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Abstract

Background: Retention (participants completing a trial) is a persistent, and often under-studied, challenge within
clinical trials. Research on retention has focussed on understanding the actions of participants who decide to remain
or withdraw from trial participation and developing interventions to target improvements. To better understand how
trial staff may influence participants to remain or withdraw from trials, it is important to explore the experiences of
staff that recruit and retain said participants and how the process of recruitment impacts retention.

Methods: Two qualitative interview studies informed by the Theoretical Domains Framework (TDF) were conducted
with staff involved in various stages of clinical trials. The first set of interviews were focussed on staff perceptions
about why participants failed to be retained and what helped to keep others engaged in trials, but also explored
more generally what strategies or factors contributed to retention in trials. The second set of interviews were focussed
on staff perceptions specifically about the recruitment and informed consent process and how that may influence
trial retention. All interviews were analysed using the TDF and assigned to relevant behavioural domains according

to perceived barriers/facilitators of the target behaviour. Belief statements were generated, summarising the narrative
content of related responses within these behavioural domains. These belief statements were further analysed for
themes that captured higher order relationships between separate beliefs within and between behavioural domains.

Results: Twenty-five participants (9 retention staff and 16 recruitment staff) were interviewed. Themes describing
the barriers/facilitators to retention broadly, and to communication of retention information at consent, were gener-
ated. Four themes on retention broadly and six themes on communication of retention information at consent were
identified. Overall, beliefs within all fourteen TDF domains populated these themes.

Conclusions: This study explored staff perspectives on retention and how they interpret their behaviour as contrib-
uting to retention success. Perspectives varied considerably but several key themes regarding communication were
seen consistently. Specific barriers and facilitators within these findings will serve to guide the design of a behavioural
intervention aimed at addressing issues within retention. Findings contribute to a notable gap in the literature on staff
behaviour in trials and on retention generally.
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Background

Randomized clinical trials (herein referred to as trials) are
often considered the foundation of evidence-based medi-
cine [1]. The conduct of trials requires the careful coor-
dination of complex healthcare networks and research
teams. However, even the most well-coordinated trials
face logistical issues that affect trial outcomes. These can
include coordinating teams across multiple sites, differ-
ences in site-specific training of staff, and the compet-
ing demands of other trials, to name a few. Two of the
most persistent challenges when conducting trials are
recruiting and retaining participants (i.e., identifying
potential participants, enrolling them, and then keeping
those enrolled on study until data collection is complete).
Methodological research into trial recruitment and
retention have been identified as top priorities for the UK
clinical trials community [2, 3]. Recruitment has often
been the focus of trials methods research, which leaves
research into improving retention in need of investment
[4-6].

Failures in trial retention can be defined as ‘instances
where participants are prematurely “off-study” (i.e., con-
sent is withdrawn or participants are lost to follow-up)
and thus outcome data cannot be obtained from them’
[7]. It is estimated that around 50% of trials experience a
loss to follow up of at least 11% with some as high as 20%
[8]. In fact, some pose that any trial with loss to follow-up
over 20% would fail to withstand scrutiny on the strength
of their results [9, 10]. The generalizability and internal
validity of a trial is at risk from differential loss to follow-
up as it introduces bias that can skew effects towards one
group or another [5, 10, 11]. Even non-differential loss to
follow-up can result in a loss of statistical power and the
associated confidence in conclusions drawn from these
data [8-12]. Beyond the practical and financial costs
associated with replacing those lost to follow-up, ethi-
cal concerns need to be considered. If a trial is forced to
extend recruitment and follow-up to achieve adequate
power, the number of participants that may be exposed
to unnecessary risks increases. Those trials unable to
reach such power will also be less likely to confidently
determine a treatment’s effectiveness, undermining the
investment of participants.

Approaches to address consequences of poor of reten-
tion have typically involved statistical methods to deal
with missing data [9]. Strategies to improve trial reten-
tion prospectively have largely focussed on trial partici-
pants, with many interventions developed and evaluated

but little conclusive evidence on what works, and even
less on strategies targeting trial staff [5]. In addition,
whether these approaches address perceptions of partici-
pants who do not complete a trial is also in question. A
qualitative evidence synthesis exploring participant rea-
sons for drop out identified several themes that predomi-
nantly have to do with participants’ understanding and/
or beliefs about their role in a trial and their “fit” in con-
tinuing [13]. It was suggested that not completing a trial
may be influenced by inadequate consent processes that
fail to set expectations with these participants [13].

For many trials, trial staff are expected to deliver
information to potential trial participants during an ini-
tial recruitment consultation. This consultation should
include sharing of information relevant to retention, such
as the ability to withdraw voluntarily, the participant’s
responsibilities in the study, and the expected duration
of their participation in the trial. However, how much of
this information is communicated, and whether recruit-
ers prioritise delivering that information, has been put
into question [14]. In an analysis by Kearney et al. of
patient information leaflets (PILs), only eight trials (16%)
made any reference to the importance of patient reten-
tion or data collection and no PILs explicitly discussed
the problems caused by incomplete data collection [15].
Only 17 trials (34%) described options for partial data
collection to help retain patients and this information
was not communicated consistently across correspond-
ing trial documents [15]. An investigation into how
retention information is communicated verbally during
recruitment discussions has found a similar dearth of
mentions [14]. Of the recruitment discussions analysed,
79% of them did not include any mention of retention
and, among those that did, the conversation regarding
retention only occupied 3% of the time in consultation
[14]. There is then a need to further assess how recruiters
are approaching discussions leading to informed consent
that should, ideally, contain information relevant to par-
ticipant retention.

Retention as a whole is comprised of many separate but
interrelated behaviours (i.e., actions of individuals). For
participants, behaviours can include returning question-
naires or attending clinic visits. For trial staff, that may
include communicating with participants or entering
outcome data. Methods from behavioural science can
be used to understand what drives behaviour by defin-
ing key influences that contribute to that behaviour and
how they interact. Those influences can include factors
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internal to the individual (e.g., motivations, attitudes,
or beliefs) and external influences (e.g., environment,
resources, or the behaviours of others) [16—19]. The The-
oretical Domains Framework (TDF) has been utilised in
the context of clinical trials to understand both partici-
pant and staff behaviours. The TDF is an amalgamation
of 128 explanatory constructs drawn from 33 psychologi-
cal theories that were deemed relevant to understanding
and changing the behaviour of healthcare professionals
[20, 21]. It was designed to simplify psychological theo-
ries relevant to behaviour change and to make it acces-
sible to those looking to design or evaluate interventions
[20, 21]. Newlands et al. used the TDF through qualita-
tive interviews to identify barriers and enablers to trial
participants returning questionnaires and/or attend-
ing follow-up at clinics [22]. Ellis et al. and Guillot et al.
both used TDEF-based interviews to assess barriers and
enablers amongst clinicians to refer/enrol patients to
clinical trials [23, 24]. This current study aimed to use
the TDF and explore the behavioural influences on trial
staff’s behaviour with regard to retention in trials. Our
objectives were to identify which barriers and enablers
to retention were relevant to staff within the context of
their roles in trials. In particular, we sought to identify
those barriers and enablers to retention that exist during
the recruitment process and their perceived influence on
trial follow-up success.

Methods

Specification of the target behaviours

Sufficient specification of the behaviour under inves-
tigation is paramount to a successful application of
behavioural theory [25, 26]. One of the frameworks that
has been used to specify trial specific behaviours is the
Action, Actor, Context, Target, Time (AACTT) frame-
work [26].The AACTT framework was used to specify
the target behaviours of this study and are presented in
Table 1.
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Participant identification

Two cohorts of trial staff were interviewed in this study.
The first cohort, hereafter referred to as “retention staff’,
were trial staff members primarily involved in the pro-
cess of retention (i.e., issuing questionnaires, contacting
participants for follow up data, oversight of trial reten-
tion activity). These retention staft were interviewed on
their perspectives on retention more broadly. The second
cohort, hereafter referred to as “recruitment staff’, were
trial staff members who were primarily involved in hav-
ing conversations about trial participation with poten-
tial participants. These recruitment staff members were
interviewed on their perspectives specifically on discus-
sions of retention information during informed con-
sent. Each cohort was sampled from a different set of
host trials, resulting in a high diversity of staff and trial
experiences.

Retention staff

Ongoing trials with ‘poor’ retention (defined as those
with more than 15% missing primary outcome data)
were selected from the clinical trial portfolios of project
contacts and also through adverts on social media. Tri-
als were either actively in follow-up or had recently com-
pleted follow-up procedures. Five trials were selected
purposively, all of which were phase III pragmatic effec-
tiveness trials with adults consenting for themselves in
non-emergency settings. Further details on trial selection
and recruitment are published elsewhere [22, 27].

Trial staff (e.g., research nurses, trial managers,
data coordinators) associated with the five host tri-
als (which were set in within urology, frailty and aging,
dentistry, and gastroenterology) were invited for inter-
view. One-to-one semi-structured telephone interviews
were conducted informed by the TDF topic guide. Ver-
bal informed consent was sought from each partici-
pant before interviews commenced. All interviews were
audio-recorded and transcribed verbatim by an external
company.

Table 1 AACTT specification of target behaviour of each interview set

Interview set Action Actor Context Target Time
Retention staff ~ Actions/non-actions that Trial study staff or trial site  Various (e.g,, trial office All trial participants Dependent of
influenced non retention staff or clinical staff (e.g,, (on the phone, by email, trial follow-up
Research Nurses, Trial Man-  web-based, etc.), clinic (i.e., time points

agers, Data Coordinators)

Verbal communication Trial recruiters
about retention to trial

(i.e., attendance at clinic,

return of questionnaires, if

applicable, ability to stop

treatment but maintain

follow up)

Recruitment staff

face-to-face)

Informed consent discus-
sions

Potential trial participants Before seeking
consent and

randomisation
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Recruitment staff

Active trials were identified through known professional
networks and social media. Trials could be from any spe-
ciality or design but needed to be a clinical trial in which
adults consented under their own capacity. Clinical tri-
als were defined as “any research study that prospec-
tively assigns human participants or groups of humans
to one or more health-related interventions to evaluate
the effects on health outcomes” [28]. Trials needed to be
either actively recruiting or have finished recruiting no
longer than 12 months from the start of data collection.
Trials included those in which recruiters were also tasked
with follow-up procedures or in which they were pri-
marily responsible for recruitment/enrolment of partici-
pants, but then handed off study follow-up to dedicated
trial staff (e.g., a central trial office).

Participants were recruited from both eligible host tri-
als and separately through known professional networks
and social media. Those recruited through host trials
were invited through an invitation sent via the trial’s cen-
tral email account by supervising trial staff. Details of this
study, along with a participant information leaflet and
contact information for the study team, were included
in the email. It was stressed to recipients that participa-
tion in this study was voluntary but that it was approved
by the trial’s steering committee and would not adversely
impact their work if they chose to participate or not.
Participants recruited through other means (i.e., those
not employed through a host trial) contacted the study
authors to indicate their interest in being interviewed. A
participant information leaflet was forwarded via email
and any questions were answered either via email or
immediately preceding the interview. Verbal informed
consent was taken before the interviews commenced.
Interviews were conducted remotely via video call (i.e.,
Microsoft Teams). Interviews were audio recorded and
then transcribed verbatim by an external company. These
transcripts were checked for quality and de-identified.

Data collection

Retention staff interviews

These interviews were conducted between 21/02/2019
and 02/04/2019 as part of a project titled “Systematic
Techniques to Enhance rEtention in Randomised con-
trolled trials” or STEER, the protocol for which is pub-
lished [27]. An interview topic guide was developed using
guidance on TDF-based qualitative techniques, as well
as experience from the study authors in designing simi-
lar interviews [13, 14, 22, 27, 29, 30]. The topic guide was
refined through group discussion, following AACTT
specification of the study’s target behaviour. The topic
guide was then piloted through mock interviews, after
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which it was further refined to optimise wording and
flow of questions. The final version of the topic guide is
available in Additional file 1. Interviews were conducted
by a research fellow (RN) and the initial three interviews
were assessed for quality by KG. Ultimately, the purpose
of these interviews was to explore staft’s perspectives on
why trial participants fail to remain on trial, as well as
strategies or factors that promote retention. These inter-
views were not included in the analysis of the STEER
study as their target for intervention development was
the behaviour of trial participants, as opposed to staff.
Accordingly, the content of these staff interviews pre-
sented an opportunity to be used within this current pro-
ject to maximise its output and efficiency.

Recruitment staff interviews

Semi-structured qualitative interviews, informed by the
TDE, were conducted for this group between the 24th of
May and 19th of August 2021. An interview topic guide
was developed using guidance on TDF-based qualita-
tive techniques, as well as experience from the study
authors in designing similar interviews [13, 14, 22, 27, 29,
30]. The topic guide was refined through group discus-
sion, following AACTT specification of the study’s tar-
get behaviour. The topic guide was then piloted through
mock interviews, after which it was further refined to
optimise wording and flow of questions. One further
iteration of the topic guide was completed after the initial
three interviews following feedback from the study team.
The final version of the topic guide is available in Addi-
tional file 1. Interviews were conducted by the study’s
first author (TC) and the initial three interviews were
assessed for quality by KG. The interviewer (TC) adapted
the order of questions within the topic guide to facilitate
the natural flow of conversation.

Data analysis
Interview transcripts were imported into NVivo qualita-
tive analysis software (Version 12 [31]). Coding guides
for each target behaviour were developed using the
domains and constructs of the TDF and refined through
group discussion. Coding was completed independently
by one author (TC) and two transcripts from each inter-
view set were double-coded by another (ED) to assess
fidelity of the coding guide and quality of coding. These
double-coded transcripts were reviewed during a group
meeting to discuss any discrepancies and reach consen-
sus between the coders. Verbatim data were coded into
appropriate behavioural domains using the coding guide.
Once data were coded into domains, excerpts within
these domains were reviewed to identify emergent
beliefs across interviews. These beliefs were summarised
into belief statements that captured the core narrative
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content of these utterances, with the associated domain
(e.g., knowledge, skills, etc.) framing the structure of
these statements. Belief statements were then analysed
for emergent themes that captured similarities between
these statements. These themes would provide higher
level summaries of barriers and facilitators to the tar-
get behaviour that appear relevant across separate, but
related, beliefs, and across different TDF domains. Both
the belief statements and the resultant themes identified
were reached through team consensus, with particular
attention being placed on frequency, presence of conflict-
ing beliefs, and the strength of beliefs [30].

For the purposes of a comprehensive analysis, a broad
perspective on the target behaviour of retention to trials
was adopted, as participants often spoke on the behav-
iour of others (e.g., other trial staff or participants) than
exclusively about their own behaviours. The belief state-
ments that will be presented were thus produced to dif-
ferentiate the proposed actor(s) involved (e.g., I am
confident [self], My colleagues don't [other staff]).

Results

The results presented here are reported per the Consoli-
dated criteria for reporting qualitative research (COREQ)
checklist. This checklist is available in Additional file 2.

Participant characteristics

Participant characteristics for both interview sets are
presented in Table 2, with further detail provided in the
following sections.

Retention staff interviews

For those interviews involving retention staff, partici-
pants represented four host trials. The trials were broadly
within urology, frailty and aging, dentistry, and gastroen-
terology. The host trials included a range of interventions:
two host trials were evaluating surgical interventions,
one trial a pharmaceutical intervention, and the fourth
trial was evaluating alternative monitoring schedules. All
four trials used the same method of outcome data collec-
tion by requiring participants to return questionnaires
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through post, with one also requiring the attendance at
a clinic visit. Follow-up timepoints ranged from singu-
lar follow-up at six months, to multiple timepoints from
three to 24 months after participant randomisation.
Information on how staff responsibilities were delegated
(as reported below for recruitment staff) was not col-
lected for these trials. A total of nine trial staff members
were recruited and interviewed, with four members of
staff from one trial, two members of staff each for two
trials, and one member from the remaining trial. Their
roles were: trial manager (n=23), trial administrator/data
coordinator (#=3), and research nurse (#=3). Time in
their roles ranged from three weeks to 10.5 years (mean
5.4 years). Those that self-reported their gender (n=7) all
identified as women.

Recruitment staff interviews

Sixteen participants were interviewed, fourteen from
across five host trials and two not associated with a host
trial, instead identified through social media. These tri-
als were broadly in 1) orthopaedic surgery, 2) urology, 3)
sleep medicine, 4) dermatology, and 5) gastroenterology.
As mentioned previously, all trials consisted of adults
consenting for themselves and the trial outcomes were
typically patient-reported but also included safety and
economic outcomes, as relevant to their design (addi-
tional details on these host trials is available in Additional
file 3). Trials varied in the breakdown of responsibilities
across local and central sites. Trials 1, 2, 3, and 5 allo-
cated a central study team to facilitate the collection of
patient-reported outcomes that required participant
input (i.e., questionnaires sent to participants). Recruit-
ers in these four trials were still expected to monitor
participants, typically through entering data from medi-
cal records into case report forms. Trial 4 tasked staff
recruiting to also complete all follow-up (i.e., schedule
and conduct follow-up visits and collect outcome data
from participants). Participants predominantly identified
as women (n=12, 75%) and were employed as a research
nurse at varying seniorities (n=10, 62.5%). Other roles
included research physiotherapist (n=1), research fellow

Table 2 Participant characteristics by interview set; NS =not specified; *Data is number in retention staff; recruitment staff

Role

Retention staff

Recruitment staff Self-identified gender

Number (mean time in role, in years)

Trial manager 3(M=57)
Trial administrator/data coordinator 3(M=5.7)
Research nurse/senior research nurse 3(M=53)
Consultant N/A

Other research role (e.g,, fellow, physiotherapist) N/A

N/A Woman=2,NS=1
N/A Woman=2,NS=1

10 M=6.6) Woman =3;9%*, Man=11
4 (M=9.1) Woman=1,Man=3
2(M=023) Woman=2
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(n=1), and consultant (n=4). Average length in their
roles varied considerably, ranging from six months to
22 years (mean=6.4 years). Participants were involved
in recruiting to a number of trials, with some involved
in one to three trials and the highest being 20-25 trials
(median =5).

Overall findings

In total, 25 participants across the two interview data sets
provided their experiences and beliefs about trial reten-
tion. Results are presented below within two overarching
themes. Within the first overarching theme of “Critical
components that comprise retention’, four themes were
identified: “Retention is not an equal priority to recruit-
ment’, “Effective relationships are key to retention’
“Communication is the cornerstone to promote reten-
tion’, and “A sense of agency informs the belief that what
you do matters to retention”. Six themes were identified
in the second overarching theme of ‘Verbal communi-
cation of retention information at consent, these were:
“Recruiter reflections on their practices and overall trial
retention’, “The importance of trying to contribute to
retention’;, “Being responsive to the individual guides the
conversation’, “The practices that guide the conversation’,
“Personal experience(s) and its influence on future con-
versations’, and “Trial-specific and general work-related
factors that influence recruiters’ ability to have effective
conversations”. The overarching themes and their individ-
ual themes are presented in detail below.

Critical components that comprise retention

This theme recognises that retention is defined not as a
distinct action but as a grouping of separate and related
actions that contribute to the outcome of retention. In
other words, none of these actions by themselves are suf-
ficient to be considered as retention but all can be con-
sidered necessary to achieve retention. This overarching
theme includes data from across both sets of interviews
(N'=25), as both sets of participants offered perspectives
that can be included as contributing or restricting efforts
to achieve retention. TDF domains are listed in parenthe-
ses next to each theme when described below. The belief
statements that contribute to these themes are listed in
Table 3, along with their associated TDF domain and
illustrative quotes for each belief statement.

Retention is not an equal priority to recruitment (Knowledge,
beliefs about consequences, social professional role

and identity, and behavioural regulation)

What retention encompasses, and what leads to “good”
or “bad” retention, seems to be less well understood
compared to analogous processes within trial recruit-
ment. Staff demonstrated an awareness that recruitment
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is often given a higher priority to retention in the way
it is operationalised and incorporated into the specific
roles within a trial and the research culture present at an
institution. On a practical level, this can mean that staff
are not sufficiently informed on the strategies that may
be available to them to promote retention. For example,
staff indicated that full participant withdrawal is often
defaulted to, even where alternative means of participa-
tion are available that would allow outcome data to be
collected in some form. Staff were also unsure of how
effective existing strategies of retaining participants were.

Staff also indicated that there were tensions among
research teams regarding who actually carried respon-
sibility for retention. Roles may be more strictly demar-
cated in some trials or institutions, leading to a less
holistic view of one’s contribution towards a trial’s suc-
cess. When considering possible ways to ameliorate both
these practical and cultural issues within trials, training
that focused on retention was suggested. This included
raising a general awareness about the importance of
retention and the implications of poor retention, redefin-
ing roles within the trial to encourage a synergistic view
between separate teams, and instruction on retention
strategies available to the team and the evidence support-
ing those strategies.

Effective relationships are key to retention (Skills, beliefs
about consequences, social influences, and reinforcement)
Trials were acknowledged as an inherently interpersonal
endeavour and the need to nurture such relationships
was viewed as fundamental to their success. A key skill
that was emphasised by staff was the ability to form and
maintain effective relationships with participants. These
relationships were believed to precipitate a shared sense
that participants are partners within a trial and partici-
pant contributions should be acknowledged. Staff often
pointed to these interpersonal elements as potent incen-
tives that motivated them as trial staff to retain. They
emphasised that being able to have such relationships
was an important aspect of what they enjoyed about their
role in trials. Positive relationships with other staff mem-
bers were also seen as contributing to retention success.
Open and collaborative relationships between members
of local teams and trial colleagues in other centres fos-
tered beliefs in staff’s ability to engage effectively within
their own roles and respond to challenges.

Communication is the cornerstone to promote retention
(Skills, beliefs about consequences)

Staff presented strong beliefs in the efficacy of commu-
nication in their roles and its influence on retention.
Staff who had a more active role in retention advocated
for the importance of participants receiving adequate
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information about follow-up during informed consent.
There was a belief present amongst these staff members
that those recruiting may not be doing so and that those
tasked with retention were facing the repercussions of
this. The recruiters interviewed (who were from sepa-
rate host trials from the staff mentioned above) echoed
the importance of communicating follow-up information
in their consent discussions. Many emphasised that it is
essential that they do so, but some did admit they may
not do so to a degree that is effective.

Expectation setting was one of the main goals put
forward by staff as to why communication of follow-
up information with participants about what they will
be doing as part of the trial is essential. At consent, and
throughout the study, it was advocated that staff help
participants to understand what is expected of them, how
the trial differs from usual care, what the trial procedures
entail, and how often they occur and how long they take
to complete. It was believed that, by not doing so, partici-
pants would be unprepared or otherwise dissuaded from
continuing their participation.

A sense of agency informs the belief that what you do matters
to retention (Goals, environmental context and resources,
behavioural regulation, intentions, and emotions)

Perhaps one of the most diverse themes, in terms of
the breadth of opinion, was whether staff believed they
had any substantial impact on retention. Predictably,
staff who had less of a direct role in follow-up (i.e., were
recruiters) presented with less confidence that they could
influence retention. However, even amongst those staff
tasked with follow-up, one’s ability to influence reten-
tion seemed to depend on a perceived sense of control
over those outcomes. Staff often discussed the impor-
tance of trying to accommodate participants to improve
retention. This included adapting ways of working, find-
ing suitable alternatives to collect data, and generally to
remain flexible. This staff flexibility was facilitated by
the flexible follow-up options that were allowed within a
trial. The ability to make necessary changes to the follow-
up schedule, location, or procedures in order to accom-
modate the participant was noted as particularly effective
in promoting retention.

Certain aspects of trial design appeared detrimental
to staft’s confidence in their ability to retain. It was often
mentioned that the design of particular documents could
be revisited to better promote retention. This could be
aspects of the consent form to emphasise follow-up, to
both staff and potential participants. The length or com-
plexity of questionnaires was also described as a barrier.
Staff believed that participants were lost when ques-
tionnaires were unnecessarily long or contained ques-
tions that were not relevant to them or their allocated
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treatment. Questionnaires that were only as long as
needed, formatted to allow simple answers, and easy to
return (either through electronic means or pre-paid post-
age and envelope provided), were advocated to improve
retention. Potential changes to how questionnaire data
are collected were also suggested. This included trans-
lated versions in areas of non-native English speakers or
the option to complete questions over the phone with
staff.

Where staff appeared most unclear on their relative
influence often had to do with factors intrinsic to their
participants. Participants’ competing “real life” priori-
ties were often cited as detrimental to retention. It was
evident that these competing priorities were not always
offered by participants as reasons for dropout and that
could lead to frustration for staff who cannot link their
efforts to retention. Similarly, it appeared to frustrate
staff when their motivation to keep someone engaged in
a trial was not met with similar motivation from the par-
ticipant. The motivation of the participant was described
as one major factor in retention that was relatively out-
side the ability of staff to influence.

Verbal communication of retention information at consent
The results presented below represent the perceived bar-
riers and facilitators to communicating follow-up infor-
mation to potential participants at the time of consent
and is thus restricted to the second set of interview par-
ticipants involved in recruiting (n=16). These interview
participants were primarily tasked with recruiting to tri-
als, but some were also involved in collecting follow-up
data, to varying degrees. Themes and their associated
belief statements, along with illustrative quotes for each
belief statement, are provided below in Table 4.

Recruiter reflections on their practices and overall trial
retention (Knowledge, skills, beliefs about capabilities)

The range of definitions of retention volunteered by inter-
view participants was broad and varied in the specific
detail given. Some participants, notably the consultants,
had concise descriptions that defined retention as a trial
participant completing follow-up through the associated
primary outcome measure. Others offered comprehen-
sive descriptions that included their own responsibilities,
those of the trial participant, and why retention is impor-
tant for a trial, along with the aforementioned comple-
tion of follow-up data.

Interview participants were predictably knowledge-
able on the follow-up procedures and schedules of their
trials, even when they were not directly tasked with that
follow-up. They were able to give examples of how they
believed they communicated this knowledge during their
consent discussions and were typically confident in their
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ability to do so effectively. There was also a general sense
that recruiters attempted to stay informed on the overall
progress of the trial and rates of retention, including what
strategies were implemented to ensure success in reten-
tion. However, some did admit to an unawareness of any
issues in retention. They attributed this to a separation in
their role from follow-up and conceded this did not mean
such issues were absent but rather that they had not been
brought to their attention. When asked about what was
known generally to drive retention in trials, some partici-
pants referenced research on retention, or lack thereof,
whilst others mentioned analogous research on recruit-
ment. This was echoed when discussing the training that
they had received in trials. A subset believed the train-
ing they received to not have covered anything specific
to promoting retention. Alternatively, some answered
affirmatively that they had been trained to promote fol-
low-up but either did not offer detail on what that meant
(e.g., whether strategies were discussed) or seemed to
lack confidence in their answer. Those who did offer
detail on their training often cited known courses in good
clinical practice (GCP) offered by the National Institute
for Health Research (NIHR) or other sponsors.

The importance of trying to contribute to retention
(Intentions, beliefs about consequences, optimism,
reinforcement)

Regardless of their training, recruiters nearly universally
believed their role within the trial pathway to be impor-
tant to retention. Often, they believed discussing follow-
up was necessary in their consent discussions and that
consent would only be valid if trial participants received
an adequate explanation of that follow-up. There did not
seem to be a clear consensus amongst recruiters how
much of an impact their discussions of follow-up had on
retention. Some expressed optimism that it would, whilst
others were unsure or felt they had no impact. For those
who felt they had some degree of impact on overall reten-
tion, there appeared to be a sense of professional pride
that motivated them to have these follow-up discussions.
They acknowledged the rewarding aspect of feeling as if
one has contributed to the success of the trial through
their own efforts.

Being responsive to the individual guides the conversation
(Social influences, social professional role and identity, skills,
goals, beliefs about consequences, beliefs about capabilities,
emotion, environmental context and resources)

Recruiters are acutely aware of the human aspect of
trial recruitment and moderate their discussions with
potential participants accordingly. The idea that “no
two approaches should be the same” was recurrent
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throughout the interviews. Recruiters often saw their
role was to be transparent with a potential participant.
They felt that they needed to be able to set and manage
expectations about follow-up with participants from the
time of consent. This was done by trying to highlight to
participants what their commitment to the trial means
for them as an individual and how that contributes to
the larger success at the site and the trial as a whole. That
included being pragmatic in discussing the follow-up
appointments and procedures, so participants are fully
informed and prepared for a certain level of involvement
on their part. However, this information needs to be
delivered with respect to the idea that these consent con-
versations can involve the dissemination of large volumes
of information. Recruiters often felt the need to balance
their conversations so that this level of information did
not become burdensome to participants, especially at the
cost of dissuading them from considering participation.

In order to have this balance, it was emphasised that
recruiters should be able to assess a participant’s level
of comprehension. Recruiters often said that they had
to incorporate real-time assessment of a participant’s
understanding of follow-up, along with the other nec-
essary aspects of trial participation. This skill was
admitted to be challenging to develop and those who
were unsure of their ability to make these assessments
were less confident in the effectiveness of their consent
discussions. These consent discussions were said to be
challenging at times, particularly if one was approach-
ing a potential participant when they were unwell. The
limitations of an individual’s attention and memory
when unwell were cited as reasons recruiters may feel
it inappropriate to cover all aspects of follow-up and
instead prioritise what is necessary and deemed rel-
evant to the potential participant.

Recruiters were also concerned about the implicit
pressures that some individuals may feel to participate
in a trial. In difficult contexts, like life-changing injury
or chronic illness, recruiters described the need to be
further cognisant of their potential influence and pre-
sent trials impartially. Indeed, consenting under such
potentially coercive circumstances was believed to
be not just unethical but also lead to poor retention.
In order to ameliorate potential pressures, and as an
essential point to convey regardless, recruiters sought
to emphasise that the trial was voluntary and that they
were free to withdraw at any time. Additionally, they
often advocated the support available to participants
of a trial. The care received in a trial was promoted as
being complementary to their typical care, with value
added in the research team’s attentiveness and appre-
ciation for the participant’s contributions to the trial.
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The practices that guide the conversation (Behavioural
regulation, environmental context and resources, memory,
attention, and decision processes)

Recruiters reported a range of ways to prepare for their
consent conversations. They reported reviewing trial
documents, like the protocol or participant information
leaflet. These same documents were often used during
the conversation itself to guide the flow of discussion.
Recruiters also mentioned having “mental checklists” for
the information they want to discuss. More often, these
mental checklists appeared to be a product of experi-
ence, potentially freeing up attention resources to be re-
directed at responsivity towards the participant.

Personal experience(s) and its influence on future
conversations (Beliefs about capabilities, skills,
reinforcement, behavioural regulation, memory, attention,
and decision processes)

As alluded to above, experience seemed to be linked to
an ability to remember more easily what to discuss about
follow-up during consent. Recruiters often mentioned
that experience in their role serves to define their confi-
dence in discussing follow-up and their preferred meth-
ods to approach those discussions. These methods appear
to be trialled and refined through self-reflection on their
behaviour and its outcome. Reflection with colleagues
was mentioned less frequently, as the solitary practice
of recruitment does not afford such opportunities. This
reflection could often be precipitated by difficult or nega-
tive prior experiences with recruitment conversations. In
some cases, recruiters were able to identify issues within
the consent conversation immediately after and integrate
these reflections. In other cases, issues did not become
apparent until later in follow-up when staff and partici-
pant conceptions of trial commitments conflicted.

Trial-specific and general work-related factors

that influence recruiter’s ability to have effective
conversations (Environmental context and resources,

beliefs about capabilities, memory, attention, and decision
processes, social professional role and identity)

The interviews identified several factors outside the con-
trol of the recruiter that have a notable effect on their
perceived ability to carry out recruitment conversations
that include discussions of retention. The design of the
trial was mentioned often as having considerable influ-
ence on how these conversations are structured. Those
that are focused on patient-reported outcome meas-
ures, as opposed to safety/efficacy etc., align the scien-
tific priorities of the trial with the expectations required
from participants. This seemed to facilitate retention
discussions as recruiters feel they do not have to balance
the abstract goals of trial outcomes with the treatment
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priorities of the participant. The relative complexity of
follow-up also, understandably, impacts on recruiter’s
confidence. A trial that presents frequent and/or inva-
sive outcome measures are considered more difficult to
“sell” to a participant. Those trials with more involved
follow-up place strain on the memory/attention capac-
ity of recruiters (and participants), along with straining
the time limits of the consultation. These time limitations
are further complicated by the competing work pressures
faced by recruiters. And, finally, the extent of recruitment
conversations is subject to who in a research team makes
first contact with a potential participant. Some recruit-
ers start their recruitment process with a participant who
has first met with a consultant. These consultant conver-
sations vary in their content, but typically focus on the
treatment pathway, with less attention paid to the trial
pathway. Recruiters then pick up this aspect of the con-
versation. In contrast, other trials are designed in such a
way that recruiters have initial contact with a potential
participant and thus a higher degree of control on the
extent of trial-relevant communication.

Discussion

This study has identified key perspectives from trial staff
on the behavioural influences to trial retention at the
point of initial recruitment discussions of informed con-
sent and more broadly. These perspectives come from
both staff involved in retention directly and those more
involved with recruitment. By drawing on the experi-
ences of a wide range of trial staff, in role and in tenure,
we have expounded on the complex interplay of behav-
iours important for recruiters, their colleagues, and trial
participants.

The themes generated fall broadly into two overarching
themes, those relevant to the full range of staff roles inter-
viewed and those specific to the recruiters interviewed.
The former theme identified that retention in trials
does not seem to be given equal weight to recruitment,
which is echoed by the dearth of methodology research
on retention in favour of recruitment [4—6]. This imbal-
ance appears to be reflected in the training offered to trial
staff, with an emphasis on assessing medical eligibility
and reaching suitable benchmarks for ethical consent,
but perhaps at the expense of practical considerations
that promote retention. In particular, staff that may be
isolated from the day-to-day practices of follow-up due
to trial design could underestimate the impact of their
contributions to retention. Opportunities for recruit-
ers to contribute positively to the probability someone is
retained may be neglected in favour of the other aspects
of the trial they have been trained to cover. More trou-
bling are the behaviours detrimental to retention that are
not addressed with alternative best practices. Such gaps
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in training may also explain why some of our participants
demonstrated uncertainty, or outright pessimistic views,
about their contributions to retention. Even for those
staff tasked with follow-up, uncertainties on the effective-
ness of their retention strategies demonstrates a potential
lack of training and/or further reflects a lack of available
evidence on effective retention strategies.

From interviews in this study, a sense that one’s behav-
iour is effective in contributing to retention is predi-
cated on the weight attributed to factors outside the
influence of their behaviour. Staff clearly demonstrated
their motivations to work with their participants to keep
them involved in the trial, but these efforts were moder-
ated by the motivations and priorities of the participants
themselves. Key elements to successful retention noted
by our participants often described elements that could
feasibly modulate the motivations and priorities of trial
participants. The recurrent emphasis we witnessed on
the quality and timing of retention-relevant communica-
tion, along with the quality of the relationships formed
within trials, points to these interpersonal aspects of
trial roles as potent potential levers for aligning discord-
ant motivations and priorities throughout a trial. Gain-
ing perspective on participant motivations and potential
mechanisms for positively influencing these motivations
has been identified by trial stakeholders (participants
and staff) as important targets for further methodology
research [3]. The perspectives of our interview partici-
pants address five of the top 10 priority questions set by
this stakeholder group (Q1. What motivates a partici-
pant’s decision to complete a clinical trial; Q4; What are
the best ways to encourage trial participants to complete
the tasks (e.g., attend follow-up visits, complete ques-
tionnaires) required by the trial?; Q7. What are the most
effective ways of collecting information from participants
during a trial to improve retention?; Q8. How does a par-
ticipant’s ongoing experience of the trial affect retention?;
Q9. What information should trial teams communicate
to potential trial participants to improve trial retention?)
as seen in Table 5 [3].

For many trials, there is complex interplay between
groups of individuals involved in delivery. Recruiters,
regardless of their later roles, are a participant’s intro-
duction to the social networks involved in running trials.
They need to set realistic expectations about risks, poten-
tially limited benefits, and commitments of time and
effort that are required by the trial in order to be a par-
ticipant. Recruiters have a restricted window to set these
expectations but need to do so impactfully, particularly
if they do not have ongoing contact with participants. It
is here that recruiters should seek to highlight follow-
up in a way that it reframes the sometimes-abstract trial
outcomes to the perspective of the participant. Staff
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involved in follow-up could employ a complementary
suite of behaviours supporting retention, providing ongo-
ing management of a participant’s retention behaviours.
Examples of such behaviours could include debriefing
participants after appointments, discussing particulars of
the next visit, or reminding them of the accommodations
and support that the trial team can offer. Oftentimes, it
was mentioned that this support required is based on
relational aspects. The relationships between staff and
participants rely on the social and communicative behav-
iours exercised by staff. Several staff mentioned that the
relationships they form with their participants serves to
reinforce their own retention behaviours. These results
parallel findings on what relational aspects of trials are
important to participants [32]. As our interview partici-
pants seemed to place a premium on the ability to estab-
lish and maintain effective relationships (echoed by other
research with staff [4]), a perceived strain or breakdown
in these relationships could have implications on staffs’
confidence in their roles. The knock-on effects from this
disturbed confidence have the potential to exert detri-
mental effects at several points along the trial retention
pathway. Taken together, our results demonstrate a need
to further explore the impact of communication practices
and relational factors within the context of trial staffs’
behaviour. Importantly, the interaction between this
behaviour and their participants’ retention behaviour is a
pivotal area to consider for possible intervention design.
Pursuing such avenues towards effective interventions
that address issues within retention will serve to fill gaps
seen within the current evidence base. That gap is high-
lighted in the recent Cochrane review of retention inter-
ventions which identified very few existing interventions
with even moderate-certainty evidence (4/70 interven-
tions) and primarily low effect size (1-7% improvement
in retention outcomes) [refworks crashed]. Overwhelm-
ingly, those interventions (68/70) sought to intervene
on participants which further leaves open the possibil-
ity that interventions aimed at staff may prove to be a
severely undeveloped resource of moderate to high rates
of improvement in retention outcomes.

Strengths and limitations

This study shares many of the same strengths and limi-
tations of previous interview studies using the TDEF. The
structured approach to topic guide design and coding
of data is useful in its systematic exploration of behav-
ioural domains known to be relevant in understanding
behaviours [30]. However, there are criticisms that this
approach may restrict topics of conversation impor-
tant to interview participants and the predominantly
deductive nature of analysis prohibits including results
that do not “fit” within these domains [33]. Efforts have
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been made in this study to utilise the topic guide flexibly
to facilitate a more natural flow of conversation. Open-
ended questions outside the TDF domains were also
included to prompt interview participants to discuss top-
ics not already addressed by the topic guide. Similarly, the
analysis was carried out in both deductive and inductive
phases to capture as much pertinent data as possible. Our
studies made use of behavioural specification guidelines
when identifying the target behaviours for each interview
set to facilitate efforts in interpretation and replication by
others. However, interview participants did not always
cooperate with our intended defined boundaries of
behaviour when discussing their experiences. As such, an
inclusive approach to the target behaviour of “retention”
was adopted to make use of such data. Data was also gen-
erated within our specific target behaviour of “retention
communication at consent” to allow analysis within this
more narrowly defined context. We believe this two-
pronged approach to behavioural specification in analysis
has allowed for a more comprehensive approach. This is
particularly important in the context of these studies as
they aimed to explore a relatively unknown area of meth-
odology research.

A potential limitation of the data set could be that the
main author (TC) was not involved in the planning or
conduct of the first set of interviews. However, as other
members of the research team were directly involved
with the implementation of this prior study, there is a
marked consistency in the conduct and quality of both
studies, complemented by integrated, independent
analysis of one set of data. The interviewer in that (RN)
study was consulted prior to the second interview set
was conducted and was available throughout for ques-
tions regarding the context of the first interview set [22,
27]. Topic guides and coding guides for the first inter-
view study served as references for the development of
the analogous documents in the second interview study,
which further aligned their conduct.

Our study sample, while notably diverse, is still subject
to the limitations of self-selection bias and a relatively
small sample size. Trials involved in this study, and the
staff recruited, may be comprised of individuals who are
particularly motivated in their roles and so may not be
representative of the larger trials community. In addition,
as our host trials were solely pragmatic effectiveness tri-
als, we cannot speak to the possible reasons behind non-
retention in other types of trials, such as early phase trials
where the influences on staff involved in recruitment dis-
cussing retention will likely differ. Future work on the fea-
sibility and acceptability of any interventions generated
from these results will look to counteract this by solicit-
ing the opinions of those outside our sample. However, a
strength of our study sample is the breadth of experience
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cited by our participants and in the diversity of the trials
that they have gained that experience from. Ideally, this
diversity will confer a generalisability of our results and a
wider applicability of the interventions produced.

Conclusions

The themes generated in our interview study present
the barriers and facilitators to retention from a breadth
of roles and levels of experience in trials. As the conse-
quences of poor retention present a threat to the validity
of any trial, our research aimed to elucidate the complex
mechanisms underlying its success or failure. Key findings
add detail on the behavioural impact of preoccupation
towards recruitment, elaboration on the roles staff believe
they play towards retention, and, most importantly, per-
spective on how staff look to excel in those roles through
successful communication and rapport development.
Future efforts should focus on intervention development
based on these findings to improve how trial staff involved
in recruitment enable discussions about trial retention
during informed consent.
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