpoints in gastroparesis studies,

including therapeutic trials. The aim of Study 1 was to determine if

the relevant symptoms are included in the instrument and to assess the

content validity of the ANMS GCSI-DD in idiopathic (IG) and dia-

betic gastroparesis (DG) patients. The aim of Study 2 was to confirm

comprehension of the ANMS GCSI-DD content, evaluate equivalence

between the paper-and-pen and the electronic PRO (ePRO) versions,

and assess acceptability and usability of the ANMS GCSI-DD ePRO.
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Methods: In Study 1, 25 patients diagnosed with IG or DG were

recruited by five clinical sites in the US for one-on-one in-person

concept elicitation and cognitive debriefing interviews. Concept

elicitation included open-ended questions to elicit patients’ symptoms

and impacts of gastroparesis, while cognitive debriefing was designed

to assess the comprehensiveness of the ANMS GCSI-DD and clarity

of the instructions, items, and response scales. In Study 2, 10 IG or

DG patients were recruited by two clinical sites in the US for one-on-

one in-person interviews. The interviews were conducted using cog-

nitive debriefing and usability interviewing techniques. For both

studies, all interviews were audio-recorded and transcribed. Tran-

scripts were analyzed using a content analysis approach with

ATLAS.ti software. Results: In Study 1, patients endorsed the fol-

lowing symptoms as relevant and important to their condition: early

satiety (n = 25, 100%), post-prandial fullness (n = 25, 100%), nausea

(n = 22, 88%), upper abdominal pain (n = 18, 72%), vomiting (n = 15,

60%), and bloating (n = 11, 44%). Patients confirmed that the ANMS

GCSI-DD content was comprehensive and reflective of their gastro-

paresis experience. Overall, patients found the instrument’s

instructions, recall period, items, and response options clear and easy

to understand. In Study 2, all patients found the ANMS GCSI-DD

ePRO easy to understand with minimal usability issues. Conclusions:

Based on patient feedback, no changes to the ANMS GCSI-DD were

recommended. The study results provide evidence supporting the

content validity and usability of the ANMS GCSI-DD ePRO for

clinical trials and clinical care among IG or DG patients.

(3009) PROM validation using paper-based or online surveys:
data collection methods affect the sociodemographic and health
profile of the sample

Donna Rowen, University of Sheffield, Sheffield, United Kingdom;

Jill Carlton, PhD, University of Sheffield, Sheffield, United Kingdom;

Jackie Elliot, PhD, MRCP, University of Sheffield, Sheffield, United

Kingdom

Aims: This study examines the impact of data collection method—

paper-based or online - on the sociodemographic and health profile of

the samples. The study reports on the samples of people with diabetes

who completed either an online or paper-based survey in diabetes.

Methods: A longitudinal survey of people with diabetes was con-

ducted using both online and paper survey versions. The survey

consisted of socio-demographic questions, a health and self-man-

agement PROM (HASMID), EQ-5D-5L and self-reported treatment

and diabetes status questions. Multiple recruitment strategies were

used to recruit people to the online survey. DAFNE Online, Diabetes

UK and social media were used to recruit online survey respondents.

In addition a panel of patients at a local NHS Trust (United Kingdom)

were randomly allocated to participate in either survey version. All

respondents in the postal survey were recruited via the local NHS

trust. Respondents who had consented to being contacted again were

asked to complete the survey again approximately 3 months later.

Results: In total 2835 participants completed the survey. The online

sample had a larger proportion of respondents overall (n=1944, 69%),

though the proportion of respondents completing the survey again 3

months later was higher for the postal survey (79.7% cf. 27.4%). The

samples (paper vs. online) differed by type of diabetes (type 1 cf. type

2), and consequently this reflected in differences of age, gender and

duration of diabetes. The online sample had a larger proportion of

people with type 1 diabetes (36.4% type 1 cf. 9.8% type 1), they were

younger (mean 51.9 years cf. 66.7 years), had diabetes longer (12.5

years cf. 10.7 years) and there was a smaller proportion of males

(37.7% male cf. 63.1% male). Conclusions: The sociodemographic

and health profile of samples of people with diabetes differed

depending on whether they completed the online or paper survey.

Differences are likely due to both different recruitment methods, with

online recruitment being undertaken using multiple strategies, and

differences in those choosing to respond to different survey versions.

Future PROM validation surveys should select data collection and

recruitment methods carefully.

(3011) Chronic fatigue is associated with a significant reduction
of health-related quality of life (HRQoL) in type 1 diabetes

Øystein Jensen, Ph.d student, Østfold University College, Halden,

Norway; Tomm Bernklev, Professor, Vestfold Hospital Trust,

Tønsberg, Norway; Charlotte Gibbs, Medical Doctor, Telemark

Hospital Trust, Skien, Norway; Ragnar Bekkhus-Moe, Medical

Doctor, Østfold Hospital Trust, Moss, Norway; Dag Hofsø, Medical

Doctor, Vestfold Hospital Trust, Tøsnberg, Norway; Lars-Petter

Jelsness-Jørgensen, Professor, Østfold University College, Halden,

Norway

Aims: Fatigue is common in chronic diseases, but less studied in type

1 diabetes (T1D). The prevalence of chronic fatigue (CF) in T1D has

been reported as high as 40%, but in a recent study we found a

prevalence of 26.4%. T1D is associated with impaired health-related

quality of life (HRQoL), but the association between fatigue symp-

toms and HRQoL in these patients remains unknown. The aim of the

present study was to compare generic and disease-specific HRQoL in

T1D patients with or without CF. Methods: From April 2015–De-

cember 2016, patients with T1D were consecutively included at

routine follow-up from three different outpatient clinics in Norway,

after they had given written informed consent to participation. Socio-

demographic and clinical data were collected. CF was measured using

the Fatigue Questionnaire (FQ), were a score of 4 or above combined

with a symptom duration of 6 months or more is defined as CF.

HRQoL was measured using the Short-Form 36 (SF-36), consisting of

36 questions and eight dimensions, and the Norwegian version of the

Diabetes Health Profile (DHP). To control for possible confounding

factors, age, gender, time since diagnosis and complications were

entered as covariates through univariate analysis of variance

(ANCOVA). Effect size was calculated with Cohen’s d, where[0.2,

[ 0.5 and[0.8 were categorized as small, medium and large effect

sizes respectively. Results: Of the 288 patients included, 76 reported

CF, (F:M = 152/136), mean age F:M= 44.6/45.0 years. Compared to

T1D patients without CF, patients with CF had statistically significant

reduced SF-36 scores in all 8 dimensions (p \ 0.001), as well as

statistically significant increased scores in all 3 DHP dimensions (p\
0.019). Adjusting for relevant covariates did not alter the significance

levels. Calculating Cohen’s d revealed medium to large effects sizes

(Cohen‘s d range: 0.72–1.35) in all SF-36 dimensions, with large

contrast for 5/8 dimensions (Physical functioning, Role Physical,

General Health, Vitality and Social Functioning). The effect sizes for

DHP-14 were small to medium (Cohen‘s d range: 0.31–0.69). Con-

clusions: Chronic fatigue is associated with statistically significant

and clinical relevant reductions in both generic and disease-specific

HRQoL in T1D.

Drug Users

(3013) Quality of life of marijuana users and factors associated
with marijuana use: the Arkansas Marijuana Study

Nalin Payakachat, PhD, University of Arkansas for Medical Sciences,

Little Rock, AR, United States; Lauren Russell, BSc, University of
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Arkansas for Medical Sciences, Little Rock, AR, United States;

William Fantegrossi, PhD, University of Arkansas for Medical

Sciences, Little Rock, AR, United States

Aims: Arkansas (AR) legalized medical marijuana (MM) in 2016 but

lawful products are not yet available. This study evaluates quality of life

(Qol) of self-reported marijuana users and identifies factors related to

current use of marijuana in the AR community prior to legally available

MM. Methods: This cross-sectional study was conducted using an

online survey in early 2018. The survey included demographics and a

battery of assessments, selected by a consensus of multidisciplinary

experts to capture health conditions, perceived health problems, Qol,

and marijuana use. Participants were recruited through the ARresearch

registry, social media, and a flyer posted at head shops across AR.

Participants were asked if they had ever usedmarijuana in their lifetime.

Thosewho reported usingmarijuana in the pastmonthwere categorized

as current users. Others whose last reported used was over 1 month ago

were categorized as non-current users. Qol was assessed using the SF-

36 and reported as least squares mean (LSM) for physical (PCS36) and

mental (MCS36) health, adjusted by demographics and number of

health conditions (NCC). Marijuana motives were measured using the

36-item Comprehensive Marijuana Motives Questionnaire (CMMQ).

A structural equation modeling was conducted to identify factors

associatedwith currentmarijuana use. Results: Out of 983who reported

ever using marijuana, 47.8% were current users. Current users were

younger than non-current user (mean = 42.6 vs. 47.6 years, p\.001).

PCS36 of current users were 2.1 points lower than non-current users

(LSM=41.5 vs. 43.4, p=.091) but MCS36 were 2.2 points higher in the

current user group (LSM = 44.4 vs. 42.2, p = .049). Factor analysis

revealed three factors including enjoyment, social, and health benefit

for the CMMQ. NCC, the CMMQ-enjoyment, and CMMQ-health

benefit were positively associated with currently using marijuana (Fig

1). While the CMMQ-social and age was negatively associated with

current use. Conclusions: Not only did current users enjoy marijuana,

they also reported using it for health benefits. Clinical research on the

therapeutic benefits of marijuana is limited in the U.S. due to its

Schedule I status under the Controlled Substances Act. A longitudinal

study to evaluate health benefits of marijuana is warranted.

(3015) Anxiety disorders, mood disorders, psychiatric symptoms
and quality of life of drug users in outpatient treatment in Brazil

Selva Campêlo, Master, Federal University of Goiás, Goiânia, Brazil;

Maria Barbosa, PhD, Federal University of Goias, Goiânia, Brazil;

Danilo Dias, PhD, Federal University of Goias, Goiânia, Brazil

Aims: Rates of death and incapacity caused by drug use have

increased in the Brazilian population. The depressive and anxiety

disorders presented the highest rates in the proportions of disability-

adjusted life years (DALYs) and are very common among substance

users, as well as psychiatric symptoms. We found in a previous study

a correlation among anxiety and mood disorders and quality of life,

which reinforced the importance of identifying: (1) the prevalence of

these disorders and psychiatric symptoms in drug users and (2) their

correlation with the different dimensions of quality of life. Methods:

This cross-sectional study included 60 drug users in outpatient

treatment at a Psychosocial Alcohol and Drug Attention Center

(CAPSad) in Brazil. Resumed version of World Health Organization

Quality of Life (WHOQOL-Bref) was used to evaluate quality of life;

Addiction Severity Index (ASI-6) to collect sociodemographic data

and psychiatric symptoms; and Mini International Neuropsychiatric

Interview (MINI) to identify the presence of anxiety and mood dis-

orders. The association between quality of life and suicide risk,

trauma concerns, psychiatric symptoms concerns and importance of

receiving treatment was tested. Quality of life’s means regarding the

presence of psychiatric symptoms in the last 30 days were compared

(p \ 00.5). Results: Frequencies of the different disorders were

described in Figure 1. The results suggested that the worse the quality

of life, the higher the suicide risk and the concerns about psychiatric

problems in all domains of quality of life. Concerns about trauma,

suicidal ideation and anxiety symptoms and preoccupation were

associated with the physical, psychological, environment WHOQOL-

Bref domains. Participants with cognitive difficulties (to concentrate,

to understand, to remember) presented worse quality of life in the

physical, psychological domains and those with difficulties with sleep

in the physical domain. Participants with worse levels on the psy-

chological and social domains of WHOQOL-Bref considered the

higher importance for the psychiatric treatment. Conclusions: The

most frequent disorders were bipolar and panic/agoraphobia. The

presence of psychiatric symptoms was related to poorer quality of life

in different domains. These findings reinforce the need for better

evaluation of the drug users and the development of intervention

strategies aimed at these vulnerabilities.

E-Health Development

(3017) Thrive – a human-centered universal PRO system for self-
management, digital discovery, and personalized medicine

Emil Chiauzzi, PatientsLikeMe, Cambridge, MA, United States; Paul

Wicks, PhD, PatientsLikeMe, Cambridge, MA, United States; Stacey

McCaffrey, PhD, PatientsLikeMe, Cambridge, MA, United States;

Kim Goodwin, PatientsLikeMe, Cambridge, MA, United States; Ryan
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Black, PhD, PatientsLikeMe, Cambridge, MA, United States; Michael

Hoole, PatientsLikeMe, Cambridge, MA, United States; James

Heywood, PatientsLikeMe, Cambridge, MA, United States

Aims: Patients living with multiple, dynamic, long-term health con-

ditions need concise measurement tools that feel like they were

designed by a thoughtful human. By completing these on their

smartphones and getting back rich context, they can learn about

themselves, connect with their peers, and better manage their condi-

tion. Data scientists looking to extract insights from longitudinal

phenomic and biological data need data that obeys good method-

ological and statistical standards. Personalized medicine practitioners

looking to build personalized models of health and disease need to

compare experiences over time, across different conditions, and they

need change to be meaningful to clinicians. We sought to develop a

new universal, positively framed, and modular measurement system,

to help patients, data scientists, and personalized medicine practi-

tioners to understand human health by integrating human-centered

design principles. Methods: Experts in user experience design, psy-

chometrics, and health research collaborated to develop a program of

development and validation including conceptual framework, draft

items, cognitive debriefing, and psychometric validation. An online

survey tool fielded Thrive alongside the SF-20 and PHQ-9 to nearly

2000 PatientsLikeMe members. Following psychometric evaluation,

items were revised and fielded to another 700 PLM members.

Additional condition-specific items were developed by a team of

healthcare professionals using literature review, historical site data,

and clinical evidence. These were then validated against legacy

instruments e.g. Thrive-ALS versus ALS Functional Rating Scale,

Revised (ALSFRS-R). Results: There are 21 core items core with a

30-day recall period featuring three multi-item subscales; ‘‘Core

symptoms’’, ‘‘Abilities’’, and ‘‘Thriving.’’ Reliability, validity, and

sensitivity to change was good and has been reported previously.

Crosswalks with legacy instruments in ALS, Parkinson’s, lupus, MS,

and fibromyalgia showed evidence of superiority. Conclusions:

Members of PatientsLikeMe can use Thrive, which has replaced

about 20 PROs on the site. A subset of members participating in an at-

home -omics discovery study (DigitalMe) leveraging genomic, pro-

teomic, immune, metabolomic and microbiome sequencing have

enabled researchers to begin mining correlations between PRO and

biology. Thrive is freely available under Creative Commons Share-

alike license and we look forward to sharing, translating, and

expanding the tool to the community.

(3019) Development of a web database platform
for multidimensional dynamic assessing of quality of life

Zhongyu Huang, Guangzhou University of Chinese Medicine,

Canton, China; Fengbin Liu, MD, The First Affiliated Hospital of

Guangzhou University of Chinese Medicine, Canton, China;

Zhengkun Hou, MD, The First Affiliated Hospital of Guangzhou

University of Chinese Medicine, Canton, China; Yuefeng Wu, MSc,

The First Affiliated Hospital of Guangzhou University of Chinese

Medicine, Canton, China

Aims: Traditional assessment with paper-based scale has low effi-

ciency in data collection and management resulting in the compliance

of patients thus affecting the quality of the research. To address this

difficulty, this article aimed to create a new digital instrument for

quality of life assessment on basis of multidimensional quantitative

analysis model so as to give support for improving the efficiency of

quality of life research. Methods: Taking the scale FDDQOL of

Chinese version as an example, a prospective study was designed and

psychometric properties of the scale and its items were re-validated

and calibrated with multidimensional item response theory(MIRT) in

R 4.3.2. Setting model-view-controller(MVC) as the basic architec-

tural pattern, Maximum a posteriori estimation(MAP) was used as

core method for multidimensional factor scores estimation. On basis

of the multidimensional testing model, graphical user interfaces over

non-adaptive testing logic were programmed with Django framework.

Factor scores were automatically stored in the database and Kappa

identity test and McNemar’s test were then used for evaluating con-

sistency and difference between paper-based testing and the digital

approach in SPSS 22.0. Results: A Web database application was

designed with three major functional modules including Scale Man-

agement, Examinee Management and Assessing Management.

Psychometrics properties of the eight factors model for FDDQOL was

estimated and 400 FD patients were enrolled for multidimensional

testing. Factor scores were shown in radar chart as intuitive interface

for comprehensive evaluation of each patient. Moreover, Gantt

chart was also designed as interface presenting periodic change of

patient by integrating multiple assessing results. Consistency of the

two approach were evaluated to be adequate and efficiency of the

digital approach is better by reducing the assessing time effectively.

Conclusions: The digital application enhanced usability of scale by

improving precision efficiency and comprehensiveness of assessment

on multidimensional analysis model. Design of dynamic intuitive

interfaces also increased scalability of the platform for providing

better support for quality of life research and disease management

expectantly.

(3021) Designing a user-friendly web-interface with prediction
models for survival, health-related quality-of-life and toxicity
for cancer patients

Héctor van den Boorn, Department of Medical Oncology, Academic

Medical Center, University of Amsterdam, Amsterdam, Netherlands;

Loı̈s van de Water, Department of Medical Oncology, Academic

Medical Center, University of Amsterdam, Amsterdam, Netherlands;

Florian Hoxha, Department of Medical Informatics, Academic

Medical Center, University of Amsterdam, Amsterdam, Netherlands;

Inge Henselmans, Department of Medical Psychology, Academic

Medical Center, University of Amsterdam, Amsterdam, Netherlands;

Jessy Joy van Kleef, Department of Medical Oncology, Academic

Medical Center, University of Amsterdam, Amsterdam, Netherlands;

Mirjam Sprangers, Department of Medical Psychology, Academic

Medical Center, University of Amsterdam, Amsterdam, Netherlands;

Martijn van Oijen, Department of Medical Oncology, Academic

Medical Center, University of Amsterdam, Amsterdam, Netherlands;

Ameen Abu-Hanna, Department of Medical Informatics, Academic

Medical Center, University of Amsterdam, Amsterdam, Netherlands;

Koos Zwinderman, Department of Clinical Epidemiology,

Biostatistics and Bioinformatics, Academic Medical Center,

University of Amsterdam, Amsterdam, Netherlands; Ellen Smets,

Department of Medical Psychology, Academic Medical Center,

University of Amsterdam, Amsterdam, Netherlands; Hanneke van

Laarhoven, Department of Medical Oncology, Academic Medical

Center, University of Amsterdam, Amsterdam, Netherlands

Aims: Prediction models can be used in clinical practice to inform

patients oesophagogastric cancer patients more accurately about rel-

evant outcomes. For use in clinical practice, the presentation of these

models needs to be user-friendly for oncologists and easy to under-

stand for patients. The aim of this study is two-fold. First, to develop a

user-friendly web-interface for prediction models aimed at predicting
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the overall survival and HRQoL of oesophagogastric cancer patients

and the toxicity of treatments. Second, to evaluate the web-interface

with patients and oncologists. Methods: A systematic review on

effectiveness and preference for various visual presentation forms in

cancer patients served as a starting point for the web-interface. It

indicated that survival is preferably visualized with line-graphs or

pictographs, HRQoL by bar-charts or line-graphs and toxicity by bar-

charts. A web-interface was created using these visual presentation

forms. Other usability guidelines such as the use of larger fonts and

clear lay-outs were adhered to. The web-interface will be evaluated

with patients and oncologists in three rounds. First, semi-structured

interviews with five patients and relatives will be conducted while

they use the interface. They will be asked to interpret the graphs, and

complete various tasks (e.g. to compare the outcomes of different

treatments). Their preference for various presentation forms and

suggestions for further improvement will be elicited. Second, six

oncologists will be given fictitious patient cases. A think-aloud ses-

sion and semi-structured interview will be used to identify their

preferences and shortcomings in the interaction-design of the web-

interface. With the results of both rounds, the web-interface will be

optimized. In the third round, oncologists will use the interface during

a consult with a simulation-patient. The results from this round will

be used for further optimization and evaluation of the web-interface in

clinical practice. Conclusions: The three evaluation rounds are cur-

rently conducted and the results will be presented. The evidence-

based web-interface could potentially enable oncologists to inform

patients about personalized outcomes in a user-friendly environment.

The final web-interface can therefore aid in shared decision making in

clinical practice.

(3023) Implementing and integrating patient reported outcomes
data capture in an academic medical center setting

Jason Guattery, Washington University School of Medicine, St.

Louis, MO, United States; Amanda Spraggs-Hughes, MA,

Washington University School of Medicine, St. Louis, MO, United

States; Ryan Calfee, MD, MSc, Washington University School of

Medicine, St. Louis, MO, United States

Aims: Our primary aim was to develop and maintain department-wide

electronic data capture (EDC) of Patient Reported Outcome (PRO)

measures at all ambulatory Orthopaedic clinical visits by developing a

web based application, WUPRO alongside a clinical workflow. Sec-

ondary Aims: include further integration of WUPRO with existing

information technologies to support clinical and research applications

reliant on PRO data. Methods: A project manager and clinical

administration created the workflow for data collection and had

weekly meetings to review administrative performance reports. A

cross-sectional team was brought together to review, provide input,

and help address identified barriers to implementation throughout the

process.Technical development worked with an iterative approach

that continued to build, refine, and customize functionality throughout

the implementation process. Daily meetings were used to bring

emerging barriers forward and discuss potential technical solu-

tions.Successful implementation was measured through the use of

WUPRO’s administrative reports. Capture rate, the number of

assessments given to the eligible patient population, was measured as

well as completion rate, the percent of assessment batteries started

that were finished by patients. Results: Implementation of PRO data

capture via WUPRO was successfully achieved in a time period of six

months (6/22/15–12/16/15). Department-wide capture rate at the

conclusion of the implementation pilot was 99% and the completion

rate was 99%. The patient population was generally accepting of the

EDC system, with our patient population refusing to complete the

assessments at 1.4% of visits. Two years after the initial pilot we have

maintained a capture rate of 99% with a completion rate of 95%. The

refusal rate at visits is 1.2%. Conclusions: Our implementation suc-

cess has been dependent on multiple factors including buy-in across

all levels of the department, development of a flexible EDC system,

and a collection process with a minimal footprint. Multidisciplinary

meetings to go over implementation concerns as well as regular

monitoring of staff performance provided support and allowed the

implementation group to identify and address issues before they

became significant barriers to data collection.

(3025) Can wearables and sensor data be used to add context
to activities of daily living questionnaires?

Marie Mc Carthy, ICON Plc, Dublin, Ireland; Darragh Walsh, BSc,

ICON Plc, Dublin, Ireland; Jamie Tallon, ICON PLC, Dublin,

Ireland; Willie Muehlhausen, DVM, ICON PLC, Dublin, Ireland

Aims: Proof of concept project to assess the feasibility of readily

available smart home IoT technology which has the potential to add

contextual information to activity of daily living questionnaires in

populations where recall maybe problematic. Methods: A Smart

Things Starter Pack was installed in the home of healthy volun-

teer’s for a period of 3 days. Sensors combined with Actigraphy

devices were used to capture the following behaviors (Table 1).

The Smart plug to quantify the number of times a kettle was used

(chosen as an example of a routine daily activity). Presence sensor

used to identify the number of times the front door was open and

closed. Actigraphy device identified activity duration and number

of steps taken while inside and outside of the house. Motion sensor

was placed in a bedroom as an indicator of get up time and

movement in that room. A daily diary was also completed and a log

of the Smart Thing usage was maintained Results: Daily diary data

was correlated with the data generated by the sensors.1. Total

number of steps inside and outside of the house (Total Steps;

21,016, Steps inside; 7954 Steps outside 13,062). 2. Daily diary

activity levels and perceived activity levels (33.3% underestima-

tion). Frequency of kettle usage compared with perceived usage

(22% underestimation). Conclusions: This proof of concept shows

that sensors and wearables data can generate data that is usually

collected using patient questionnaires. The potential value of this

approach is twofold, firstly, reducing patient burden by removing

domains from questionnaires that could be better captured by

objective measures, and secondly, may also have clinical value in

mapping the discordance between perceived subject behavior and

objective data gathered by the sensors. The project demonstrates

that it is feasible to capture data from sensors that can be used to

monitor activities of daily however validating and proving this

hypothesis will require additional research.
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(3029) Differences on quality of life between HIV-infected adults
since childhood and non-HIV infected persons

Adrian Luca, Lecturer Phd, University of Bucharest, Bucharest,

Romania; Anca Luca, Clinical Psychologist, Dr. Victor Babeş

Hospital for Infectious and Tropical Diseases, Bucharest, Romania;

Florin Lazar, Professor Phd, Faculty of Sociology and Social Work,

University of Bucharest, Bucharest, Romania; Luminita Ene, Medical

Scientist Phd, Dr. Victor Babeş Hospital for Infectious and Tropical

Diseases, Bucharest, Romania; Roxana Radoi, Medical Scientist, Dr.

Victor Babeş Hospital for Infectious and Tropical Diseases,

Bucharest, Romania; Adina Talnariu, Clinical Psychologist, Dr.

Victor Babeş Hospital for Infectious and Tropical Diseases,

Bucharest, Romania; Silvia Suciu, Social Worker, Dr. Victor Babeş

Hospital for Infectious and Tropical Diseases, Bucharest,Romania;

Cristian Achim, Professor Phd., University of California San Diego,

La Jolla, San Diego, CA, United States

Aims: Romanian children parenterally infected with HIV in the ‘90s

are living for almost 30 years. The study aimed to investigate the

long-term impact of living with HIV (n = 232) compared to an age-

matched control group (n = 53) on daily functioning, as a component

of quality of life. Methods: Extensive neurocognitive testing using a

standardized battery assessed patients’ functioning. Activities of

Daily Living (ADL, a = 0.69) and Patient’s Assessment of Own

Functioning Inventory (PAOFI a=0.93) were tested for association

using Pearson correlation and analysis of variance (ANOVA) with:

cognitive deficit (estimated by a composite global deficit score –

GDS[ 0.5), depressive symptoms (Beck Depression Inventory II;

BDI a = 0.89), level of education, use of academic skills, size of

social network, and employment status. Results: HIV+ participants

were less educated, less likely to be employed, more depressed, less

likely to use academic skills and had a higher GDS than their HIV-

counterparts. For HIV+ persons ADL was significantly associated

with education, employment, use of academic skills, depression, size

of social network and GDS, whilst for HIV- only with depression and

use of mathematical operations. ADL and PAOFI were similarly

correlated for HIV+ persons (except for education, employment status

and use of addition or subtraction), but not for HIV- ones. Conclu-

sions: Although the overall quality of life of young HIV+ adults was

lower than that of HIV- youth, the similar levels of self-perceived

functioning and cognitive complaints suggests a functional coping

mechanism developed by HIV+ participants to face the everyday

challenges of living with the infection. To improve the long-term

quality of life for people living with HIV healthcare practitioners need

to encourage their patients to be more socially active (e.g. to have a

quality social network, continue education, have a job), whilst also

developing neurocognitive stimulation programs for vulnerable HIV+

persons.

(3031) Confirming the psychometric properties of the 16-Item
Well-Being Questionnaire (W-BQ16) with people living with HIV
in the UK and the US

Jacquelyn Romaine, PhD, Health Psychology Research Unit, Royal

Holloway, University of London, London, United Kingdom; Miranda

Murray, PhD, ViiV Healthcare Ltd, London, United Kingdom; Clare

Bradley, PhD, Health Psychology Research Unit, Royal Holloway,

University of London, London, United Kingdom

Aims: The 16-item Well-Being Questionnaire (W-BQ16) provides a

measure of various mood states (depressed mood, energy, positive

well-being and stress). Although originally designed for use in pop-

ulations with diabetes it is not a condition-specific measure. The

12-item version (W-BQ16 minus stress scale) has been validated for

many patient groups (e.g. growth hormone deficiency, macular

degeneration). This abstract reports on the psychometric properties of

the W-BQ16 for individuals living with HIV. Methods: Two hundred

and fifty-five participants recruited from the UK (N = 128) and US (N

= 127), completed the W-BQ16 individually (via post) or with a

researcher (via phone). Construct validity was tested via confirmatory

factor analysis (CFA). Reliability was tested using Cronbach�s alpha.
Results: The mean age of participants in the UK was 46 years (SD =

9.19) and 51 years (SD = 11.69) in the US. Mean time since diagnosis

was 12 years (SD = 8.30) in the UK and 18 years (SD = 9.29) in the

US. The male/female ratio was 99/29 in the UK and 104/20 in the US.

CFA revealed the model was a good fit to the data (UK: CFI = 0.969,

TLI = 0.962, RMSEA = 0.082 [95% CI = 0.063–0.10] and WRMR =

0.810; US: CFI = 0.977, TLI = 0.972, RMSEA = 0.075 [95% CI =

0.055–0.09] and WRMR = 0.79), supporting the a priori hypothesis

that responses to the W-BQ16 can be explained by four factors, each

with four indicator variables. In both the UK and US data all indi-

vidual factor loadings were strong (UK: 0.61-0.92, p\ 0.001; US:

0.67-0.93, p\ 0.001) and reliability[ 0.75 for all subscales. Con-

clusions: The four-factor model of the W-BQ16 accurately represents

the data and is an appropriate measure of well-being for individuals

living with HIV. A generic instrument, the W-BQ16 is also suit-

able for the general population and other patient groups, allowing for

research comparing populations with different conditions. It is suit-

able for use in clinical trials and in routine clinical practice to evaluate

the well-being of people with HIV on different treatments.

(3033) The loneliness of living with HIV

Nancy Mayo, BSc(PT), MSc, PhD, McGill University, Montreal,

Quebec, Canada; Marie-Josée Brouillette, MD, FRCP, McGill

University, Montreal, Quebec, Canada; Lesley Fellows, MDCM,

PhD, FRCP, McGill University, Montreal, Quebec, Canada; Marianne

Harris, MD, University of British Columbia, Vancouver, British

Columbia, Canada

Aims: Loneliness, ‘‘a distressing discrepancy between desired and

actual levels of social contact’’, has been associated with premature

mortality, stroke and heart disease, possibly through inflammation but

other conditions and situations are likely to confound. Little research

has been conducted about loneliness among people with HIV yet they

have many factors predisposing to loneliness and its negative con-

sequences. The purpose of this study is to identify the extent of

loneliness among older Canadians living with HIV and its contribu-

tors and consequences. Methods: Data from the inaugural visit of 856

Canadians with HIV from the Brain Health Now cohort were ana-

lyzed cross-sectionally. Loneliness was assessed by one item: ‘‘Do

you find yourself feeling lonely: quite often, sometimes or almost

never? Proportional odds and multiple linear regression models

quantified the strength of associations, adjusted for age, sex, and

education. Results: 18% of the sample said they ‘‘quite often felt

lonely’’ and an additional 46% said they were ‘‘sometimes lonely’’.

Prevalence was not influenced by demographic or HIV-related vari-

ables except HIV distinguishing features and co-morbid lung disease.

While this analysis cannot sort out ‘‘causal’’ relationships, stigma,

pain, fatigue, low motivation, limited physical function, and restricted

social network (\5 close friends/family) were identified as potential

contributors. Loneliness also had consequences for cognitive ability,

as the literature on aging supports, poor mental health, depression, fair
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or poor health, and low quality of life. Persons reporting more

meaningful activities were less likely to be lonely. There was no

association with smoking, alcohol consumption, marijuana use or use

of most other controlled psychoactive drugs, with the exception of

opioids which were associated with loneliness independently of pain.

Conclusions: The effect of loneliness is widespread and is likely

affected by stigma and restricted social network. Exploration of the

experience of loneliness would assist with understanding direction-

ality of the associations. Even sometimes feeling lonely is detrimental

to health outcomes. Interventions to reduce harmful practices and

engage people in socially in meaningful activities have been shown in

other conditions to be effective. Developing such interventions for

people with HIV would appear to be a priority for action.

Methods for Understanding Meaningful Change and Clinical
Importance

(3035) Interpreting changes in scores: the case of the Recovering
Quality of Life (ReQoL)

Anju Keetharuth, University of Sheffield, Sheffield, United Kingdom;

Micheal Barkham, PhD, University of Sheffield, Sheffield, United

Kingdom; John Brazier, PhD, University of Sheffield, Sheffield,

United Kingdom

Aims: The Recovering Quality of Life (ReQoL-10) is a recently

developed PROM to measure quality of life for people with mental

health difficulties. The Aims: of this paper are to:compare a number

of methods to calculate minimum clinical important difference

(MCID) for group level result comparison provide guidelines about

how to interpret the ReQoL scores when the measures are being used

in routine clinical practice. Methods: Three different methods were

compared to calculate MCID. First, an anchor-based method using a

global rate of change as anchor where participants were asked to

assess their perceived change in health at follow-up was used. Sec-

ond, using a distribution-based approach from different samples, the

MCID was estimated as 0.5 X standard deviation of scores. The third

approach was to compute Receiving Operating Characteristics Curves

(ROC) using the cut-offs from CORE-10. To interpret scores of

individuals, the standard error of change proposed by Jacobson and

Truax was calculated. Results: For the anchor-based method, con-

sidering those who have got ‘‘somewhat better’’, the mean change is

5.15 (n = 100) and considering those who have got ‘‘somewhat

worse’’, the mean change is - 5.76 (n = 95). By pooling those in the

latter two categories, the mean change of 5.8 was estimated to be the

MCID. Using the distribution-based approach, the MCID ranged

between 3.8 and 5.13. Using the ROC, the MCID was estimated at

5.3. Considering the various results, a score of 5 or more from pre- to

post- therapy would be considered as clinically meaningful. The

standard error of change generated a value of 5.25 which could be

rounded off as 5 points on the summative score. Conclusions: Firstly,

there is a difference between MCID and reliable change and the latter

is to be used to interpret changes of scores at the individual level. The

various methods yielded the same figure of 5 for ReQoL-10 but it is

not always the case that the MCID calculated using different methods

converge and it is still not clear which method to use and in case of

divergences, which one to use for sample size calculations.

(3037) The quality in reporting of studies determining
the Minimal Clinically Important Difference of a patient-reported
outcomes: a systematic review and a first proposal of guidelines

Antoine Vanier, MD, PhD, Inserm U1246 SPHERE - University of

Nantes, Nantes, France; Véronique Sébille, PhD, ScD, Inserm U1246

SPHERE - University of Nantes, Nantes, France; Alexandra

Rouquette, MD, PhD, Inserm CESP - University of Paris-Sud 11, Le

Kremlin-Bicêtre, France; Jean-Benoit Hardouin, PhD, ScD, Inserm

U1246 SPHERE - University of Nantes, Nantes, France

Aims: The Minimal Clinically Important Difference (MCID) of a

Patient-Reported Outcomes Measure (PROM) is a useful tool in

helping to interpret the evolution of a score over time. Hence, the

reporting of a study determining the MCID should be adequate. The

MCID corresponds to the smallest difference in score perceived as

meaningful by the patient. Its determination usually requires two

measurement occasions using a PROM on a specific sample,

responses to a Global Rating of Change at the second time of

measurement and can be achieved through numerous methods. We

aimed to study the quality in reporting and to propose guidelines.

Methods: Medline and PsychINFO were used to identify the articles

reporting a study about a PROM and in which there is a report of an

empirical estimate of the MCID of a score. Retrieved articles were

written in English, French or Italian and were published from Jan-

uary 1989 (the year the MCID concept was defined) to January 2017.

The quality in the reporting of many aspects (e.g. sample charac-

teristics, questionnaire characteristics, MCID determination

methodology, results) were described. Results: Of the 9104 articles

initially identified, 328 papers were analyzed (corresponding to 474

PROMS assessed and 945 MCID estimates collected). We found a

wide heterogeneity in the quality in reporting of these studies with

elements almost systematically reported (e.g. the sample size used to

estimate the MCID is reported in 97% of the studies), while others

were mostly lacking (no reported Confidence Interval of the MCID

estimate in 79% of the cases). Based on these results, we have

proposed a first draft of guidelines for adequate reporting of a study

for MCID determination with a checklist. It is divided in 6 main

categories: reporting of the concept being measured, of the PROM

characteristics, of the study design, of the methodology, of the main

results (MCID estimate), and of the auxiliary results (necessary

results to interpret the MCID estimate). Conclusions: A first draft of

guidelines for adequate reporting of studies for MCID determination

has been proposed, but it will need validation by an international

panel of experts.

(3039) Qualitative methods for exploring meaningful change
thresholds, including the use of vignettes: value, implementation
and learnings

Laura Grant, Adelphi Values Ltd, Bollington, United Kingdom;

Claire Trennery, Adelphi Values Ltd, Bollington, United Kingdom;

Lotte Seiding Larsen, Leo Pharma A/S, Ballerup, Denmark; Rob

Arbuckle, Adelphi Values Ltd, Bollington, United Kingdom

Aims: Qualitatively assessing meaningful change with patients has

several challenges, often due to difficulties with patients under-

standing of the concept. This abstract reports on a study in which a

number of qualitative methods were used, in parallel, to explore

meaningful change from the patient perspective on a self-reported

assessment of itch in Atopic Dermatitis (AD). Methods: Ten patient

interviews were conducted to explore meaningful change on a 0–10

itch severity numeric rating scale (NRS), using qualitative question-

ing (reflecting on changes the patient has experienced and what level

of change they would consider meaningful and important) and vig-

nettes.Vignettes were developed using verbatim quotes extracted

from qualitative concept elicitation interviews conducted with a

separate group of AD patients. Three vignettes were developed to

describe mild, moderate and severe disease. Patients were asked to

rate each vignette using the NRS and state if the severity of the

condition described in the vignette was worse, the same or better than

their own AD. Patients were asked if the difference between their own

score, and the score they assigned to the vignette was meaningful, and
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if it would be worthwhile taking a treatment to achieve that change.

Results: During qualitative questioning, almost all of the patients (9/

10) were able to rate the severity of their own itch and report (where

possible) if a 4-point, 3-point, 2-point or 1-point change would be

meaningful. Similarly, patients responded well to the vignette task

and all patients (10/10) were able to compare their own condition to

the examples in the vignettes. Across both methods, the majority of

patients reported that a 1-point or 2-point change would be mean-

ingful (7/10 using qualitative questioning and 6/10 using vignettes).

Patients found vignettes an easier method to understand than using

qualitative questioning based on their own reported score on the NRS.

Conclusions: Qualitative methods can provide valuable additional

insights for exploring meaningful change to aid interpretation of

anchor- and distribution-based findings. In this study, vignettes

proved a particularly powerful tool for making the concept of

meaningful change more concrete and meaningful to patients, helping

them to share their qualitative perspectives.

(3041) Developing a new module of the BREAST-Q to measure
outcomes for patients with lymphedema: a qualitative study

Elena Tsangaris, Harvard University, Boston, MA, United States;

Anne Klassen, McMaster University, Hamilton, Ontario, Canada;

Manraj Kaur, McMaster University, Hamilton, Ontario, Canada;

Linda Vriend, Erasmus Medical Center, Rotterdam, Netherlands;

Dalibor Vasilic, Erasmus Medical Center, Rotterdam, Netherlands;

Andrea Pusic, Harvard Medical School, Boston, MA, United States

Aims: Lymphedema following breast cancer surgery is a commonly

feared complication. The BREAST-Q is a patient-reported outcome

measure for breast cancer patients. The BREAST-Q has more than 30

translations and is used internationally to measure outcomes in breast

cancer surgery (lumpectomy, mastectomy, reconstruction). The aim

of our presentation is to describe the findings of our qualitative study

aimed at developing a new module of the BREAST-Q for lym-

phedema patients. Methods: We used an interpretive description

qualitative approach. Semi-structured interviews were performed with

a heterogeneous sample of breast cancer patients recruited from 2

Canadian and a US cancer center. Interviews were audio-recorded,

transcribed, and coded using the constant comparison approach. The

analysisaimed to identify key themes and subthemes and an item pool

for use in scale development. Results: Participants (n = 50) were 59 (+

9 years). A total of 49 patients had some form of breast surgery, of

which 10 experienced lymphedema. These patients provided codes

that covered a range of lymphedema-specific concerns: appearance

(e.g., arm looked big, puffy, unattractive), body image (e.g., felt self-

conscious, uncomfortable), behavioral (e.g., wearing compression

sleeve, protecting affected arm from insect bites), arm function (e.g.,

difficulties raising arm, holding a pen), and arm-specific symptoms

(e.g., pain, unpleasant sensations such tingling or heaviness in arm).

Conclusions: These preliminary findings will be used to inform the

BREAST-Q Lymphedema Module. We plan to conduct additional

patient interviews and involve experts to develop and refine the

BREAST-Q Lymphedema Module, which will then be field-tested

internationally.

(3043) Development of thresholds for clinical importance
for the EORTC QLQ-C30 and the computer-adaptive EORTC
measures

Fanny L. Loth, MSc, Medical University of Innsbruck, Innsbruck,

Austria; Bernhard Holzner, Medical University of Innsbruck,

Innsbruck, Austria; Neil K Aaronson, The Netherlands Cancer

Institute, Amsterdam, Netherlands; Juan I. Arraras, Hospital of

Navarre, Pamplona, Spain; Fabio Efficace, Italian Group for Adult

Hematologic Diseases (GIMEMA) Data Center, Rome, Italy; John

Ramage, Hampshire Hospitals NHS Foundation Trust, Basingstoke,

United Kingdom; Mogens Groenvold, University of Copenhagen,

Copenhagen, Denmark; Jacobien M Kieffer, The Netherlands Cancer

Institute, Amsterdam, Netherlands; Morten Aa Petersen, University of

Copenhagen, Copenhagen, Denmark; Krzysztof Tomaszewski,

Ignatianum Academy, Krakow, Poland; Teresa Young, Mount

Vernon Cancer Centre, Northwood, United Kingdom; Johannes M.

Giesinger, Medical University of Innsbruck, Innsbruck, Austria

Aims: In an ongoing study the European Organisation for Research

and Treatment of Cancer (EORTC) Quality of Life Group is devel-

oping thresholds for clinical importance for 14 domains of the

EORTC QLQ-C30 and the corresponding EORTC item banks for

computer-adaptive testing (CAT). In a previous study, we identified

criteria (anchors) for clinical importance that are now used for

establishing the cut-off scores for the individual quality of life

domains. Methods: We are recruiting a heterogeneous sample of

cancer patients in six European countries (recruitment aim N = 500).

Patients complete the QLQ-C30, items from EORTC CAT items

banks, and anchor items asking for limitations of everyday life,

worries by patient/family/partner and need for help/care related to

each domain. Thresholds are based on Receiving Operator Charac-

teristic (ROC) analysis and analysis of sensitivity and specificity.

Functional scores below and symptom scores above the thresholds

indicate clinically important problems. Results: An interim analysis

was completed with data from 445 patients (mean age: 60.8 years;

55.9% women; most frequent diagnoses: breast cancer 26.8%, pros-

tate cancer 11.2%, and lung cancer 10.0%. For the QLQ-C30

symptom domains, the Area Under Curve (AUC) ranged from 0.87

(Sleep Disturbances) to 0.92 (Pain and Fatigue). For the QLQ-C30

functioning domains the AUC ranged between 0.76 (Cognitive

Functioning) and 0.89 (Emotional Functioning). For the EORTC CAT

symptom scales, the AUC ranged between 0.87 (Sleep Disturbances)

and 0.94 (Diarrhoea), and for functioning domains between 0.77

(Social Functioning) and 0.89 (Role Functioning). We will present the

results based on the full sample at the conference. Conclusions: The

QLQ-C30 scales and the EORTC item banks show good diagnostic

accuracy with regard to the identification of clinically important

symptoms and problems. Establishing thresholds will facilitate the

interpretation of the EORTC measures and foster their use in daily

oncology practice to identify clinically important symptoms and

problems that should be discussed in the clinical encounter.

(3045) 2MCID: a novel approach to strengthening the utility
of the concept of MCID

Faraz Ali, MBChB, Department of Dermatology and Wound Healing,

Division of Infection and Immunity, School of Medicine, College of

Biomedical and Life Sciences, Cardiff University, Cardiff, United

Kingdom; Andrew Y Finlay, Department of Dermatology and Wound

Healing, Division of Infection and Immunity, School of Medicine,

College of Biomedical and Life Sciences, Cardiff University, Cardiff,

United Kingdom; Sam Salek, School of Life and Medical Sciences,

University of Hertfordshire, Hatfield, United Kingdom

Aims: The minimal clinical important difference (MCID) is a widely

used concept to understand the meaning of health-related quality of

life (HRQoL) score changes. In order to give a greater sense of the

meaning of score change, we hypothesize that a new concept of

‘2MCID’ (i.e. twice the MCID) will enable better discrimination

between efficacy of interventions. Methods: A systematic review (Ali

et al. 2017) demonstrated that the most commonly utilized HRQoL

tool in psoriasis trials is the Dermatology Life Quality Index (DLQI,

MCID of 4 points). We have introduced the concept of 2MCID to that
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dataset (i.e. DLQI score change C 8) to demonstrate comparative

efficacy between interventions. Results: A total of 100 trials were

identified by the systematic review, covering a range of interventions.

For topical treatments, clobetasol 0.05% spray showed the greatest

improvement at 4 weeks (2MCID, 8 points), followed by calcipotriol

plus betamethasone at 8 weeks (6.4 points). These changes are

comparable to ustekinumab 90 mg at 12 weeks (average 2MCID (8

point) improvement) and ciclosporin 3-5 mg/kg at 12 weeks (6.6 point

improvement). No other topical therapy reached 2MCID.

Methotrexate 15 mg at 16 weeks was the only systemic intervention

over the 2MCID threshold (8.7 points). This was comparable to

several biologics, including etanercept 50 mg at 24 weeks and

ustekinumab 90 mg at 12 weeks (8.7points). Infliximab 5 mg/kg at 16

weeks and secukinumab 300 mg at 12 weeks on average demon-

strated the largest improvement in DLQI score of 11.4 ([2MCID).

Amongst other interventions, an energy-restricted diet with

immunosuppressive therapy at 24 weeks recorded DLQI improve-

ment of 14.4 (3MCID). DLQI at 12 weeks improved by 11.2

([ 2MCID) with PUVAsol 0.6 mg/kg + isotretinoin 0.5 mg/kg: for

PUVAsol alone, DLQI improvement was 6.8. Conclusions: This pilot

study has shown that ‘2MCID’ could add meaning to score change

when comparing interventions, and possibly when comparing results

across different HRQoL instruments as a ‘unit of change’. This may

enable researchers to distinguish more efficiently between interven-

tions in trials, potentially improving patients’ access to the most

effective new medicines. However, prospective studies are needed to

prove this concept’s long-term usefulness.

(3047) Reference values for EORTC QLQ-C30 in early
and metastatic breast cancer

Justyna Mierzynska, European Organisation of Research and

Treatment for Cancer, Quality of Life Department, Brussels,

Belgium; Mekdes Taye, European Organisation of Research and

Treatment for Cancer, Quality of Life Department, Brussels,

Belgium; Madeline Pe, European Organisation of Research and

Treatment for Cancer, Quality of Life Department, Brussels,

Belgium; Corneel Coens, European Organisation of Research and

Treatment for Cancer, Quality of Life Department, Brussels,

Belgium; Francesca Martinelli, European Organisation of Research

and Treatment for Cancer, Quality of Life Department, Brussels,

Belgium; Katarzyna Pogoda, Department of Breast Cancer and

Reconstructive Surgery, Maria Sklodowska-Curie Institute –

Oncology Center, Warsaw, Poland; Galina Velikova, Leeds Institute

of Cancer and Pathology, University of Leeds, Leeds, United

Kingdom; Vesna Bjelic-Radisic, Department of Gynecology and

Obstetrics, Medical University of Graz, Graz, Austria; Fatima

Cardoso, Breast Unit, Champalimaud Clinical Center-Champalimaud

Foundation, Lisbon, Portugal; Etienne Brain, Department of Medical

Oncology, Institut Curie, Paris & Saint Cloud, France; Michail

Ignatiadis, Department of Medical Oncology, Jules Bordet Institute,

Brussels, Belgium; Martine Piccart, Department of Medical

Oncology, Jules Bordet Institute, Brussels, Belgium; Emiel Rutgers,

Department of Surgical Oncology, Netherlands Cancer Institute,

Amsterdam, Netherlands; Geertjan Van Tienhoven, Department of

Radiation Oncology, Academic Medical Centre, Amsterdam,

Netherlands; Robert Mansel, Department of Surgery, Cardiff

University, Cardiff, United Kingdom; Hans Wildiers, Department of

General Medical Oncology, University Hospitals Leuven, Leuven,

Belgium; Andrew Bottomley, European Organization of Research

and Treatment for Cancer, Quality of Life Department, Brussels,

Belgium; submitted on behalf of EORTC and EORTC Breast Cancer

Group

Aims: Considering the worldwide incidence of breast cancer (BC) in

women and the importance of health-related quality of life (HRQOL)

assessment, there is a growing need to have accurate and up-to-date

reference values for HRQOL instruments. Reference values are used

for the design of clinical trials (CTs) (e.g., calculation of sample size)

and as a benchmark for comparison and interpretation of cancer CTs

and health care interventions. This abstract describes EORTC refer-

ence values for BC patients using the EORTC QLQ-C30. Methods: A

systematic literature review was first undertaken to establish the most

common methods used to report reference values data. Subsequently,

the EORTC CTs database was searched to identify EORTC BC CTs

where baseline HRQOL before treatment was assessed with the QLQ-

C30 (version 3.0). The reference scores were calculated on the

baseline data and stratified by disease stage and age group (\ 40,

40–65,[ 65). Results: Three EORTC phase II and III CTs were eli-

gible for descriptive analysis, and included 4116 patients. One CT

involved early BC (EBC) (EORTC 10,981 - newly diagnosed patients

treated with axillary node clearance or radiotherapy if sentinel node

positive) and the other two focused on metastatic BC (MBC)

(EORTC 10,001 – comparing two single agent chemotherapies,

EORTC 75,111 - Her2 positive frail patients treated with sequential

anti-Her2 therapy). Table 1 presents reference values for all patients.

There is a clear trend involving more impaired functioning and higher

symptomatology in MBC in comparison with EBC. Comparing age

groups, older patients with EBC reported worse scores only for

physical functioning while older patients with MBC reported worse

scores in all functioning scales except for cognitive and social func-

tions. The symptom scores were consistent between age groups:

insomnia and fatigue were the most problematic symptoms whereas

nausea/vomiting, diarrhea and constipation were reported less fre-

quently. Conclusions: The EORTC QLQ-C30 reference values should

be used to interpret future HRQOL data as a valuable tool in cancer

research and clinical practice.

(3049) Identification of MCIDs for foot and ankle patients

Man Hung, PhD, University of Utah, Salt Lake City, UT, United

States; Judith Baumhauer, MD, University of Rochester Medical

Center, Rochester, NY, United States; Jerry Bounsanga, BS,

University of Utah, Salt Lake City, UT, United States; Maren Voss,

ScD, University of Utah, Salt Lake City, UT, United States; Julie Xu,

BS, University of Utah, Salt Lake City, UT, United States; Shirley

Hon, BS, University of Utah, Salt Lake City, UT, United States;

Charles Saltzman, MD, University of Utah, Salt Lake City, UT,

United States

Aims: Patient-reported outcome (PRO) measures potentially improve

the patient experience in medical care by providing the patient per-

spective. Treatment improvement should be measured as change that

is meaningful from the patient’s point of view. Improvement that
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doesn’t improve quality of life is arguably not improvement at all.

Two methods have typically been used to develop score values that

reflect a minimum clinically important difference (MCID), the

smallest amount of change that could be considered meaningful.

Distribution-based methods look at meaningful score changes on a

group level. Anchor-based methods tie the change level to an indi-

vidual marker of change. This study applied a novel and

individualized approach to MCID determination using item response

maps, bringing important change determination down to the item

level. Methods: Demographic information and he Patient-Reported

Outcomes Measurement Information System (PROMIS) Physical

Function (PF) and the PROMIS Pain Interference (PI) instruments

were delivered electronically to consecutive patients seeking care at

an orthopaedic center between 2014 and 2017. PROs were adminis-

tered at the start of each clinic visit as part of standard care. Data were

collected via a secured portal through an institutional healthcare

system. The Rasch Partial Credit Model was applied to examine the

PROMIS PF and the PROMIS PI. Dimensionality, fit statistics and

various psychometric indices were evaluated. Graphical display was

constructed to map standard errors to various person locations, pro-

viding a proxy to MCIDs of each measure. Results: Both of the

PROMIS PF and the PROMIS PI were fairly unidimensional, and

showed sufficient infit and outfit statistics. Use of Rasch-based

application mapping identified better precision corresponding to

individual outcome scores. Conclusions: Rasch-based mapping

enhance individual level interpretation of meaningful change that are

signified by distribution-based MCID determination. This approach

provides more precise MCID understanding than traditional dis-

tributed-based methods and can be an important advancement in the

application of patient-reported outcome measures to clinical practice.

Mapping-based MCID provides added value to score interpretation

that reflects meaningful improvements, a meaning-based evaluation

that can be associated with increases to quality of life.

(3051) Evaluation of responsiveness and estimation of minimal
clinically important difference (MCID) scores for the Childhood
Atopic Dermatitis Impact Scale

Michaela Gabes, Medical Sociology, University of Regensburg,

Regensburg, Germany; Sarah L. Chamlin, M.D., Ann and Robert H.

Lurie Children’s Hospital of Chicago and Northwestern Feinberg

School of Medicine, Chicago, IL, United States; Jin-Shei Lai, PhD,

OTR, Department of Medical Social Sciences Feinberg School of

Medicine, Northwestern University, Chicago, IL, United States;

David Cella, PhD, Department of Medical Social Sciences Feinberg

School of Medicine, Northwestern University, Chicago, IL, United

States; Anthony J. Mancini, M.D., Ann and Robert H. Lurie

Children’s Hospital of Chicago and Northwestern Feinberg School of

Medicine, Chicago, IL, United States; Christian Apfelbacher, PhD,

Medical Sociology, University of Regensburg, Regensburg, Germany

Aims: We aimed to evaluate the responsiveness (i.e. whether an

instrument is sensitive to change in patients whose condition had

changed), and to estimate minimal clinically important difference

(MCID) of the CADIS (Childhood Atopic Dermatitis Impact Scale).

The CADIS measures quality of life (QoL) in young children affected

by atopic dermatitis (AD) and their parents. In spite of good test–

retest reliability, concurrent and discriminative validity, further

evaluation of longitudinal discriminant validity is needed. Methods:

The sample consisted of 300 young children whose parents and pri-

mary caregivers completed the CADIS, socio-demographic and

clinical questions, and a global rating of their child’s skin condition at

baseline and four weeks later. The total CADIS score could range

from 0 to 180. Paired t-Tests, effect sizes and ANOVA were used to

assess the CADIS’ responsiveness. The MCID, a threshold, was

evaluated and any change score greater than the cut-off was seen as a

clinically significant change of the patient’s condition. Different

approaches, anchor-based, distribution-based and an integration of

both, were used to estimate the MCID. Results: Of the 300 enrolled

families, 270 completed the CADIS and the global skin question at

baseline and 228 at follow-up. The CADIS change score had a cor-

relation of -0.526 (p\0.001) with the skin change score which served

as an anchor. The patients were grouped according to the anchor,

depending on whether the parents perceived a skin change and

depending on how big this change actually was. Children whose

parents noted an improvement of the skin, showed significantly higher

QoL, indicated by lower CADIS scores at follow-up (p B 0.012).

Moderate to high effect sizes underlined these findings. Even when no

change in skin scores was perceived, the QoL improved significantly

(p = 0.010). For the estimation of the MCID, we received score

changes from 5.48 to 9.26, depending on which approach was used.

Conclusions: The CADIS is highly sensitive to change towards

improvement of QoL since it registers change even when no change

in the skin condition is reported by the parents. Furthermore, this

study strengthens and supports the measurement properties of the

CADIS and its use in clinical practice.

(3053) Investigation of the minimally important difference
of HRQOL in stroke patients on recovery-phase rehabilitation
wards -Using anchor-based and distribution-based methods-

Ryota Izumi, PhD, Seirei Christopher University, Hamamatsu, Japan;

Tetsuya Sano, Suzukake Healthcare Hospital, Iwata, Japan; Hirokazu

Takizawa, Todachuo Rehabilitation Hospital, Toda, Japan; Yasuhiro

Yamamoto, Kanazawa Neurosurgical Hospital, Kanazawa, Japan;

Asami Hori, Niigata Rehabilitation Hospital, Niigata, Japan; Akane

Wada, Hamamatsu City Rehabilitation Hospital, Hamamatsu, Japan;

Eiko Iguchi, Juzen Memorial Hospital, Hamamatsu, Japan; Yoshimi

Suzukamo, Tohoku University, Sendai, Japan; Shin-ichi Noto,

Niigata University of Health and Welfare, Niigata, Japan

Aims: In Japan, there are few studies on HRQOL in recovery-phase

rehabilitation, and no minimally important difference (MID) values

have been established. The present study intended to determine the

MID values using two different methods. Methods: This was a multi-

center longitudinal study in patients with stroke who received occu-

pational therapy in recovery-phase rehabilitation wards. HRQOL

assessments were performed at two timepoints: the initial evaluation

and re-evaluation 1 month later. HRQOL scales used were the SF-36

and the Japanese version of the EQ-5D-5L. The MID was determined

by an anchor-based (AB) and distribution-based (DB) method. For the

AB method, the answer to Question 2 of the SF-36, was used as an

‘‘anchor’’. Patients who selected 1 or 2 were considered ‘‘improved’’.

For the DB method, MID was estimated based on 0.5 SD. Results:

The study enrolled 61 patients with a mean age of 64.8 ± 13.4 years.

Of the 61 patients, 30 were assessed as improved and 31 as non-

improved. The MID values estimated by the AB method were 11.3,

7.8, 4.3, 5.8, 9.4, 12.8, and 7 for PF, RP, SF, GH, VT, RE, and MH of

the SF-36 and 0.09 for the EQ-5D. The MID values estimated by the

DB method were 7.8, 9.7, 5.1, 4.3, 4.9, 8.3, 9.4, and 4.8 for PF, RP,

BP, SF, GH, VT, RE, and MH of the SF-36 and 0.08 for the EQ-5D.

The mean difference exceeded the MID values estimated by the DB
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method for PF and MH and that for the EQ-5D-5L in both patient

groups. Conclusions: The MID values estimated by the AB method

were generally higher than those estimated by the DB method. Items

exceeding the corresponding MID were limited to PF, MH, and the

EQ-5D, suggesting that the comparison of pre- and post-rehabilitation

results is not sufficient for evaluation of HRQOL.

(3055) Minimally important difference and responsiveness
of the MD Anderson Symptom Inventory in evaluating symptom
severity and interference in cancer patients

Tito Mendoza, University of Texas MD Anderson Cancer Center,

Houston, TX, United States; David Eton, Mayo Clinic, Rochester,

MN, United States; Kathleen Yost, Mayo Clinic, Rochester, MN,

United States; Paul Novotny, Mayo Clinic, Rochester, MN, United

States; Amylou Dueck, Mayo Clinic, Scottsdale, AZ, United States;

Timothy Beebe, University of Minnesota, Minneapolis, MN, United

States; Marlene Frost, Mayo Clinic, Minneapolis, MN, United States;

Loretta Williams, University of Texas MD Anderson Cancer Center,

Houston, TX, United States; Charles Cleeland, The University of

Texas MD Anderson Cancer Center, Houston, TX, United States; Jeff

Sloan, Mayo Clinic, Rochester, MN, United States

Aims: While the MD Anderson Symptom Inventory (MDASI) has

been used in many cancer clinical studies, there have been limited

reports of what constitutes minimally important differences (MID)

and responsiveness at the item and subscale levels. The goals of this

study are to provide estimates of MID and to demonstrate respon-

siveness of the MDASI. Methods: Patients enrolled at 5 cancer

centers in the U.S. completed the MDASI at baseline (BL) and 6

weeks. The MDASI is a self-report measure that assesses the severity

of 13 symptoms and their collective impact on daily functions. Each

of the symptom severity and interference item is rated on an 11- point

numeric rating scale with higher scores indicating worse symptoms

and greater interference. Patients also completed other measures.

However, the responsiveness of the Patient-Reported Outcomes

Measurement Information System (PROMIS) short forms, single

items from the Patient-Reported Outcomes version of the Common

Terminology Criteria for Adverse Events (PRO-CTCAE).and analo-

gous single-item linear analog self-assessments (LASAs) were

reported elsewhere. Distribution-based and anchor-based MIDs were

tabulated. Separate MIDs for improvement and worsening were

reported using patient-reported ECOG performance status (PS) and

global ratings of change (GRC). Effect sizes of change scores were

calculated as [(Mean6wk – MeanBL)/standard deviationBL]. Results:

Of the 1859 patients enrolled, 1242 (66.8%) completed both BL and 6

week assessments. These patients had a mean age of 57 years (range

18–89), were predominantly female (63%), White (75%), with an

ECOG PS of 0 (48%) or 1 (44%). For ECOG PS (Figure 1), the effect

sizes ranged from 0.29 to 0.70 for worsening and from - 0.49 to 0.1

for improvement. For GRC, the effect sizes for pain, fatigue, dis-

turbed sleep and feeling sad ranged from 0.65 to 0.73 for worsening

and from - 0.10 to -0.37 for improvement. Half standard deviation

MID for the MDASI symptoms ranged from 1.0 to 1.5 while symp-

tom interference ranged from 1.2 to 1.5. Conclusions: Anchor-based

MID for the MDASI approximated the universally accepted standard

of half standard deviation units. Our results also demonstrated the

responsiveness to change of the MDASI using generally accepted

anchors.

Patient Engagement

(3057) Leveraging patient engagement to develop a disease
specific patient reported outcomes measure

Allison Nguyen, Merck & Co., Inc., North Wales, PA, United States;

Valerie Powell, Mapi Group an ICON plc Company, Boston, MA,

United States; Kelly Franchetti, Mapi Group an ICON plc Company,

Boston, MA, United States; Yanfen Guan, Merck & Co., Inc.,

Kenilworth, NJ, United States; Mary Elmer, Merck & Co., Inc.,

Kenilworth, NJ, United States; Luther Clark, Merck & Co., Inc.,

Kenilworth, NJ, United States; Felipe Arbelaez Casas, Merck & Co.,

Inc., Kenilworth, NJ, United States

Aims: Patient engagement (PE) in medicines development can serve

many purposes including obtaining input on trial design/procedures,

identifying recruitment challenges, barriers to compliance, and pre-

dictors of attrition. PE may also be useful to support endpoint measure

development by identifying disease-related impacts most important to

patients and/or caregivers. Aims:: To summarize the insights gained

from a PE relative to the development of a new patient-reported

outcome measure (PROM). Methods: Twelve US women (age 26–44;

42% Caucasian, 42% African-American, 16% multi-racial) with

endometriosis and experiencing moderate to severe endometriosis-

related pain (ERP; pelvic pain score C 5 on a 0, ‘no pain’ to 10,

‘extreme pain’ scale) were recruited for a 1-day group dialogue.

Women participated in activities to build rapport and trust, and to

elicit details about feelings and experiences with ERP. Interactive

individual, partner, and large group activities related to a hypothetical

clinical trial for ERP focused on trial design features, including

recruitment methods/materials, procedures, visit schedule and the use

of an electronic daily diary. Throughout the dialogue, participants

described feelings/experiences with their initial diagnosis, treatments

for ERP, symptoms, and the physical, work/school, and social impact

of ERP. Results: Key insights from participants that can be used to

inform future PROM development are summarized in the table.

Conclusions: Well-designed PE can be extremely useful for uncov-

ering issues related to trial design, recruitment, study materials, etc..

Equally important, the insights gained through this PE can be lever-

aged to enhance development of a highly relevant disease-specific

PROM for patients with ERP to be used in future clinical trials.
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(3059) The use of patient perspectives to develop and pretest
a scale of meaningful patient engagement in health research
projects

Clayon Hamilton, PhD, Department of Physical Therapy, University

of British Columbia, Vancouver, British Columbia, Canada; Alison

Hoens, MSc, BC SUPPORT Unit, Vancouver, British Columbia,

Canada; Shanon McQuitty, Arthritis Patient Advisory Board -

Arthritis Research Canada, Richmond, British Columbia, Canada;

Annette McKinnon, Arthritis Patient Advisory Board - Arthritis

Research Canada, Richmond, British Columbia, Canada; Kelly

English, Arthritis Patient Advisory Board - Arthritis Research

Canada, Richmond, British Columbia, Canada; Catherine Backman,

PhD, Department of Occupational Science & Occupational Therapy,

University of British Columbia, Vancouver, British Columbia,

Canada; Negar Khodarahmi, BA, Arthritis Research Canada,

Richmond, British Columbia, Canada; Tara Azimi, MA, Arthritis

Research Canada, Richmond, British Columbia, Canada; Linda Li,

PhD, Department of Physical Therapy, University of British

Columbia, Vancouver, British Columbia, Canada

Aims: Patients’ engagement as partners in health research projects is

growing. However, there are no tools for quantitatively assessing the

quality of these partnerships. We sought to develop and pretest a scale

to measure the degree of meaningful patient engagement in research

from a patient partner perspective. Methods: Our collaborative team

of researchers and four experienced patient partners conducted this

study in three successive phases. Participants were English-language

proficient adult patients or informal caregivers who engaged as

patient partners in research in Canada. Phase 1, questionnaire items

were generated using the same qualitative data as the empirically

based Patient Engagement In Research Framework published in

January 2018. Phase 2, participants rated the level of importance of

each item through a 3-round Delphi process involving online ques-

tionnaires and a teleconference discussion. Our decision to select an

item was guided by its response distribution and participants’ com-

ments on wording and importance. The Patient Engagement In

Research Scale (PEIRS) was then designed using the selected items.

Phase 3, a 2-round cognitive interviewing process used in-person

concurrent verbal probing of participants to identify and address any

problems in the PEIRS. Results: The Delphi-panel included 12 par-

ticipants (10 women, 11 Caucasians, 1 Asian) and the cognitive

interviews included 12 new (except one) participants (4 women, 10

Caucasians, 1 Indigenous, 1 African decent). Participants represented

a variety of diseases, health-related conditions, and use of healthcare

services. They were aged between 18 and 85 years. Highest formal

education ranged from high school diploma (n = 1) to master’s degree

(n = 3). One-hundred and twenty items were generated across the

eight domains of the Patient Engagement In Research Framework. All

Delphi-panelists completed the online questionnaires, except for one

person in round two, resulting in a 43-items PEIRS. The PEIRS was

subsequently reduced to 41 items across seven domains after col-

lapsing two domains into one. Conclusions: Our participants’

perspectives collected through a Delphi process and cognitive inter-

viewing successfully informed the development and content and face

validation of a scale of meaningful engagement of patients in research

projects. Having patient partners on our research team further ensured

the PEIRS is grounded in a patient partner perspective.

(3061) Obtaining patient priorities in delivering patient centered
care: beyond patient reported outcomes

Deborah Miller, PhD, LISW-S, Cleveland Clinic Mellen Center,

Cleveland, OH, United States; Brandon Moss, MD, Mellen Center,

Cleveland Clinic, Cleveland, OH, United States; Susannah Rose,

PhD, Office of Patient Experience, Cleveland Clinic, Cleveland, OH,

United States; Malory Weber, MBA, Mellen Center, Cleveland

Clinic, Cleveland, OH, United States; David Schindler, BS,

Biomedical Engineering, Cleveland, OH, United States; Hong Li,

MS, Quantitative Health Sciences, Cleveland Clinic, Clevleand, OH,

United States; Sarah Planchon, PhD, Mellen Center, Cleveland Clinic,

Cleveland, OH, United States; Robert Bermel, MD, Mellen Center,

Cleveland Clinic, Cleveland, OH, United States

Aims: Our Multiple Sclerosis Clinic’s patient advisory panel sug-

gested enhancing patient-centered care. With their input, we initiated

a process that asks patients the following question before their

appointment: ‘‘What is the most important thing you want your

clinician to know today (MIT).’’ Our purpose was to determine issues

patients want to address during clinical encounters not identified

using standardized patient reported outcomes (PROs) or clinical

assessments. Methods: Our clinic is a learning health system. As part

of routine office visits, patients use an iPad-based device to if they

choose, free text the MIT issue with no character count restriction.

They then complete Neuro-QoL scales, self-reported social and health

histories and an electronic adaptation of clinical performance mea-

sures. We randomly selected responses from 400 subjects with no

MIT response and 400 subjects who completed the MIT free text from

a total of 2,788 initial clinical encounters. We systematically

reviewed the MIT responses, categorized them, calculated the number

of MIT issues per respondent and assessed range of issues respon-

dents raised and qualitatively assessed the overlap between MIT

issues and Neuro-QoL scales. Results: We identified 3 MIT domains

with sub-domains, Physical (14 sub-domains), Mental (6 sub-do-

mains), Social (6 sub-domains) and 2 unitary domains, Disease

Modifying Therapies (DMT) and Positive Statements (PS). Of the 400

patients who responded to the MIT option, 212 (53%) provided one

response, 83 (20.75%) provided 2 responses and 57 (14.25%) pro-

vided between 3 and 6 responses and 48 (12%) provided responses

unrelated to MS. The top three MIT issues related to DMT use,

physical general concerns and pain. Of those who reported 2 MIT

issues 54.2% included two physical concerns. While there was min-

imal overlap between the physical MIT concerns items and the

Neuro-QoL physical scales there was a consistent trend for those with

more MIT concerns to have worse scores on all NEUOR-QoL scales

(p\0.05). Conclusions: Among those who responded to the MIT

option, patients reported concerns about disease management and

idiosyncratic symptoms that are difficult to categorize and not cap-

tured in the Neuro-QoL scales, suggesting that this process offered

patients a unique opportunity to share specific concerns with their

providers.
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(3063) Why do patient research partners and researchers engage
in a long-term co-creative collaboration?

Louise Aaro, Patient Research Partner, Linköping, Sweden; Lars E.

Eriksson, RN, MSc, PhD, Karolinska Institutet, Stockholm, Sweden;

David Hill, Patient Research Partner, Gothenburg, Sweden; Claudia

Lampic, PhD, Karolinska Institutet, Stockholm, Sweden; Åsa

Månsson D’Souza, Patient Research Partner, Bromma, Sweden;

Johanna Sörensen, Patient Research Partner, Stockholm, Sweden;

Carolin Viklund, Patient Research Partner, Stockholm, Sweden; Lena

Wettergren, RN, PhD, Karolinska Institutet, Stockholm, Sweden

Aims: To explore motivations and experiences of engaging in a long-

term co-creative collaboration among patient research partners and

researchers. Methods: The project ‘Fex-Can – .and sexuality fol-

lowing cancer’ is a nationwide cohort study with an embedded RCT

to alleviate fertility distress and sexual problems among young adults

(19-40 years) one year after diagnosis. A long-term collaboration was

initiated 2014 with 12 patient research partners (PRPs) with a cancer

experience and the research group. The aim and procedure of the

present study was jointly decided upon at a meeting with 5 of the PRP

and 3 of the researchers. Four of these PRPs conducted telephone

interviews with 8 PRPs and 5 researchers according to an interview

guide. Interviews were recorded and transcribed verbatim. Transcripts

were analyzed with qualitative content analysis. Results: The main

reason for investing in a long-term collaboration over several years,

for both PRPs and researchers, was the desire to improve cancer care.

Some PRPs described the collaboration as a way to make use of own

negative experiences, or even as a kind of rehabilitation or therapy.

Several factors were considered important for sustaining the long-

term collaboration, both by PRPs and researchers. An atmosphere of

mutual respect, empathy and trust was described as essential.

Recurrent feedback on input from PRPs and how this was imple-

mented in the project contributed to a sense of meaningfulness and

that all strive towards a common goal. In addition, the format of the

collaboration was important. A firm and keen leadership was appre-

ciated by PRPs and created a constructive and trustworthy

atmosphere. Having three yearly meetings organized as half-day

gatherings including lunch, where one was free to attend or be absent

after availability, gave a structure that provided stability. Conclu-

sions: The studied co-creative collaboration between patient research

partners (PRPs) and researchers was based on a shared desire to

improve cancer care. A working environment characterized by a firm

but permissive structure, recurrent feedback to PRPs and mutual

respect between collaborators was essential for sustaining long-term

engagement.

(3065) The development of a game to facilitate pediatric patient
participation in hospital care, research and intervention
development

Lorynn Teela, Psychosocial Department Emma Children’s Hospital

Amsterdam UMC, Amsterdam, Netherlands; Lieke Verhagen, MSc,

Psychosocial Department Emma Children’s Hospital Amsterdam

UMC, Amsterdam, Netherlands; Martha Grootenhuis, PhD, Princess

Máxima Center for Pediatric Oncology, Utrecht, Netherlands; Lotte

Haverman, PhD, Psychosocial Department Emma Children’s Hospital

Amsterdam UMC, Amsterdam, Netherlands

Aims: Participation of patients is important and essential, because

patients can be seen as experts in health care. Although it is

increasingly acknowledged, professionals still find it hard to realize

this, especially within pediatric patients. Therefore, the goal of this

project is to develop a game for adolescents, called ‘All Voices

Count’ (‘Alle Stemmen Tellen’), which can be used by professionals

to incorporate patient participation in hospital care, research and

intervention development. Methods: The game was developed in six

steps; (1) The most important topics for adolescents with a chronic

disease regarding hospital care were determined by focus groups. (2)

Adolescents were asked about their ideas about a patient participation

game. (3) A draft version of the game was developed based on the

topics. (4) Adolescents were asked about their opinion of the draft

version of the game. (5) The draft version was adapted based on the

input from the adolescents and a manual for professionals was cre-

ated. (6) The game was played by adolescents under supervision of

two trainers, in order to investigate the feasibility of the game.

Results: (1) Fifteen adolescents with a chronic disease (age range

12–18 years; mean age 14.5 years, 60% girls) participated in the first

round of focus groups. Ten major themes in hospital care were

identified, e.g. my hospital and like me. (2) The adolescents preferred

a group game that can be played actively and contains a winning

element. (3) The 10 themes were transformed into a card game. (4)

Fourteen adolescents (age range 12–18 years, mean age 14.9 years,

64.3% girls) gave their opinion about the draft version of the game.

Overall, adolescents were positive about the game. It helped them to

give their opinion more easily. (5) Based on their feedback, adjust-

ments were made to the game. All themes were elaborated with

photos instead of clip-arts. (6) In April 2018, the game will be played.
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The results and the final game will be presented at the conference.

Conclusions: With this game we provide professionals a tool to

include the input from pediatric patients in the decision-making

process of daily hospital care, research and intervention development.

(3067) A patient engagement method overview: examples
of valuing patient voice in psychology, disease conditions
and mental health using group concept mapping

Mary Kane, MSLIS, Concept Systems, Inc., Ithaca, NY, United States

Aims: This presentation will describe and explore the practice of

valuing voice in patient-centered contexts via Group Concept Map-

ping (GCM), with examples from psychology, mental health and

specific conditions that include loss of hearing and Parkinson’s.

Attendees will learn the background of person-centered inquiry in the

context of Group Concept Mapping, and will be exposed to five

specific published examples of patient voice, where data is aggregated

across multiple patients, to produce reporting taxonomies efficiently

from multiple sources. Relevant publications from the most recent

decade will be presented to demonstrate range and effectiveness of

the methodology. Attendees will understand the connection between

GCM and other patient elicitation tools, and their useful combination

to produce high quality patient-driven results. Methods: Using a

survey and literature review format, the presentation will highlight the

use of GCM in a range of patient contexts, and will describe the

design decisions, recruiting strategies, linkages to other methods and

tools, and outcomes as reported and used. In this way, the author will

demonstrate range and scalability of the Valuing Voice approach in

patient outcomes identification. Exploration of the variability in the

applications of the standard methodology will illustrate the critical

nature of design and engagement decisions in each example, and in

patient outcomes research generally. Results: As a methodological

exploration, the presentation will lead to interaction with the audience

on tool selection, barriers and risks when using the systematic

structure of GCM in patient contexts, and a discussion of questions

regarding adaptation to various contexts or conditions. Conclusions:

With this presentation, the author hopes to provide a perspective on a

useful tool that may be applied independently or in high value

combination with other patient engagement approaches, to support

innovation in mixed-methods approaches in patient outcomes

research.

(3069) Shared decision-making in spine surgery: pilot study
of the use of patient reported outcomes to improve decision-
making

Richard Skolasky, Johns Hopkins University, Baltimore, United

States; Brian Neuman, M.D., Johns Hopkins University, Baltimore,

MD, United States

Aims: Shared decision making (SDM) is the process of providers and

patients deciding together about the preferred treatment choice when

there is more than one option. While many providers focus on

application of evidence to make decisions, the SDM aspect if often

neglected.Patient-reported outcomes (PROs) can inform patient

management; however, providers and patients often have difficulty

interpreting the meaning of scores. Snyder, et al. presented a graph-

ical framework to display PRO scores to patient and providers. We

used this framework to display PROMIS scores during an encounter

for patients with degenerative spine conditions.The current study

determined the impact of this graphical display of PROMIS scores on

SDM and patient-provider agreement on perspectives of the

encounter. Methods: Prospective cohort of patients presenting to a

spine surgeon were provided either usual care (UC) or care employing

graphical display of PROMIS (PROGC).Preoperatively, 30 patients

completed PROMIS scores (Pain, Physical function, Fatigue, Anxi-

ety, Depression, Sleep disturbance, and Satisfaction with social

roles)—18 UC patients and 12 PROGC patients. For PROGC, a

graphical display of PROMIS scores was provided for use during the

encounter.SDM was assessed using the SDM-9-Q, a validated mea-

sure of patients perspective of shared nature of decision making

during the encounter. Perspective was assessed using the Physician-

Patient Questionnaire (PPQ), a validated measure to assess agreement

between patient and provider on perspective of the encounter. Patients

and Providers were assessed following the initial encounter. Results:

Patients and providers in PROGC reported that graphical displays

were understandable. Median SDM scores were higher in PROGC

compared to UC (45 vs. 38, p = 0.047).There was moderate patient-

provider agreement on perspective of the encounter (PPQ 15 vs. 18.5,

correlation = 0.41). Patients in PROGC had higher median PPQ

compared to UC (18 vs. 13, p = 0.049) - more in line with the provider

perspective. Conclusions: PRO scores can help to manage patient

care. Graphical displays of PROMIS scores during the encounter

leads to improvement in decision making shared between the patient

and provider.We are currently expanding this research to focus on the

association between patient and providers perspective of the initial

encounter and the treatment decisions made and outcomes

experienced.
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Rare Conditions

(3073) Identifying relevant and important quality of life (QoL)
issues for people with primary sclerosing cholangitis (PSC)
through group discussions and interviews

Elena Marcus, University College London, London, United Kingdom;

Douglas Thorburn, MB ChB, Royal Free London NHS Foundation

Trust, London, United Kingdom; Patrick Stone, MB ChB, University

College London, London, United Kingdom; Bella Vivat, MSc PhD,

University College London, London, United Kingdom

Aims: Primary sclerosing cholangitis (PSC) is a rare incurable disease

affecting the bile ducts and liver, which can significantly impair

quality of life (QoL). This paper reports on first steps in developing a

QOL tool for people with PSC (PwPSC): generating and exploring

potentially relevant issues. Methods: In the absence of relevant lit-

erature, we identified 390 potentially relevant QoL issues from a

survey by the PSC Support charity and existing tools for co-morbid

conditions or similar clinical features. At this stage we only excluded

poorly worded or duplicate issues. We grouped issues in seven broad

domains.There is no consensus on staging PSC, so we hypothesised

six categories in relation to severity of PSC and presence of co-

morbid conditions, grouped PwPSC participants in these categories,

then discussed the issues list in groups and individual interviews.

During the discussions, PwPSC indicated which issues they felt most

relevant and important to include in a QoL tool. We retained issues

which C60% of participants rated as relevant or important. This

reduced list is currently being discussed with specialist clinicians.

Results: Twenty-eight PwPSC participated: 20 in nine group discus-

sions, and eight in individual interviews. Of the 390 issues, C60%

participants indicated that 165 (42%) were relevant and important,

and these were retained, with 30-86% issues retained per domain

(Table 1): (1) Physical functioning (e.g. fatigue, nausea, pain), (2)

Cognitive and emotional functioning (e.g. memory, anxiety, depres-

sion), (3) Social functioning (e.g. ability to lead a normal life, being

unreliable), (4) Close/intimate relationships (e.g. impact on family

life, concern about children, relationship with partner), (5) Employ-

ment and finances (e.g. support from employer, lack of income), (6)

Experience of medical care and treatment (e.g. being able to see a

specialist, needing many procedures), and (7) Uncertainty, knowledge

and information (e.g. uncertainty about the future, lack of informa-

tion). Conclusions: Initial exploration of the issues list with PwPSC

reduced it to a manageable length, while retaining issues in all rele-

vant domains. Further analysis of the PwPSC data will include

exploring any differences between participants relating to the

hypothesised categories. Data from discussions with specialist clini-

cians will also be analysed when complete.

(3075) Quality of life in adults with a rare diagnosis

Jintana B. Andersen, Centre for Rare Disorders, Oslo University

Hospital, Oslo, Norway, Oslo, Norway; Kristin J. B. Feragen, PhD,

Centre for Rare Disorders, Oslo University Hospital, Oslo, Norway,

Oslo, Norway
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Aims: The Centre for Rare Disorders in Norway (CRD) has a national

responsibility for over 70 rare diseases. Patient reported outcome

measures of quality of life (Qol) are routinely collected through

research projects and seminars held by CRD. We aimed to evaluate

Qol outcomes in adults with a rare disease. Methods: In this obser-

vational cross-sectional study, self-reported sociodemographic

information and QoL were assessed using the World Health Organi-

zation Quality of life Scale Brief Version (WHOQOL-BREF)

questionnaire. Overall perception of QoL and health, and the four

domains; physical health, psychological, social relationships and

environmental were the primary end points. Where such data existed,

a comparison to the reference Norwegian population was made.

Results: From 2016 to 2018, a total of 104 adults with a rare diagnosis

received and completed the WHOQOL-BREF. Of these, 75% were

females. Mean age (SD) was 48 years (14.9) Compared to the ref-

erence population, adults with a rare disease were as often in a

relationship (58 vs. 60%) and had completed higher education (37 vs.

43%), but fewer were employed (78 vs. 59%). 23% had parental

responsibility for children\ 18 years. Mean WHOQOL-scores (SD)

were significantly poorer across three domains compared to the ref-

erence population: Physical health 12.9 (3.7), mean difference 2.9, P

\ 0.001, psychological 14.4 (2.8), mean difference 0.8, P = 0.001,

environmental: 14.8 (2.9), mean difference 0.5, P = 0.04. Social

relationship scores were however comparable: 14.8 (3.0), mean dif-

ference 0.1, P = 0.7. Males were significantly more satisfied than

females in the physical health domain (mean difference 2.0, P \
0.02). Age, employment-, parental-, relationship or educational status

did not influence QoL. Three major diagnosis groups were identified;

15% primary immunodeficiency (n = 16), 35% bleeding disorders (n

= 36), 29% mastocytocis (n = 30), 21% ‘‘Other’’ (n = 22). In all

domains and overall perception of QoL and health, adults with

mastocytosis were significantly less satisfied compared to adults with

bleeding disorders. The greatest difference was found for physical

health (mean difference - 4.4, P = 0.000). Conclusions: Adults with a

rare diagnosis have poorer QoL outcomes compared to the general

population. Sociodemographic factors did not affect the outcome.

Compared to other rare diagnosis, adults with mastocytosis had sig-

nificantly worse outcomes.

(3077) Quality of life in Duchenne muscular dystrophy (DMD):
initial findings and protocol for a new preference-based measure

Philip Powell, PhD, University of Sheffield, Sheffield, United

Kingdom; Jill Carlton, PhD, University of Sheffield, Sheffield, United

Kingdom; Donna Rowen, PhD, University of Sheffield, Sheffield,

United Kingdom; Lesley Uttley, PhD, University of Sheffield,

Sheffield, United Kingdom; Helen Buckley-Woods, MSc, University

of Sheffield, Sheffield, United Kingdom; John Brazier, PhD,

University of Sheffield, Sheffield, United Kingdom

Aims: Duchenne muscular dystrophy (DMD) is a rare genetic neu-

romuscular disorder affecting boys and men, which is present in every

1:3800 to 1:6300 live births. The disease is characterised by degen-

erative muscle wastage, causing functional impairment and eventual

cardiovascular and respiratory problems, resulting in a shortened life.

There is no known cure, so health interventions are focused on

improving patients’ quality of life (QoL). The aim of this research

was to identify QoL themes relevant to patients with DMD and their

families and use them to inform a multi-stage protocol to develop a

new preference-based measure (PBM) of QoL for people with DMD.

Methods: A rapid scoping review of MEDLINE, Embase, CINAHL,

and trial registries was conducted. Studies were included that were

published after 2010 and included patients with DMD and/or their

parents or carers. The QoL instruments and themes used in these

studies were extracted. A mixed-methods protocol was generated to

develop a new condition-specific PBM of QoL in DMD. This protocol

was developed with input from key clinical and academic stake-

holders. Results: Forty-five studies were identified, featuring 36

measures of QoL covering five broad domains: physical, psycholog-

ical, social, wellbeing, and other. A three-stage protocol to develop a

DMD-specific PBM has been developed and refined, using input from

clinicians across a wide variety of disciplines, a PI group, and the

DMD charity Duchenne UK. The protocol consists of: (1) qualitative

interviews to identify which QoL themes, informed by those identi-

fied in the review, are most important to people with DMD, in order to

generate a draft measure; (2) quantitative work for the face validity

and psychometric refinement of the draft measure; and (3) valuation

of the health states derived from the measure using a discrete choice

experiment. Conclusions: The review highlighted multiple themes of

QoL in DMD which are not adequately assessed with generic PBMs.

A cross-discipline approach has been applied to develop a protocol to

generate a condition-specific QoL PBM for this population. Chal-

lenges include patient recruitment in a rare disease and generating a

measure appropriate for all people with DMD.

Student Health

(3079) Health behaviours, self-efficacy and quality of life
of clinical and non-clinical students at a tertiary institution
in Nigeria

Adesola Odole, College of Medicine, University of Ibadan, Ibadan,

Nigeria; Sandra Charles, College of Medicine, University of Ibadan,

Ibadan, Nigeria; Nse Odunaiya, College of Medicine, University of

Ibadan, Ibadan, Nigeria

Aims: Many chronic illnesses and non-communicable diseases are

consequences of risk behaviours established during childhood and

adolescence and into adulthood. These behaviours which include

alcohol use, poor dietary habits, smoking and use of psychoactive

substances and physical inactivity also impact on quality of life

negatively. This study was designed to investigate the health beha-

viours, self-efficacy and quality of life of clinical and non-clinical

University students. Methods: Three hundred and twenty-three con-

veniently sampled students aged 21.45 ± 4.01 years participated in

this survey. One hundred and forty-eight participants were clinical

students while 175 were non-clinical students. Data were collected on

health behaviours self-efficacy and quality of life using the Interna-

tional Physical Activity Questionnaire for physical activity, Alcohol

Use Identification Test C for alcohol use, Nigeria Composite and

Lifestyle CVD Risk Factors Questionnaire for smoking habits and

dietary patterns, General self-efficacy scale for self-efficacy, the

World Health Organization Quality of Life BREF and the Drug Use

questionnaire DAST-10 for psychoactive substance use. Data were

analysed using independent t-test and Chi square with a set at = 0.05.

Results: One hundred (31.0%) participants reported low physical

activity level. Alcohol use was reported in 51 (34.5%) and 30 (17.2%)

clinical and non-clinical students respectively. Only 53 (16.4%) and

29 (9%) participants reported psychoactive substance use. Over half

(53.3%), reported high consumption of carbohydrate rich foods while

there was low consumption of vegetables and fruits. Clinical students

had higher self-efficacy (clinical 33.43 ± 3.91; non-clinical 32.07 ±

4.82) and quality of life (clinical 69.0 ± 11.00, non-clinical 63.8 ±

12.7). There was a significant difference in the physical activity level

(p = 0.04), alcohol use (p = 0.001) and in the psychoactive substance

use (p = 0.003) between clinical and non-clinical students. There was

significant difference in salt consumption (p = 0.928), preferred

method of cooking (p = 0.318), self-efficacy (p = 0.007) and quality of

life (p = 0.001) between clinical and non-clinical students. Conclu-

sions: Clinical students had better self-efficacy and quality of life than

non-clinical students. Both student populations engaged in risky
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behaviors (smoking, alcohol and psychoactive substance use).and

most had poor dietary habits. Provision of enlightenment programs on

the consequences of health risk behaviors to clinical and non-clinical

students.

(3081) Mental health in university students

Ana Gabriela Magallanes Rodrı́guez, PhD, Universidad Autonoma de

Baja California, Tijuana, Mexico; Luis Horacio Aguiar Palacios,

Master, Universidad Autonoma de Baja California, Tijuana, Mexico;

Julio Roman Martinez Alvarado, Phd, Universidad Autonoma de Baja

California, Tijuana, Mexico; Karina Rodriguez Fuentes, Master,

Universidad Autonoma de Baja California, Tijuana, Mexico

Aims: Mental health is defined as a state of well-being in which the

individual is aware of their own abilities, can face the normal stresses

of life, can work productively and fruitfully and is able to make a

contribution to their community. The Continuous Questionnaire on

Mental Health (CCSM) is a multidimensional measure formulated by

Core Keyes and its function is to assess emotional, psychological and

social well-being.Objective: To describe and compare the mental

health status of university students belonging to different schools.

Methods: The sample consisted of 71 (40%) students of Health Sci-

ences (ECISALUD) and 110 (60%) of Technology Sciences

(ECITEC), both from Autonomous University of Baja California

(UABC) of which 91 (50.3%) were women and 90 (49.7%) men with

ages between 17 and 29 years old (M = 21.55, DT = ± 2.56). The

Keyes CCSM was used, which consist of 14 items and measures

emotional well-being (3 items), social well-being (5 items) and psy-

chological well-being (6 items). Results: In the factors of emotional

and psychological well-being, the ECITEC students had higher ranks

than the ECISALUD students (94.80[85.11, 100.21[76.73), while

in the social welfare factor ECISALUD it was higher (101.99 [
83.91). The comparative analysis between both groups (Kruskal–

Wallis H test) shows that there are significant differences in the

mental health status of the students but only in the social factor (p =

0.01) and psychological (p = 0.001). Likewise, the social factor was

more frequent in languishing diagnosis and the emotional factor

resulted in greater development. Conclusions: The findings of this

study show that the mental health of university students varies sig-

nificantly according to the school they are in, which is related to the

stress to which the student is subjected according to his aproximation

to the labor field.

(3083) Quality of life and marijuana-related behaviors
among university students from Valparaiso, Chile

Carlos Alejandro Hidalgo-Rasmussen, Centro de Investigacion en

Riesgos y Calidad de Vida (CIRCAV), University of Guadalajara,

Mexico/Centro de Estudios Avanzados (CEA), University of Playa

Ancha, Chile, Cd. Guzman, Mexico; Maria Jacqueline Rojas, PhD,

Facultad de Ciencias de la Educacin, University of Playa Ancha, Viña

del Mar, Chile; Fabiola Vilugron-Aravena, MD, Facultad de Ciencias

de la Salud, Universidad de Playa Ancha, Valparaiso, Chile; Karina

Franco-Paredes, PhD, Departamento de Promocin, preservacin y

desarrollo de la Salud, Centro de Investigacin en Riesgos y Calidad de

Vida (CIRCAV). University of Guadalajara, Cd. Guzman, Mexico;

Felipe de Jesus Diaz-Resendiz, PhD, Departamento de Promocin,

preservacin y desarrollo de la Salud, Centro de Investigacin en

Riesgos y Calidad de Vida (CIRCAV). University of Guadalajara, Cd.

Guzmán, Mexico; Veronica Pasten, PhD, Facultad de Ciencias de la

Eduacin, Universidad de Playa Ancha, Valparaiso, Chile; Kathia

Anahi Zurita-Aguilar, MD, Doctorado en Psicologa con orientacin en

calidad de vida y Salud/University of Gudalajara, Cd. Guzman,

Mexico; Sandra Paola Javier-Juarez, Psic., Maestra en Psicologa con

orientacin en calidad de vida y Salud/University of Gudalajara, cd.

Guzman,Mexico; Yolanda Viridiana Chavez-Flores, PhD, Centro de

Investigacion en Riesgos y Calidad de Vida/University of

Guadalajara, Tijuana, Mexico; Libia Yanelli Yanez-Penunuri, PhD,

University of Sonora, Sonora, Mexico

Aims: To analyze the association between Quality of Life (QoL) and

marijuana-related behaviours by gender, among university students

from Valparaiso, Chile Methods: A cross-sectional study was carried

out in 2018 by the Students Risk Observatory of a Chilean University.

Youth Risk Behavior Survey (YRBS) were used to measure: mari-

juana consumption (MC), first consumption age and amount of

consumption. For this study, the Chilean version of WHOQOL-BREF

was used. A Student�s t-test and Chi square test were used. In addi-

tion, the data was analyzed by Multiple Logistic Regressions. Alcohol

abuse and age groups were used as control variables during the sta-

tistical analysis. Results: Participants were 940 students, 66.17%

women, and 33.82% men, aged 17–24 years old, freshman in 2018.

QoL was lower in women than men, in physical health (PH) p = .004,

psychologic (PS) p = .027, and environment (EN) p=.001, but not in

social relationship (SR) p=.845. MC was lower among women than

men (p = 0.017)QoL was lower in those who presented MC (women:

PH, EN p\.01 and PS p\.05; men: PH p\.05, EN and PS p\. 01).

Neither men nor women, QOL was different between those who begin

the MC before 15 years old than the others.MC was significantly

associated: with PH in both genders (p\ .01), with PS in women, and

men (p = .004 and p = .017 respectively) and finally with EN among

women (p = .002). SR was non-significant associated with MC.

Significant differences were found in the association between MC and

QoL only among women: PH OR 1.72, CI 95% [1.17, 2.55], PS OR

2.31, CI 95% [1.57–3.38], and EN OR 1.73, CI 95% [1.18–2.52].

Conclusions: Associations between QoL and MC by gender were

found. In women, three of four domains were associated with QoL

after controlled by alcohol abuse and age group but not in men. These

findings point the importance to prevent MC overall in young women.

The SR was not associated with MC.

(3085) Quality of life and tobacco consumption among young
Chilean students, by gender

Carlos Alejandro Hidalgo-Rasmussen, Centro de Investigacion en

Riesgos y Calidad de Vida (CIRCAV), University of Guadalajara,

Mexico/Centro de Estudios Avanzados (CEA), University of Playa

Ancha, Chile, Cd. Guzman, Mexico; Maria Jacqueline Rojas, PhD,

Facultad de Ciencias de la Educación, University of Playa Ancha,

Viña del Mar, Chile; Fabiola Vilugron-Aravena, MD, Facultad de

Ciencias de la Salud, University of Playa Ancha, Valparaiso, Chile;

Karina Franco-Paredes, PhD, Departamento de Promoción,
Preservacion y desarrollo de la Salud, Centro de Investigacin en

Riesgos y Calidad de Vida (CIRCAV), University of Guadalajara, Cd.

Guzman, Mexico; Felipe Diaz-Resendiz, PhD, Departamento de

Promoción, Preservación y desarrollo de la Salud, Centro de

Investigación en Riesgos y Calidad de Vida (CIRCAV), University of

Guadalajara, Cd. Guzman, Mexico; Yolanda Viridiana Chavez-

Flores, PhD, Centro de Investigacion en Riesgos y Calidad de Vida

(CIRCAV)/University of Guadalajara, Tijuana, Mexico; Libia Yanelli

Yanez-Penunuri, PhD, Universidad de Sonora, Hermosillo, Mexico;

Kathia Anahi Zurita-Aguilar, MD, Doctorado en Psicologia con

orientacin en calidad de vida y salud/University of Guadalajara, Cd.

Guzman, Mexico; Sandra Paola Javier-Juarez, Psic., Maestria en

Psicologia con Orientacin en Calidad de Vida y Salud, University of

Guadalajara, Cd. Guzman, Mexico; Veronica Pasten, PhD, Factultad

de Ciencias de la Educación, University of Playa Ancha, Valparaiso,

Chile
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Aims: To determine the association between Quality of life (QoL) and

tobacco consumption (TC) among young Chilean students, by gender,

adjusted by hopelessness and age group. Methods: A cross-sectional

study was carried out in 2018 by the Students Risks Observatory, of a

University of Chile. Self-reported questionnaires were applied to first-

year University Students aged 17–24 years old. The Chilean version

of WHOQOL-Bref produces scores for four domains: physical health

(PH), psychological (PS), social relationships (SR) and environment

(EN). These domains were used as result variables. The Youth Risk

Behavior Survey (YRBS) were used to measure Tobacco Consump-

tion in the life (TC) as exposition variable. Hopelessness by two

weeks in the last 12 months, and age groups (17–19, 20–24 years old)

were used as control variables. Due to the non-normal distribution of

QoL, the data were analyzed with Chi square and Multiple Logistic

Regressions. Results: A total of 1192 students participated, 65.1%

women, and 33.9% men. QoL was lower in women than men in the

PH domain (p = .001). There weren�t differences by gender in TC (p =

.170). Significant associations were found between TC and PH

(women p = .025; men p = .001), PS (women p = .014: men p = .005),

and EN (women p\ .001; men p\ .001). Hopelessness was asso-

ciated in both genders to all domains of QoL (p\ .001). Age group

was associated with PH (women p\.005 men p\ .001), PS (men p\
.01), and EN (women p\ .007; men p = .002).Multivariate analyses

showed association only between TC and EN domain: for women TC

OR 1.71 (1.25–2.34) for men TC OR 1.80(1.16-2.79). Additional

findings highlight the effect of hopelessness on QoL, which in logistic

regressions attenuate the initial association between TC and QoL.

Hopelessness was associated with all domains; PH: women OR 4.90

(3.31–7.25), men OR 4.24 (2.52–7.15); PS: women OR 4.38

(3.12–6.17), men OR 8.00 (4.57–14.02); SR: women OR 1.87

(1.33–2.62), men OR 2.17 (1.255–3.75) and EN: women OR 3.06

(2.19–4.28), men OR 3.15 (1.91–5.20). Conclusions: In the sample,

only EN domain of QoL is associated with TC. In EN, some condi-

tions such as security, information and health are evaluated. Inasmuch

as environmental conditions perception is linked to TC, primary

prevention could be important.

(3089) Health-related quality of life and health risk behaviors
among Saudi university students studying health sciences

Hanaa Al Anazi, MPH, Saudi Health Council, Riyadh, Saudi Arabia;

Ashraf al metwally, Phd, KSAU-HS, Riyadh, Saudi Arabia

Aims: This study carried out to test the scores of health-related quality

of life in KSAU-HS students in Riyadh. Investigate health risk

behaviors, such as smoking, inactivity, sub-optimal diet within stu-

dents, and assess whether any association exists between health risk

behaviors and HRQOL total score. Methods: Cross-sectional Study

was performed. It has a descriptive approach with analytical com-

ponents. Multistage random sampling technique was used. Three

different random sampling techniques were utilized in various stages,

based on the pattern of students’ distribution. Health Status Survey

(SF-36) short form used to measure students’ perceived health, in

addition to some questions about health risk behaviours, and

sociodemographic data Results: Four hundred forty-nine students

enrolled in the survey. The majority of them were male (72%), and

not suffering from any chronic illness (91.8%). Eighty-eight percent

were having educated parents (88%), non-smokers (90.9%), and

consuming fast food on a regular basis (52.6%). The vast majority of

them not attending routine hospital check-ups, and do not practice

physical activity regularly. The average Health-related quality of life

score was 71.90 ± 22, physical composite score of 81.19 ± 26, and

median mental composite score of 59.60 ± 36. Bivariate analysis

revealed that male gender, following healthy diet, absence of pain,

and having high GPA is associated with higher HRQOL scores and

higher both composite scores. Multivariate analysis revealed that

bodily pain is fixed predictor for lower HRQOL scores. The higher

the educational level of student’s father predict higher physical

composite score. Hours of sleep, and practice of physical activity are

the two additional predictors for mental composite scores. Conclu-

sions: Health-related quality of life scores of the students were within

the higher reported scores in the literature. Nevertheless, some of the

unhealthy behaviors were prevalent among students, which can have a

negative impact on their health over the long term.

(3093) Impaired quality of life of undergraduate
and postgraduate medical students. Results from the national
BOURBON study

Guillaume Fond, MD PHD, Aix-Marseille Univ, Faculté de Médecine

- Secteur Timone, EA 3279: CEReSS -Centre d’Etude et de

Recherche sur les Services de Santé et la Qualité de vie, Marseille,

France; Mohamed Boucekine, MsC, Aix-Marseille Univ, Faculté de

Médecine - Secteur Timone, EA 3279: CEReSS -Centre d’Etude et de

Recherche sur les Services de Santé et la Qualité de vie, Marseille,

France; Aliénor Bourbon, MD, Aix-Marseille Univ, Faculté de

Médecine - Secteur Timone, EA 3279: CEReSS -Centre d’Etude et de

Recherche sur les Services de Santé et la Qualité de vie, Marseille,

France; Christophe Lancon, MD PhD, Aix-Marseille Univ, Faculté de

Médecine - Secteur Timone, EA 3279: CEReSS -Centre d’Etude et de

Recherche sur les Services de Santé et la Qualité de vie, Marseille,

France; Pascal Auquier, Md PhD, Aix-Marseille Univ, Faculté de

Médecine - Secteur Timone, EA 3279: CEReSS -Centre d’Etude et de

Recherche sur les Services de Santé et la Qualité de vie, Marseille,

France; Laurent Boyer, MD PhD, Aix-Marseille Univ, Faculté de

Médecine - Secteur Timone, EA 3279: CEReSS -Centre d’Etude et de

Recherche sur les Services de Santé et la Qualité de vie, Marseille,

France

Aims: Physicians are at risk of impaired quality of life, anxiety,

depression and burnout. The objective was to explore the factors

associated with psychiatric or psychological follow-up in a national

sample of medical students. Methods: Medical students of the 35

French Medicine faculties were recruited through mailing lists and

social networks between December 2016 and May 2017 and fulfilled

Internet anonymised questionnaires. Results: Overall, 10,985 medical

students were included in the present study (2165 (19.7%) post-

graduate, 31.6% males, mean aged 21.8 years). Overall, 1345 (12.2%)

were followed-up by a psychiatrist and/or a psychologist, 20.5% of

them were regular anxiolytic consumers and 17.2% of them were

regular antidepressant consumers. In multivariate analyses, being

followed-up by a psychiatrist and/or psychologist was associated with

older age (aOR 1.2 [1.2–1.2], p\ 0.0001), female gender (aOR 2.0

[1.6–2.5], p\ 0.0001) having more than five night shifts per month

(aOR 1.5 [1.1–2.0], p = 0.005), higher anxiolytic (aOR 2.8 [2.2–3.6],p

\ 0.0001) and antidepressant (aOR 11.0[7.8–15.5], p \ 0.0001)

consumption, and with lower self-reported general health, social

functioning and mental health quality of life (all aORs 0.9, all p\
0.05). The medical students followed-up by psychiatrist and/or psy-

chologist reported to have been more frequently exposed to sexual

assault (5.1 vs. 0.9%, aOR 2.4 [1.6–3.7], p \ 0.0001), domestic

violence (3.3 vs. 0.8% aOR [1.1–3.1], p = 0.02) and parents divorce

(11% vs. 6.4%, p = 0.001). While no difference in psychoactive

consumption frequencies has been found, students followed-up by a

psychiatrist and/or psychologist reported more frequently to seek

alleviating anxiety (aOR 1.9 [1.6–2.3], p\0.0001), depression (aOR

1.7 [1.3–2.1], p \ 0.0001), increasing disinhibition (aOR 1.2

[1.1–1.4], p = 0.02), coping with studies difficulties (aOR 1.4[

1.2–1.8], p \ 0.0001), stress before exams (aOR 1.3[1.1–1.7], p =

0.01), professional responsibilities (aOR 1.5 [1.1–2.1],p = 0.01),
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experiencing more stress at hospital (aOR 2.3 [1.6–3.5], p\ 0.001)

and more burnout syndrome (aOR 1.4 [1.1–1.8], p = 0.03). Conclu-

sions: Around 12% of medical students are followed-up by a

psychiatrist and/or a psychologist. These students reported higher

antidepressant and anxiolytic consumption, psychic suffering and

impaired quality of life, associated with professional pressure and

personal issues. Public health programs should be developed to help

these students through their studies to prevent later mental/addictive

issues and professional suffering. Improving mental health in medical

students may also improve the later quality of care of their patients

and global stress at hospital.

Saturday Poster Session II

General Population

(3006) Testing psychometric properties of the three short versions
for the WHOQOL-OLD Module in Turkish national data pool

Erhan Eser, prof, manisa celal bayar university, Yunus Emre, Turkey;

Sultan Eser, Associate Professor, Balıkesir University, Baıkesir,
Turkey

Aims: This study was conducted to investigate the psychometric

properties of the three short versions of the Turkish WHOQOL-OLD

proposed by Fang et al. in 2012. Methods: The Turkish WHOQOL-

OLDdata pool (collected between 2005- 2012) consisting of 2408 older

adults were analysed. Fang J. et al proposed 3 short versions. Version 1

consisting of items 6, 11, 12, 16, 20 ve 21 ; version 2 items as 2, 6 ,11, 12,

17 ve 22 and version 3 items as 4, 6, 17, 19, 20 ve 24. Internal consis-

tency, construct validity and Criterion validity analyses wer conducted.

SPSS version 22 and Lisrel version 8.05 were used in the analyses.

Results: The mean age was 73.51 ± 6.60 years. 50.8% was male and

%40.9% was illiterate. The meanscores for versions 1, 2 and 3 were:

60,9 ± 14.8 (v1); 59,7 ± 11.6 (v2) and 60,2 ± 14.4 (v3) respectivey.

Cronbach Alpha values were 0.73 (v1); 0.49 (v2) and 0.71 (v3). The

death and dying item (item6)was problematic in all three versions. Item

scale (WHOQOL-OLD overall scores) correlation coefficient was 0.92

for version 1; 0,78 for version 2 and 0.93 for version 3. R square values

in the linear regression analyses (as WHOQOL-OLD score dependent

variable) was 0.86 for version 1; 0.89 for version 2 and 0.88 for version

3. All versions could successfully discriminate categories of gender and

education (p\0.05). Comperative Fit indices and RMSEA results were

as follows respectively. Version 1: CFI 0.967 and RMSEA 0.099 ;

Version 2: CFI 0.956 andRMSEA 0.086 ; and Version 3: CFI 0.966 and

RMSEA 0.087. Conclusions: This paper is the third study following

(Fang J. 2012 and Van Biljon L, 2015) on the psyhometric properties of

the short versions of the WHOQOL-OLD. The weak psychometric

property of the death and dying domain detected in the anayles of the

long version still persists in all three short Turkish versions. Further

studies are needed on the death and dying item of the short Turkish

versions. The short versions 1 and 3 giving better pyschometric results

can be used safely used that the death item is interpreted with caution.

(3008) A health related quality of life measure using satisfaction
with life domains and life as a whole

Frances Yang, Medical College of Georgia, Augusta, United States;

Solon Kao, DDS, University of Missouri, Kansas City, MO, United

States

Aims: Health-Related Quality of Life andWell-Being is a measure that

constitutes global health, well-being, and participation, according to

‘‘Healthy People 2020.’’ The aim of this study is to present a well-being

measure regarding satisfaction with life domains that is asked in five

waves of a nationally representative cohort study in the United States,

called the ‘‘Health and Retirement Study,’’ which consists of adults

aged 55 and older. Methods: Using 7415 participants from the 2014

wave, we examine the psychometric properties of the satisfaction with

life domains that were developed by Campbell and colleagues (1976)

using Mplus v. 7.11 and Stata v.14. Participants were asked to think

about your life and situation right now. How satisfied are you with each

of the following: condition of the place where you live (house or

apartment), city or town you live in, daily life and leisure activities, your

family life, your present financial situation, the total income of your

household, and your health. Response choices range from completely

satisfied to not satisfied on a five point rating scale. Results: The sat-

isfaction with life domains scale did not show sufficient

unidimensionality based on the Comparative Fit Index (CFI) = 0.943

and the Root Mean Square Error of Approximation (RMSEA) of 0.252

(p\ .001), based on the criteria for goodness-of-fit indices that are

commonly accepted values of CFI[0.95 and RMSEA\0.05. Instead,

the following three dimensions: satisfaction with family and living

situation, satisfaction with daily life and health, and satisfaction with

personal economic situationwith aCFI of 0.999 and anRMSEAof 0.05.

Conclusions: This is the first study to the best of our knowledge that

examines the psychometric properties of the satisfaction with life

domains that shows three distinct domains that satisfy goodness-of-fit

criteria for a well-being measure as part of the Healthy People 2020

Health-Related Quality of life and Well-being measure for monitoring

population health in the United States.

(3010) Development and validation of a ‘‘complaints’’ version
of the revised Illness Perception Questionnaire

Holger Muehlan, University of Greifswald, Department Health &

Prevention, Greifswald, Germany; Georg Schomerus, Professor,

University Medicine Greifswald, Department of Psychiatry,

Greifswald, Germany; Susanne Stolzenburg, Dipl.-Psych., University

Medicine Greifswald, Department of Psychiatry, Greifswald,

Germany; Marie Kendziora, Dipl.-Psych., University of Greifswald,

Department Health & Prevention, Greifswald, Germany; Samuel

Tomczyk, PhD, University of Greifswald, Department Health &

Prevention, Greifswald, Germany; Silke Schmidt, Professor,

University of Greifswald, Department Health & Prevention,

Greifswald, Germany

Aims: The Illness Perception Questionnaire (IPQ) originally was

developed to measure the illness representations according to

Leventhal’s self-regulatory model or common sense model respec-

tively. We aimed to develop and validate a ‘‘complaints’’ version of

the long-form as well as the short-form of the instrument. The long-

form measure consists of three parts, with part 1 representing one

dimension assessing (identification with) symptoms, part 2 covering

several aspects of illness perceptions assigned to seven dimensions

and part 3 assessing causal attributions (without pre-determined fac-

tor-structure). Methods: Psychometric performance in terms of

reliability and validity was analyzed based on four different samples

(n = 51–1.021), including two samples of persons with untreated

mental health problems and two samples with healthy persons, just

reporting fluctuating health complaints. Results: The seven-factor

structure was widely confirmed. With a few exceptions, the analysis

provided evidence for good internal reliability (a = .71–92) as well as

sufficient re-test reliability (ICC=.61–.85) within a 3-week interval,

except for ‘‘consequences’’ (a = .66, ICC = .57). Both instruments

were concordant except for the factor ‘‘identity’’ (r = .34–.34). Con-

current, discriminant and known-group validity have been confirmed

for both instruments. Sufficient predictive validity with respect to

several future health events and health outcomes was given for all

other factors, except for the factor ‘‘coherence’’. Conclusions: The
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instrument demonstrated satisfactory psychometric properties, widely

comparable to the original versions of the IPQ and IPQ-R. In addition

to this, the instruments were suitable for assessing the illness repre-

sentations of persons with and without diagnoses. Therefore, the IPQ-

R-C is applicable also in subclinical samples, e.g. in case of lack of

self-identification as ill.

(3012) Chronic diseases and self-perceived health status
in the general population: results of the Belgian Health Interview
Survey 2013

Lisa Van Wilder, Ghent University, Ghent, Belgium; Delphine De

Smedt, Professor, Ghent University, Ghent, Belgium; Els Clays,

Professor, Ghent University, Ghent, Belgium; Brecht

Devleesschauwer, DSc, Scientific Institute of Public Health, Brussels,

Belgium; Johan Van der Heyden, PhD, Sciensano, Brussels, Belgium;

Rana Charafeddine, DSc, Sciensano, Brussels, Belgium

Aims: A large number of people are living with chronic conditions

and the prevalence is still rising. This can have an effect on their

health status, especially in patients suffering from multimorbidity.

This study wants to assess the self-perceived health status in patients

with chronic conditions, with a focus on multimorbidity. Methods: In

2013, the Belgian Health Interview Survey collected, among others,

self-reported data on sociodemographic characteristics, chronic con-

ditions, multimorbidity and self-perceived health status (EQ-5D).

Multimorbidity was defined as having 2 or more chronic conditions.

Linear regression was performed to assess the association between

chronic diseases and self-perceived health status corrected for age,

gender and educational attainment. Results: A total of 6019 partici-

pants aged 18 years or older completed the EQ-5D, 53.1% was female

and the mean age was 50.2 (SD = 17.68). Approximately 31.6% had

one or more chronic conditions. This proportion increased to 46.7% in

those aged 65 years or older. Multimorbidity was reported by 15.1%

and the prevalence increased to 34.7% in those aged 65 years or older.

Overall, the mean EQ-5D index was 0.80 (SD = 0.20) and the mean

EQ-5D VAS amounted to 77.1 (SD = 15.36). These scores decreased

significantly with the presence of chronic conditions and multimor-

bidity. Participants reporting no chronic disease had a mean score of

0.86 (SD=0.17) and 81.3 (SD=12.81) resp., those with one chronic

disease had a score of 0.76 (SD = 0.21) and 74.3 (SD = 14.92) resp.,

those with C 2 chronic diseases had a score of 0.67 (SD=0.21) and

67.2 (SD=16.55) resp. (p\0.001). The lowest score on the EQ-5D

index was seen in persons with depression (0.55, SD=0.24), chronic

fatigue (0.55, SD = 0.25), and Parkinson’s disease (0.57, SD=0.25).

Persons with Parkinson’s disease (53.8, SD = 18.97), heart disease

(56.6, SD = 22.18), and chronic fatigue (59.8, SD=18.81) had the

lowest score on the EQ-5D VAS. Similarly, EQ-5D index scores were

the least impaired in persons with allergy (0.77, SD = 0.21), hyper-

cholesterolemia (0.74, SD = 0.22), and hypertension (0.72, SD=0.23)

and EQ-VAS scores were the highest in persons with allergy (75.3,

SD = 16.00), thyroid disease (72.2, SD = 17.14), and hypercholes-

terolemia (71.3, SD = 16.61). Conclusions: Chronic conditions and

multimorbidity are significantly associated with a reduced self-per-

ceived health status. These findings can guide policy makers when

deciding on health priorities.

Long-term Conditions

(3014) Living well while providing support: adaptation
of the Long-Term Conditions Questionnaire (LTCQ) to develop
LTCQ-Carer

Caroline Potter, DPhil, Health Services Research Unit, University of

Oxford, Oxford, United Kingdom; Michele Peters, PhD, Health

Services Research Unit, University of Oxford, Oxford, United

Kingdom; Maureen Cundell, Oxford Health NHS Foundation Trust,

Oxford, United Kingdom; Rupert McShane, MD, Oxford Health NHS

Foundation Trust, Oxford, United Kingdom; Ray Fitzpatrick, PhD,

Health Services Research Unit, University of Oxford, Oxford, United

Kingdom

Aims: The Long-Term Conditions Questionnaire (LTCQ) measures a

broad construct of ‘living well with long-term conditions’, comprised

of items on personal autonomy, managing the challenges of illness

and treatment, and availability of support. LTCQ is currently being

tested for use amongst patients with cognitive impairment including

dementia. Acknowledging that most dementia patients are supported

by an informal carer, the aim of this work was to adapt the content of

the LTCQ into a form appropriate for carers and to gather initial

evidence on the validity of this adapted measure. Methods: In con-

sultation with clinical staff and lay advisors, LTCQ items were

reframed with reference to caring but maintained the concepts of the

original LTCQ (e.g. autonomy, impacts of illness, support). Cognitive

interviews with carers (N = 13) were conducted to test the accept-

ability, relevance, item clarity and comprehensiveness of the draft

LTCQ-Carer. Feedback on the revised LTCQ-Carer was gathered

from public representatives (N = 5) recruited through the local

Clinical Research Network. Results: All items adapted from the

original LTCQ were found to be relevant with reference to caring

responsibilities. Additionally a new item was added to LTCQ-Carer to

strengthen content validity. Public representatives saw potential value

in use of LTCQ-Carer within health services settings, although

potential limitations (e.g. not fully capturing the impact of changing

relationships with the people they support) were also highlighted.

Conclusions: The construct of ‘living well’ is sufficiently broad to

apply to caring responsibilities, beyond its original focus on health

conditions. The qualitative evidence presented here, supported by

preliminary results of a validation survey, suggests that LTCQ-Carer

could be used to measure how well people are living in the context of

providing support. Future work will include mapping of the LTCQ’s

broad construct onto existing quality of life measures such as EQ-5D.

(3016) Examining chronic conditions, health burden and gender,
and the mediating role of distress

Jae-Yung Kwon, University of British Columbia, Vancouver, British

Columbia, Canada; Minjeong Park, University of British Columbia,

Vancouver, British Columbia, Canada; Mohammad Ehsanul Karim,

University of British Columbia, Vancouver, British Columbia,

Canada; Richard Sawatzky, Trinity Western University, Langley,

British Columbia, Canada

Aims: Increasing evidence indicates that distress is an important

mechanism through which chronic conditions affect health burden.

However, the extent to which gender moderates this relationship

remains unclear. Therefore, we examined the extent to which distress

mediates the relationships between prevalent chronic conditions, and

health burden, and whether gender moderates these relationships (see

Figure 1). Methods: The data were obtained from the Canadian

Community Health Survey – 2013/2014. A total of 23,298 respon-

dents were included. Health burden was assessed using the Health

Utilities Index Mark 3 (HUI3), which is a generic health status

classification system that is applicable across different chronic con-

ditions. Distress was assessed using the Psychological Distress Scale

(K6). Mediation and moderated mediation analyses were conducted

using structural equation models while controlling demographic

variables (age, income, and sense of belonging to the local commu-

nity). The degree of mediation was calculated as the ratio of the

indirect effect of distress to the total effect of chronic condition to

health burden while the degree of moderation was evaluated as the
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degree of mediation for males and females. Results: The majority of

the sample were female (54.7%) and between 60 and 79 years of age

(32.5%). The most prevalent conditions were musculoskeletal (29%),

cardiovascular (26%), neurological (9%), respiratory (11%), digestive

(10%), and endocrine (9%). Having a chronic condition was signifi-

cantly associated with a relative increase in health burden in all

chronic groups (standardized regression coefficients ranged from

- .036 to - .188). This increase in health burden of chronic condi-

tions was partially mediated by distress for several health conditions

(21% mediation for musculoskeletal, 27% for digestive, 28% for

respiratory, and 41% for neurological conditions). The moderating

effect of gender was statistically significant only for respiratory

conditions (mediating effect for males and females was 20 and 33%,

respectively). Conclusions: The associations between chronic condi-

tions and health burden are mediated by psychological distress. The

degree of mediation varies by gender for some but not all conditions.

These findings provide support for further research examining the

impact of stress-relieving interventions (e.g., health education pro-

grams) as part of a comprehensive treatment in the management of

chronic conditions.

(3018) Measuring health-related quality of life in patients
with chronic respiratory disease: reliability and construct
validity of the SF-12

Magdalena Brandl, Medical Sociology, University of Regensburg,

Regensburg, Germany; Susanne Brandstetter, PhD, Medical

Sociology, University of Regensburg, Regensburg, Germany; Tamara

Finger, Medical Sociology, University of Regensburg, Regensburg,

Germany; Wiebke Fischer, Medical Sociology, University of

Regensburg, Regensburg, Germany; Michael Pfeifer, MD,

Department of Pneumology, Donaustauf Hospital, Regensburg,

Germany; Christian Apfelbacher, PhD, Medical Sociology,

University of Regensburg, Regensburg, Germany

Aims: The aim of this study was to examine reliability and construct

validity of the 12-item Short Form Health Survey (SF-12) in people

with chronic respiratory disease (asthma and COPD). Methods: This

study is based on SF-12 data from two different samples: asthma (N =

196, mean age = 47.7) and COPD patients (N=206, mean age=65.3).

Clinical and sociodemographic data are available for both samples. A

physical (PCS-12) and mental (MCS-12) component score can be

derived from the SF-12. Analyses on data quality, internal consistency

reliability and construct validity were conducted by computing

Cronbach’s alpha, investigating discriminant and convergent validity

(e.g. correlation with hospital anxiety and depression subscales) and

running exploratory factor analysis (EFA) with orthogonal varimax

rotation. Known-groups validity was examined based on known

HRQOL differences in age and disease severity, assessed via Asthma

Control Questionnaire (ACQ) or according to the GOLD classifica-

tion in COPD patients. Results: Completeness of data was high in

both asthma and COPD (99.4 and 98.3%, respectively) and response

categories were completely utilized in 11 of 12 items. PCS-12 and

MCS-12 demonstrated high internal consistency in both samples

(a = 0.80–0.86). In the asthma sample PCS-12 and MCS-12 scores

discriminated between known-groups. This did not apply to the

COPD sample. Convergent and discriminant validity was high in

asthma patients. However, in patients with COPD, discriminant

validity was low. EFA retained two factors according to the eigen-

value criterion in both samples. The two factors together explained

63.79% and 65.81% of the variance in the asthma and COPD sample,

respectively. In asthma patients, items had high factor loadings

(0.62–0.81) on either a mental health or a physical health factor.

These corresponded to the proposed two-factor structure of the SF-12,

divided in a physical and mental health component. However, there

was no simple structure in the COPD sample as cross-loadings were

seen in the two items ‘‘pain’’ and ‘‘vitality’’. Conclusions: Overall,

these analyses provide good evidence for data quality and reliability

of the SF-12 in asthma and COPD patients. With respect to validity,

the requirements for a psychometrically sound measurement instru-

ment are not fully met in COPD patients.

(3020) Using latent variable modeling to study multiple
comorbidity: an application to the co-occurrence of multiple
functional disorders

James McGinley, PhD, Vector Psychometric Group LLC, Chapel

Hill, NC, United States; R. J. Wirth, PhD, Vector Psychometric

Group, LLC, Chapel Hill, NC, United States; J. P. Errico, JD,

electroCore, LLC, Basking Ridge, NJ, United States; Peter Staats,

MD, MBA, electroCore, LLC, Basking Ridge, NJ, United States;

Richard Lipton, MD, Albert Einstein College of Medicine, Bronx,

NY, United States

Aims: The co-occurrence of two or more medical or psychiatric

conditions often appears in quality of life (QOL) research. QOL

researchers focus on identifying and measuring multiple comorbidi-

ties as well as testing hypotheses about how the co-occurrence of

multiple conditions correlates with other outcomes. The co-occur-

rence of multiple conditions tends to be conceptualized around a

single index condition of interest. However, increasing evidence

suggests that there may be subsets conditions that co-occur due to a

common underlying latent pathology. The purposes of the current

study are to introduce and empirically demonstrate how two latent

variable techniques (Confirmatory Factor Analysis [CFA] and Latent

Class Analysis [LCA]) can be used to formally test theoretical

structures for co-occurring conditions. Methods: The mathematical

underpinnings for CFA and LCA are introduced. Data for the

empirical demonstration came from diagnostic codes on 34,061

patients from six independent general practices in the United King-

dom. Based on the diagnostic records, eight observed functional

conditions hypothesized to be linked to a common underlying latent

cause were identified and coded as binary indicators (not present/

present). We then applied both a single factor CFA and a LCA to the

eight observed condition indicators to evaluate a proposed latent

causation hypothesis. Results: Findings from the empirical demon-

stration supported an underlying latent pathology for the 8 observed

conditions. The single factor CFA showed excellent model fit (v2(20)
= 113.73, p\ 0.001, CFI = 0.99, TLI = 0.98, RMSEA = 0.01) with

statistically significant factor loadings that reflected the hypothesized

relations among the observed conditions and latent pathology. Fur-

ther, the LCA support a 2-class solution (Few Comorbidities and

Many Comorbidities) in which the Many Comorbidities class had

significantly greater odds of all 8 conditions relative to the Few
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Comorbidities class (p\ .001). Conclusions: Latent variable model-

ing offers flexible techniques for testing theoretical models

concerning the co-occurrence of multiple conditions. Our empirical

demonstration showed the CFA and LCA can provide unique sub-

stantive interpretation but, together, converge on a similar substantive

message. Future research showed aim to develop and refine latent

variable modeling techniques for the study of multiple comorbidity in

QOL.

(3022) Evaluation of patients’ self-care one month
after hospitalization for decompensated heart failure

Debora Cristine Previde Teixeira da Cunha, PhD student, University

of Sao Paulo, Ribeirão Preto, Brazil; Rafaela Oliveira Manzato, PhD

student, University of Sao Paulo, Ribeirao Preto, Brazil; Eliane

Nepomuceno, PhD Student, University of Sao Paulo, Ribeirao Preto,

Brazil; Carina Marosti Dessotte, PhD, University of Sao Paulo,

Ribeirao Preto, Brazil; Marcia Aparecida Ciol, PhD, University of

Washington, Seattle, WA, United States; Rosana Aparecida Spadoti

Dantas, PhD, University of Sao Paulo, Ribeirao Preto, Brazil

Aims: To evaluate reported self-care in decompensated heart failure

(HF) patients. Methods: This study reports on the baseline data for a

larger study on longer-term self-care of HF patients after hospital

discharge. Enrollment was from November 2016 to April 2018. The

inclusion criteria were: adult patients (18+ years old); both genders;

regardless of race; hospitalized with decompensated HF at a Brazilian

University Hospital. Patients were excluded if they needed interven-

tion, such as surgery, pacemaker installation or defibrillator

implantation during hospitalization; and presented impaired cognitive

status according to the adapted Pfeiffer’s questionnaire. The partici-

pants were interviewed during the first outpatient return in the

cardiology clinic. Self-care was evaluated by the instrument Self Care

of Heart Failure Index v. 6.2 (SCHFI), using the validated Brazilian-

Portuguese version. The SCHFI has three subscales: Self-care

Maintenance (10 items), Self-care Management (6 items) and Self-

care Confidence (6 items). The total score for each subscale varies

from 0 to 100, and is categorized into adequate self-care (score[70)

or inadequate self-care (score \70). Data were analyzed using

descriptive statistics. Results: 137 patients were evaluated from 15 to

30 days after hospital discharge. The mean age was 60 years old (SD

= 11.6), man (51.8%), married (62%), retired (54.7%), low education

(mean of 5.5 years of study) e low income. Ischemia cardiopathy was

the primary reason for HF (35%), followed by Chagas Disease (32%).

About 72.3% of the HF patients were hospitalized by acute decom-

pensated heart failure profile B. The SCHFI subscales mean scores

showed inadequate self-care: Self-care Maintenance (38.7; SD=15.9),

Self-care Management (31.8; SD = 26.7), and the Self-care Confi-

dence (44.57; SD = 24.6). The subscale total scores categorized

showed that 135 (98%), 124 (90.5%) and 117(85.4%) HF patients’

had inadequate self-care, respectively, for maintenance, management,

and confidence. Conclusions: Self-care scores of Maintenance,

Management, and Confidence of HF patients were inadequate, even

after recently hospitalization for HF decompensation.

Musculoskeletal

(3024) A 10-years follow-up study of the total knee arthroplasty:
factors influencing long-term health related quality of life
outcomes

Amaia Bilbao, PhD, Research Unit, Basurto University Hospital

(Osakidetza) - REDISSEC, Bilbao, Spain; Laura Ansola, MSc,

Research Unit, Basurto University Hospital (Osakidetza), Bilbao,

Spain; Juan Carlos Arenaza, MD, Traumatology and Orthopedic

Surgery Service, Basurto University Hospital (Osakidetza) –

REDISSEC, Bilbao, Spain; Isidoro Garcia, MD, Traumatology and

Orthopedic Surgery Service, Galdakao-Usansolo Hospital

(Osakidetza), Galdakao, Spain; Alejandro Baguer, MD,

Traumatology and Orthopedic Surgery Service, Donostia University

Hospital (Osakidetza), Donostia, Spain; Ziortza Trancho, MSc,

Research Unit, Basurto University Hospital (Osakidetza), Bilbao

Spain; Jose Maria Quintana, MD, PhD, Research Unit, Galdakao-

Usansolo Hospital (Osakidetza) – REDISSEC, Galdakao, Spain;

Antonio Escobar, MD, PhD, Research Unit, Basurto University

Hospital (Osakidetza) - REDISSEC, Bilbao, Spain

Aims: To describe health-related quality of life (HRQoL) in patients

with knee osteoarthritis (OA) 10 years after total knee arthroplasty

(TKA), and to identify factors associated with a worse long-term

HRQoL. Methods: 731 patients with knee OA who completed the

WOMAC before surgery were included. The WOMAC covers three

dimensions, pain, stiffness, and function (range score 0–100; the

higher the worse). Patients also completed the WOMAC at 6 months

and 10 years after surgery. Preoperative demographics, comorbidities,

painful locations other than knee, and clinical data were also col-

lected. The WOMAC scores were compared by the paired t-test and

effect sizes (ES). The general linear model was used to study factors

associated with a worse long-term HRQoL, considering the change

scores from baseline to 10 years as dependent variable. Results: 462

(63.20%) patients completed the follow-up at 6 months and 460

(62.93%) at 10 years. The mean age at 10-years follow-up was 79.25

(SD = 6.59) and 75.43% were women. The WOMAC improvements

at 6 months and 10 years after surgery were around 33 points for pain

and 28 for stiffness (p\ 0.0001), with ES around 1.90 for pain and

1.15 for stiffness. For function, the mean improvement at 6 months

was 31.54 points (p\ 0.0001, ES = 1.88), although it decreases to

25.52 points at 10 years (p\ 0.0001, ES = 1.52). Low preoperative

WOMAC scores (p\ 0.0001), higher body mass index (p\ 0.01),

and depression (p\ 0.05) were associated with lower improvements

in all WOMAC scores. Rheumatic pathologies (p = 0.042) and

painful locations other than knee (p = 0.047) were also related to

lower improvements in pain. Older patients had lower improvement

in both function and stiffness (p\ 0.01). Being a woman (p = 0.045)

or having a hospital readmission the first 6 months (p = 0.024) were

also related to lower improvements in function. The variances

explained in the models ranged from 23.62% to 38.50%. Conclusions:

TKR improve significantly HRQoL, even 10 years after surgery. The

short-term benefits of the TKR are maintained in the long-term in pain

and stiffness, but it slightly decrease in function. Addressing

depression or rheumatic pathologies, painful locations other than

knee, or high body mass index could have positive long-term effects

on HRQoL.

(3026) The latent structure of the Oxford Knee Score: learnings
for validation employing big data

Andrew Trigg, Adelphi Values, Manchester, United Kingdom; Tom

Palmer, PhD, Lancaster University, Lancaster, United Kingdom

Aims: The Oxford Knee Score (OKS) is a 12-item patient-reported

outcome measure (PROM) of knee-related pain and physical func-

tioning. In addition to a total sum score, separate pain (7 items) and

function (5 items) subscales have been suggested. Observational OKS

data is collected for many thousands of patients each year through the

NHS PROMs initiative, offering the opportunity to further explore the

structure while assessing if common validation practices are appro-

priate when using ‘big data’. Methods: Data were from 47,113

patients receiving knee replacement between April 2014 and March

2015, with a completed pre-operative OKS. One-factor, two-factor

and bifactor confirmatory factor analysis (CFA) models were fitted.
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Global fit indices were calculated for each CFA model, in addition to

comparative significance testing of nested models and estimation of

reliability trade-offs. A similar approach was explored in an item

response theory (IRT) framework using the generalised partial credit

model and its multidimensional counterpart. Results: Fit appeared

reasonable for all CFA models, although better statistical fit was

observed for increasingly complex CFA models (i.e. best for the

bifactor model). However, all loadings to the function factor were

minimal (\0.4), casting doubt on the true meaningful presence of this

beyond the overall construct. The two-factor model exhibited very

high correlation (r = 0.89) between each factor; so high that a total

score was a better predictor of each compared to the subscales due to

a trade-off in increased reliability from the greater number of items.

Similar patterns were observed for IRT models, unsurprising given

the close relationship between both approaches. Conclusions: The

total OKS score remains appropriate in addition to support for a pain

subscale, but less for a function score. The results of this study

indicate that reliance on common nested comparisons should be

discouraged in big data settings due to possible overfitting. Fit indices

that offer greater penalisation for model complexity and sample size

should be considered, in addition to pragmatic examination of load-

ings and discrimination parameters, cross-validation approaches, and

detailed qualitative exploration of constructs.

(3028) Responsiveness of the EQ-5D-5L and EQ-5D-3L in patients
following total hip or knee replacement

Xuejing Jin, PhD., MSc., School of Public Health, University of

Alberta, Edmonton, Alberta, Canada; Fatima Al Sayah, PhD., School

of Public Health, University of Alberta, Edmonton, Alberta, Canada;

Arto Ohinmaa, PhD., School of Public Health, University of Alberta,

Edmonton, Alberta, Canada; Deborah Marshall, PhD, Department of

Community Health Sciences, University of Calgary., Calgary,

Alberta, Canada; Jeffery Johnson, PhD, School of Public Health,

University of Alberta, Edmonton, Alberta, Canada

Aims: The evidence on measurement properties of the EQ-5D-5L

versus the EQ-5D-3L has mainly focused on cross-sectional com-

parisons. Longitudinal comparisons in many patient populations are

lacking. This study Aims: to examine the responsiveness of the EQ-

5D-5L and EQ-5D-3L among total hip/knee replacement (THR/TKR)

patients. Methods: The EQ-5D (3L or 5L) and the Western Ontario

and McMaster University Osteoarthritis Index (WOMAC) have been

routinely administered to all THR/TKR patients before (baseline) and

at 3-month after surgery in Alberta, Canada. Patients were included in

this analysis if they completed the WOMAC and the same version of

EQ-5D at baseline and 3-month follow-up. The EQ-5D-5L and EQ-

5D-3L index scores were derived using the Canadian 5L and 3L value

sets, respectively. The WOMAC overall score was transformed into a

0–100 scale, with higher scores indicating fewer symptoms and better

function.We used the overall WOMAC score (transformed) as an

anchor and categorized patients into five sub-groups: declined

(change\0%), stable (0%Bchange\20%), small but important

improvement (20%Bchange\50%), moderate improvement

(50%Bchange\70%), and large improvement (changeC70%). The

responsiveness of the EQ-5D-5L and EQ-5D-3L for patients in each

category was assessed using: effect size (ES), standardized response

mean (SRM), and Guyatt’s Responsiveness Index (GRI). The mag-

nitude of these coefficients was interpreted as small (0.2-0.49),

moderate (0.5-0.79), and large (C0.8). Results: Between Jan 2010 and

Apr 2017, a total of 1,594 patients completed both the 3L version and

WOMAC (59.9% females, mean age 66.2 years, 40.6% THR), while

3,180 patients completed both the 5L version and WOMAC (60.1%

females, mean age 66.1 years, 43.2% THR) at baseline and 3-month

follow-up. For patients in the ‘‘small but important improvement’’

group, the EQ-5D-5L (ES, 0.95; SRM, 1.17; GRI, 1.11) was consis-

tently more responsive than the EQ-5D-3L (ES, 0.70; SRM, 0.74;

GRI, 0.84). Conclusions: Our study demonstrated that the EQ-5D-5L

is more responsive than the EQ-5D-3L in identifying changes in

health-related quality of life in patients undergoing THR/TKR as

measured by WOMAC. We recommend using the EQ-5D-5L in

longitudinal studies in this patient population. Further research

comparing the responsiveness of the EQ-5D-5L and EQ-5D-3L

against other anchors and in other populations is imperative to con-

firm these findings.

(3032) PROMIS physical and mental health measures are
responsive to DMARD therapy in rheumatoid arthritis

Clifton Bingham, MD, Johns Hopkins, Baltimore, MD, United States;

Alyssa Wohlfahrt, Brigham and Women’s, Boston, MA, United

States; Wendy Marder, MD, University of Michigan, Ann Arbor, MI,

United States; Tuhina Neogi, MD, Boston University, Boston, MA,

United States; Marcy Bolster, MD, Massachusetts General, Boston,

MA, United States; Kristine Phillips, MD, Vanderbilt, Nashville, TN,

United States; Yvonne Lee, MD, Northwestern, Chicago, IL, United

States

Aims: The aim of our study was to describe the performance of

PROMIS measures in rheumatoid arthritis (RA) patients with active

disease, initiating a disease-modifying anti-rheumatic drug

(DMARD). Methods: Participants in a multi-site, prospective obser-

vational study completed eight PROMIS measures including

Computer Adaptive Tests (CATs) for pain interference, pain behav-

ior, sleep disturbance, sleep-related impairment, fatigue, anxiety, and

depression, before and after DMARD initiation. Linear regression

models were performed to identify cross-sectional associations

between baseline PROMIS measures and disease activity measured

using the Clinical Disease Activity Index (CDAI). Paired t-tests were

performed to evaluate responsiveness after 12-weeks of new DMARD

treatment. Results: Among the 165 participants who completed the

first study visit, the mean baseline CDAI was 25.5 ± 14.0 (high

disease activity). Baseline scores for all assessed PROMIS measures

were significantly associated with baseline disease activity (p B

0.013). Among the 106 participants with complete 12-week data, all

PROMIS scores improved after initiation of a DMARD (p B 0.012).

For measures of physical health, changes approached or exceeded 0.5

SD. Changes in mental health domains were smaller but patients

began with mean scores that were within the population normative

range. Conclusions: In RA patients with active disease, similar to

those enrolling in trials, PROMIS measures are associated with dis-

ease activity and improved after initiation of a new DMARD. These

data provide support for the utility of PROMIS measures to evaluate

physical and mental health in individuals with active RA and their

response to treatment.
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(3034) Vigilance: an unmeasured patient-centered outcome
for ankle reconstruction

Ellie Pinsker, BA&Sc, PhD cand., St. Michael’s Hospital, Toronto,

Ontario, Canada; Joanna Sale, PhD, St. Michael’s Hospital, Toronto,

Ontario, Canada; Monique Gignac, PhD, Institute of Work and

Health, Toronto, Ontario, Canada; Timothy Daniels, MD, FRCSC, St.

Michael’s Hospital, Toronto, Ontario, Canada; Dorcas Beaton, PhD,

Institute of Work and Health, Toronto, Ontario, Canada

Aims: To understand patients’ experiences of ankle reconstruction for

treatment of end-stage ankle osteoarthritis. Methods: Individuals were

recruited from an existing cohort of persons who had undergone total

ankle replacement or ankle fusion. Twenty-five English-speaking

individuals who had surgery at least one year prior and were receptive

to in-depth interviews were asked to participate following a routine

clinic visit. Semi-structured, face-to-face interviews were conducted

by a qualitative researcher in a private hospital room. Results:

Twenty-five adults (12 women, 13 men) ages 25–82 years were

interviewed for 1–2 h. Participants varied in their socioeconomic

status and education levels, but commonly described a state of having

to keep careful watch for potential environmental challenges on a

daily basis. ‘Vigilance’ was related to ongoing symptoms (i.e. pain,

stiffness) and concerns related to balance, stability, and damage to the

fused ankle or implant. Findings indicated that vigilance existed along

a continuum with higher levels associated with stress, mental

exhaustion, and a negative impact on relationships with friends and

family. Vigilance appeared to effect participants’ perception of their

surgical outcome, with high levels of vigilance linked to negative

perceptions of outcome. The degree to which individuals perceived

they needed to be vigilant was influenced by environmental factors

like uneven ground or crowds. Contrary to some previous descriptions

of vigilance in the coping literature, ankle reconstruction patients’ use

of vigilance appeared to be less of a dispositional or individual coping

strategy and more of a situational response that was related to residual

deficits following ankle reconstruction. Conclusions: Vigilance, or the

constant appraisal of the environment and personal ability, is not

captured by current instruments assessing ankle reconstruction out-

comes. However, the mental load and worry associated with high

‘vigilance’ was important to patients and played a role in their per-

ception of outcome, distinct from related pain or functional status. As

such, reducing high levels of vigilance appears to be an appropriate

target for patient-centered treatment outcomes and one that can be

managed or remedied. A thorough outcome battery for ankle recon-

struction should consider this domain.

(3036) Predictors of 5-year changes in health-related quality
of life in patients with axial spondyloarthritis

Gudrun Rohde, Professor, Faculty of Health and Sport Sciences,

University of Agder, and Department of Clinical Research, Sorlandet

Hospital, Kristiansand, Norway; Kari Hansen Berg, Faculty of Health

and Sport Sciences, University of Agder, Kristiansand, Norway; Are

Hugo Pripp, Oslo Centre of Biostatistics and Epidemiology Research

Support Services Oslo University Hospital, Oslo, Norway; Anne

Prøven, Department of Rheumatology, Martina Hansens Hospital,

Bærum, Bærum, Norway; Glenn Haugeberg, Department of Clinical

Research, Sorlandet Hospital HF, Kristiansand, Norway

Aims: Axial Spondyloarthritis (ax-SpA) is a chronic inflammatory

disorder of the axial skeleton. The clinical consequences are e.g. pain

fatigue, stiffness and loss in physical function. Thus, health related

quality of life (HRQOL) may also be impaired. During the last 10–15

years, new effective biologic treatment options have become avail-

able e.g. TNF inhibitors improving clinical outcome significantly.The

aim of the study was to identify predictors of 5-years changes in

HRQOL in patients with ax-SpA, using different HRQOL measures.

Methods: Demographic, disease, medication and HRQOL data were

collected at baseline and at 5-year follow-up. Disease measures

included Bath Ankylosing Spondylitis Disease Activity Index

(BASDAI), BAS functional index (BASFI), BAS General (BAS-G),

Maastricht Ankylosing Spondylitis Enthesitis Score (MASES), health

assessment questionnaire (HAQ) and co-morbidity. HRQOL was

assessed using all; 15D, SF-36 physical component summary (PCS),

mental component summary (MCS), and SF-6D. Patients with valid

response to SF-36 at both at baseline and 5-year follow-up were

included in the analyses. Chi-squared, independent and parred t-tests

and multiple regression analyses were used. Results: Two-hundred

and forty patients with Ax-SpA were included; 72 (31%) women

(mean age at baseline = 48 years, SD = 11) and 168 (69%) men (mean

age at baseline= 45 years, SD = 11). At baseline 185 (77%) patients

were married or cohabiting, 173 (72%) worked, 128 (53%) patients

had 13 years or more of education. Significantly more patients were

using biologic treatment after 5 years compared with baseline 34

versus 23%, p = 0.001. There was a significant increase in PCS, 39.9

(9.9) versus 41.9 (9.8), p = 0.001 and SF-6D, 0.69 (0.1) versus 0.71

(0.01), p = 0.047 between baseline and 5-year follow-up. Improve-

ment in HRQOL measured by SF-36 PCS was predicted by baseline

characteristic: use of biologic treatment (p = 0.048) and low BAS-G

(p = 0.045), SF36-MCS by: high education (p = 0.048), CRP (p =

0.040) and low BAS-G (p=0.001), SF-6D by: high education (p =

0.040), younger age (0.009) and BAS-G (p\0.001) and 15D by CRP

(p = 0.024). Conclusions: Low score on BAS-G was a significant

predictor of 5 -years improvement in HRQOL across most HRQOL

measures, while biologic treatment was a predictor of only SF-36

PCS.

(3038) Partners in Health (PIH) scale responses
of musculoskeletal patients in a student clinic

Jane Mulcahy, Victoria University, Melbourne, Australia; Brett

Vaughan, MHS, BSc, University of Melbourne, Melbourne, Australia

Aims: To explore reported self-management strategies of osteopathy

patients attending a student led osteopathy clinic and to consider

possible correlations of patients demographic characteristics, health

behaviors, health status and satisfaction with life with their health

self-management strategies. Methods: The cohort trial was conducted

from February to August 2017. Data was collected from new patients

at the VU Student Osteopathy Clinic (VUSOC), 375 patient surveys

were completed. The survey consisted of a general information

questionnaire and the revised Partners in Health (PIH) scale (Smith
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et al. 2017), 12 questions across four domains. The Health Informa-

tion Questionnaire (HIQ) included items such as activity level, serves

of fruit and vegetables eaten per day and a single item health literacy

screen question. Patients were also asked to identify if they were

currently or previously suffering from one of the major chronic dis-

eases affecting the Australian population. Data was analysed for any

correlation between the PIH data and the HIQ. Results: Reliability of

PIH total and factor scores was good, ranging from a 0.76 to 0.89

(Table 1). A significant difference (p-value\0.05) was observed for

participants who currently or previously suffered with hypertension

and total PIH scores, as well as the factors knowledge of illness and

treatment of their illness. A significant difference (p value\ 0.05)

was found with those who currently or previously suffered from

asthma or mental illness on the coping factor. Participants with high

general health scores also had a high score in the coping subscale of

the PIH. No relationship was observed between the patient’s pre-

senting musculoskeletal complaint, health behaviours and PIH scores.

Participants reporting a high general health score also had a high

score in the PIH coping factor. Conclusions: The PIH scale is a

reliable measure for musculoskeletal patients attending VUSOC.

Patients who seek treatment may overall have a higher PIH score.

Patients experiencing hypertension have a higher knowledge of their

illness and treatment, recognition and management of symptoms, and

coping with a chronic illness. Patients with asthma or mental illness

have higher levels of coping. Those that reported a high general

health score also had a high score in coping with their condition.

(3040) The factors associated with the development, progression
and outcome of Dupuytren’s disease treatment: a systematic
review

Julian Man, Imperial College London, London, United Kingdom;

Luke Geoghegan, Imperial College London, London, United

Kingdom; Abhilash Jain, Imperial College London, London, United

Kingdom; Jeremy Rodrigues, Nuffield Department of Orthopaedics,

Rheumatology and Musculoskeletal Sciences (NDORMS), University

of Oxford, Oxford, United Kingdom

Aims: Dupuytren’s disease is a common multifactorial hand condition

in which scar-like tissue forms under palmar skin, giving rise to

nodules and cords that pull the fingers into the palm and affect

function. It accounts for over 10,000 inpatient surgeries a year in the

English NHS, but tends to recur. Factors associated with recurrence

have been termed the ‘‘Dupuytren’s diathesis’’, but these may differ

from the factors associated with poor functional outcome from sur-

gery, which is also affected by the treatment itself. This systematic

review Aims: to identify factors associated with the development,

progression or outcome of surgery for Dupuytren’s disease, to identify

candidate factors for further study in relation to the functional out-

come of treatment. Methods: A PRISMA-compliant protocol for the

systematic review was prospectively-registered in PROSPERO.

Multiple databases spanning indexed, non-indexed and grey literature

(MEDLINE & in process, EMBASE and CENTRAL) were searched

in parallel using a bespoke, sensitive search strategy, comprising

index and free text terms, designed with an information scientist.

Abstracts were screened by two researchers against pre-specified

stepwise inclusion criteria. Discrepancies were resolved by a third

researcher. Factors studied for association with the development,

recurrence, or progression of Dupuytren’s disease, or with the out-

come of surgery, were extracted and categorised. The methodologies

used to study the association, the outcome measures employed, study

designs were also extracted, and the methodological quality of studies

was appraised using tools appropriate for the study design. Results: A

total of 2301 records were identified through database searching, with

1621 records after de-duplication. Preliminary screening has identi-

fied factors associated with different endpoints. These include studies

of diathesis, demonstrating association between patient factors and

different endpoints ranging from the development of palpable

Dupuytren’s disease in the palm, recurrent angular deformity of finger

joints, and genetic alleles linked to the condition. One study has been

identified so far investigating association of factors with functional

outcome, and the factors associated with functional outcome in that

study differ from the diathesis factors. Conclusions: Preliminary

results suggest that the factors predisposing to poor functional out-

come are distinct from those associated with Dupuytren’s disease

progression.

(3042) Site-specific patient-reported outcome measures for hand
conditions: a systematic review of their development
and psychometric properties

Justin Wormald, MBBS MRes MRCS, Nuffield Department of

Orthopaedics, Rheumatology and Musculoskeletal Sciences,

University of Oxford, Oxford, United Kingdom; Luke Geoghegan,

BSc, Imperial College London, London, United Kingdom; Kyra

Sierakowski, MD, Department of Plastic & Reconstructive Surgery,

Flinders Medical Centre, Bedford Park, Adelaide, South Australia,

Australia, Adelaide, Australia; Andrew Price, MA D.Phil

FRCS(Orth), Nuffield Department of Orthopaedics, Rheumatology

and Musculoskeletal Sciences (NDORMS), University of Oxford,

Oxford, United Kingdom; Michele Peters, BSc DipPsych MSc PhD,

Nuffield Department of Population Health, University of Oxford,

Oxford, United Kingdom; Abhilash Jain, PhD FRCS(plast), Nuffield
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Department of Orthopaedics, Rheumatology and Musculoskeletal

Sciences (NDORMS), University of Oxford, Oxford, United

Kingdom; Jeremy Rodrigues, BSc MBChB MSc PhD PGDip

FRCS(Plast), Nuffield Department of Orthopaedics, Rheumatology

and Musculoskeletal Sciences (NDORMS), University of Oxford,

Oxford, United Kingdom

Aims: There are a number of site-specific PROMs for hand condi-

tions, which are used in clinical practice and research to assess the

efficacy of surgical and non-surgical interventions. Recent systematic

reviews have identified the most commonly used hand-specific

PROMs: The Disabilities of the Arm, Shoulder and Hand (DASH),

QuickDASH (qDASH—abridged version of DASH), Michigan Hand

Questionnaire (MHQ), Patient Evaluation Measure (PEM), Upper

Extremity Functional Index (UEFI) and the Duruoz hand index

(DHI). To date there has been no systematic evaluation of the pub-

lished psychometric properties of these outcome measures. Methods:

A PRISMA-compliant systematic review of the development and

validation studies of these hand PROMs was prospectively-registered

in PROSPERO and conducted to assess their psychometric properties.

A sensitive search strategy was developed and applied to MEDLINE,

EMBASE, PsycINFO and CINAHL. Abstract screening was per-

formed in duplicate. Assessment of psychometric properties was

performed using the criteria outlined by Terwee et al 2007. Results:

The search retrieved 998 articles, of which 144 met pre-defined

inclusion criteria. There were 79 studies evaluating DASH, 20 eval-

uating qDASH, 31 evaluating MHQ, 4 evaluating UEFI, 4 evaluating

PEM and 5 evaluating DHI. Assessment of content validity, internal

consistency, construct validity, reproducibility, responsiveness, floor

or ceiling effect and interpretability for each PROM is described

based on data in these articles. Conclusions: The psychometric

properties of the most commonly used PROMs in hand surgery

research are underpinned by variable published literature. DASH,

MHQ and qDASH have the best-published psychometric properties,

but the PROMS themselves are not applicable to many areas in hand

surgery research. There is very limited literature supporting the psy-

chometric properties of the UEFI, PEM and DHI for use in hand

surgery.

(3044) An international qualitative study to develop a new
patient-reported outcome instrument for hand conditions:
the HAND-Q

Kyra Sierakowski, MD, MS, Flinders University, Adelaide, Australia;

Andrea Pusic, MD, MPH, FACS, Brigham and Women’s Hospital,

Harvard Medical School, Boston, MA, United States; Kathleen Evans

Sanchez, BSc(Hons), College of Medicine & Public Health, Flinders

University, Adelaide, Australia; Philip Griffin, MBBS, FRACS,

Department of Plastic & Reconstructive Surgery, Flinders Medical

Centre, Adelaide, Australia; Gregory Bain, MBBS, FRACS, PhD,

College of Medicine & Public Health, Flinders University, Adelaide,

Australia; Donald Lalonde, MD, MSc, FRCSC, Dalhousie University,

Saint John, New Brunswick, Canada; Nicola Dean, MBChB, PhD,

FRCS, FRACS, Department of Plastic & Reconstructive Surgery,

Flinders Medical Centre, Adelaide,Australia; Anne Klassen, DPhil,

McMaster University, Hamilton, Ontario, Canada

Aims: To develop a PRO instrument for hand conditions that

encompasses the full spectrum of outcomes and experience of care

that are important to patients.Currently available patient-reported

(PRO) instruments in the field of hand conditions are limited either in

terms of the breadth of their domains or their development method-

ology. With healthcare having an increased focus on patient centred

care and the value of interventions, it is important to measure out-

comes and patient satisfaction with robust instruments. Thus the

requirement for a PRO instrument that is comprehensive and

developed according to best international practices. Methods: A

mixed methods approach has been utilised. Phase 1 involved quali-

tative and cognitive patient interviews with patients from Australia,

Canada and USA. Interviews were transcribed and coded using a line-

by-line approach. Findings were used to construct a conceptual

framework and initial items for scale development. Scales were

refined through cognitive patient interviews and expert input. Results:

In total 62 qualitative patient interviews were performed, 40 were

with Australian patients and 22 were with Canadian patients. This

cohort had a heterogeneous mix of conditions affecting their

hand(s) and all had undergone some form of surgical intervention. A

total of twenty scales containing 319 items have been developed from

this qualitative data. These scales include outcome concepts such as

appearance, symptoms and function, and satisfaction with various

processes of care including their surgeon, anaesthesia and the infor-

mation they were provided with.Using an iterative process, scales

were refined through 20 cognitive interviews performed with patients

from Australia (9), Canada (7) and USA (4). Expert input from an

international group of 25 professionals that included orthopaedic and

plastic surgeons and hand therapists was used to further refine the

scales. Conclusions: HAND-Q is currently being field-testing inter-

nationally in multiple languages (Phase 2). Rasch analysis will be

used to finalise the HAND-Q scales. Once completed, we anticipate

that the HAND-Q will provide a valuable tool for both clinical

practice and research.

(3046) Measuring elbow functioning - cross-cultural adaptation
and validation of the Portuguese version of the Oxford Elbow
Score (OES)

Luı́s Cavalheiro, Polytechnic Institute of Coimbra, Coimbra Health

School, Coimbra, Portugal; Ana Alves, PT, MSc, Polytechnic

Institute of Coimbra, Coimbra Health School, Coimbra, Portugal; Rui

Soles Gonçalves, PT, Phd, Polytechnic Institute of Coimbra, Coimbra

Health School, Coimbra, Portugal; Pedro Lopes Ferreira, PhD,

University of Coimbra, Centre for Health Studies and Research,

Coimbra, Portugal

Aims: To translate and culturally adapt the Oxford Elbow Score

(OES) to the Portuguese language and to test its reliability [internal

consistency, reproducibility and standard error of measurement

(SEM)], validity (construct validity) and responsiveness [Effect Size

Standardized (ESS) and Standardized Response Mean(SRM)].

Methods: The Portuguese version of OES was obtained through

translations, back-translations, consensus panels, clinical review and

pre-test. For the assessment of reliability and validity, the Portuguese

OES, the Quick Disabilities of the Arm, Shoulder and Hand (Qick

DASH), and the Veterans Rand 12 item health survey (VR-12) were

applied to 137 subjects (44 ± 9 years) with musculoskeletal condi-

tions of the elbow. A form for the socio-demographic and clinical

parameters was also applied. From the global sample, 50 patients that

had performed 4 weeks of physiotherapy treatments were used to

obtain the responsiveness values of OES. Results: After obtaining

semantic and content equivalence, the Portuguese OES showed a

moderate to high correlation with Quick DASH (r between - 0.66

and - 0.76) and the physical performance, pain, social functioning

and mental summary measures of the VR-12 (r between 0.41 and

0.70). For the reliability, the OES dimensions showed high values of

internal consistency (Cronbach’s a[ 0.80), as well as reproducibility

(ICC[0.80). The SEM values obtained were between 8.76 and 8.83.

The measure presented moderate to high values of responsiveness

with ESS between 0.73 and 0.87 and SRM between 0.95 and 1.06.

Conclusions: The Portuguese version of OES was reached with

acceptable values of reliability, validity and responsiveness.
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(3048) Item response theory linking of the PROMIS and FAAM
instruments

Man Hung, University of Utah, Salt Lake City, UT, United States;

Judith Baumhauer, MD, University of Rochester Medical School,

Rochester, NY, United States; Shirley Hon, University of Utah, Salt

Lake City, UT, United States; Maren Voss, ScD, University of Utah,

Salt Lake City, UT, United States; Wei Li, University of Utah, Salt

Lake City, UT, United States; Julie Xu, University of Utah, Salt Lake

City, UT, United States; Bianca Ruiz, University of Utah, Salt Lake

City, UT, United States; Megan Rosales, University of Utah, Salt

Lake City, UT, United States; Jerry Bounsanga, BS, University of

Utah, Salt Lake City, UT, United States; Weicong Su, University of

Utah, Salt Lake City, UT, United States; Charles Saltzman, MD,

University of Utah, Salt Lake City, UT, United States

Aims: The purpose of this study was to develop a crosswalk between

the PROMIS Physical Function (PF) and the Foot and Ankle Ability

Measure (FAAM) Activities of Daily Living (AD) subscale in a

population of patients with foot and ankle ailments. These patient-

reported outcome (PRO) instruments are important in providing

patient-centered care, but the introduction of new instruments can

impair utility and interpretation of scores. Score linking across

measures allows for score transformation that is critical to patient

care. Methods: Demographic information and PRO instruments were

delivered electronically to consecutive patients seeking care at an

orthopaedic center between 2014 and 2017. PROs were delivered at

the time of each visit as part of standard care. Data were collected via

a secured portal through an academic healthcare system. Graded-

response item response theory (IRT) model and linking were used to

transform the FAAM AD scores to the PROMIS PF metric and to

provide crosswalks between these instruments. The PROMIS PF is in

T score scale with a mean of 50 and a standard deviation of 10.

Results: The PROMIS PF and the foot and ankle specific FAAM

instruments measured similar constructs and had adequate unidi-

mensionality for IRT co-calibration. Using the T-score metric,

crosswalk mapping the FAAM AD to the PROMIS PF was created to

enable clinicians and researchers to directly compare results across

the instruments. Conclusions: This development of a crosswalk

between the PROMIS PF, PROMIS PI, and the foot and ankle specific

FAAM AD encourages the standardization of measurement by

allowing the use of PROMIS measures in future assessments without

a loss of useful data from prior patient testing. We provide clinicians,

researchers, patients, and administrators the ability to interpret and

understand the relationship between tests scores based on applied IRT

and score equating methods for the PROMIS instruments and FAAM

AD measures. Improved PRO administration and interpretation has

the potential to improve patient care and outcomes in orthopaedics

and thus enhance the quality of life.

(3052) Disabilities of the Arm, Shoulder and Hand questionnaire
in Portuguese patients with shoulder problems - cross-cultural
adaptation and validation

Rui Soles Gonçalves, PT, PhD, Polytechnic Institute of Coimbra,

Coimbra Health School, Coimbra, Portugal; Joseph Dos Santos, PT,

MSc, Polytechnic Institute of Castelo Branco, College of Health Dr.

Lopes Dias, Castelo Branco, Portugal; Joana Oliveira Rosado, PT,

MSc, Rainha Santa Isabel Center, Diocesan Caritas of Coimbra,

Coimbra, Portugal; Luı́s Manuel Cavalheiro, PT, PhD, Polytechnic

Institute of Coimbra, Coimbra Health School, Coimbra, Portugal;

Pedro Lopes Ferreira, PhD, University of Coimbra, Centre for Health

Studies and Research, Coimbra, Portugal

Aims: To translate and culturally adapt the Disabilities of the Arm,

Shoulder and Hand (DASH) to the European Portuguese language and

to test its reliability (internal consistency, reproducibility and mea-

surement error) and validity (construct validity). Methods: The

Portuguese DASH version was obtained through translations, back-

translations, consensus panels, and a pre-test. Portuguese DASH and

Medical Outcomes Study - 36 item Short Form (SF-36) question-

naires, and a clinical/sociodemographic form were applied to 160

subjects with shoulder problems (adhesive capsulitis, impingement

syndrome without rotator cuff tear, impingement syndrome with

rotator cuff tear, calcified deposits in rotator cuff and osteoarthritis)

and refereed for physical therapy. Results: The reliability was good,

with Cronbach’s alpha coefficients of 0.96, 0.93 and 0.92, intraclass

correlation coefficients (ICC) of 0.91, 0.96 and 0.93, standard error of

measurement (SEM) of 4.9, 5.7 and 6.4 points, and smallest

detectable change at 95% confidence level calculated at individual

level (SDC95ind) of 13.5, 15.8 and 17.6 points, for DASH scale,

Work module and Sport/performing arts module, respectively. Con-

struct validity was supported by the confirmation of four initial

hypotheses involving expected significant correlation between DASH

scale, Work module, Sport/performing arts module and SF-36 sub-

scales. Conclusions: The Portuguese DASH version, including the

optional modules, evidenced good psychometric properties in terms

of reliability (internal consistency, reproducibility and measurement

error) and validity (construct validity).

(3054) Guideline-based care improves outcomes that matter
to patients with rheumatoid arthritis

Susan Bartlett, McGill University, Montreal, Quebec, Canada; Orit

Schieir, University of Toronto, Montreal, Quebec, Canada; Marie-

France Valois, McGill University, Montreal, Quebec, Canada; Carol

Hitchon, University of Manitoba, Winnipeg, Quebec, Canada; Janet

Pope, Western University, London, Ontario, Canada; Gille Boire,

University of Sherbrooke, Sherbrooke, Quebec, Canada; Boulos

Haraoui, Institute de Rheumatologie, Montreal, Quebec, Canada;

Edward Keystone, Mt. Sinai Hospital, Toronto, Ontario, Canada;

Diane Tin, Southlake Regional Health Center, Newmarket, Ontario,

Canada; Carter Thorne, Southlake Regional Health Center,

Newmarket, Ontario, Canada; Vivian Bykerk, Hospital for Special

Surgery, New York, NY, United States; submitted on behalf of

CATCH Investigators

Aims: Best practice recommendations can increase quality of care and

improve clinical outcomes, however the impact of recommendations

on outcomes that matter most to patients has not been evaluated. We

compared changes in PROs valued most by people with RA in the

first year of follow up, as well as prior (2007–2010) and subsequent

(2011–2016) to the 2010 release of Treat to Target and 2011 Cana-

dian RA Treatment Recommendations. Methods: Data included

newly diagnosed RA adults enrolled in the Canadian early ArThritis

CoHort (CATCH) between 2007 and 16 who met 1987 or 2010 RA

criteria and had active disease at enrolment. Standardized visits

included clinical assessments, questionnaires, and laboratory tests

every 3 months. We examined changes in DAS28, pain, fatigue,

patient global and HAQ at 6 and 12 months prior to and after

guidelines release. Results: The sample included 1942 adults who

were mostly female (72%) with a mean (SD) age of 55 (15), 2 (2)

comorbidities, and symptom duration of 6 (3) months. At enrollment,

almost all (95%) were in DAS28 moderate or high disease activity

[MDA (42%), HDA (53%)], and were initially treated with

csDMARDS (92%) and MTX (75%). As mean DAS28 scores

decreased over the first year, similar clinically meaningful improve-

ments in patient global, pain, and fatigue were also evident (- 3.0,

- 2.8, - 2.3,- 0.6; p’s\.001). When comparing change in PROs in

2007–2010 versus 2011–2016, there were more rapid improvements

in patient global and pain at 6 and 12 months (p’s\.001; Figure) and
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similar improvements in fatigue. Conclusions: Results from this pan-

Canadian study suggest that better disease control in the first year of

RA consistent with guideline-based care translated to similar

improvements in pain, fatigue and well-being. These data offer

additional evidence showing that HRQL outcomes are closely linked

with clinical indicators, and support early identification and disease

control to improve HRQL and disability in RA.

Older Adults

(3056) Understanding the patient experience of presbyopia
and identification of patient-reported outcome assessments:
a literature review

Garima Sharma, Novartis Healthcare Private Limited, Hyderabad,

India; Daniel Viriato, Novartis Pharma AG, Basel, Switzerland;

Christel Naujoks, Novartis Pharma AG, Basel, Switzerland;

Francesco Patalano, Novartis Pharma AG, Basel, Switzerland; Sarah

Kilgariff, Adelphi Values, Cheshire, United Kingdom; James S.

Wolffsohn, Aston University, Birmingham, United Kingdom

Aims: Presbyopia occurs when the physiologically normal age-related

reduction in the focusing range of the eye reaches a point that the

clarity of vision at near is insufficient to satisfy an individual’s

requirements. The aim of this study was to identify and review

patient-reported outcome (PRO) assessments used in clinical trials

and quality of life (QoL) studies conducted in presbyopic patients.

Methods: Literature searches were performed in Medline and Embase

up until October 2017. Specific search terms were used to identify

studies in presbyopia that included a PRO instrument or reported on

patient QoL. All clinical trials with PRO endpoints in presbyopia

were identified on clinicaltrials.gov. Further searches were conducted

to retrieve articles documenting the development and psychometric

evaluation of PROs. The measurement characteristics of the tools

were reviewed in line with FDA and EMA regulatory guidance for

PROs. Results: A total of 746 abstracts were identified for initial

screening and 120 were selected for full-text review. Articles

reporting on the QoL of patients with presbyopia highlighted the

impact of the condition on patients’ daily lives. In addition to the

published literature regarding PROs, there were 21 clinical trials that

employed PROs to support a primary or secondary endpoint. In total,

13 PROs were identified; a further 23 publications pertaining to

development and validation of these tools were retrieved. Most PROs

were developed prior to release of FDA 2009 PRO guidance and

therefore did not conform to regulatory standards. The Near Activity

Visual Questionnaire (NAVQ) was identified as the most appropriate

for assessing near vision functioning in presbyopia. While the NAVQ

was developed in line with the FDA guidance, its validity has not

been confirmed specifically in a presbyopia population as it was

developed for use in pseudophakic patients. Furthermore, the items do

not reflect changes in technology which have occurred since the

questionnaire was developed in 2008 (e.g. the increase in smartphone

use). Conclusions: The NAVQ has the potential to support trial

endpoints related to changes in near-vision functioning associated

with presbyopia. Further research is ongoing to confirm its content

validity and psychometric validity in this specific population.

(3058) Cognitive functioning is not associated with measurement
bias in frail seniors’ self-reported physical and mental health
status

Lara Russell, PhD, Centre for Health Evaluation and Outcome

Sciences, Vancouver, British Columbia, Canada; Ayumi Sasaki,

M.A., University of British Columbia, Vancovuer, British Columbia,

Canada; Rozanne Wilson, PhD, Trinity Western University,

Vancouver, British Columbia, Canada; Lena Cuthbertson, BHScOT,

MEd, British Columbia Ministry of Health/Providence Health Care,

Vancouver, British Columbia, Canada; Lillian Parsons, MPH,

Providence Health Care, Vancouver, British Columbia, Canada;

Richard Sawatzky, PhD, Trinity Western University & Centre for

Health Evaluation and Outcome Sciences, Langley, British Columbia,

Canada

Aims: Although patient-reported outcome measures can provide

valuable information about individuals’ health status and quality of

life, concerns have been raised about the use of such self-report

measures in populations where cognitive impairment may be present.

Differences in cognitive functioning may cause individuals to inter-

pret questions differently, and introduce measurement bias into their

scores. Our aim was to test whether there was evidence of measure-

ment bias for the VR-12vLTRC, an adaptation of the Veterans Rand

12 (VR-12) for use in long-term residential care (LTRC), between

groups of individuals with different levels of cognitive functioning.

Methods: 8,657 individuals (mean age (SD) = 82.6 (11.1) years,

55.6% female) responded to the VR12vLTRC as part of a survey of

LTRC residents in British Columbia, Canada. Cognitive functioning

was assessed via the Cognitive Performance Scale (CPS), which rates

cognitive performance from 0 (no impairment) to 7 (comatose).

Respondents with CPS scores from 0 to 6 were classified into four

cognitive groups: ‘no impairment’ (n = 1259), ‘mild’ (values 1 or 2; n

= 3455), ‘moderate’ (values 3 or 4; n = 2771) and ‘severe’ (values 5

or 6; n = 438). A confirmatory factor analysis (CFA) was conducted to

confirm the previously-established two-factor structure and obtain

factor scores for measuring physical and mental health. Logistic

regression differential item functioning (DIF) analyses were con-

ducted to evaluate measurement bias by regressing each VR12vLTRC

item on (1) its corresponding factor score, (2) the factor score and the

four cognitive functioning groups, and (3) the factor score, cognitive

functioning groups, and their interaction. These analyses were also

conducted with only the ‘no’ and ‘severe’ groups. A change in

Nagelkerke’s R2 (DR2) greater than 0.035 between the sequential

models indicates the presence of DIF. Results: The CFA model had

good fit (X2(370) = 2524.68, CFI = .973, RMSEA = .054). The DR2
across the 12 items ranged from 0.00 to 0.010 for the analyses with

four cognitive functioning groups, and from 0.00 to 0.012 with the

‘no’ and ‘severe’ groups. As no DR2 exceeded 0.035, no items were

deemed to exhibit DIF for measuring physical or mental health.

Conclusions: Unbiased measures of physical and mental health status

can be obtained from frail older adults in LTRC, irrespective of

differences in cognitive functioning.

(3062) Quality of life, health and participation of older adults:
a study on active aging in Spain

Maria João Forjaz, PhD, Institute of Health Carlos III, Madrid, Spain;

Victor Quiros-Gonzlez, MD, MPH, Department of Preventive

Medicine, University Hospital of Salamanca, Salamanca, Spain;

Carmen Rodriguez-Blazquez, PhD, 3.National Center of

Epidemiology, Institute of Health Carlos III and CIBERNED,

Madrid, Spain; Elena Pola, MD, MPH, Department of Preventive

Medicine, University Hospital of Móstoles, Madrid, Spain; Alba

Ayala, PhD, Institute of Economics, Geography and Demography

(IEGD); Spanish National Research Council (CSIC), Madrid, Spain;
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Fermina Rojo-Perez, PhD, Institute of Economics, Geography and

Demography (IEGD); Spanish National Research Council (CSIC),

Madrid, Spain; Gloria Fernandez-Mayoralas, PhD, nstitute of

Economics, Geography and Demography (IEGD); Spanish National

Research Council (CSIC), Madrid, Spain

Aims: Active aging is the process of optimizing opportunities for

health, participation, lifelong learning and security in order to

enhance quality of life (QoL) as people age. This study aimed at

analyzing how health and participation indicators are related to

quality of life of older people living in Spain. Methods: Data was

drawn from Wave 6 of the Survey for Health, Ageing and Retirement

in Europe (SHARE), with a representative sample of 6266 people

aged 50 years or more, residing in Spain. The QoL measure was the

CASP-12. Health and participation indicators were grouped using a

principal components analysis. Its relationship with QoL was mod-

eled using linear multiple regression models. Results: The mean age

of participants was 65.56 years (standard deviation, SD: 11.21), and

53.8% were women. The mean CASP-12 score was 36.18 (SD: 6.48),

significantly higher for men than women. Principal components

analysis revealed two health components (Low general health and

Cognitive and functional decline), and a single participation compo-

nent. In the multiple regression models, QoL was significantly

associated with the components Low general health, Functional and

cognitive decline and Participation (standardized beta - 0.50, - 0.20

and 0.29, respectively). The regression models were similar for men

and women. Conclusions: Results support the multidimensional

character of the health pillar of the active aging model. To increase

the quality of life of older adults, interventions should focus espe-

cially on general health issues, as well as prevent the functional and

cognitive decline. In addition, increased participation activities may

have a beneficial effect on general wellbeing and quality of life. These

measures could be applied at several levels, from individual inter-

ventions to public health policies.

(3064) Development and evaluation of a patient-reported outcome
measure for patients with venous leg ulcers

Rasa Ruseckaite, Monash University, Melbourne, Australia; Claudia

Rutherford, University of Sydney, Sydney, Australia; Peter Franks,

Centre for Research & Implementation of Clinical Practice, London,

United Kingdom; Rosemary McGuinnes, Monash University,

Melbourne, Australia; Louise Turnour, Monash University,

Melbourne, Australia; Victoria Team, Monash University,

Melbourne, Australia; Carolina Weller, Monash University,

Melbourne, Australia

Aims: Venous leg ulcers (VLUs) are a long-lasting condition, which

affects individual’s health related quality of life (HRQoL). Numerous

patient-reported outcome measures (PROMs) have been validated to

capture HRQoL in patients with VLUs. However, most contain many

items, are hard to use in clinical practice, or present with weak

responsiveness. Therefore, a new PROM is needed. The aim of this

study was to undertake qualitative interviews with patients with VLUs

and their treating clinicians in Victoria, Australia to assess the

existing VLU-QoL instrument’s content and suitability for use in

clinical practice, and to develop a conceptual framework of PROs

important in VLUs to inform the development of a short VLU-

specific PROM for use in clinical settings. Methods: Semi-structured

qualitative interviews were conducted with patients and their

managing clinicians. Interview topics covered content and face

validity, appropriateness, and acceptability to determine whether the

existing instrument is suitable and useful for use in clinical practice.

Interviews continued until data saturation. Results: Preliminary

results indicate that all eleven participants agree that the existing

VLU-QoL instrument is suitable for use in clinical practice and that

the questions could be answered prior to consultation with clinicians

every three to six months. However, patients consider some of the

questions ambiguous and too technical. Patients also agree that it

would be useful to include additional items relating to daily wound

care, bandaging and dressing. Clinicians consider the instrument too

long, and a graphical interpretation of the scores would be beneficial

to facilitate utility in practice. Conclusions: Overall, the VLU-QoL

was well accepted, but changes are required to make it comprehensive

and shorter for use in a busy clinical practice. These findings will

inform the development of a conceptual framework of PROs impor-

tant in VLUs, and inform the development of a short PROM for use in

clinical settings.

Patient Satisfaction and Experience

(3068) Assessing methods: of content validity elicitation:
the Treatment Satisfaction Questionnaire for Medication

Ana Maria Rodriguez Leboeuf, PhD MSc BScPT, IQVIA, Montreal,

Quebec, Canada; Paul Williams, MPH, BSc, IQVIA, Paris, France;

Eric Gemmen, MSc, BSc, IQVIA, Washington, DC, United States;

Alexandra Palmer, MA BA, IQVIA, La Quinta, CA, United States;

Louise Parmenter, PhD, MPH, BSc, IQVIA, London, United

Kingdom

Aims: The Treatment Satisfaction Questionnaire for Medication

(TSQM) is a valid and reliable measure that is becoming the leading

measure of treatment satisfaction. Although the content validity of the

TSQM v1.4 has been assessed, we recently evaluated the validity of

the electronically migrated TSQM. The primary objectives of this

study were to (1) to define content validity as it applies to an ePRO

assessment development, (2) to present a feasible method for

assessing content validity in this context, and to describe the imple-

mentation of this new method during the development of a Web-

based validation of the eTSQM. Methods: Some ePROs are adapta-

tions of established PROs for which the content validity was

established using face-to-face or telephone interviews, but we envi-

sion that many are likely to be created electronically. Patients using

Tecfidera or Gilenya completed the TSQM electronically. Descriptive

statistics were used to characterize the participants. Floor and ceiling

effects were calculated per item. To evaluate the face validity of the

eTSQM, patients were cognitively debriefed on the eTSQM both in

person and online. Results: 2000 patients completed the eTSQM. The

majority of patients had some college education, were female, and on

average were 50 years old. Validity and Reliability estimates of the

eTSQM were high. DIF was assessed for mode of administration

using analysis of variance. The online and face-to-face cognitively

debriefing methods used to assess the face validity and electronic

migration of the TSQM gave comparable results, yet each required

different sample sizes to reach saturation. More information was

however obtained using classic cognitive debriefing approaches.

Conclusions: The electronic version of the TSQM have shown evi-

dence of validity and reliability supporting its use electronically and

across devices. The online approach for estimating face validity of the

electronic migration seems to be a promising venue that will enable

the interview of more patients rapidly, with the limitation that less

data is collected per patient. Limitations to the generalizability of

findings are presented.

(3070) Self-related satisfaction associated to bed bath
of bedridden inpatients in Latin America: integrative review
of the literature

Beatriz Conacci, Bachelors in Nursing, Escola de Enfermagem de

Ribeirão Preto da Universidade de São Paulo, Ribeirão Preto, Brazil;
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Valeria Andrade, Master, Federal University of Triângulo Mineiro,

Uberaba, Brazil; Fernanda Karla Nascimento, Bachelor, University of

São Paulo at Ribeirão Preto College of Nursing, Ribeirão Preto,

Brazil; Viviane Romeiro, Bachelor, University of São Paulo at

Ribeirão Preto College of Nursing, Ribeirão Preto, Brazil; Monica

Mombelli, Master, Centro Universitário União Dinâmica das

Cataratas, Foz do Iguaçu, Brazil; Claudia Benedita dos Santos,

Doctor, University of São Paulo at Ribeirão Preto College of Nursing,

Ribeirão Preto, Brazil

Aims: To analyze the self related satisfaction associated to bed bath of

bedridden inpatients in Latin America. Methods: An integrative

review of the literature based on systematized searching through

electronic database Latin American and Caribbean Literature in

Health Sciences (LILACS) and Nursing Database (BDENF). It was

included studies without restriction of publication period or language,

and excluded reviews and other publications not related to the

research question. Search and selection of the studies were performed

according to PRISMA criteria. Results: Of 15 identified studies, five

citations that met the inclusion criteria were analyzed. One study

demonstrated that workload and unsatisfactory nursing staff avail-

ability lead to potential hazards for patient safety during bed bath,

such as infection, falls, and device displacement risks. One study

related to nurses difficulties regarding touching naked persons, sug-

gesting improvements in qualified care in terms of good planning,

execution and supervision. Another one showed that bed bath

involves commitment, sensitivity and perception on the nursing side.

Only two studies were related to the importance of active listening to

patients. Conclusions: The results showed that there are few studies

about self related satisfaction associated to bed bath of bedridden

inpatients in Latin America. This aspect, however, should be con-

sidered as an important issue in the improvement of the health care of

bedridden patients, which directly influences well-being and, in the

long term, also patient’s quality of life.

(3072) Assessment of patient experience and satisfaction
in an orthogeriatric ward

Charlotte Abrahamsen, Assistant professor, Department of

Orthopaedic Surgery, Kolding Hospital a part of Lillebaelt Hospital,

Kolding, Denmark; Eva Draborg, Associated professor, University of

Southern Denmark, Odense, Denmark; Birgitte Nørgaard, Associated

professor, University of Southern Denmark, Odense, Denmark

Aims: The aim was to investigate patient satisfaction and patient-

reported experiences in an orthogeriatric unit. Methods: The study

was designed as a cross-sectional questionnaire survey and carried out

in an orthogeriatric unit in which all acute patients of 65 years or

older with fragility fracture were admitted. Data were collected

between September 2014 and September 2015. Due to the age and

frailty of the population, research nurses questioned the patients using

an electronic questionnaire accessible from an iPad device. A 19-item

questionnaire concerning (1) waiting time, information and staff

accessibility, (2) treatment, care and training, (3) respect, (4) patient

and family involvement and (5) discharge was used in the study.

Results: In total, 470 were accessed for eligibility. Of the 306 elderly

patients included in the study, 236 completed the questionnaire,

equivalent to a response rate of 77.1%. Respondent demographic

shown in Table 1. Generally, the patients indicated that they were

very satisfied or satisfied with the clinical elements of the stay in the

orthogeriatric unit (treatment 91.5%, training 73.3% and care 91.9%),

with staff accessibility, information and with waiting times when they

occurred (Table 2). Furthermore, 64% felt they had been involved to

an appropriate degree, with equally large groups preferring very

much, little, and no involvement. Seventy-four percent of the patients

preferred involvement of family; 50 % had experienced appropriate

family involvement in treatment and discharge, respectively. Finally,

71.6% of the respondents felt confident about discharge, while 20.8%

reported feeling unconfident and 7.6% that they felt very unconfident.

No significant differences in age and gender distribution were found

when comparing non-responders with responders.Of our study pop-

ulation, 164 patients (35%) were not eligible for inclusion, primarily

due to poor health, and 70 declined because of tiredness, exhaustion

or poor mood. Conclusions: Our study demonstrates high patient

satisfaction ratings concerning clinical elements of provided

orthogeriatric care. However, our findings indicate room for

improvement. Furthermore, the large amount of non-participants

supports our perception that we reached the fittest section of the study

population. Our results add to the limited body of knowledge on

patient satisfaction and patient experience of admission to

orthogeriatric wards.

(3074) Feasibility of an online-only method of generating subject
usability and cognitive debriefing data for electronically
administered questionnaires: an example using the Treatment
Satisfaction Questionnaire for Medication (TSQM)

Paul Williams, MPH, IQVIA, Paris, France; Ana Maria Rodriguez,

PhD MSc PT BSc, IQVIA, Madrid, Spain; Alexandra Palmer, MA,

IQVIA, Laquinta, CA, United States; Eric Gemmen, MA, IQVIA,

Rockville, MD, United States; Louise Parmenter, PhD, IQVIA,

Reading, United Kingdom

Aims: Electronic migration of paper patient-reported outcomes (PRO)

is a lengthy process with current guidance recommending stages of

initial prototype generation, usability testing and cognitive debriefing

with patients and sometimes the need for a dedicated equivalence

study. This study aimed to evaluate whether an online-only method of

performing usability and cognitive debriefing could provide a more

feasible approach to the standard interview method, and whether

similar data can be generated. Methods: A mobile responsive web-

based version of the Treatment Satisfaction Questionnaire for Medi-

cation (TSQM) was developed following ePRO design good practice.

The survey was programmed to first administer the eTSQM; then to

bring back two TSQM items (selected at random) and administer

item-specific usability questions (concurrent probing) and finally to

administer general usability questions (retrospective probing). The

survey was administered to all subjects of an online patient com-

munity (n = 350,000) in the US, UK, France, Germany, Spain and
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Australia. Other data collected included basic demography, indication

and treatment data and device characteristics extracted and derived

from the device user agent. Results: Integration of randomized item-

specific usability questions was feasibly implemented into the web-

based survey platform. An interim cut contained completed eTSQM

data for 2000 subjects, the majority having some college education,

female and mean 50 years of age. Recruitment for the online survey is

ongoing, with data cut off set for June 30th. In the final dataset,

response rate, TSQM item completion and usability results will be

described. Responses to open-ended usability questions will be coded

qualitatively and described. Results will be presented by subgroups

including country, indication, demography, device type and viewport

size. In addition, analyses will be given describing the rate of concept

saturation based on random sampling of the acquired data. Conclu-

sions: The methodology allows with only minor modification to the

ePRO the ability to rapidly capture concurrent and retrospective

probing online, from available subject populations in multiple coun-

tries. We believe the results of this feasibility study will be important

to researchers considering this as an alternative to interviewing for the

generation of usability and cognitive debriefing data during PRO

migration.

Quality Standards and Core Outcome Sets

(3076) Critical appraisal within systematic reviews
of measurement properties: a review of available instruments

Kimberley Cullen, Institute for Work & Health, Toronto, Ontario,

Canada; Dorcas Beaton, Institute for Work & Health, Toronto,

Ontario, Canada; Zahi Touma, University of Toronto Lupus Clinic,

Toronto Western Hospital, Toronto, Ontario, Canada; Carol Kennedy,

Health Quality Ontario, Toronto, Ontario, Canada; Sheilah Hogg-

Johnson, Institute for Work & Health; Canadian Memorial

Chiropractic College, Toronto, Ontario, Canada; Peter Smith, Institute

for Work & Health, Toronto, Ontario, Canada; Dwayne Van Eerd,

Institute for Work & Health, Toronto, Ontario, Canada; Daniela

Milani, Universidade Estadual do Centro-Oeste (Unicentro),

Guarapuava, Brazil; Lisa Engel, University of Toronto Lupus Clinic,

Toronto Western Hospital, Toronto, Ontario, Canada; Emma Irvin,

Institute for Work & Health, Toronto, Ontario, Canada; Quenby

Mahood, Institute for Work & Health, Toronto, Ontario, Canada;

Kathleen Bingham, Department of Psychiatry, University of Toronto,

Toronto, Ontario, Canada; Jocelyn Dollack, Institute for Work &

Health, Toronto, Ontario, Canada; Elizabeth Sled, Cedarville

University, Cedarville, OH, United States

Aims: With the exponential rise in outcome measures in the last 35

years, we have seen parallel growth in the literature on their mea-

surement properties. The purpose of this study was to identify and

extract the Critical Appraisal Tools used in Measurement Property

studies (CAT-MPs), describe their frequency of use, and determine

which measurement properties they evaluate. Our aim was to build an

evidence-base for the critical appraisal of studies on measurement

properties to guide decision-making about an instrument’s strength.

Methods: We conducted a systematic review (SR) of the literature, up

to November 2015, utilizing the search strategy developed by COS-

MIN. Retrieved SRs were examined for relevance by pairs of

reviewers and data were extracted regarding: (1) the conceptual target

of the CAT-MP (i.e., quality of methods, quality of reporting, risk of

bias, adequacy of results, and/or synthesis of findings across studies);

(2) the historical development of the CAT-MPs (e.g., what source

documents were cited and whether any modifications were made to

pre-existing tools in the development of CAT-MP instruments); (3)

and the frequency of use of each CAT-MP identified in the literature.

Results: A total of 1306 SRs of measurement properties underwent a

full article review for relevance. We identified 91 unique appraisal

systems. Several studies used systems that only appraised the ade-

quacy of results (n = 19), completed a synthesis of findings across

studies (n = 13), or both (n = 7; these three not operationalized as

CAT-MP). Fifty-two individual CAT-MPs were identified in the lit-

erature that examined quality of methods, with a subgroup also

appraising adequacy of results (n = 28) or synthesis of findings (n =

6). Only 11 CATMPs (21%) were found to have been used more once

in the literature. These tools varied in their description and evaluation

of measurement properties. Many used the same key conceptual

papers. Conclusions: Health-related measurement science has

advanced to where systematic reviews are needed to gather and

synthesize accumulated knowledge. Critical appraisals are required in

this type of review for rigour. In this relatively young field, many

tools were found with different foci. Plans are underway to next

examine the measurement properties of these CATMPs for their use

in evidence-informed decision-making.

(3078) The Patient-Reported Outcome and Quality of Life
Instruments Database (PROQOLID) is now sixteen years old: it is
time to tell the story!

Laure-Lou Perrier, Mapi Research Trust, Lyon, France; Florian

Aubert, Mapi Research Trust, Lyon, France; Vanessa Martel, Mapi

Research Trust, Lyon, France; Katrin Conway, Mapi Research Trust,

Lyon, France; Catherine Acquadro, Mapi Research Trust, Lyon,

France

Aims: PROQOLID was launched in 2002 to provide researchers

involved in health care evaluation with a comprehensive and unique

source of information on clinical outcomes assessments (COAs)

available on the Internet. In 2016, a review of the database (Perret C

et al. Qual Life Res. 2016;25(Suppl 1):1) revealed considerable

improvements. The objective of this study was to review the evolution

of PROQOLID since its creation in 2002 to observe if and how its

evolution responded to the needs of the scientific community.

Methods: The archives of PROQOLID were searched to retrieve the

database just before its launch and to compare its content and struc-

ture of April 14, 2018. Results: The pre-launch database (then known

as QOLID) was retrieved. Developed in collaboration with Dr.

Tamburini (National Cancer Institute, Milan, Italy), QOLID included

313 instruments (32 generic and 281 disease-/condition-specific).

Instruments specific to oncology were the most frequent (54). The

structure was simple, with only three categories: contact, conditions

of use, and a copy of the questionnaire. The April 2018 database

includes 1613 instruments which is five times more that at the launch.

Instruments specific to nervous system diseases are the most frequent

(n = 316). In terms of structure, changes have been significant. The

information displayed for each instrument comprises 18 categories

(eight in the free access level, and ten in the member access level).

Since March 1st 2016, PROQOLID has been integrated in the online

platform, ePROVIDETM, which allows cross-searches with other

databases such as PROLABELSTM and PROINSIGHTTM. Users

have also access to all instruments distributed by Mapi Research Trust

with the addition of online distribution services for academics

(PROTECTTM).The migration process has involved new designs and

new connection/subscription modes. In the near future, links and

information will be included to reflect collaborative efforts with other

databases such as BiblioPRO, i.e., the library of PRO measures

available in Spanish, or the COSMIN database of systematic reviews.

Conclusions: In 16 years, PROQOLID has considerably evolved. The

migration to ePROVIDETM and future links to other databases offers

a range of information and services adapted to the evolution of the

COA field.
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(3080) A new online system for the standardized appraisal of PRO
instruments: the EMPRO platform

Montserrat Ferrer, IMIM-Hospital del Mar Medical Research

Institute, Barcelona, Spain; Carlos Garcı́a-Forero, CIBER

Epidemiologı́a y Salud Pública (CIBERESP), Barcelona, Spain; Olatz

Garin, IMIM- Hospital del Mar Medical Research Institute,

Barcelona, Spain; Yolanda Pardo, IMIM- Hospital del Mar Medical

Research Institute, Barcelona, Spain; Gemma Vilagut, IMIM-

Hospital del Mar Medical Research Institute, Barcelona, Spain; Itxaso

Alayo, CIBER Epidemiologı́a y Salud Pública (CIBERESP),

Barcelona, Spain; Vı́ctor Zamora, IMIM- Hospital del Mar Medical

Research Institute, Barcelona, Spain; Cristina Oriol, IMIM- Hospital

del Mar Medical Research Institute, Barcelona, Spain; Jose M.

Valderas, MD, MPH, PhD, University of Exeter, Exeter, United

Kingdom; Jordi Alonso, IMIM- Hospital del Mar Medical Research

Institute, Barcelona, Spain; submitted on behalf of the Empro Group

Aims: The EMPRO (Evaluating the Measurement of Patient-Reported

Outcomes) was designed to perform a standardized assessment of the

quality of PROs. It has demonstrated to have good validity and reli-

ability and has been applied on a dozen conditions to facilitate the

selection of the most appropriate PRO. EMPRO evaluations are

conducted by independent appraisers who need to achieve an agree-

ment. Our aim was to developed an online platform which enables the

management of a huge amount of data, and facilitates international

studies Methods: An online platform was created to perform two

different procedures. An administrator profile to design each EMPRO

evaluation, specifying: the PROs to be evaluated and the number of

appraisals by PRO; the selected EMPRO attributes (concept and

measurement model, cultural adaptation, reliability, validity, sensi-

tivity to change, interpretation, burden, alternative modes of

administration); and the PRO materials (scientific articles, instrument

itself and its manual,…). A user profile where the appraisers can

check the materials and complete the EMPRO items for the PRO they

were assigned for evaluation. Results: The new EMPRO online

platform is accessible via a URL with a login. Once in the application

the user can see the list of EMPRO evaluation projects in which they

participate, and their current status. When starting a new evaluation,

the appraisers are guided through the EMPRO items. Each item is

shown on a screen with its evaluating criteria, scoring recommenda-

tions, and response options based on the AGREE system. During the

item assessment, PRO materials can be consulted in parallel on a split

screen. Once all appraisers assigned to a specific PRO have finished

their evaluation, they can proceed to the consensus screen, where all

the anonymized responses are given by appraiser, to achieve an

agreement. In case any discrepancy remains, appraisers can add

comments explaining their concerns. Thus, several consensus rounds

may occur until achieving a final agreement. Conclusions: The new

EMPRO online platform allows the standardized assessment of the

quality of PRO instruments by expert consensus. It facilitates the

exchange of information among appraisers, recording every step in

the process, and simplifies collaborative and international studies.

(3082) Development and assessment of common quality standards
for clinical outcome evaluation scale

Jiaxin Xiao, First Affiliated Hospital of Guangzhou University of

Chinese Medicine, Guangzhou, China; Zhengkun Hou, First

Affiliated Hospital of Guangzhou University of Chinese Medicine,

Guangzhou, China; Feng-bin Liu, First Affiliated Hospital of

Guangzhou University of Chinese Medicine, Guangzhou, China

Aims: With the rapid development of the scale, more clinical outcome

rating scales are widely used in the evaluation of clinical efficacy. The

quality of the current development of the scale is uneven, and its

clinical application has had a serious impact. Methods: This study has

searched PubMed, IEEE Xplore, Enhancing the Quality and Trans-

parency Of health Research Network, CNKI, Wanfang, VIP and A

catalogue of reporting guidelines for health research. The search key

word is: ‘‘questionnaire, scale, instrument, measurement, estimate,

report, guideline, quality, item, checklist, etc, connected to each other

by ‘‘and, or’’, search global published clinical scale research, analyze

its background, development methods, quality, Applications and

features, etc. Through the literature reviews and expert consultations,

a conceptual framework and item pool were developed. Results: A

total of 32 foreign language documents have been initially included in

the study, and 19 criteria and suggestions on the evaluation of clinical

scale attributes have been sorted out. The purpose of these 19 criteria

and recommendations is to evaluate the quality of clinical scales. Ten

evaluation criteria have been formed, and only nine recommendations

or methods have been proposed. A total of 18 articles were evaluated,

and one article was evaluated for a single measurement index.After

statistical analysis, there are 19 criteria and suggestions for the

evaluation of the target population as the evaluation project; 15 papers

put forward conceptual frameworks and measurement models; 14

papers put forward reliability and validity; 13 papers put forward

response, culture and language adjustments; 11 papers Explainability;

7 articles put forward burdens and other methods of operation. The

nine elements of the scale evaluation were extracted: concept and

measurement model, target population, reliability, validity, respon-

siveness, interpretability, burden, cultural and language debugging,

and other methods of operation. Conclusions: In the later stage, in the

form of the Delphi method, the scholars and clinicians engaged in the

scale study will collect suggestions on items to be evaluated during

the scale study, and conduct quantitative and qualitative evaluations.

Therefore, on the basis of scientific methodological guidance, we

must develop a stringent quality evaluation criteria for relevant

clinical outcome rating scales.

Rehabilitation

(3084) Clinical utilization of the SCI-QOL measurement system
during inpatient rehabilitation

Allen Heinemann, PhD, Shirley Ryan AbilityLab/Northwestern

University, Chicago, IL, United States; Linda Ehrlich-Jones, PhD,

Shirley Ryan AbilityLab, Chicago, IL, United States; Kristian Nitsch,

PhD, Illinois Institute of Technology, Chicago, IL, United States;

Leah Malamut, BA, Shirley Ryan AbilityLab, Chicago, IL, United

States; Pam Kisala, MA, University of Delaware, Newark, DE, United

States

Aims: Patient-reported measures help drive evidence-based, patient-

centered care; provide information to evaluate therapy effectiveness;

facilitate communication; and foster patients’ engagement. The Spinal

Cord Injury Quality of Life (SCI-QOL) measurement system is a

condition-specific PROMIS extension. This study Aims: were to (1)

describe SCI-QOL T-score distributions and (2) identify the propor-

tion of patients exceeding cut scores that reflect clinician and patient

criteria for action. Methods: We conducted this study at a 182-bed

rehabilitation hospital that serves as a regional resource in the Mid-

western U.S. with 27 beds dedicated to SCI rehabilitation. Eligibility

criteria were age 16? years of age, English speaking, and willingness

to complete the instruments as part of routine care. A clinician

administered eight item banks that reflect positive (independence,

self-care, resilience) and negative (pain interference, depression,

anxiety, bladder and bowel management difficulties) aspects of QOL

using the NIH Toolbox iPad application. Clinicians and patients

defined item bank-specific T-score cut scores that define no, mild,

moderate, or severe clinical concerns. Clinicians accessed SCI-QOL

results in the hospital’s electronic medical record. Results: 44 patients
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completed assessments at least two weeks after admission. Median

T-scores for positive QOL item banks ranged from 44 (independence)

to 49 (resilience), while negative QOL item bank medians ranged

from 52 (anxiety) to 57 (pain interference). The percentage of scores

exceeding the cut scores for moderate or severe clinical concern for

positive QOL item banks ranged from 74% (self-care) to 82% (re-

silience), while for negative QOL item banks they ranged from 11%

(depression, bladder management difficulties) to 20% (anxiety).

Conclusions: Adoption of SCI-QOL identified a sizeable minority of

inpatients reporting moderate to severe scores for negative aspects of

QOL and a large majority reporting moderate to severe areas of

clinical concern for positive aspects of QOL. Results reflect the acute

nature of life-altering injuries and the need for rehabilitation services.

The norm-referenced and clinician and patient-defined cut points for

clinical action help guide clinical intervention. Future studies should

report on the time-course of QOL during and following inpatient

rehabilitation.

(3088) Effect of medical social rehabilitation in terms of QoL
in survivors with childhood brain tumors and their parents

Grigory Tseitlin, Dmitry Rogachev National Medical Research

Center of Pediatric Hematology, Oncology and Immunology,

Moscow, Russia; Alexander Rumyantsev, Dmitry Rogachev National

Medical Research Center of Pediatric Hematology, Oncology and

Immunology, Moscow, Russia; Alexander Karelin, Dmitry Rogachev

National Medical Research Center of Pediatric Hematology,

Oncology and Immunology, Moscow, Russia; Marina Kokoreva,

Dmitry Rogachev National Medical Research Center of Pediatric

Hematology, Oncology and Immunology, Moscow, Russia; Irina

Borodina, Dmitry Rogachev National Medical Research Center of

Pediatric Hematology, Oncology and Immunology, Moscow, Russia;

Tatiana Nikitina, Clinic of High Medical Technologies named after

N.I. Pirogov, Saint-Petersburg State University, Saint-Petersburg,

Russia; Anna Zinkovskaya, Multinational Center for Quality of Life

Research, Saint-Petersburg, Russia; Natalia Porfir’eva, Multinational

Center for Quality of Life Research, Saint-Petersburg, Russia; M.

Sam Salek, School of Life and Medical Sciences, University of

Hertfordshire, Hatfield, United Kingdom; Tatiana Ionova, Clinic of

High Medical Technologies named after N.I. Pirogov, Saint-

Petersburg State University, Saint-Petersburg, Russia

Aims: Brain tumors (BT) are the one of the most frequent types of

cancer in children; childhood BT survivors have different problems

and notable quality of life (QoL) impairment due to impact of both

the cancer and antitumor treatment. The main goal of rehabilitation in

cancer survivors is to improve/maintain QoL. We aimed to study

patient-reported outcomes in survivors with childhood BT and their

parents after rehabilitation. Methods: Children aged 6–17 underwent a

4-week medical social rehabilitation after the end of cancer treatment

(EOT) with their parents. Children completed PedsQLTM Generic

Core Scales and Comprehensive Symptom Profile-Pediatric Cancer

(Novik A.A., 2006) questionnaires, parents – RAND SF-36 ques-

tionnaire before and after rehabilitation. Impairment of the PedsQLTM

Total Score in survivors C 25% as compared to healthy peers was

considered as meaningful QoL impairment. Increase of the PedsQLTM

Total Score C4.4 over time was considered as meaningful QoL

improvement. Generalised Estimating Equations (GEE, with adjust-

ment for age, gender, time after EOT and baseline QoL) and v2

McNemar test were used. Results: In total 82 survivors (mean age ±

sd = 11.8 ± 3.1; 57% boys) and their parents (44.4 ± 11.1; 85%

mothers) were enrolled. Median time duration after EOT was 26

months (1–123). Before rehabilitation 78% of survivors had mean-

ingful QoL impairment; 77% survivors experienced 1–8 moderate-to-

severe symptoms, the most frequent – fatigue (49%), loss of appetite

(30%), sleep disturbance and anxiety (21%). After rehabilitation, the

number of survivors with meaningful QoL impairment decreased (56

(78%) vs. 40 (56%), v2 = 21.2, p\0.001), number of survivors with

moderate-to-severe symptoms reduced (60 (77%) vs. 50 (64%), v2 =
3.6, p\0.05). In general, QoL improvement was revealed in children

by all PedsQLTM scales (GEE, p \ 0.05). Meaningful QoL

improvement was observed in 58% of survivors; severity of fatigue,

loss of appetite, sleep disturbance and anxiety decreased in 46, 31, 31

and 35% of survivors, respectively. QoL improved in parents by all

SF-36 scales excluding of role physical functioning, bodily pain and

vitality (GEE, p\ 0.001). Conclusions: Rehabilitation is effective in

terms of QoL improvement both in BT survivors and their parents.

Assessment of children’ and parents’ perspectives may be of value for

evaluating and optimizing rehabilitation in childhood BT survivors

and their families.

(3090) Preaching to the choir? Supportive care uptake and patient
experience with head and neck cancer

Jolie Ringash, MD, The Princess Margaret Cancer Centre and The

University of Toronto, Toronto, Ontario, Canada; Nauman Malik,

MD, The Princess Margaret Cancer Centre and The University of

Toronto, Toronto, Ontario, Canada; Shao Hui Huang, MD, The

Princess Margaret Cancer Centre and The University of Toronto,

Toronto, Ontario, Canada; Andrea Gomes, MSc, The Princess

Margaret Cancer Centre, Toronto, Ontario, Canada; Raymond Jang,

MD, The Princess Margaret Cancer Centre and The University of

Toronto, Toronto, Ontario, Canada; Eric Monteiro, MD, The Princess

Margaret Cancer Centre and The University of Toronto, Toronto,

Ontario, Canada; Joanne Pun, BSc, The Princess Margaret Cancer

Centre, Toronto, Ontario, Canada; Maurene McQuestion, The

Princess Margaret Cancer Centre, Toronto, Ontario, Canada

Aims: Patients with head and neck cancer (HNC) undergo significant

quality of life (QOL) impact during and following curative therapy.

Since 2012, our HNC Survivorship Programme has provided a

‘‘Prehab’’ class for all patients starting radiation (RT) ± chemother-

apy (cRT) in order to reduce complications and maximize QOL. In

previous work, we identified predictors of adverse intermediate-term

outcomes, termed a ‘‘rocky treatment course’’ (RTC). We hypothesize

that patients who do not, versus do, attend the Prehab class will be

more likely to have one or more of the known risk factors for a RTC.

Methods: Using a prospective, quality assurance tool that routinely

tracks all new HNC patients and an attendance database for the

Prehab class, we have identified 900 attendees and 1300 non-atten-

dees from September 2013 – December 2017. From our previous

study, 73 percent of patients had at least one of the four RTC risk

factors. A sample of 274 patients (137 patients/arm) will have 80%

power to detect a 15% difference between the proportion with at least

one risk factor in the attender versus non-attender groups, using a

2-sided alpha of 0.05 and based on the z-test with pooled variance.

Results: A retrospective cohort consisting of 137 randomly selected

patients attending the Prehab class over Sept 2013 to December 2017

and an equal number of non-attendees has been constructed. We will

compare the following variables: age, gender, cancer site, TNM stage,

and treatment (RT, cRT, surgery/RT, surgery/cRT), ECOG perfor-

mance status, and presence of language barrier. Using detailed

chart review, we will identify if the two cohorts differ in baseline risk

factors: marital status, employment status, N-category and receipt of

combined modality treatment (cRT). Patients will also be compared

for the ‘‘RTC’’ outcomes: unplanned insertion of an enteral feeding

tube, dwell time of enteral feeding tube C 90 days, incomplete RT,

missed RT fractions ([ 1 day), frequent nursing visits ([ 5), and

missed planned chemotherapy cycles (\ 2 cycles received). Conclu-

sions: If predictors of a RTC are confirmed and patients at highest risk
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are less likely to attend the ‘‘Prehab’’ class, we will develop supple-

mentary strategies to reduce risk and improve QOL.

(3092) Computerized adaptive testing to direct delivery
of hospital-based rehabilitation: item-bank generation and data
collection

Kathleen Yost, PhD, Mayo Clinic, Rochester, MN, United States;

Alan Jette, PhD, Boston University, Boston, MA, United States; Chun

Wang, PhD, University of Minnesota, Minneapolis, MN, United

States; David Weiss, PhD, University of Minnesota, Minneapolis,

MN, United States; Andrea Cheville, MD, Mayo Clinic, Rochester,

MN, United States

Aims: Over 60% of frail, elderly, and chronically ill patients lose

functional capacity during hospitalization, leading to increased risk of

falls, rehospitalizations, and discharges to institutional rather than

home settings. The overall goal of this study is to refine an extant item

bank to create a disease-independent multidimensional computerized

adaptive test. Methods: The 269-item Activity Measure for Post

Acute Care (AM-PAC) item bank assessing three domains (basic

mobility, daily activities, and applied cognition) served as the core.

To better assess content coverage, subdomains were defined within

each domain. Items were removed or added based on relevance to a

hospitalized patient. An expert panel comprised of six physical

medicine and rehabilitation clinicians independently reviewed the

item bank, identified irrelevant items and content gaps, and wrote new

items. A series of six teleconferences were held to allow the expert

panel to reach consensus on recommendations and finalization of the

item bank.The resulting bank was separated into four batches for data

collection to minimize participant burden. Item content and difficulty

(where known for extant AM-PAC items) were balanced across bat-

ches. Items were administered to hospital inpatients via computer-

assisted personal interview using Qualtrics� web survey software.

Questions within batches were grouped into blocks according to

domain, and the order of item administration within blocks was

randomized. Twenty-four linking items (8 per domain) were identi-

fied in the first batch based on coverage of the trait levels for each

domain and item discriminations, and were included in batches 2–4.

Qualtrics recorded the amount of time needed to complete each

question. Results: A total of 44 AM-PAC items were deleted for lack

of relevance and 101 new items were added yielding a total of 326

items across three domains: basic mobility (111 items), daily activi-

ties (108 items), and applied cognition (107 items). Hospitalized

patients (n = 2341) enrolled to the study had a mean age of 65 years,

54% were male, 96% were non-Hispanic white, and 78% had two or

more comorbidities. Item completion by batch is summarized in

Table 1. Conclusions: Item responses were combined with clinical

data and are currently being calibrated and evaluated for differential

item functioning.

(3094) Clarification of health-related QOL related factors
for breast cancer patients - Influence on the range of shoulder
joint movement and postoperative subjective symptom

Tetsuya Sano, Master of Science, Department of Rehabilitation,

Suzukake Health Care Hospital, Iwata, Japan; Ryota Izumi, Doctor of

Philosophy, Department of Occupational Therapy, Seirei Christopher

University, Hamamatsu, Japan; Motohiro Ogawa, Master of Science,

Department of Rehabilitation, Hamamatsu University School of

Medicine, Hamamatsu, Japan; Shinichi Noto, Doctor of Philosophy,

Department of Occupational Therapy, Niigata University of Health

and Welfare, Niigata, Japan

Aims: The Aim of this study was to investigate the psychological

effects on health-related quality of life (HRQOL) of postoperative

range of motion of the shoulder joint and subjective symptoms in

patients with breast cancer who underwent rehabilitation. Methods: In

79 patients with breast cancer surgery who underwent rehabilitation

during hospitalization, we investigated temporal changes in the range

of shoulder joint function (flexion of shoulder joint/abduction angle),

postoperative subjective symptoms (surgical site pain, tightness, and

anxiety regarding the disorder), and HRQOL scales (FACT-B and

EQ-5D-5L) from before to 6 months after surgery and examined the

factors relating to HRQOL. Results: The range of shoulder joint

movement was significantly decreased even from pre-operation to 1

month after surgery, but subjective symptoms had significantly

improved at 6 months after surgery. Multivariable regression analysis

showed that postoperative feelings of anxiety felt at 1, 3, and 6

months after surgery were a significant variable influencing the

FACT-B and EQ-5D-5L scales. The path coefficients of the standard

partial regression coefficients of breast cancer patients at 6 months

postoperatively by covariance structure analysis were 0.66 for the

EQ-5D-5L effective value, 0.94 for FACT-B, 0.47 for shoulder joint

function, and -0.64 for postoperative subjective symptoms as the

latent variables of HRQOL. Conclusions: The results suggested the

importance of interventions that focus on postoperative subjective

symptoms to possibly improve not only patient function but also

postoperative HRQOL.

Utilities

(3096) Methodology for developing preference-based measures
from the patient’s perspective: an example from the development
of a weight related quality of life index

Ana-Maria Moga, Faculty of Medicine, School of Physical &

Occupational Therapy, McGill University, Montreal, Quebec,

Canada; Nancy E. Mayo, PhD, James McGill Professor, Faculty of

Medicine, School of Physical & Occupational Therapy, McGill

University, Montreal, Quebec, Canada; Sara Ahmed, PhD, Faculty of

Medicine, School of Physical & Occupational Therapy, McGill

University, Montreal, Quebec, Canada; Laurie Twells, PhD,

Memorial University of Newfoundland - School of Pharmacy &

Faculty of Medicine, St. John’s, Newfoundland and Labrador, Canada

Aims: Rationale: Preference-based measures (PBM) provide a valid

method of summarizing multiple health dimensions into one value,

which facilitates comparative effectiveness and cost-effectiveness

analyses. While there are a number of generic PBM, they do not cover

all of the domains relevant for specific conditions. For some health

conditions, specific PBM have been developed but most only obtain

preferences from members of the general population and developers

have avoided asking people affected by the condition to provide

preferences. The process to develop patient preference-based mea-

sures is being developed and we propose a methodology based on our

experience with developing such measures in the context of severe

obesity. Objective: To illustrate a methodology to develop a
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psychometrically robust patient preference-based index of weight-

related quality of life for people with severe obesity (PB-WRQL-I).

Methods: The methods comprise eight phases and follow the FDA

guidelines for the development of Patient Reported Outcomes. A

graphic representation of the phases has been developed including

phases for content generation, dimension identification, prototype

development using existing data, prototype validation, dimension

optimization in two languages (writing item), obtaining of patient

preferences, scoring algorithm, and index validation. Results: The

existing HRQL measure fell short in several areas, in particular, they

were only strongly focused on physical function with the response

options asking for the frequency of events rather than the extent of a

patient’s trait. Data from the NL-BaSco Study (A population-based

prospective cohort study with pre and post surgical assessments at 1,

3, 6, 12, 18, 24 months of 200 patients (BMI C 35 kg/m2) between 19

and 70 years old underwent bariatric surgery), comprising the

IWQoL-Lite, EQ-5D, and SF 12v2, showed that the 48 items could fit

under five multi-dimensions (work, mobility, emotional/psychologi-

cal function, pain, sexual function, health) and several unplaced items

(e.g., shortness of breath, swollen ankle), since they did not fit any

other dimensions. Conclusions: Expected Contributions: Such a

measure is needed in the context of severe obesity as there are a

number of behavioral, pharmaceutical, nutritional and surgical

options being advertised to people with obesity and currently there is

no way to assess the net benefit of these approaches.

(3098) Preferences for life domains differ across countries –
findings from the QLU-C10D valuation project

Georg Kemmler, PhD, Innsbruck Medical University, Innsbruck,

Austria; Eva Gamper, PhD, Innsbruck Medical University, Innsbruck,

Austria; Richard Norman, PhD, Curtin University, Perth, Australia;

Madeleine King, Prof., University of Sydney, Sydney, Australia;

Bernhard Holzner, Prof., Innsbruck Medical University, Innsbruck,

Austria

Aims: The QLU-C10D is a cancer-specific utility instrument based on

10 dimensions of the EORTC core quality of life instrument, the

QLQ-C30. It was developed by collaboration of the MAUCa Con-

sortium (head Madeleine King, Australia) and the EORTC. Due to

differences in national health-care systems country-specific valuations

of the QLU-C10D are required. Valuations for Australia, UK and

Canada were performed by the MAUCa Consortium. Within an

EORTC project utility weights for 5 EU countries were determined:

Germany, Austria, Italy, France, and Poland. The aim of this pre-

sentation is a formal statistical comparison of the 5 countries based on

pooled data. Methods: Valuations were run in a web-based setting in

general population samples of 1000 adults per country, using discrete

choice experiments (DCE) for the elicitation of utilities. Statistical

analysis was based on the pooled DCE data of the five countries.

Conditional logistic regression was used to derive utility weights.

Likelihood Ratio tests were performed to test for differences across

countries, in particular with regard to the ten life domains covered by

the QLU-C10D. Results: The national samples were broadly com-

parable with regard to key demographics, e. g., mean age ranging

from 45.0 years in Poland to 48.5 in Italy. For some of the ten life

domains covered by the QLU-C10D, utility weights were found to be

fairly homogeneous across countries. This applied to the domain

considered most important by respondents, physical functioning, and

also to some domains perceived as rather little important, namely

fatigue and, with one exception (France), appetite loss and sleep

disturbances. Significant heterogeneities between countries were

observed for many domains ranging between these two extremes, e.

g., emotional, social and role functioning as well as pain and bowel

problems (always p\ 0.01 for at least one severity level).

Conclusions: The findings demonstrate the necessity to determine

country-specific utility weights for the QLU-C10D. Owing to this

some further valuations of the new utility instrument have already

been performed (including UK and Canada) and several others are

planned to allow future use of the QLU-C10D in international mul-

ticenter trials.

(3100) Extending the QALY: developing and testing the proposed
items for a new generic measure - results from qualitative review
and face validity with patients, social care users and carers

Janice Connell, University of Sheffield, Sheffield, United Kingdom;

Jill Carlton, University of Sheffield, Sheffield, United Kingdom;

Tessa Peasgood, University of Sheffield, Sheffield, United Kingdom;

Clara Mukuria, University of Sheffield, Sheffield, United Kingdom;

John Brazier, University of Sheffield, Sheffield, United Kingdom;

Federico Augustovski, Institute for Clinical Effectiveness and Health

Policy, Buenos Aires, Argentina; Maria Belizan, Institute for Clinical

Effectiveness and Health Policy, Buenos Aires, Argentina; Lidia

Engel, Deakin University, Melbourne, Australia; Wolfgang Greiner,

Bielefeld University, Bielefeld, Germany; Lisa Hanna, Deakin

University, Melbourne, Australia; Kristina Ludwig, Bielefeld

University, Bielefeld, Germany; Andrea Monteiro, University of

Illinois at Chicago, Chicago, IL, United States; Brendan Mulhern,

University of Technology Sydney, Sydney, Australia; Luo Nan,

National University of Singapore, Singapore, Singapore; Simon

Pickard, University of Illinois at Chicago, Chicago, IL, United States

Aims: To develop and test the items of a new generic measure that

can be used in economic evaluation across health, social care and

public health, based on the views of users and beneficiaries of these

services. Methods: A targeted systematic search was undertaken to

identify primary qualitative work used in measure development and

qualitative reviews on the impact of health conditions, being an

informal carer and social care use on quality of life. Framework

analysis was used to identify domains and sub-domains. Results were

used to identify terminology and concepts associated with each sub-

domain for items. Potential items were identified from existing health

and wellbeing measures and item banks which were reviewed against

a set of item selection criteria. This included: ease of completion e.g.

avoid ambiguity; ensuring items were not value-laden, had good

coverage of domains and related to current QoL; suitability for

translation and valuation. Item wording was refined to meet these

criteria and ensure consistency. New items were generated where

none could be found in the literature. Semi-structured qualitative

interviews with patients, carers and social care users will be under-

taken in six countries (Argentina, Australia, China, England,

Germany and the USA) to test the proposed items and domains. The

process will be staggered to allow reflection and changes to items to

be undertaken and tested in subsequent interviews. Results: Targeted

extraction and synthesis resulted in seven high-level themes/domains

(with sub-themes/domains): feelings and emotions (sadness, enjoy-

ment, vulnerability etc.), cognition, activity (activities of daily living,

communication, mobility, vision, meaningful activity), self-identity

(self-esteem, dignity/respect), relationships and social connections

(both positive and negative aspects), ‘coping, autonomy and control’

and physical sensations (pain, fatigue, discomfort). Item generation

identified an initial set of 80 items for face validation. Face validity

interviews provided results to support the validity of items. Conclu-

sions: The findings from the review have identified themes that go

beyond health and that are relevant to patients, informal carers and

social care users. Findings from the face validity will provide details

of which specific questions to ask and the next step will be a large

psychometric survey.
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(3102) Mapping of renal symptom severity scores into utility
scores

Manuel Monroy, Universidad Autónoma de Madrid, Madrid, Spain;

Miguel A. Ruiz, PhD, Universidad Autónoma de Madrid, Madrid,

Spain; Javier Rejas, MD, PhD, Universidad Carlos III, Madrid, Spain;

Javier Soto, MD, PhD, Universidad Carlos III, Madrid, Spain; Juan C.

Julian, BA, Fundación Nacional ALCER, Madrid, Spain

Aims: The aim of this work is to develop mapping algorithms to

translate Functional Kidney Severity Index (FKSI) scores into the

three most widely used generic utility indexes. Methods: A

prospective sample of patients, suffering from chronic kidney dis-

eases, was recruited by four researchers. The following instruments

were autocompleted. Health Related Quality of Life (HRQoL):

Medical Survey Outcomes SF-36, EuroQoL (EQ-5D), Mark Health

Utility Index-III (HUI). Disease and symptoms: Kidney symptom

severity (FKSI-DRS), Hospital Anxiety-Depression Scale (HADS).

Sample population descriptive statistics and correlations were com-

puted. Three models were developed using FKSI scores as predictor

and each one of the utility scores as criteria. All patients were under

treatment for their health condition and gave their informed consent to

participate in the study. Results: A sample of 161 patients [mean age

54.6 years old (SD = 15.5), 41.6% being women] was enrolled by 10

researchers; with different pathologies: congenital kidney disease

(37.3%), acquired renal disease (44.7%), intoxication related disease

(2.5%) and traumatism (1.2%). Mean disease span was 13.7 years (SD

= 12.6); 13.7% were following conservative treatment, 62.7% dialysis

and 23.1% transplantation. Mean kidney symptom severity (FKSI)

was 7.52 points (SD = 6.39), 34.8% could be diagnosed of clinical

anxiety and 26% 23.6% of clinical depression (HADS). FKSI scores

showed to be unidimensional allowing to use OLS regression meth-

ods. The three best fitting models were cubic, with significant fit

(HUI: R2 = 0.453, EQ-5D-3L: R2 = 0.431, SF-6D: R2 = 0.428), and

acceptable overall MAPE (HUI: 27.3%, EQ-5D-3L: 34.9%, SF-6D:

102.5% for SF-6D). Conclusions: Renal symptom severity scores may

be mapped into preference-based utility scores using regression

models, allowing to carry out convenient cost-utility analyses when

utility instruments have not been used at the moment of gathering

patient reported information.

(3104) A discrete choice experiment to understand preferences
of colorectal cancer patients towards organizational
characteristics of the chemotherapy outpatient service.
Preliminary results

Rosalba Rosato, Assistant Professor PhD, Università di Torino,

Torino, Italy; Eva Pagano, Unit of Clinical Epidemiology, ‘‘Città

della Salute e della Scienza’’ Hospital, Turin, Italy; Daniela Di

Cuonzo, Department of Psychology, University of Turin, Turin, Italy;

Laura Franchini, SSCVD ColoRectal Cancer Unit-Oncologia 1-

Department of Oncology, ‘‘Città della Salute e della Scienza’’

Hospital, Turin, Italy; Giuliana Ritorto, SSCVD ColoRectal Cancer

Unit-Oncologia 1- Department of Oncology, ‘‘Città della Salute e

della Scienza’’ Hospital, Turin, Italy; Marcello Zanini, SSCVD

ColoRectal Cancer Unit-Oncologia 1- Department of Oncology,

‘‘Città della Salute e della Scienza’’ Hospital, Turin, Italy; Patrizia

Racca, SSCVD ColoRectal Cancer Unit-Oncologia 1- Department of

Oncology, ‘‘Città della Salute e della Scienza’’ Hospital, Turin, Italy

Aims: Although the outcomes of treatment are very important to

patients, recent years have seen a growing interest in patient satis-

faction within oncology. Dissatisfaction with care can compromise

compliance with treatment beneficial recommendations, and thereby

undetermined therapeutic effectiveness.In 2000 Piedmont Region

established the Regional Network for Cancer Care (PCCN) with the

aim of guarantee homogeneous care all over the region and to support

patients in every phase of the disease. For this purpose, two organi-

zational figures were implemented: the ‘‘Service and Reception

Centre’’, for the first reception of the patient, and the ‘‘Interdisci-

plinary Care Group’’, where different specialists discuss the case and

plan together the therapeutic approach.Using a discrete choice

experiment (DCE), the Aims: were to: (1) estimate preferences of

patients affected by colorectal cancer towards different attributes of a

cancer care service; (2) explore preference heterogeneity between

patients subgroups; and (3) assess the impact on preferences of the

patients satisfaction. Methods: In addition to the DCE experiment,

respondents filled out the EORTC-IN-PATSAT32 and the EORTC

QLQ-C30 questionnaires. Five key cancer service attributes were

identified by focus groups with patients, caregivers and professionals

(physicians and nurses): continuity of care, interpersonal skills,

information, treatment choice, and time for therapy. These attributes

were scaled on two/three levels. For each scenario respondents were

asked which hypothetical service was, in their opinion, preferable.

Data were analyzed using logistic random effects model. Results:

Fifty-eight respondents were enrolled (67.8 years, sd = 10.3, 54.2%

male), 70.5% had colon and 29.5% a rectum cancer. All attributed had

the expected sign; only ‘‘Time for therapy’’ attribute had coefficients

not significantly different from 0 for all attribute levels, ‘‘Continuity

of care’’ and ‘‘Interpersonal skills’’ had significant coefficients indi-

cating that the attributes influenced decision making as for the

‘‘Information’’ and ‘‘Treatment choice’’ more extreme attributes level.

‘‘Interpersonal skills’’ was the most important attribute, followed by

‘‘Information’’ and ‘‘Continuity of care’’. Further analyses will assess

the heterogeneity between patients’ subgroups and the effect of the

satisfaction for the service previously received. Conclusions: Study

results are of great interest in re-organizing cancer care at regional

level in order to better catch patients preferences.
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