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Abstract

Purpose Patients with breast cancer (BC) face complex medical information and decisions. The Outcomes4Me mobile app
provides evidence-based BC education, symptom management tracking and clinical trial matching. This study sought to
evaluate the feasibility of introducing this app into routine BC care.

Methods In this pilot study among BC patients undergoing therapy at an academic cancer center, patients were followed for
12 weeks with survey administration and electronic health record (EHR) abstraction at baseline and completion. Feasibility
was defined as 40% of patients engaging with the app 3 or more times during the study. Additional endpoints included app
usability (system usability scale), patient care experience, symptom evaluation, and clinical trial matching.

Results The study enrolled 107 patients from 6/01/2020 to 3/31/2021. Utilization of the app was deemed feasible with 60%
of patients engaging with the app at least 3 times. SUS score of 70 indicated above average usability. New diagnosis and
higher education level was associated with greater app engagement, with usability similar across all age groups. 41% of
patients found the app helped track symptoms. Cognitive and sexual symptoms were infrequently reported, but were more
frequently captured in the app than in the EHR. After using the app, 33% of patients reported increased interest in clinical
trial enrollment.

Conclusion Introducing the Outcomes4Me patient navigation app into routine BC care is feasible and may improve the
patient experience. These results support further evaluation of this mobile technology platform to improve BC education,
symptom management, and decision making.

Clinical trial registry Clinicaltrials.gov registration #: NCT04262518

Keywords Mobile technology - Patient education - Symptom reporting - Breast cancer - App - Patient engagement

Introduction also suggest that patients who are more engaged in their

care and who use a digital device for symptom self-report-

In all phases of cancer care, from new diagnosis, to sur-
vivorship, to living with metastatic disease, patients with
breast cancer face unique health challenges, a large volume
of information, and complex health care decisions. Multi-
ple studies demonstrate the need and desire for improved
understanding of diagnosis, prognosis, and treatment
options among patients with breast cancer [1-5]. Studies
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ing experience better outcomes. [6—10] The landmark study
by Basch and colleagues demonstrated that patient use of
electronic tablets to self-report symptoms which are then
provided to the care team resulted in improved quality of
life and overall survival [9, 10]. While the value of patient
education, engagement, and shared decision-making to
promote self-efficacy and individualized cancer care is well
recognized, there is no tool or technology that is routinely
used to achieve these ends [11, 12]. In this context, there is
an unmet need and an opportunity to develop a tool to help
educate patients about their disease, symptoms, and care
options, and help them navigate the complex web of medi-
cal decisions to get individualized care that matches their
specific case and preferences.
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In this increasingly digital age, the incorporation of tech-
nology in healthcare has increased the potential for infor-
mation dissemination. While there are many technological
resources available to patients with breast cancer, there
are few comprehensive, patient-centered tools available to
educate patients about their disease, symptoms, and care
options, while providing personalized support and care man-
agement. The Outcomes4Me app was designed in collabo-
ration with breast cancer patient advocates and clinicians
to provide a convenient and accessible resource that could
help patients understand their diagnosis, navigate treatment
options, and track and manage symptoms.

In this single-arm pilot study, we sought to assess the
feasibility of incorporating the Outcomes4Me smart phone
navigation application into the standard of care experience
of breast cancer patients across the cancer care continuum.
We also sought to evaluate the patient experience with the
app, identify preferences for education, symptom tracking
and other features, and explore the impact of the app on
perceptions of care management, patient-provider interac-
tions, and understanding of disease and treatment options.

Methods
Study design and patient population

The Feasibility of Introducing the Outcomes4Me Smart-
phone Navigation App (FIONA) trial is single-arm prospec-
tive study evaluating the feasibility of introducing a breast
cancer education and navigation app into routine breast
cancer care. The study was conducted among patients pre-
senting for breast cancer care at the Massachusetts General
Hospital Cancer Center or community-based satellite clinics.
Eligible patients included English-speaking adults with inva-
sive breast cancer stage I-IV presenting for a new diagnosis
or follow-up visit who had access to an Apple or Android
smartphone. Eligibility required that the patient was plan-
ning to receiving some form of active treatment for breast
cancer (including surgery, radiation therapy, chemotherapy,
endocrine therapy, or targeted therapy) within 4 weeks of
study entry and was expected to continue follow-up within
the cancer center. Eligible patients were identified by screen-
ing clinic lists and patients were recruited in-person or by
telephone with electronic informed consent.

After signing consent, participants were asked to down-
load the Outcomes4Me app onto their smartphone with
assistance from the research coordinator. Study usernames
and emails were provided to each participant to create an
anonymous app account. Participants were surveyed at base-
line and at completion of the study at 12 weeks. In addition,
participants received weekly app notifications to report any
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symptoms. The study was approved by the Dana-Farber/Har-
vard Cancer Center Institutional Review Board.

Navigation app development and description of app
features

The app was developed by Outcomes4Me, a for-profit digital
health company based in Boston, Massachusetts. The app
involves patient engagement in multiple domains includ-
ing breast cancer education, treatment guidelines, potential
side effects and management, symptom tracking, medication
tracking, clinical trial matching, and note taking. The app
also provides a newsfeed about breast research in the media.

Treatment and side effect information, symptom tracking
and clinical trial matching provide evidence-based, personal-
ized information for patients. Information about medication
side effects and treatment options are adapted from Wolters
Kluwer Health and NCCN Clinical Practice Guidelines in
Oncology (NCCN Guidelines®) for Breast Cancer under an
approved use agreement. Information about breast cancer
and treatment is tailored to disease characteristics entered
by patients, such as hormone receptor status, HER2 status,
and stage.

The app symptom tracking feature enables patients to
enter symptom type, severity, and frequency using PRO-
CTCAE criteria. Clinical trial matching is based on patient
entered disease characteristics using an automated algorithm
that presents a list of trials generated from clinicaltrials.gov.

Survey development and domains

A baseline and follow-up survey were developed to evalu-
ate the following domains: demographics, breast cancer his-
tory, emotional distress, health care information practices
and preferences, and understanding of disease and treatment
plan. The surveys were developed by a multidisciplinary
group of investigators with expertise in breast oncology,
survey design, biostatistics, and health technology. Distress
and emotional concerns were evaluated with the National
Comprehensive Cancer Network Distress Thermometer and
study specific questions about anxiety and satisfaction with
care [13]. The patient’s relationship with their oncologist
was evaluated using the Patient-Doctor Relationship Ques-
tionnaire (PDRQY) [14]. A similar follow-up survey was
administered after 12 weeks, with additional questions to
evaluate patient experience with the app including the Sys-
tem Usability Scale (SUS), a validated usability measure
ranging from O to 100 with higher scores indicating greater
usability, and the Net Promotor Score (NPS), a measure of
overall satisfaction calculated by subtracting the percentage
of “detractor” participants who are unlikely to recommend
the app to a friend (0—6 on 10-point scale) from the percent-
age who are “promoters” and highly likely to recommend
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the app (9-10) [15-17]. In addition, study specific questions
evaluated the participants’ experience with the app and sug-
gestions for improvement.

Statistical analysis

The primary endpoint was feasibility of using the applica-
tion in a clinical setting, with feasibility demonstrated if at
least 40% of all enrolled participants engaged with the app at
least three times during the 12-week study period. Engage-
ment was defined as login and interaction with at least one
app feature. Login to complete the baseline and follow-up
survey was not included. Secondary endpoints included the
average SUS and the NPS. The average SUS score in the
literature is 68, and the study set 70 or above as a measure
of usability [18]. The study was initially designed to recruit
125 patients including 20 newly diagnosed, 20 on adjuvant
therapy, and 50 with metastatic disease. However, delays
in study initiation due to COVID-19 resulted in a modified
recruitment of 110 patients.

Descriptive statistics for survey responses including fre-
quencies, proportions, medians, and means were computed.
Exploratory analyses evaluated the association between par-
ticipants’ sociodemographic and clinical characteristics and
their level of engagement (> 5 versus <5 interactions during
study period) and overall satisfaction (>7 versus <7, cor-
responding to NPS “promoter” or “passive” versus “detrac-
tor”) with the app using Fisher’s exact test. Additional
exploratory analyses assessed the association between par-
ticipant characteristics and SUS using the Kruskal-Wallis
test. A two-sided significance level of 0.05 was used, without
adjustment for multiple comparison due to the exploratory
nature of the analyses.

Results

Patient sample, demographics, and baseline
preferences for information

Between June 1st, 2020 and December 31st, 2020, 110
patients were recruited and registered to the study. Three
patients withdrew consent prior to downloading the app
and completing the baseline survey, resulting in 107 evalu-
able at baseline, and 82 patients (75%) completed the final
survey. Details of patient disposition including screening
and recruitment are presented in Fig. 1.

Demographics and clinical characteristics of enrolled
participants is shown in Table 1. All 107 were women,
with average age 53 (range 27 to 77). Twenty percent were
newly diagnosed and 45% were receiving adjuvant treat-
ment, of whom 52% and 19% were receiving chemother-
apy, respectively, and 36% had metastatic breast cancer.

Baseline patient preferences on information sources

At baseline, patients were asked which sources of informa-
tion they relied upon for information about their cancer.
Most patients reported relying on their doctors (99%),
other people on their cancer care team (82%), cancer
organizations (64%), and family and friends (55%). Forty
two percent of patients used a general internet search for
information, and 25% relied on patient support groups.
At baseline, 93% of patients reported that they did not
use any healthcare related apps (Table 1) and only 2% of
participants listed health as one of the top uses for their
mobile device.
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Table 1 Clinical and demographic characteristics of study partici-
pants

N (%)
Age 18-39 9(8)
40-69 88 (82)
70+ 10 (9)
Race White 96 (90)
Black or African American 5(5)
Asian or Asian Indian 33
Other or prefer not to answer 3(3)
Education High school through junior college 21 (20)
College degree (B.A/B.S) 40 (37)
Post college education 46 (43)
Breast cancer subtype Hormone positive/HER2- 72 (67)
HER2+ 20 (19)
Triple Negative 15 (14)
Treatment setting and ~ Newly diagnosed 21 (20)
treatment type Chemotherapy 11 (52)
Endocrine therapy 6 (29)
Adjuvant therapy 48 (45)
Chemotherapy 9(19)
Endocrine 39 (81)
Metastatic therapy 39 (36)
Chemotherapy 12 (31)
Endocrine 26 (67)
Radiation 11 (10)
Surgery 10 (9)
Smartphone health app Use 99 (93)
Don’t Use 8(7)

Feasibility and usability

Integration of the Outcomes4Me app into the routine care of
patients with breast cancer in active treatment was deemed
feasible with 60% of participants engaging with the app at

least 3 times during the study period, exceeding the pre-
specified target of 40%. There was wide variation in the level
of engagement with the app during the study period among
all participants, as shown in Fig. 2. Across all participants
and for the subset with metastatic disease, median engage-
ment was 3. Among all newly diagnosed patients the median
engagement was 6, and for patients receiving chemotherapy
for early-stage disease it was 4. Patients who engaged with
the app 3 or more times were more likely to have at least a
college degree (94% v. 74%, p=0.02) and more likely to be
newly diagnosed (34% v. 13%, p=0.03) than those with less
frequent engagement.

The mean usability score, as demonstrated by the SUS
was 70 (median 76), exceeding the threshold for “above
average” usability of 68 [18]. Among patients receiving
chemotherapy for early-stage disease, it was 74, for newly
diagnosed patients it was 74, and for patients with metastatic
disease it was 66. Among patients between 18 and 39 years
old, the usability score was 75, for patients 40-69 it was 70
and for patients older than 70 it was 74.

The overall NPS was — 37, suggesting 37 more detrac-
tors (respondents with a score of 0—6 on 10-point scale of
willingness to recommend the app to other patients) then
promotors (respondents with a score of 9 or 10) out of 100
app user. While the ratio of promotors to detractors of the
app increased among more frequent users, the NPS was still
negative, at—28 among those who engaged with the app 5
times or more, compared to — 41 among those who were less
engaged. Among patients receiving adjuvant chemotherapy
the NPS was balanced, with a score of O (promotors equal
detractors). Tendency to promote the app, based on NPS,
seemed to vary with stage with an NPS score of—47 among
patients with stage I disease (n=32) 0 among patients with
stage II (n=18), and 14 among patients with stage Il (n="7).
However, among patients with metastatic disease it was -57.
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7
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S
=]
5 10
=
s s
z
£ o0
g 0 10

60% of participants engaging 3 or more times
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Table2 Most Commonly
Reported Symptoms in App

Symptom

Symptoms reported by all participants

Symptoms reported by participants

. (N=107) with at least 5 engagement episodes

and Electronic Health Record (N=35)

(EHR) among Total Study

Population and Population N (%) reporting N (%) reporting ever N (%) reporting N (%) report-

Highly Engaged with App ever in app in EHR ever in app ing ever in

EHR

Attention problems 7 (7%) 1 (1%) 5 (14%) 1 (3%)
Anxiety 13 (12%) 9 (8%) 10 (29%) 5 (14%)
Constipation 10 9%) 13 (12%) 8 (23%) 3 (9%)
Decreased libido 5 (5%) 0 39%) 0
Depression 8 (7%) 1 (1%) 6 (17%)* 0
Diarrhea 20 (19%) 24 (22%) 14 (40%) 11 31%)
Fatigue 29 (27%) 44 (41%) 22 (63%) 16 (46%)
Headache 14 (13%) 14 (13%) 11(31%) 4 (11%)
Hot flashes 15 (14%) 17 (16%) 8 (23%) 3 (9%)
Insomnia 15 (14%) 16 (15%) 11 31%) 8(23%)
Memory Difficulty 7 (7%) 1 (1%) 5 (14%) 0
Nausea 14 (13%) 27 (25%)* 9 (26%) 11 31%)
Pain 30 (28%) 37 (35%) 21 (60%)* 5 (14%)
Rash 9 (8%) 18 (17%) 7 (20%) 7 (20%)

* = Significant difference at the level of P <0.05. All other differences were not statistically significant

Symptom reporting and tracking

At least one symptom was reported by 43% (46) of partic-
ipants, and 40% (43) reported multiple symptoms through
the app. The most commonly reported symptoms were: GI
issues (30%), sleep disturbance (29%), pain (28%), mood
issues (18%), and neurologic issues (17%) (Supplemen-
tary Materials Table 1).

Interestingly, several symptoms were reported more
frequently by patients in the app than documented by
providers in the EHR. Cognitive issues, sexual health
problems (decreased libido), and depression were rare
(< 10%), but were reported in the app by at least 5% of
participants, and virtually never reported in the EHR
(Table 2). This trend was even more pronounced when
analysis was restricted to the subset of participants with
at least one follow-up clinic visit during the study period
and at least 5 episodes of engagement with the app.
Nausea was more frequently recorded in the EHR than
reported in the app. Most differences observed between
symptom reporting in the app vs. documentation in the
EHR were not statistically significant.

Among patients with metastatic cancer, 41% reported
that the app helped them track their symptoms. Fifty-five
percent of patients on adjuvant or neoadjuvant chemo-
therapy found the app helpful for symptom tracking, as
did 57% of newly diagnosed patients.

Clinical trial matching

At baseline, 47% of participants reported interest in infor-
mation about clinical trials, and 54% reported awareness
of clinical trial options while 34% did not. When asked at
follow-up about their experience with the app, 35% reported
that they were able to identify a clinical trial they were inter-
ested in learning about, including 50% of patients with a new
diagnosis and 38% with metastatic disease. Overall, 33% of
participants reported that they were more likely to consider
a clinical trial after using the app.

Patient experience and satisfaction with care

There was no significant change in patient distress or sat-
isfaction with cancer care over the course of the study. At
baseline, 56% of participants reported distress of 4 or greater
on the NCCN distress thermometer, compared to 43% at the
end of the study (P=0.08). Patients generally reported high
satisfaction with their patient/doctor relationship at baseline,
with mean score on the PDRQ9 of 4.78, and it remained
high at the end of the study period with mean score of 4.83.

At baseline, we asked participants what healthcare infor-
mation they were most interested in and the top areas of
interest were: possible side effects of treatment (78%), prog-
nosis (72%), and best treatment options (71%). Among the
82 participants who completed the end of study survey, the
app features deemed most helpful were: Information about
their specific type of breast cancer (76%), information about
treatment options (74%), the personalized breast cancer
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Fig. 3 Participant Experience
with Specific Features of the
Outcomes4Me App. At the end
of the 12 week study period,
patients were asked which fea-
tures of the app were most help-
ful. The top 5 categories from
respondents (N =_82) are shown.
Dark blue bars =Helpful/very
helpful, light blue bars =some-
what helpful, gray bars =not
helpful/minimally helpful

Background about cancer

Treatment options

News about cancer

Clinical trials

Symptom tracking

0%

B Helpful/Very helpful

newsfeed (70%), symptom tracking (65%), and clinical trial
information (65%), as demonstrated in Fig. 3. Overall, 83%
(68) of participants reported that the app was easy to use and
40% (33) reported that they plan to continue using the app
following completion of the study.

Discussion

There is a critical need to improve breast cancer patient
engagement, education, and self-efficacy to allow for
informed treatment decision making, effective symptom
management and improved quality of life [1, 2, 4, 5]. An
electronic tablet-based tool focused specifically on patient
reported symptoms that are reported back to the treatment
team has been shown to improve patient outcomes [9, 10].
However, despite considerable attention to these issues in
the medical literature, there is no evidence-based tool that
is consistently used to achieve all of these goals in routine
practice. The Outcomes4Me app was developed as a patient
navigation tool that could provide personalized information
on diagnosis, treatment, clinical trial options, and symptom
management. This app is available for free download by any
patient with breast cancer but its impact on the patient expe-
rience has not been previously studied. We conducted a pilot
study to evaluate the feasibility of integration of this app
into the routine care of breast cancer patients and to explore
features of the app deemed most helpful by patients and the
characteristics of patients reporting greatest use and benefit
from the app.

We found that inclusion of the Outcomes4Me app along
with routine care for patients with any subtype or stage of
breast cancer was feasible with 60% of patients engaging
with the app at least 3 times over the 12-week study period.
Engagement with the app was highly variable across the
study population, with approximately 20% of participants
engaging with the app 10 times of more, and close to one
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third of participants with minimal engagement. This seems
consistent with preferences for use of a healthcare app
in the general oncology population. The National Cancer
Institute’s 2015 National Health Trends Survey found that
22% of respondents used a mobile health app, with greater
usage associated with younger age, higher education, and
higher income [19]. In our sample, higher education level
was associated with increased app engagement, but age
was not. Engagement was also higher among patients with
newly diagnosed cancer compared to survivors and those
living with metastatic cancer.

Similarly, the app was considered “useable” with an
average SUS score of 70, above the standard threshold for
average usability of 68 suggested in the literature [18].
Higher app engagement was associated with new cancer
diagnosis and higher levels of patient education. While
high SUS was seen across patients of all ages, and among
those newly diagnosed and those on adjuvant chemother-
apy, it was slightly below the usability goal for metastatic
patients.

The population enrolled in this study was intentionally
heterogeneous to allow for a preliminary assessment of how
patients in different phases of breast cancer treatment inter-
acted with the app. Increased app use in newly diagnosed
participants was expected since these patients may be most
interested in gathering information about their disease as
part of planning their course of treatment. In addition, while
the unmet needs including symptom management and treat-
ment information among breast cancer survivors are well
documented, it is not surprising that only a subset of patients
in the survivorship phase of care had substantial engagement
with the app during the study period. As prior research has
demonstrated, survivorship needs among patients with breast
cancer vary and at any given period in time, up to 40% of
patients may have minimal needs [20]. Our study suggests
the app may fulfill different needs for patients at different
points in their breast cancer treatment.
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One recognized challenge in the care of patients with
breast cancer is the under-reporting of potentially sensitive
topics including distress, cognitive problems, and sexual
dysfunction in routine clinical care [21, 22]. While these
symptoms were rare, we found that cognitive, sexual health
and depression symptoms were more frequently reported
by patients in the app than documented by providers in the
EHR. These differences were not statistically significant and
the study was not powered to evaluate significant differences
in symptom reporting, thus this must be viewed as hypoth-
esis generating for further study. Further, lack of documen-
tation in the EHR does not mean these topics were not dis-
cussed, but the observed difference highlights the potential
for app-based symptom assessment to identify quality of life
issues that may not otherwise be reported. This is consist-
ent with prior literature on the differences between preva-
lence of symptoms such as cognitive difficulty and sexual
health problems and the degree to which they are discussed
and addressed in clinic [23, 24]. Because under reporting
may result in under treatment, improved identification of
these issues may lead to more effective management. Future
research could involve follow-up of such symptoms to evalu-
ate whether they were discussed, how they were managed
and whether this improved quality of life.

Many patients demonstrated interest in clinical trials at
baseline. The majority of patients found the clinical trial
information in the app helpful, over a quarter identified spe-
cific trials they wished to explore, and one third reported that
the app experience made them more likely to consider clini-
cal trials in the future. Because the majority of patients were
already on treatment at the time of study enrollment and we
do not know what trials were available to the newly diag-
nosed patients on the study, we were not able to evaluate the
long-term impact of the Outcomes4Me app on trial enroll-
ment. However, the number of patients reporting greater
interest in trials is encouraging, given the historically low
rate of clinical trial participation in adult oncology patients
[25]. Future research will focus specifically on clinical trial
matching with the app to better understand its potential role
in facilitating clinical trial matching and enrollment.

There are several limitations to our study. First, we
actively approached eligible patients to participate in the
study and then provided assistance to download the app.
Therefore, the patient population may not reflect the real-
world spectrum of patients who would otherwise seek out
and use such a navigation app. This would tend to bias
results away from frequent engagement with the app. We
did not prescreen patients for unmet information or naviga-
tion needs, or for specific interest in using an app to support
their care, which might have boosted the level of engage-
ment with the app during the study period. In addition, the
study population was generally highly educated, recruited
from a specialized breast cancer clinic, and at baseline

reported high satisfaction with their provider, which may
reflect a population at lower baseline need of supplemental
information or navigation assistance compared to the gen-
eral population of patients with breast cancer. In addition,
we purposefully recruited patients across the full continuum
of a breast cancer diagnosis, which allowed us to explore
utility among subgroups of patients, but limited the number
of patients within each subcategory. This was a single-arm
study and we did not evaluate actual changes in care as a
result of the intervention. This will be explored in future
research. Another limitation was that only 75% of partici-
pants completed the final survey. Although there were no
obvious differences in patient characteristics between the
subsets that did or did not complete the end of treatment
survey, it is possible that there may have been differences in
the usability scores. The study feasibility assessment period
was restricted to 12 weeks which is another limitation of the
study and may have been too short to assess the feasibility.

In summary, we demonstrated that it is feasible to incor-
porate a patient navigation app into standard care for patients
with breast cancer to provide information about treatment
decisions, clinical trials, and symptom management. The
app was generally deemed useful by patients as a means to
learn more about their disease, identify and learn about clini-
cal trials, and capture symptoms including some that may
not be as well captured in clinic visits. Engagement with and
perceived benefit from the app was highly variable, suggest-
ing that this approach to education and navigation may be
helpful for some, but not all patients with breast cancer, but
usability and benefit was demonstrated across patients of all
ages and education levels. In an unselected group of patients
presenting for routine care, the Outcomes4Me app appeared
particularly useful for patients with newly diagnosed cancer
and for those on chemotherapy. With the ubiquity of mobile
devices, this and other app-based approaches to patient edu-
cation, symptom tracking and management and clinical trial
matching hold promise to improve the care and outcomes for
patients with breast cancer. Future research will explore how
adaptation of the Outcomes4Me app to specific populations
of patients with breast cancer can broaden its utility in all
settings and evaluate its impact on care delivery.
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