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Abstract

Background Research study participants can stop taking part early, in various circumstances. Sometimes this experi-
ence can be stressful. Providing participants with the information they want or need when they stop could improve
participants’ experiences, and may benefit individual studies’ objectives and research in general. A group of public
contributors and researchers at the Clinical Trials Research Unit, University of Leeds, aimed to develop a communica-
tion template and researcher guidance. This would address how to provide information sensitively around the time
when participants stop or significantly reduce their level of participation.

Methods The project lead used scoping review methods to identify relevant prior evidence and derive a list

of potential information topics to communicate to participants who stop taking part. The topic list was reviewed
by research professionals and public contributors before finalisation. Further public contributors were identified
from a range of networks. The contributors formed a ‘development group; to work on the detail of the planned
resources, and a larger review group'to review the draft output before finalisation. The involvement was planned
so that the development group could shape the direction and pace of the work.

Results The literature review identified 413 relevant reports, resulting in 94 information topics. The review suggested
that this issue has not been well explored previously. Some evidence suggested early-stopping participants are some-
times excluded from important communications (such as study results) without clear justification. The development
group agreed early to focus on guidance with reusable examples rather than a template. We took time to explore
different perspectives and made decisions by informal consensus. Review group feedback was broadly positive

but highlighted the need to improve resource navigability, leading to its final online form.

Conclusions We co-developed a resource to provide support to research participants who stop taking part.

A strength of this work is that several of the public contributors have direct lived experience of stopping research
participation. We encourage others to review the resource and consider how they support these participants in their
studies. Our work highlights the value of researchers and participants working together, including on complex

and ethically challenging topics.
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Plain English summary

Participants in research sometimes stop taking part early. This can sometimes be stressful or difficult for them. Giv-
ing them information they want or need around that time could help them and the research. Public contributors

and researchers worked together on this project. We wanted to help researchers get information to research partici-
pants who stop taking part. Some of the public contributors had experiences of stopping research participation early.

The project lead first made a rough plan for the project, with public contributors'help. He left the plan open

so the public contributors could help shape the project. The project lead searched for relevant information in pub-
lished literature. This search showed there has not been much work before on how to help participants who stop tak-
ing part. He used the search results to make a list of topics that could be useful to give participants who stop taking
part. He asked public contributors and researchers to review the list.

Public contributors then joined one of two groups. A smaller group worked on the detail of the planned guidance.
A larger group reviewed the draft guidance.

The smaller group worked together to make the final guidance in six online meetings. The guidance includes exam-
ple wording for others to use in their own participant communications. The reviewer group generally liked the guid-
ance but had comments on making it easier to use. The final resource is available online and a link is in the references
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to this article.

Background

It is universally accepted that participants in clinical trials
and other research studies can withdraw their informed
consent at any time after having given it. They can do this
without having to give a reason, and without their usual
care being affected.

There is evidence that ending participation in a study
can be difficult for some participants. Some feel unsup-
ported or even ‘abandoned’ [1, 2]. Some of us as authors
of this paper have our own experiences of ending partici-
pation, which have sometimes been negative. For exam-
ple, some of us have found that it has not always been
easy to communicate that we wanted to stop taking part.
Once we had stopped taking part, we did not always have
good communication from research staff about what was
happening next, or about things like what might hap-
pen to incentives previously offered in return for our
participation.

Participants might feel more supported if they have
access to information they want or need around the time
they stop taking part. This may improve their overall
experiences taking part and increase the chance of them
taking part in research again in future. It also aligns with
evidence on participants’ research experiences, and the
suggestion that participants should get the information
they need at different times, as they progress through a
study [3].

Providing better quality information might also help
research studies’ objectives. The Persevere project
(PRincipleS for handling end-of-participation EVEnts

in clinical trials REsearch [4]) was set up through the
UK Clinical Research Collaboration Registered Clinical
Trials Unit Network. Its aim was to establish standard
approaches (via a set of guiding principles) to prepare
for and manage the potential complexity in how partic-
ipants might stop, reduce or change their participation
in research studies. Part of the motivation of that pro-
ject was to ensure participants’ experiences of chang-
ing their level of participation are as good as they can
be. The Persevere project’s methods and outputs will be
reported separately.

One of the Persevere principles, coded ‘O2; states
that it should mainly be participants who decide on
the nature and extent of changes in their participation
[5]. In many studies, participants might have options
about which study activities they continue and which
they stop. The main exception to this principle is where
someone else advises that some aspect of study par-
ticipation should stop — for example, where a partici-
pant’s doctor decides that study treatment should stop.
The Persevere guidance states that “[t]hese decisions by
others should only apply to relevant aspects of partici-
pation, and not beyond these” [5].

There is evidence to suggest that participants most
often stop taking part for practical reasons or because
they can no longer accommodate study participation in
their lives, rather than because they no longer support
the research aims [6—8]. They might therefore be inter-
ested in continuing participating with less commitment
(for example continuing to allow data to be collected
from routine healthcare visits), if they were given the
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chance. There might be advantages for them — in a
broad sense — from such further, reduced participation.

Widespread anecdotal evidence observed through
the Persevere project suggests that participants are not
always given that chance, and that participants’ expres-
sion of a general wish to stop some aspects of par-
ticipation is sometimes interpreted as a wish to stop all
participation.

Participants’ decisions about changing their level of
participation should be informed and freely-made, in the
same way as their initial consent to take part. It seems
likely that pre-study information about stopping par-
ticipation is not as good as it could be [9, 10], possibly
reducing the ‘informedness’ of participants’ decisions.
Improving pre-participation information could therefore
be important. There may be a role for reminding partici-
pants about key information while they are making their
final decision about how their want their participation
level to change [11].

Confirmatory information given after a participant
changes their level of involvement can include details of
exactly how participants’ involvement in the study has
changed. This can give participants clarity about their
choices and about how research staft have understood
participants’ wishes. Although it is after the participation
change, there is some chance that this clarity could help
make sure participants are involved in decisions about
the nature and extent of their participation change. The
idea of providing information is supported by another
Persevere principle, coded ‘O7’ [12]. This states that stop-
ping or reducing participation does not mean partici-
pants cannot get information they might want or need.

There is guidance for researchers on communicating
with participants at the end of a study [13], but we are
not aware of any guidance aimed to help participants
who stop taking part early. It may be that participants
who stop taking part have specific information needs —
distinct from the needs of those who ‘complete’ their par-
ticipation in a study — that have not been well considered
so far.

Because of the rules around withdrawal of consent,
and the training researchers get about this, researchers
might feel it is no longer appropriate to engage with par-
ticipants once they have stopped taking part. This might
mean participants do not get the information they want
or need.

During the Persevere project, participant information
at the time of stopping was identified as an area where
more guidance would be useful. Researchers from the
Persevere project group therefore set out to develop
some, in collaboration with public contributors.

We were clear from the outset that this information for
participants would be given after a decision to stop or
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significantly reduce participation, and would be intended
to provide information, not to change minds. The com-
munication would only be aiming to provide information
relevant to the participant’s change in involvement level,
around the time of the change. Information would only
be provided after this time if participants opted into it.
Such further communications were outside of our scope.

Involving patients and the public in this work was
essential. The Persevere researchers wanted to co-
design an output, to bring together researchers’ and
potential/actual participants’ perspectives, including
those who have experience of stopping their participa-
tion in research. The output would not have been valid
otherwise.

Methods

Overview

We co-developed a resource for researchers about cre-
ating written communications for research participants
who stop taking part. The initial aim was to develop a
template communication with guidance about how to use
it. We drew on our experiences as research participants
and as people involved in creating or reviewing informa-
tion for participants. We used the outputs from a scoping
literature review to guide our discussions.

Literature review

A literature review was carried out by the project lead
(WJC) to find reports addressing the following broad
questions in the context of adult research participants
who can consent for themselves:

— What information should research participants get
around the time they finish taking part in a research
study?

— Of the information topics/items identified for com-
munication at the end of a study, which are specific
to participants who end participation early?

— How does each information topic/item need to be
changed or made more specific for participants who
end participation early?

— What is the best method of getting this information
to participants who stop taking part?

WJC followed the stages of scoping review meth-
odology [14]. Elements required by the PRISMA-ScR
checklist [15] have informed this current report. WJC
developed a search strategy by devising search terms
across a range of relevant concepts, then combining
these groups of terms in different ways. Searches were
carried out in PubMed, Ovid Medline and Embase, and
CINAHL. The PubMed search strategy is available with
this article as Supplementary material.
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No limitations were built into the search strategy
regarding date of publication, study type, study setting
or publication language. Search results were excluded if
they did not contain information relevant to the search
objectives, or they did not relate to the relevant setting
(e.g. reports about studies with child participants).

WJC carried out Google searches based on the same
terminology lists to find materials not published in peer-
reviewed journals. He added to the final results reports
that were already known to him, or that were identified
ad hoc during the literature review period, or that were
found through reference and citation searching on any
directly relevant reports.

WJC collected data from all relevant reports using
a pre-specified data collection form. This included
recording which topics each report suggested should
be provided to research participants at the end of their
involvement in a study.

An inclusive approach was taken to identifying infor-
mation topics, meaning that all potential ideas were
included, even if the report authors had not suggested
them to be specifically relevant for participants who
stop taking part in studies. Identified reports were cat-
egorised as ‘key paper’ (directly relevant to the search
objectives) and ‘indirectly relevant’ (containing relevant
ideas, but not directly about a topic relevant to the search
objectives).

Due to the exploratory nature of the search, WJC did
not contact authors for further information, or formally
assess the quality of identified reports.

Developing a list of information topics for participants who
stop taking part

WJC developed a ‘topic list; intended to contain all pos-
sible topics or information items that might be relevant
to communicate when a research participant stops tak-
ing part. The list was produced using the results of the
literature search and two other sources: 1) the Health
Research Authority’s guidance on end of study informa-
tion [13], and 2) topics arising from the Persevere project
guidance [4].

The topic list was shared for feedback with interested
research professionals and public contributors involved
in the Persevere project, as well as research profession-
als linked to the Trial Methodology Research Partnership
retention and communications subgroups [16].

Identifying public contributors for the group work

Public contributors were sought to form two separate
groups: a ‘development group’ to work in detail on a tem-
plate communication with accompanying guidance, and
a ‘review group’ to conduct a separate review of the draft
template and guidance. This way of working borrowed

Page 4 of 12

from the ‘user-testing’ model of developing patient infor-
mation suggested by others [17].

A Patient and Public Involvement plan was developed,
aiming to find a diverse group of contributors who, if
possible, had experience of stopping research participa-
tion early. Public contributors linked to the Clinical Trials
Research Unit (CTRU) at the University of Leeds helped
develop the plan and agree the final membership of the
two groups. The opportunity to be involved was adver-
tised widely, given that the activity was not specific to
one health condition. We asked for expressions of inter-
est to be submitted via a form in Jisc Online Surveys
[18]. Potential contributors could express an interest in
joining the development group, or the review group, or
either. Selection was based on finding individuals with
relevant experiences (particularly experiences of stop-
ping research participation) and on establishing a group
of public contributors with diverse characteristics overall.
All interested individuals were given the chance to stay
in touch with the outcomes of the project, regardless of
whether they were chosen to be involved.

The project researchers were also interested to get
input from research nurses to inform the project, as
they represent a group that would often be involved in
delivering the information to research participants. An
invitation to contribute to the project was disseminated
to several research nurses already known to the project
lead, and via Twitter (now X) with encouragement for the
message to be shared.

Developing the resource
We planned to develop the resource through meet-
ings of the ‘development group. Meetings would not be
recorded, but the project lead would take notes to inform
resource development. The meetings would follow a
roughly pre-defined plan, but with flexibility to deal with
any unexpected challenges, and so that the group mem-
bers could help shape the process. The topic list would
serve as a starting point for the discussions. Only the first
two meetings were planned in detail in advance, with the
rest left open to discussion and agreement with group
members.

Once the initial draft of the resource was ready, we
would invite the ‘review group’ to give feedback.

Results

Literature review and topic list development

The literature review identified 413 relevant results
from all sources, of which 26 were ‘key papers’ (see Sup-
plementary information) and 387 were ‘indirectly rel-
evant! Figure 1 shows the number of records identified,
screened and excluded.
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Records identified from
databases (n=13675)

[Idenﬂﬂeatlon]

Record titles screened
(n=5278)

'

Record abstracts screened
(n=562)

Screening
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Duplicate
records removed
(n=8397)

Records excluded
due to ineligibility
based on title
(n=4716)

Records excluded as no relevant
information in abstract (n=370)

Records identified from:
Prior knowledge (n=83)
Google searches (n=171)

A

All 254 screened, 74 excluded
for not containing relevant
information

Additional reports identified
through citation and reference

A

v

Records contributing to
development of topic list (n=413)
- 90 topics derived, 62
from this source only

'

| included | [

Final list of topics for potential
communication at early end of
participation (n=94)

review (n=41)

Other sources contributing to
final topic list:

- Health Research
Authority guidance
about end of study
information for
participants® (n=13, 1
from this source only)

- Guidance from the
UKCRC Registered
CTU Network
PeRSEVERE project”
(n=23, 4 from this
source only)

Fig. 1 Modified PRISMA-ScR diagram summarising the literature review used to derive material for the project output. ®https://s3.eu-west-2.amazo
naws.com/www.hra.nhs.uk/media/documents/information-participants-end-study-guidance-researchers.pdf °https://persevereprinciples.org

The results of the review suggested that the needs of
participants who stop taking part early have not been
considered much previously. This is reflected in the small
number of directly relevant results. The identified reports
did not provide enough information on the final two
search objectives (about changing information to specifi-
cally communicate with early-stopping participants, or

about methods of communication) to be able to report
any summary regarding these points here. Instead, we
explored these points through the group work.

As an additional example showing the scarcity of rel-
evant literature, we found 155 reports recommending
that participants receive information about how and
when they can receive the results of studies they took


https://s3.eu-west-2.amazonaws.com/www.hra.nhs.uk/media/documents/information-participants-end-study-guidance-researchers.pdf
https://s3.eu-west-2.amazonaws.com/www.hra.nhs.uk/media/documents/information-participants-end-study-guidance-researchers.pdf
https://persevereprinciples.org
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part in. Only around 10% of these were clear (or implied)
that participants who stopped early should also get this
information. A few of the remainder said that these par-
ticipants had been (or should be) actively excluded from
this information sharing, without giving a clear justifica-
tion [19-21].

The draft topic list was reviewed by 17 research pro-
fessionals and 4 public contributors, leading to useful
refinement. The final topic list contained 94 items to con-
sider when communicating with research participants
who stop taking part early (see Supplementary informa-
tion). Of the 94 items, the project lead classified 25 as
general items for any participants ending their participa-
tion (whether early or not), 52 as general but with some
specific things to say to participants who stop early, and
17 as specific items only relevant to participants who stop
early.

Recruiting public and professional volunteers

Following 31 expressions of interest, a development
group (seven contributors) and a review group (15 con-
tributors) were convened, including individuals with
diverse characteristics and experiences.

Across both groups, there were individuals ranging
from under 30 years old to over 66. There was a roughly
even split of individuals identifying themselves as female
and male. Most of the contributors identified as White
ethnicity, but a few identified as Asian or mixed ethnicity.
Contributors were from across the UK and had personal
experiences of a range of health conditions. Some con-
tributors identified as neurodivergent. Around half of the
development group had personal experience of stopping
research participation early. Nearly half of all the expres-
sions of interest were received via the National Institute
of Health and Care Research People in Research website
[22].

We involved eight research nurses in the project, six
of whom were identified via Twitter. All the research
nurses inputted into the project in some way, e.g. at least
through a short discussion with the project lead about
their experiences working with research participants
during the process of stopping their participation early.

Developing the researcher resource

The development group meetings were all held online in
2021-22. The meetings were led and facilitated by the
project lead. Most attendees at each meeting were public
contributors. Other attendees included other researchers
from the CTRU and, at some meetings, involved research
nurses. The eventual series of meetings and activities,
agreed together as we progressed through the work, is
shown in Fig. 2.
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We made decisions by informal consensus, following
discussion and debate in the group meetings. After each
meeting, the project lead shared a summary of the dis-
cussion and next steps with all attendees. The project
lead took care to check in with individual group mem-
bers as needed to make sure they were happy with the
progress of the project.

Prior to the first development group meeting, attend-
ees were sent questions to consider. These included ques-
tions about common reasons for participants to end their
involvement in a study, group members’ own experi-
ences of stopping taking part and how that process was
for them, how participants feel when going through that
event, and what sort of information is useful to partici-
pants when they stop taking part. Attendees were offered
reassurance that they only needed to share as much about
their own experiences as they were comfortable with.

At the first group meeting, these questions formed a
loose structure for an open exploration of the topic we
were going to discuss together. This helped us under-
stand the issues and where we might have differences of
opinion across the group.

We recognised at this point that research participants
might stop taking part in a wide range of circumstances
and for many different reasons (including where stop-
ping was not actually participants’ choice, and where
participants stop without communicating their wishes to
researchers). We therefore understood that our guidance
may need to account for this.

The original plan had been to develop a template
communication for researchers to use. However, it was
decided early on that the variation in types of study and
participant potentially in scope of the work might make
it challenging to make a single template. Instead, we
agreed to develop guidance with example wording, and
we encourage individual research teams to develop their
own templates using these.

We also discussed how participants might have mixed
feelings about stopping, including disappointment, relief,
guilt, anger or awkwardness about telling the researchers
about their decision to stop taking part. We agreed that
there would not be a one-size-fits-all approach to provid-
ing information to participants, so each individual’s cir-
cumstances would need to be considered.

Following the first group meeting, members were
asked to review the topic list and provide feedback. This
exercise suggested that most of the topic list items were
potentially relevant to some participants. We there-
fore agreed to leave most items in our guidance, rather
than trying to define a ‘core information set’ or similar.
We would leave it to research teams (including public
contributors) to decide what would likely be most rele-
vant to their participants, and to individual participants
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Before first meeting: project lead shared a few questions with development group
members to think about before the first meeting.

. 4

Meeting 1: brief introductions; information about contributors’ and project lead’s
roles in the project and opportunity to discuss these; notes about how development
group members will work together and about meeting online; information on payments;
open exploration of the project topic (using the questions shared before the meeting).

L 4

Between meeting 1 and 2: all contributors (including research professionals) asked to
review list of topics potentially useful to study participants who stop taking part.
Contributors asked for feedback, including additions, changes or removals from the list.

3

Meeting 2: reflecting on the topic list activity; discussion about scope of the project
and which participants it is for; reviewing typical ‘withdrawal pathways’ and sharing
different perspectives on these; impact of typical pathways on proposed patient
communication; initial discussions on nature and content of proposed communication

4

Meeting 3: discussed which information topics to emphasise, and who is best to
communicate each (e.g. clinical trials unit, clinical staff at a research site)

4

Meeting 4: continued activity to prioritise information topics; discussed other issues
about the final output, as prioritised by group before the meeting using Slido platform

2

Between meeting 4 and 5: project lead drafted guidance with illustrative, plain English
examples and shared with group members for review

\ 4

Meeting 5: discussed general feedback on the draft guidance; discussed how to
improve navigability of guidance; accessibility of the guidance and any communications
that might be produced using it; various other aspects of the draft.

L 2

Between meeting 5 and 6: project lead shared with a larger ‘review group’ for further
review and feedback.

2

Meeting 6: discussed feedback from review group and how to address it; discussed the
process for finalising, releasing and encouraging others to use the guidance.
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Fig. 2 Sequence of patient and public involvement activities and meetings used to develop our online resource

receiving the communication to decide which informa-
tion was most relevant to them.

At subsequent meetings, we reviewed and discussed
typical ‘pathways’ for participants stopping their involve-
ment in a study (see an example in Fig. 3). The examples
were based on academically-sponsored healthcare clini-
cal trials in the UK run by clinical trials units such as
the CTRU, and summarised who would be notified of a
participant’s wishes and when. This was a useful oppor-
tunity to share different perspectives on the process. The
public contributors were surprised by how long it can

sometimes take for a clinical trials unit to find out that
a participant has stopped taking part. Understanding the
process impacted on the final guidance. For example, if
it might not be feasible to get the planned communica-
tion to a participant soon after they stop taking part,
this might affect what content is useful to include in the
communication.

We discussed exactly who the communication would be
for. We confirmed that it would be for after a participant
had stopped (or said they wanted to stop) taking part, not
before. We agreed it was primarily for participants who
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Participant and research staff at their hospital
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I 3. Hospital staff I

: department
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1

1 circumstances a

r5- -CTU / research

Clinical Trials Unit (CTU) or
another research department

4. CTU / coordinating
research department
records that participant
has stopped taking part
and what their wishes are

: department produces
: written end of study

y information materials
: for the participant

Fig. 3 Example pathway for how information could be provided to research participants when they stop participating. Dotted borders indicate
where a step may not happen at present, or not universally, or not always in a timely manner (based on our experiences and other, anecdotal
evidence). It was important to acknowledge this in our discussions about providing information to participants who stop taking part. Solid borders

indicate steps that already happen routinely

stop all or most active parts of a study, such as attending
hospital visits or completing questionnaires. This would
include where stopping was not a participant’s choice.
It could also be used in the case where researchers and
participants lose contact with one another, though only
if researchers considered it appropriate and had enough
certainty that the participant’s contact details were still
valid. We excluded cases where participants die or lose
capacity to consent during a study (in which case the
communication would be with their family or carer).
We also excluded situations where participants have not
stopped taking part but are observed to be disengaging
with a study, so may be at risk of stopping.

We discussed various other aspects of the planned
communication, including making sure it is accessible,
not too long, comes from a trusted source and makes
clear if participants might be expected to do something
in response to the message.

Resource review and finalisation

The draft guidance was reviewed by 14 out of 15 of the
review group members. Members were asked to give
any feedback they wanted. They were also provided with
some specific questions to consider about the quality
and suitability of the resource. Reviewers were generally
supportive of the aims of the work and did not recom-
mend significant alterations to the guidance or the exam-
ple wording. In response to their feedback about ease of

navigation, we agreed to present the guidance primarily
in an online format, giving users the chance to engage
with it in whatever way suits them best. The full docu-
ment is also available as a download to those who might
want it, along with other downloadable resources.

The final guidance is available online [23]. Some illus-
trative screenshots are shown in Fig. 4. We will continue
to make amendments to this in future as required, and
make additional resources available for download as we
develop them.

The guidance includes suggestions for how to intro-
duce this sort of communication to Research Ethics
Committees (RECs), highlighting that the guidance was
developed with public contributors. Given the potential
importance of what participants who stop taking part
are told before they agree to take part, we included some
novel recommendations on what to include in pre-study
information. These suggestions have since been further
developed into template wording for pre-study informa-
tion, available on the Persevere project website [24].

Discussion

We jointly developed a resource to help researchers think
about how to provide useful and sensitively-worded
information to research participants who stop taking
part. Table 1 shows actions that public contributors and
researchers might do in response to this work.
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Information to Support Participants Who
Stop Taking Part: Guidance for
Researchers

The guidance on these pages is for researchers considering how to provide information to research
participants who stop participating early, including those who ‘withdraw’ from a study and those who stop
for other reasons. It has been put together through a collaboration between patients and CTRU researchers
Good quality information for participants who stop taking part early helps them with questions they may

have, such as.

at does stopping my involvement early mean for me?”

* “Have | still made a useful contribution to the stud

 “What happens next, and what are my choices?”

Appendix

Suggested process for developing
58 £
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idance is written fr

+ Involve patiencs

+

Give adequate training and support

+

Consider the study and its participants

+

Consider formatting and how to make information accessible

4 Make sure the information provided to potential participants is right

4 Ensure the information aligns with other participant/patient information

+

Develop a template for any written communications

+

Allow for different situations

-

Get ethical approval

+ Assess each participant’s circumstances before making contact

+ Quality conerol

+ Review and refine

Detailed guidance on how to convey
specific information topics

You can see more detailed guidance on specific information topics listed below, with example text where this

may be useful, using the navigation on the left

Important new information about changing study involvement:

® Thanks and appreciation

Losing contact

Summarising how participation has changed

Possibility of further researcher contact

Explaining why participation has stopped

Information about payments and incentives

Clarifying participants’ options
Important new information about post-study arrangements

® Immediate arrangements after the study
® Arrangements for post-study care

® Available support
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Fig. 4 Screenshots of the final online resource. a Resource homepage. b Suggested process for developing communication strategy and materials.
¢ Detailed guidance on how to convey specific topics
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Table 1 Suggestions for what public contributors and researchers might do in response to our guidance

Three things public contributors could do in response to this new resource:

- Consider your own view. When could providing an information sheet to research participants who stop taking part be helpful and when might it be

inappropriate?

- Talk to researchers you work with — have they seen this guidance already? Are they thinking about this issue? Will they consider developing com

munications for research participants who stop taking part?

- When reviewing research patient information sheets/leaflets, check it seems clear what would happen if participants stop taking part and that there
would not be any unwelcome surprises for research participants (or researchers).

Three things researchers could do in response to this new resource:

- Consider participants in your research. Might stopping early be particularly difficult for any reason? Might they need more support?

- Consider how to support participants who stop taking part when you are designing your research. If you and public contributors agree it could
be appropriate to use this sort of end of participation information sheet in your research, build it in from the start alongside other planned partici

pant communications.

- Use our guidance and the linked Persevere project recommendations to ensure research patient information sheets/leaflets are clear about what

will happen if participants stop taking part.

We hope our guidance will encourage everyone
involved in research to consider a balanced approach to
communicating with this group of participants. While
some might not want any further contact, others might.
A ‘patient-centred’ approach [25] might mean research-
ers should find out what each participant wants, wher-
ever possible. Further guidance about how to do this is
available on the Persevere website [4].

The literature review reported here confirms that this
issue has not been thought about much before. There are
even several examples of participants who stopped taking
part being specifically excluded from receiving informa-
tion without a clear justification. This may mean partici-
pants are not generally given much information when
they stop taking part. This may lead to feelings of ‘aban-
donment’ or generally a negative impression of research
participation, especially if they stopped taking part
because of some problem they experienced while taking
part.

We acknowledge that we may learn more when our
guidance is put into practice. We have made one REC-
approved set of documents available in the ‘Resources’
section of our guidance. The REC reviewing those doc-
uments had only minor comments to do with making
sure participants have access to all the information they
might need, and access to different methods of contact-
ing research staff. They also advised about the number of
times it would be appropriate to try to recontact individ-
uals who had lost contact with research teams.

If possible, we will continue to add real-life, REC-
approved examples to our website for others to borrow
and reuse. We encourage others using the resource to
share their feedback and experiences with us so that we
can continue to improve it.

Although most of us in the group that developed this
resource are public contributors, we cannot be sure

how acceptable this type of communication will be to
participants in practice. In our guidance, we encourage
researchers to plan this end of participation communi-
cation alongside planning other participant communica-
tions. If participants are used to receiving study-related
communications as they progress through a study, then
perhaps a communication to mark their ending partici-
pation would not be unexpected.

The views of REC members are relevant as they are key
in approving (or not) the use of this sort of participant
communication. Following the release of the resource, we
have carried out a survey to learn more about REC mem-
bers’ views on this sort of communication. We plan to
report results of this survey separately.

We suggest that the process we have followed could be
a useful way to produce patient-facing material in future,
or guidance about patient-facing material. In particular,
we would emphasise public contributors and research
professionals first having an open discussion about the
topic at hand to get a shared understanding, then work-
ing through the detail. Relying on informal consensus
— addressing concerns until a suitable compromise can
be reached — may mean the output is more likely to be
acceptable to all stakeholders. The use of a more focussed
‘development group’ and a separate ‘review group’ to
check the output has also worked well in our case.

We do not yet have evidence of effects of end-of-par-
ticipation communications on participants’ experiences
in research, and we do not know if it makes it more likely
for participants to stay involved in studies with less com-
mitment (rather than stopping all involvement). It would
also be useful to understand the cost implications of the
additional participant communication. We suggest these
would be a useful areas of future study. Researchers at the
Leeds CTRU have proposed a ‘study within a trial’ that
could address some of these questions [26].
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The main strength of our work is that it was co-devel-
oped by people with direct lived experience not just of
research participation, but of stopping participation early.
Our output is broadly applicable to different types of
clinical research and can be used flexibly. It nonetheless
provides detailed guidance, including suggested wording
for researchers to use as a starting point. We have also
taken into account the (limited amount of) available lit-
erature on this topic. The methods used to develop the
‘topic list’ that fed into the resource development give
assurance that the list was comprehensive.

The main limitation is perhaps that, as above, we have
not yet tested the guidance in real study settings. Public
contributors were not involved in the detail of the litera-
ture review supporting this work, but there was patient and
public involvement in the initial grant application describ-
ing the planned project. Public contributors also reviewed
the topic list that was the main output from the literature
review. Use of qualitative research methods might have
added rigour to our process, but we suggest the deliberative
and collaborative nature of this work are its strengths.

When reflecting on the patient and public involvement
during preparation of this paper, we discussed the impor-
tance of good facilitation in a process like this. A good
facilitator communicates clearly, builds trust, is open to
change, and is skilled in managing different perspectives
to find common ground and compromise.

The fact that the involvement had all taken place online
was new for some of us in 2021. Occasionally it posed
technical challenges, and meant that activities could not
be too long (to avoid ‘screen fatigue’). However, it also
allowed for some breaking down of geographical barri-
ers, and meant people could be involved who otherwise
would not have been able to.

Conclusions

We developed this guidance to address an important issue
in research, involving a group of participants who may
be considered ‘underserved’ by the lack of guidance for
researchers so far about how to support them. We encour-
age others to use our guidance and propose further devel-
opments. Better communication with participants who
stop taking part might give them a better overall experi-
ence of research. It may also improve research quality in
various ways, including making it more likely for partici-
pants to give feedback that could improve study quality.
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