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ABSTRACT

Objective To generate stakeholder informed evidence to
support recommendations for trialists to implement the
dissemination of results summaries to participants.
Design A multiphase mixed-methods triangulation design
involving Q-methodology, content analysis, focus groups
and a coproduction workshop (the REporting Clinical trial
results Appropriately to Participants project).

Setting Phase Il effectiveness trials.

Participants A range of participants were included from
ongoing and recently completed trials, public contributors,
trialists, sponsors, research funders, regulators, ethics
committee members.

Results Fewer than half of the existing trial result
summaries contained information on the clinical
implications of the study results, an item deemed to be

of high importance to participants in the Q-methodology
study. Priority of inclusion of a thank you message varied
depending on whether considering results for individuals
or populations. The need for personally responsive modes
of sharing trial result summaries was highlighted as
important. Ideally, participants should be the first to know
of the results with regard to the timing of sharing results
summaries but given this can be challenging it is therefore
important to manage expectations. In addition to patients,
it was identified that it is important to engage with a range
of stakeholders when developing trial results summaries.
Conclusions Results summaries for trial participants
should cover four core questions: (1) What question the
trial set out to answer?; (2) What did the trial find?; (3)
What effect have the trial results had and how will they
change National Health Service/treatment?; and (4)

How can | find out more? Trial teams should develop
appropriately resourced plans and consult patient partners
and trial participants on how ‘best’ to share key messages
with regard to content, mode, and timing. The study
findings provide trial teams with clear guidance on the
core considerations of the ‘what, how, when and who’ with
regard to sharing results summaries.

INTRODUCTION

Clinical trials would not be possible without
participants. Since 2018 the World Medical
Association Declaration of Helsinki has
presented the provision of trial results to
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Strengths and limitations of this study

» Focuses on phase lll pragmatic effectiveness trials
so need to consider that the relative importance of
what content is shared with participants may differ
for earlier phase trials.

» Research was set within the UK context and as such
the legislative and regulatory requirements of trials
run elsewhere may vary.

» A significant strength is the coproduction of the
guidance with a range of stakeholders who had
breadth and depth of trial experience.

» The multicomponent, mixed-methods, design was
both progressive (each building on the last) and in-
tegrative and a strength of the research.

participants as an ethical requirement." Trial-
lists have sought to become more transparent
over recent decades, including via protocol
registration, open access publication and
enhanced patient and public involvement
(PPI); a move to routine results sharing with
participants is consistent with this movement.”

Most trial participants want to receive a
results summary and an audit of the UK
Research Ethics application system over
2012-2017 found that most trial teams
(87.7%) intended to disseminate results to
participants.” * However, these intentions
are often not translated into action or not
reported as actioned.*® A recent survey of
authors of trials indexed in PubMed identi-
fied that only 27% reported having dissemi-
nated results to participants with a further
13% planning on doing so, however, 33%
had no intention of doing so and the inten-
tions of the remaining 25% was unclear.”
Also, the reporting of whether and how trial
results have been shared with participants
was not done routinely with 74.9% of final
reports not mentioning whether results had
been shared with participants.* Key among

BM)
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several reasons for this are researchers’ concerns about
the potential for results to raise anxiety, and a lack of
practical guidance.” Some European guidance exists, but
it was not coproduced with trial stakeholders and does
not provide evidence on the core considerations for
production and implementation.®” Little is known about
what participants actually want included when results are
made available to them.® Similarly the World Medical
Association (WMA) and UK Health Research Authority
(HRA) recommendations for provision of trial results do
not guide researchers on content.' A recent literature
review identified a dearth of evidence on how best to
share results.® Since stakeholder groups may vary in what
they think should be shared with trial participants, there
is value in coproducing guidance with a diverse group.

The aim of the RECAP (REporting Clinical trial results
Appropriately to Participants) study was to generate
stakeholder-informed evidence to support recommen-
dations for trialists to implement the dissemination of
results summaries to participants.

METHODS

Study design

RECAP was a multiphase, mixed-methods study focus-
sing on provision of results summaries for participants
of phase III pragmatic effectiveness trials (phases a—d
outlined below). Stakeholder identification and recruit-
ment was similar across all RECAP phases (online supple-
mental table 1). Participants were recruited through
organisations that emailed invitation materials on behalf
of the study team or posted adverts on social media. All
data were collected October 2018-November 2019.

Q-methodology to identify participant priorities

Q-methodology is a formal method to facilitate the
ranking of a set of predefined items.” It produces a combi-
nation of quantitative (using ranking and factor analysis)
and qualitative data (from think aloud interviews) that
highlight shared and varying opinions within the popula-
tion.” A ‘concourse’ or ‘Q-set’ (in this case of items rele-
vant to reporting of results) is developed and participants
place these on a ‘Q-sort’ grid (see figure 1) to rank their
importance.

Development of the Q set

The concourse was generated through the system-
atic assessment of publicly available consultations and
published guidelines relating to provision of results
summaries to trial participants (online supplemental
table 2). An initial long list of 239 content items was
condensed, through discussion in the project team to
identify 28 distinct concepts that formed the Q-set.” These
content items were presented for a range of different
trial scenarios (eg, where the trial demonstrated benefit/
harm of intervention, demonstrated no difference), to
establish whether the type of trial results affected the
perceived importance of items (online supplemental
table 3). Participants were asked to sort for the benefit
vignette first and then asked if they would like to move
any items after reading subsequent vignettes.

Participant sample

We aimed to purposively sample approximately five
participants from a range of stakeholder groups, specif-
ically: PPI partners; members of the public with clinical
trial experience; REC members; clinical trial funding
body representatives; Sponsor representatives; regulatory
representatives; and Clinical Trials Units (CTU) staff/

-4 -3 -2 -1 1 2 3 4
Thank you Trial Date this Where can | Treatments How the trial Issues that may Clinical Primary outcome
message identifier and summary was find a more being compared | has contributed affect the implications of
full title produced detailed Plain to research in results of the the results
English the area trial
Summary?
Sponsor details Where can | Declaration of Statement Individual What were the
find the full conflict of overview of whether results results side-effects?
results of the interests study results are applicable
trial? to a specific
population
A statement PPl involvement | Future research If relevant - Secondary
that this in the trial and - are there unblinded outcomes
summary was its reporting plans for information
produced for long-term
participants of follow-up in
the trial this trial?
Where can | Future research A description
find more - are there of problems
information?  [any new related or| encountered/
ongoing trials? | changes to initial
trial plans
General Characteristics General
information information
about the trial population about the trial
- - scientific
administrative information
Information

Additional
information -
who can |

Figure 1 Viewpoint 1 Q-sort: ‘population view’. PPI, patient and public involvement.
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trialists. Q-methodology you select participants who will
potentially reflect a range of views and experiences with
overall sample sizes between 12 and 40 people.'’ !

Procedure

The Q-sort was conducted in a face-to-face interview at the
participant’s home or office. Participants were first asked
to read the trial scenario, then asked to rank the content
items on the Q-sort grid while concurrently explaining
why they chose a certain grid position by ‘thinking aloud’.
Participants were given the opportunity to change item
importance for subsequent trial scenarios. Participants
were also asked what they thought should happen if the
trial participant had died before results were available.
The Q-sort grid was photographed after each vignette
and/or when a change was made. Interviews were audio-
recorded and transcribed verbatim.

Analysis

Q-sort-specific software was used for analysis (include as
Ref: Ken-Q Analysis, A Web Application for ) Method-
ology V.0.11.1 (15 January 2018). Principal components
analysis, most commonly used in Factor Analysis, with
varimax rotation (a statistical technique used at one level
of a factor analysis as a way to explain the relationship
among factors) was applied to identify relationships
between individual Q=sorts. In factor analysis, factors are
rotated in order to facilitate a more reliable interpreta-
tion. A scree plot was investigated for possible factors to
be included in the varimax rotation and factors falling
around the change in slope before the line levelled off
were considered for rotation. Each factor represents a
highly intercorrelated group of Q-sorts representing a
distinct viewpoint on which content is important in results
summaries for trial participants.

Participants’ think aloud explanations for ranking state-
ments were organised by factor, Q-set item and vignette
to facilitate factor interpretation. Statements for each
factor were analysed for overall themes to distinguish
between viewpoints being expressed. Analysis focused on
the three most and three least highly rated statements in
each factor.

Content analysis of actual trial results summaries

We explored current practice through content analysis
of real-life trial results summaries. A request, for exam-
ples (focused on pragmatic phase III effectiveness trials
of adults with capacity to consent) was disseminated
through CTUs on the UK Clinical Research Collabora-
tion registration list,'”® and via the UK Trial Managers
Network and social media (eg, Twitter). Trial teams
were asked to provide any material (including video or
other media) sent to trial participants informing them
of results. The analytical framework for the content
analysis was based on Q-sort items developed from the
HRA guidelines (as detailed above). This framework
was systematically applied to all results summaries to

ascertain frequency of items. The aggregate results of
the content analysis were subsequently compared with
the Q-sort findings.

Focus groups

One meeting was held during which two focus groups of
6-8 trial stakeholders were conducted (by KG and HB),
followed by plenary sessions, to explore stakeholders’
perception of how and when results should be provided
to trial participants. Data collection was guided by semi-
structured topic guides.

Each group discussed the target topic before they
reconvened and shared discussions. Three broad ques-
tions were discussed: how and when trial result summa-
ries should be shared; and how do we know when sharing
results with participants has been done well. Discus-
sions were audiorecorded and transcribed verbatim. A
thematic analytic framework was developed, focusing on
the a priori questions about the how and when of sharing
trial summaries but leaving scope to identify additional
important contributions.'” This framework was applied
systematically to all transcribed text by KG (using NVivo
V.12), with coding of a sample checked by HB.

Coproduction workshop

A coproduction workshop, hosted by the HRA, was held
with representatives from each stakeholder group to
produce guidance for researchers on developing and
providing trial result summaries for their participants.
As background knowledge and/or experience of clinical
trials was essential to this phase, only patients with trial
experience were recruited. Ground rules and facilitation
(by HB, KG and JT) sought to ensure all participants
had equal voices. The research team presented an over-
view of the HRA’s research transparency agenda (JT)
and the evidence generated from all previous phases
of the RECAP project (KG). A general discussion of
RECAP findings followed before attendees were divided
into three smaller mixed-stakeholder groups. The
groups considered: what the core content should be for
plain language results summaries, what key ‘domains’
research teams should consider about providing results
and who needs to be involved. Iterative rounds of feed-
back and discussion were conducted after each ques-
tion with opportunities to raise conflicting opinions but
encouragement to reach agreement. Each group made
extensive notes during their discussion and key points
were reflected and summarised to identify best practice
principles.

Patient and public involvement

Two PPI partners (S] and RH) were core members of
the RECAP Project Advisory Board throughout. RH was
involved in setting the research question and contrib-
uting to the development of the original grant applica-
tion. Both were subsequently involved in refining the
study design, materials and outputs.
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Table 1 Summary of participants characteristics

Q-sort Focus group
Participant characteristic n=32 n=14* Co-production workshop=21t
Gender
Female 23 (72%) 7 (50%) 12 (57%)
Male 9 8
Age
Mean (SD) 52 (14.1) 52 (16.7) 56 (12.1)
Range in years 29-77 34-81 35-75
Country of the UK based in
Scotland 10 0 2
England 18 11 17
Wales 2 1
Northern Ireland 2 0 0
Stakeholder by per protocol group
PPI partner 5% 3% 7%
Members of the public with clinical trial experience 5 3 N/A
REC members 7 2 8
Clinical trial funding body representatives 4 3 3
Sponsor representatives 4 1 1
Regulatory representatives 2 0 1
CTU staff/trialists 5 2 6

*Only 12 participants completed the demographic questionnaire.
TOnly 20 participants completed the demographic questionnaire.

FParticipants may have been identified through funders or regulators but had role of PPI Partner within that organisation.
CTU, Clinical Trials Units; N/A, not available; PPI, patient and public involvement.

RESULTS

Q-sort to determine trial stakeholder views on core content of
results summaries for participants

Thirty-two participants completed a Q-sort. 23 (72%)
were women, with a mean age of 52 years (range 29-77).
The median duration of interviews was 58 min (range
40-105). All participants had some experience of clinical
trials and most had experience from several perspectives,
for example, as National Health Service (NHS) Research
Ethics Committee members and CTU staff or as trial
participants and PPI partners (table 1).

A two-factor solution provided the best fit for the data
in terms of distinct and interpretable views about what
is important to include in results summaries for partici-
pants. The two factors together represented 45% of the
total explained variance. Participants contributing to
each of the factors are presented in online supplemental
table 4. Example quotes from the think aloud interviews
for the three most and least important items for each
factor are presented in table 2.

Factor 1: ‘Population view’ - what populations would
wish to know in trial results summaries and is considered
at the level of the trial as a whole (figure 1, table 2)

The Q-sorts of 19 participants loaded onto factor 1.
Most were from non-patient participants, namely funders,
REC members, Sponsor representatives and trialists. One

PPI partner (identified through a funder) contributed
to this factor, in which a thank you message was identi-
fied as the most important content item to be included
in result summaries. Some professionals explained it was
important to say thank you as they cannot give anything
material to reciprocate the altruistic act of trial participa-
tion. The second most important content item in factor
1 was ‘Clinical implications of the results’. Participants
described its importance in terms of the study impact on
clinical practice. The third most important content item
in factor 1 was “Topline overview of study results’, which
was thought to make the overall results more accessible to
participants who do not want details.

Factor 2: ‘Individual view’—what individual partici-
pants would wish to know in trial results summaries and
consider more personally relevant (figure 2, table 2).

The Q-sorts of 13 participants loaded onto factor 2.
Most were trial participants and PPI partners, including
two professionals (one sponsor representative and one
regulator representative) and one (lay) REC member.
In this factor ‘the primary outcome’ was the most
important content item, typically because it provides an
answer to the main trial research question. The second
most important content item as in factor 1, was ‘clinical
implications of the results’. Participants loading onto this
factor emphasised that the findings needed to be used to
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Table 2 Quotes from participants during Q-sort think aloud

Viewpoint 1—population view

More important

1. Thank you “It's most important because contrary to belief people give time, and effort into this, and it means something to
message them to be involved in a study.” (ID 13, REC)
“l actually think, just saying thank you, even if you don’t get anything else out there, just saying thank you is so
important to participants.(...)” (ID 16, Sponsor)

2. Clinical “| think that’s very important, clinical implications of the results if it’s been a real impactful study. | think that
implications of the would be really good to know. | think individuals would appreciate that. Equally if it hadn’t been impactful!” (ID
results 28, funder)

3. Topline overview of ” I'd say that’s pretty important because it’s the—if you can do it in a top-line overview, it’s a lot easier for
study results people to understand than pages and pages of feedback.” (ID 12, Trialist)

Less important

1. Sponsor details “Name and contact of the sponsor. They should have had that from day one, it should be on their information
sheet, it’s important that they have that. But | would say, at the end of the study feedback, that shouldn’t be
given to them then because they should have already had it. ” (ID 12, trialist—‘Population view’)

2. General “General information about the trial, where, when, start and end dates”. Again, | think that’s less important than
information about the what the results are, how they’re going to affect me, side effects, what treatment is better than what, yeah...”
trials—administrative (ID 15, REC member)

information

3. Trial identifier and  “They don’t need things like the registration and all of that. | mean every letter they receive should have
full title the trial title on the top, so why would they need... so I’'m not giving that much priority.“ (ID 31, Regulatory
Representative — ‘Population view’)

Viewpoint 2—individual view

More important

1. The primary “Because they are the primary outcomes! Sorry, that’s a wishy-washy answer. But because I’m assuming that

outcome is what the research was done for was for the primary outcomes, to see what the whole point of the research
was for. Without the primary outcomes you might as well not bother with the research itself. | will want to

know, when reading something, what the outcome was, otherwise why bother reading the document?“ (ID 26,
Member of public with trial experience)

2. Clinical “(...)This is what it’'s about, because if it doesn’t filter down to the doctors or the NHS, then what’s the point.”

implications of the (ID 5, PPI (funder))

results

3. What were the side “| think “Side effects”, | mean, you will know as a participant what your personal experience of side effects

effects? are, but | think it’s really good to know what the population as a whole experienced.” (ID 8, regulatory
representative)

“Well | suppose it would depend on which side of the trial you were on. You might know what the side effects
are already but you might not, and | suppose is that worth... is the benefit outweighed by the side effects or is
the side effects outweighed by the benefits, what would be more important to somebody? And | suppose that’s
to do with quality of life.” (ID 21, Member of public with trial experience)

Less important

1. Thank you “I’'m probably really weird but I'm really not bothered if | get thanked for doing stuff if it’s something that |

message want to do, you know, like internally motivated to do it. It just wouldn’t make any difference. It’s nice to have a
friendly member of staff more than somebody saying thank you all the time. I’d rather just be treated well when
| was there, | think, so that’s definitely quite a low one.” (ID 3, PPI)
“Well to me it’s your moral duty to do it [take part in a trial] and it’s something that do you know, it’s like well if
somebody says, “Oh, thanks very much” that’s fine, but to actually go to the time and trouble to put a thank
you message out... if it’s at the bottom of a letter fine, but if it’s a separate, “We’d like to thank you for taking
part in this”, and it costs postage, it's costs... waste of time, don’t bother, that’s the way | look at it.” (ID 29,
Trial participant)

2. Trial identifier and ~ “Trial identifier and full title ... again, these seem like administrative things that are not really telling me what |

full title want to know.” (ID 5, PPI—‘Individual view’)

3. Sponsor details Yeah, | mean that [Sponsor details] would be interesting, but | think I'd probably know that from the beginning,
so.” (ID 30, PPI—‘Individual view’)

NHS, National Health Service.
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Figure 2 Viewpoint 2 Q-sort: ‘individual view’. PPI, patient and public involvement.

change treatment in the NHS (if appropriate). The third
most important content item in factor 2 was ‘what were
the side effects’. There was a desire for trial participants
to be able to compare their own experiences of possible
side effects to that of everyone else in the trial. Some
RECAP participants also expressed a need to judge for
themselves whether treatment benefit outweighed nega-
tive side effects.

In contrast to factor 1 where ‘a thank you message’ was
ranked the most important content item, it was ranked
least important in viewpoint 2. For one participant the
thank you at the end is less important than their personal
reasons for taking part and the treatment throughout the
trial. Others reported trial participation as an act for the
common good; not only did they not need formal thanks,
but its cost was seen as unnecessary.

There appeared to be consensus across both factors
that the ‘Sponsor details’ and ‘Trial identifier and full
title” were two of the three least important items; partici-
pants stated that this information would have been made
available at the beginning of the trial.

Q-sort changes based on trial context

Two participants considered ‘Clinical implications of
the results’ to be less important when considering the
vignette in which the intervention was found to be less
effective than the control. About half did not make any
changes between each vignette and those that did were
modest (ie, not changing valence).

Provision of trial results summaries to next of kin following
death

Most participants indicated they thought next of kin
should have the option of receiving the results summary.
One participant, however, did not want their partner to
receive the trial results anticipating it would be a painful

reminder of her death, and suggesting that this should
be considered during the trial consent process. Questions
were raised around how much background information
next of kin would have about the trial and a potential
need to highlight the contribution of the individual and
impact of the trial in results summaries to next of kin.

Content analysis of existing trial results summaries for
participants

Sixty-nine trial results summaries were received and 30
were eligible for analysis. Reasons for ineligibility largely
related to summaries being from trials involving chil-
dren. The 30 eligible summaries were provided from 10
host organisations. They included paper and video-based
reports from academic and industry-sponsored trials
involving a range of clinical areas and interventions.

All 30 summaries (100%) reported the ‘primary
outcome’ of the trial and all but one (n=29, 97%) also
reported the’ treatments being compared’. The third
most frequently reported item was a ‘thank-you message’,
reported in 26 (87%) summaries. Three items were not
included in any summary: ‘declarations of conflict of
interests’; ‘issues that may affect the results of the trial’;
and ‘individual results’. Additional items that were not
captured by the original framework included informa-
tion about the funder (n=11) and the trial cost (n=9). See
online supplemental table 5 for full results.

Comparison of Q-sort findings to content analysis
of existing trial results summaries: The most and least
frequently identified items from the content analysis of
existing trial summaries were compared with the items in
the Q set. First, comparison was made of the three most
and least important items identified in both the indi-
vidual and population viewpoints against the frequency
of reporting in existing trial result summaries (table 3A).
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Table 3 Comparison of content analysis and Q-sort findings

A Three most and least important items in both Q-sort viewpoints compared with content analysis of existing results summaries
ltem Trial identifier  Topline Sponsor General What were the Primary Thank you Clinical
and full title overview of details information side effects? outcome message implications of
study results about the trial - the results
administrative
information
% of results summaries reporting item
Population 40% 27% 27% 57% 87% 43%
Individual 40% 27% 47% 100% 87% 43%
B Three most and least frequent items identified in content analysis of results summaries compared with scoring on Q-sort
ltem Declaration Treatments Primary Issues that may Individual results  Thank you
of conflict of being compared outcome affect the results of message
interests the trial
Frequency of reporting in 0% 97% 100% 0% 0% 87%
results summaries
Population -2 1 2 0 -1 4
Individual -1 0 4 2 2 -4

Denotes more
important Q-sort
rating

Denotes middle
Q-sort rating
Denote less
important Q-sort
rating

*Grading depicts strength of importance with deeper colour representing stronger rating.
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Overall this highlighted that several items deemed rela-
tively unimportant by Q-sort stakeholders are routinely
reported in existing results summaries (ie, Trial identifier
and full title, General information about the trial, Thank
you message). The ‘Clinical implications’ item, which
was viewed as important in both Q-sort viewpoints was
only reported in 43% of trial results summaries analysed.
Table 3B presents the comparison of the three most and
least frequently reported items identified in the content
analysis of results summaries compared with the scoring
within each viewpoint on the Q-sort. Overall there
appeared to be similarities on the frequency of items in
existing summaries and their relative importance in the
viewpoints. However for two items identified as being
important by the individual viewpoint, ‘Issues that may
affect the results of the trial’ and ‘Individual results’ this
was not the case: they were not identified in any of the
summaries analysed. Full results of the comparison of the
Q-sort and content analysis can be seen table 3.

Focus groups to explore the how and when to provide trial
results summaries to participants

Fourteen participants contributed to two focus groups
(see table 1 for participant demographics).

When asked how and when trial result summaries should
be provided to trial participants, stakeholders identified a
range of considerations that trial teams should take on
board. These largely related to communication planning,
with concern to ensure summaries were contextually
relevant and participantfocused, and to foster equitable
partnerships between participants and trial teams. Key
findings are discussed below. Further exemplar quotes
are presented in online supplemental table 6).

Experiences of current practice when sharing trial results
summaries with participants

Throughout the discussions, many stakeholders indicated
that current processes of sharing results with trial partic-
ipants are sub-par, compared with other aspects such as
informed consent, largely because results sharing may
not be a priority for trial teams. Focus group participants
who had previously been trial participants reported not
receiving results.

‘No, absolute silence about the whole thing.
Absolutely no communication of any sort...’

What methods should trial teams use to share results with trial
participants?

Focus group participants recognised there will not be a
one-size fits all approach to sharing results summaries.
They recognised that having a plan in place at the begin-
ning was a good first step, and that there should be scope
to adapt this responsively

‘...things change, like some trials are five or ten years
and you would decide to present the results different-
ly after ten years than you would if they’re you know,
at the beginning. So I think that although it needs to

be planned and considered at the beginning, I think
it shouldn’t be set in stone.’

Stakeholders agreed that a flexible approach was crit-
ical, such that participants could have the opportunity
to choose how they want to be informed and providing
opportunities for layering of information according to
individual preferences. The pros and cons of various
methods for delivery were discussed, including whether
peer support could be a mechanism through which
results could be shared. Participants recognised that what
they envisaged as ideal (eg, face-to-face with a person who
you have established a relationship with) may not always
be possible. The need to consider the demographic or
contextual factors of the trial population (eg, trials in
older adults or those with a high mortality rate) was
discussed, as was communicating results that may disap-
point trial participants (eg, a trial that showed no effect,
or when reporting results to individuals who received the
treatment that was less effective).

.. flexibility, the layered approach to the information
so that you can access it in a format that’s useful and
helpful for you and that they should be as inclusive
as possible those formats, tailored to the population.

...by having the teleconference, people actually had a
chance to sitand think about how they felt and reflect
on that before they had to then interact with anybody
else, so they got to hear the news in the privacy of
their own environments.

When should results summaries be shared with trial
participants?

Various considerations were raised about the timing of
provision of results summaries. Mirroring the discussions
on how to share, it was generally thought important to
give participants a choice about when or indeed whether
they receive results, and to recognise their views might
change over the duration of the trial and be dependent
on personal and trial context.

I think my opinion would have changed during the
trial to wanting to know more about it. And it did, I
wanted to know whether I'd been on it or what I'd
experienced was just a placebo effect. I think I would
have started not really knowing what I wanted to
know, but as I went on, I definitely wanted to know
more.

Several stakeholders voiced that trial participants
should be the first to know the results, and ideally before
the study is published, but it was recognised that there
are challenges associated with this such as embargoes
from funders. As a minimum, trial participants should be
informed before trial results are more widely publicised.

a friend of mine who took part in a parenting project
with an autistic child and she was in a control group,
she knew. And the first she knew of the results was
when she read it in the daily paper in one of the
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papers, which said, ‘super parenting aid for autism’.
So, you can imagine how that made her feel and she
hadn’t had any results.

Focus group participants also recognised the impor-
tance of managing expectations and balancing a desire
to present results to participants as quickly as possible
against the time required for scientifically rigorous anal-
ysis. A proportionate approach may be appropriate for
some trials and informing participants that you will let
them know at ‘the earliest opportunity’ was felt to be
suitable.

We don’t want to impair the quality or the rigour of
which it’s done, and it’s got to be lined quite slowly.
It’s just the balance of that. What we don’t want to
do is to create levels of expectation among partici-
pants that we’re going to learn lots too early, because
that can be very, very dangerous and disappointing
because you’re disappointing people.

How do we know when sharing of result summaries has been
done well?

When considering how to determine whether results
sharing had been done well, focus group participants
proposed a range of options. Many covered positive
aspects such as message clarity, tell you what you needed
to know/found interesting, trial expectations being
met, need for further information, feeling valued and/
or recognised, positive experience, future participation,
and recommending participation to others (family/
friends). However, negative indicators were also identi-
fied, including regret about decision (about trial partici-
pation) anxiety, and the psychological impact of learning
that a trialled treatment had no effect.

‘Did it meet our expectations?’” So, one of the things
[focus group participant] said so well, so eloquently,
about, if it is going to be a partnership there should
be a clear understanding about what’s expected on
both sides. So, you know, our patient participants are
pitching up and giving so much time, so very much
time, and therefore they should be able to hold us, as
researchers, accountable for meeting our bit of the
deal.

Coproduction workshop to develop practice recommendations
for disseminating trial results summaries to participants

Twenty-one people contributed to the final co-production
workshop to agree the core content template (table 1) to
inform a Plain Language Summaries and broad recom-
mendations for sharing trial results summaries with partic-
ipants (see figure 3). The core content recommendations
present key topic areas with explanations of what content
or descriptions would be expected to be provided in plain
English summaries including: primary and secondary
outcomes; side effects; clinical implications; contribution
to research area; issues that may affect the results; appli-
cability to specific populations; and any changes to the

original trial. It is important to recognise that this was
not produced as a prescriptive list but rather suggestions
based on diverse stakeholders considered reflections on
experiences to date. Broader good practice recommen-
dations to support appropriate reporting of clinical trials
results summaries to participants, including who should
be involved, were also developed (see box 1). Overall,
these co-produced recommendations highlighted stake-
holders’ views for the need for early planning when
considering sharing trial results summaries with partic-
ipants such that activity is considered from the start
and throughout the trial. It was agreed that this should
include consideration of who the recipients are (ie,
adults, children, next of kin) which may in turn require
different versions. The group also identified the Impor-
tance of considering who else needs to be involved in the
process for example, patients organisations, clinicians,
etc and ensure they are also committed to the activity.
Discussion on the mode of delivery for the result summa-
ries concluded it should be decided in collaboration with
trial participants and ideally based on personal prefer-
ences. Whether and how results summaries will be shared
with trial participants who withdraw from the trial was
also identified as important by the group and as requiring
attention. Stakeholders stated that trial teams should also
consider when results will be shared and make this clear
to participants to set expectations accordingly. If results
are not to be shared (due to politically/culturally sensi-
tive issues), this should also be made clear to participants
from the outset. When considering who beyond the trial
team should have a role in sharing trial summaries with
participants, the co-production group highlighted that
funders should provide financial resource and ask for its
inclusion in grant applications, regulatory bodies could
provide a repository of good practice to provide exem-
plars, and employers should source training on writing
lay summaries.

DISCUSSION

The RECAP study has coproduced stakeholder-informed
recommendations for trialists to implement the dissem-
ination of results summaries to participants. This multi-
phase multistakeholder study has produced evidence on
current practice, defined core content of results summa-
ries and produced a template for trial teams. Further-
more, it considered the critical components of ‘how and
when’ of results sharing and synthesised this informa-
tion to inform the co-production of a set of actionable
recommendations.

There is room for improvement on current practice in
terms of the content of trial result summaries. Our study
found that fewer than half the examples analysed included
information on the clinical implications of the results, an
item deemed important by both the individual and popu-
lation viewpoints in the Q-methodology study. This finding
may not be surprising given that the problem also exists
for the scientific reporting of trial results (eg, a review of

Bruhn H, et al. BMJ Open 2022;12:¢057019. doi:10.1136/bmjopen-2021-057019

9

"Jyb1Adoo Aq pejoslold "1senb Aq gg0g ‘62 UoBIN uo /wod fwq uedolwa/:dny wolj pepeojumoqd 2202 UdIBN G2 U0 610250 1202-uedolwa/ggt 101 se paysiignd isay :uedO riNg


http://bmjopen.bmj.com/

The template below contains the key topic areas for inclusion in the Plain Language Summary of trial results provided to trial participants at
the end of a trial. These items are not a prescriptive list but do provide suggestions for good practice that have been co-produced and based
on empirical research findings. This list could be supplemented with other relevant items as required by individual trials through development

with patient and/or public partners.

Overall the Plain Language Summary should aim to address the following over-arching questions:

e  What question the trial set out to answer?
e Whatdid the trial find?

e What effect have the trial results had and how should they change NHS/treatment?

e How can I find out more?

Inclusion of unblinded information or individual level results may not be appropriate for the Plain Language Summary submitted to the HRA
but this type of information could be considered by trial teams when providing summary of results to participants. Trial teams need to make it
clear in the summary to the HRA whether this unblinded information for individuals was included.

Acknowledgement of the contribution of trial participants should also be made clear in the Plain Language Summary through a general thank
you statement to those who have contributed their time as participants in the trial and without whom the trial would not be possible. In
addition, it is suggested that trial teams should involve patients and public, for whom the results will be relevant, in the development of the
materials to make sure the Plain Language Summaries are understandable.

Key topic areas to include and the content and/or a description for each are provided are below.

Primary outcome

treatments may be and what harm they may cause

These are the measures the trial teams decided beforehand would be the most important in deciding how effective the

Secondary outcome(s)

important than the primary outcomes.

These outcomes are measured in trials of treatment effects that are pre-specified in the protocol as being relevant, but less

What were the side-effects?

were.

A description of any undesired actions or effects of a drug or treatment including how often they occurred and how bad they

Clinical implications of the results

results and what it means for them when deciding on a treatment.

practice.

The clinical implications of the trial results are about what health and social care (or the doctors in the NHS) could do with the

If published in a scientific journal provide the reference. If not, state it will be submitted to peer reviewed journal
Clinical implications may need to be placed in context, highlighting that it may take a very long time for results to influence

How the trial has contributed to research in the area

steps to build on that knowledge.
How findings from a trial might help researchers
- to seek approval for using the treatment for a particular disease

This should include a general comment on what this trial contributed to the relevant area of research and any potential next

- in other studies to learn whether these patients are helped by this treatment
- in other studies to compare this treatment with other treatments for patients with this condition/disease

Issues that may affect the results of the trial

These include information about an issue that may affect the results of a trial.

Statement whether results are applicable to a specific population

If relevant - A statement describing that because the trial was carried out in a specific group of people (e.g. men only or women
only groups) it cannot be assumed that it will work or will not work in other groups of people.

A description of problems /changes to initial trial plans

Things do not always go to plan and this happens in trials too. This would be a description of any problems that occurred and
any changes that had to be made to the plan for the trial to deal with these problems.

Figure 3 RECAP: plain language summary template. HRA, Health Research Authority; NHS, National Health Service; RECAP,

REporting Clinical trial results Appropriately to Participants.

dementia drug trials found less than half discussed clin-
ical significance of results'!). Other items that should be
considered based on our analysis of current practice and
findings from the Q-methodology study are: issues that
may affect the trial results, and individual results. Trial
teams need to consider whether to provide individual
results in addition to overall summaries. Individual results

were viewed as important in RECAP yet most summaries
we reviewed, and those in the existing literature, have not
included them.® The results of the Q-methodology study
also highlighted a divergence in opinion between the
two viewpoints, where the population viewpoint viewed
a thank you message as the most important item but the
individual viewpoint perceived it as least important. This
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Box 1 Key considerations to support appropriate

reporting of clinical trials results summaries to
participants

» Essential to involve patient partners in the development of the lay
summary.

» Ensure that dissemination of results is considered from the start and
throughout the trial—a proactive dissemination plan should be de-
veloped to sit alongside applications (to funder and research ethics
committees) and protocols. Dissemination should be written into grant
applications to include appropriate funding (that might cover trial team
members to deliver and also external expert to design) to enable the
process to happen and be ring fenced accordingly. Information about
dissemination of results should be provided within patient information
leaflets used to support the informed consent process. This might
not be prescriptive (as details would be developed with patient part-
ners during the trial) but it should state when and how they would be
available.

» Consider from the outset who the audience is i.e. who are the recipi-
ents of the trial result summaries and how might the information and
messages need to be tailored to ensure they are understood and in-
terpreted in the correct way (e.g. adults lacking capacity, children, etc).
Teams may need to consider different versions for different audiences
and the depth and granularity of findings may also need to be adjusted
to consider the interest of the audience.

» If results are not to be shared (due to politically/culturally sensitive
issues) this should be justified in advance to participants.

» Research teams also need to consider, from the outset, how they
will deal with participants who have withdrawn from the trial.

» With regard to the mode of delivery of the results, this should be devel-
oped in consultation with patient partners and where possible individu-
als asked for their preferences to ensure accessibility. Possible options
include: email; post; web link; face to face; telephone. The message
of the results may also shape decisions about mode of delivery e.g.
those with high mortality rates feeding back (to parents/carers/next of
kin) may require different modes of delivery to other ‘lower risk’ trials.

» Consideration of the timing of results i.e. before or after publication
is important, and how this will be operationalised.

» Funders and regulators may consider a repository of good practice.
This could be an online open access resource that would contain ex-
amples of plain English summaries that have been done well and could
be used as exemplars by others.

» Research teams should consider who needs to be involved (from
both within the immediate team and any external partners/experts)
at each stage in terms of: resource; design; implementation and
compliance.

» As a minimum research teams should consider training for re-
searchers in writing lay summaries—Iook to other industries that
do this well or other departments within host institution.

» Funders should provide financial support for the dissemination of the
trial results and therefore should request a lay summary (which has
been developed for trial participants) is provided at the end of the study
with any final report. Researchers should also explore opportunities
with the communications teams within funders to develop the lay sum-
maries for dissemination.

» Additional partners that may want to be included or consulted in
the dissemination process include (but are not limited to): o Patient
expert groups o Graphic designers, graphic illustrators, animators
— Funders.

— Journals.
— Scientific writers.

Continued

Box 1

Continued

— Royal colleges.
— Clinical commissioning groups.
— Political advisors.

variability is mirrored in other studies.’® 1 Overall, the
Q-methodology study highlights that patients’ and more
general public preferences for information contained
within trial results summaries are likely to differ from
other trial stakeholders, further underpinning the need
to involve patients and members of public groups during
the development of the information.

A further consideration about developing trial results
summaries relates to sociocultural influences on desires
for and views about the presentation of trial result
summaries. With regard to content, for some trials and
populations there may be a requirement to consider
whether some results are sensitive to characteristics such
as sexuality or religion and ensure these are accounted
for during development. When considering how to share
results, it may be more or less appropriate to provide
results online for some communities, and it may some-
times be appropriate to involve respected community
leaders, as well as members of the trial team, in the
communication and discussion of trial findings. Further
research to explore the most appropriate ways to consider
the intersections between these characteristics is needed
given most research to date has not considered a wide
range of diverse experiences.8

Our linked scoping review identified that most studies
investigating sharing results with participants explored
paper-based postal methods, with a few face-to-face and
online methods identified.® Within the review of current
practice, we identified a range of methods used to dissem-
inate trial results. Focus group participants recognised
the need for flexibility depending on the features of the
trial and results as well as individual needs and prefer-
ences, which may change over the trial. It is likely that
several other mechanisms and methods of sharing result
summaries with trial participants are used in practice but
often not shared widely or even within the trials commu-
nity. Trial teams could share examples of how trial results
have been communicated with trial participants to help
inform others teams decision making. A recent good
practice example of this involved sharing results of a trial
through an online meeting (enforced by the pandemic
but allowing a more responsive way to share results). The
report of this activity also included the associated costs,
which will again help teams plan for such activities in
future.’

The other main consideration for trial teams is timing:
when to provide results summaries. Previous studies have
tended to report that summaries were provided at or
after publication of results.® Participants in the RECAP
focus groups voiced that a best-case scenario would be
for participants to be the first to receive the results but
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recognised the challenges around data quality assurance
publication embargos. There are specific trial contexts in
which these considerations may be even more important.
For example, an interview study of parents of surviving
babies in a neonatal critical care trial identified a deli-
cate balance between the emotionally charged content
of the information with defining an endpoint to difficult
events and acknowledging participants contributions to
the research endeavour.'® This study also highlighted that
even in challenging contexts, trial participants and their
families may be responsive to receiving the results of the
trial they contributed to and trial teams should endeavour
to provide that information in emotionally sensitive ways.
As per the recommendations developed by RECAP, we
would propose that (where appropriate) participants are
invited to consent in advance for the sharing of the results
with next of kin, and that next of kin should have the
option of receiving the results as opposed to assuming
they desire to receive them.

Strengths and weaknesses of the study

One of the limitations of the RECAP guidance is that it
focused on phase III pragmatic effectiveness trials. While
many of the findings and recommendations are likely
transferable to other trials, the relative importance of
what content is shared with participants may differ for
earlier phase trials. It is also worth considering the UK
context of RECAP and that the legislative and regulatory
requirements of trials run elsewhere may vary. A signifi-
cant strength is the co-production of the guidance with a
range of stakeholders who had breadth and depth of trial
experience. Yet more could have been done to include
a wider range of participants with lived trial experience
as participants or family members of those participants.
However, the inclusion of a multiperspective broad exper-
tise base fed into the RECAP study and ensured a diverse
range of perspectives influenced the recommendations.
The multicomponent design, which was both progressive
(each building on the last) and integrative, is a further
strength.

Implications for practice and research

The next steps for dissemination of trial results summa-
ries is to ensure that the process is enacted in accordance
with the good practice principles and recommendations
RECAP developed. Given the call from stakeholders
for clinical implications to be present in the trial result
summaries, and a continued push to ensure clinical
trials translate into patient benefit, this item should be
considered as a core item of trial result summaries."
RECAP findings highlight a critical need to ensure trial
teams engage early with patient partners and partici-
pants to ensure the information they wish to receive is
shared accordingly and that expectations are managed
appropriately. While there was divergence in the priority
of providing a thank you message, given it is unlikely to
cause harm and was not deemed unimportant but rather
less important compared with other items, inclusion of a

thank you message should be considered. A repository of
good practice that demonstrates a range of ways in which
trial result summaries have been shared would be useful
to provide trial teams with exemplars and inspiration.
The question of what media to use to share results will
require input from participants and may require respon-
sive modes to meet diverse individual needs and prefer-
ences. Ensuring participant expectations are met at the
informed consent stage with regard to when (and how)
they can expect to receive, or request, trial result summa-
ries should be built into the trial planning.

As recognised by this work, and others, these improve-
ments in practice will depend not just on trial teams but
also on regulators, funders and journals to consider how
to ensure they come about. Preliminary steps such as: the
BM] requirement for authors to describe plans for sharing
findings with participants and other relevant commu-
nities (or declare they have none); and the HRA plans
to add lay summaries of research findings to individual
approved studies on their website and use the ethics
approval process to ask when and how participants will be
informed of results rather than if, are encouraging.

Further research is required to generate evidence on
how best to share trial results summaries with participants,
for example, through embedded evaluations (Studies
Within A Trial) of interventions. In-depth exploratory
studies of how best to share results in different contexts
also have a place to provide more in-depth understanding
of diverse participant experiences of receiving results.
Finally, gaining an understanding, both in practice and
in research, of whether the sharing of trial results is also
being done well is key. Metrics on the number of trials
producing Plain Language Summaries will provide useful
data, but we also need to understand whether these are
achieving desired objectives — which will be less easy to
quantify or assess routinely.

CONCLUSION

The RECAP guidance provides stakeholder-informed
recommendations to facilitate how best to disseminate
trial results to those who participated. Our research
suggests that results summaries for trial participants
should cover four core questions: (1) What question did
the trial set out to answer?; (2) What did the trial find?;
(3) What effect have the trial results had or how should
they change NHS/treatment? and (4) How can I find out
more? Trial teams should develop implementable plans,
resourced accordingly, for the sharing of trial results
summaries with trial participants. Patient partners and
trial participants should be consulted on how ‘best’ to
share key messages. The RECAP findings are a key first
step in realising this ambition by providing trial teams
with clear guidance on the core considerations of the
‘what, how, when and who’ of sharing results summaries.

Twitter Vikki Entwistle @entwistlev and Katie Gillies @GilliesKatie
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Supplementary Table 1. Stakeholder groups and approaches to recruitment.

Stakeholder group

Recruited through

Ethics committee members from NHS research

ethics committees

-Health Research Authority (HRA), UK

Trialists working in Clinical Trial Units (including

Trial Managers)

-UK Clinical Research Collaboration Clinical
Trials Units

-study team’s personal contacts

Sponsors (e.g. NHS, Academia, industry)

-NHS Research & Development Forum
-Association of Research Managers and

Administrators (ARMA)

Research Funders

-ARMA
-Direct contact to funders of Phase Ill pragmatic

trials in the UK

Participants from ongoing and recently

completed trials

-Eligible ongoing UK wide trials in The Centre
for Healthcare Randomised Trials (CHaRT),

University of Aberdeen

Members of the public

-SHARE

Regulators

-HRA

-National Institute for Health and Care
Excellence

- Medicines and Healthcare products

Regulatory Agency
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Supplementary Table 2. Q-methodology Concourse

Resource

Link

Statements from individuals on Health Talk talking about provision of trial results.

https://www.healthtalk.org/clinical-trials/feedback-of-trial-results

Center for Information and Study on Clinical Research Participation (CISCRP)

https://www.ciscrp.org/services/health-communication-services/trial-result-summaries/

Summaries of Clinical Trial Results for Laypersons Recommendations, version 2, 5
February 2018

Recommendations of the expert group on clinical trials for the implementation of
Regulation (EU) No 536/2014 on clinical trials on medicinal products for human use
-Annex 1 — Templates with example wording

https://ec.europa.eu/health/sites/default/files/files/eudralex/vol-
10/2017_01_26_summaries_of_ct_results_for_laypersons.pdf

EPF position: Clinical trial results — communication of the lay summary, 02/03/2015

https://www.eu-patient.eu/globalassets/policy/clinicaltrials/epf-lay-summary-position-
final_external.pdf

EPF’s response to the European Commission’s public consultation on the "Summary of
Clinical Trial Results for Laypersons”, August 2016

https://www.eu-patient.eu/globalassets/policy/clinicaltrials/epf-response-to-the-lay-summary-
public-consultation--august-2016.pdf

Summary of clinical trial results for laypersons — August 2016
Joint response from Cancer Research UK and the British Heart Foundation

https://ec.europa.eu/health/sites/default/files/files/clinicaltrials/2016_06_pc_guidelines/gl_3_r
esp_cancer_res_uk_british_heart_found.pdf

MRCT Center Return of Aggregate Results to Participants Guidance Document, version
3.1, 22 November 2017
-4.3 Essential Sections for Plain LanguageSummaries(PLS)

https://mrctcenter.org/wp-content/uploads/2017/12/2017-12-07-MRCT-Return-of-Aggregate-
Results-Guidance-Document-3.1.pdf

MRCT CenterReturn of Individual Results to Participants Recommendations Document,
version 1.2, 22 November 2017
-6.1WhatShould be Returned?

https://mrctcenter.org/wp-content/uploads/2017/12/2017-12-07-Return-of-Individual-Resullts-
Recommendations-Document-V-1.2.pdf

Draft FDA Guidance on Provisio nof Plain Language Summaries, 13/06/2017
Issued by: Center for Drug Evaluation and Research, Center for Biologics Evaluation and
Research, and Center for Devices and Radiological Health

https://mrctcenter.org/wp-content/uploads/2017/06/2017-06-13-MRCT-Draft-FDA-Guidance-
Return-of-Aggregate-Results.pdf

EFA response to the recommendations of the expert group on clinical trials on the
summary of results for laypersons: the perspective of patients with allergy, asthma, and
chronic obstructive pulmonary disease, June 2016

https://ec.europa.eu/health/sites/default/files/files/clinicaltrials/2016_06_pc_guidelines/gl_3_r
esp_efa.pdf

Summary of the responses to the public consultation on "summaries of clinical trial
results for laypersons" recommendations of the expert group on clinical trials for the
implementation of regulation (eu) no 536/2014 on clinical trials on medicinal products
for human use

https://ec.europa.eu/health/sites/default/files/files/clinicaltrials/2016_06_pc_guidelines/gl_3_s
ummary.pdf

REFLECTION PAPER --- EFPIA Guiding Principles on Layperson Summary EU Clinical Trials
Regulation 536/2014 — Annex V

https://www.efpia.eu/media/25661/reflection-paper-efpia-guiding-principles-on-layperson-
summary.pdf
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Supplementary Table 3. Q-sort vignettes

Vignettes for members of the public with and without trial experience

Imagine you have participated in a clinical trial. The trial was run in the real-life setting of the NHS (this is also called a
pragmatic effectiveness trial) and aimed to establish what would work under ‘normal’ conditions. In the trial two
treatments were compared. One group received the new treatment and another group received the treatment that the
new treatment was being compared to. You and the other participants were assigned to a group by chance and did not
know which group you were in.

1) The trial is now finished and the findings show that the new treatment was more effective than the treatment
it was being compared to.

What information would be important to you to include in the results provided to trial participants such as yourself?

Imagine you have participated in a clinical trial. The trial was run in the real-life setting of the NHS (this is also called a
pragmatic effectiveness trial) and aimed to establish what would work under ‘normal’ conditions. In the trial two
treatments were compared. One group received the new treatment and another group received the treatment that the
new treatment was being compared to. You and the other participants were assigned to a group by chance and did not
know which group you were in.

2) The trial is now finished and the findings show that the new treatment was as effective as the treatment it was
being compared to.

Imagine you have participated in a clinical trial. The trial was run in the real-life setting of the NHS (this is also called a
pragmatic effectiveness trial) and aimed to establish what would work under ‘normal’ conditions. In the trial two
treatments were compared. One group received the new treatment and another group received the treatment that the
new treatment was being compared to. You and the other participants were assigned to a group by chance and did not
know which group you were in.

3) The trial is now finished and the findings show that the new treatment was not as effective as the treatment it
was being compared to.

Vignettes for professionals (REC members, funders, sponsors, trialists etc.)

A clinical trial has been conducted. The trial was run in the real-life setting of the NHS (this is also called a pragmatic
effectiveness trial) and aimed to establish what would work under ‘normal’ conditions. In the trial two treatments were
compared. One group received the new treatment and another group received the treatment that the new treatment
was being compared to. Trial participants were assigned to a group by chance and did not know which group they were
in.

1) The trial is now finished and the findings show that the new treatment was more effective than the treatment it
was being compared to.

A clinical trial has been conducted. The trial was run in the real-life setting of the NHS (this is also called a pragmatic
effectiveness trial) and aimed to establish what would work under ‘normal’ conditions. In the trial two treatments were
compared. One group received the new treatment and another group received the treatment that the new treatment
was being compared to. Trial participants were assigned to a group by chance and did not know which group they were
in.

2) The trial is now finished and the findings show that the new treatment was as effective as the treatment it was
being compared to.

A clinical trial has been conducted. The trial was run in the real-life setting of the NHS (this is also called a pragmatic
effectiveness trial) and aimed to establish what would work under ‘normal’ conditions. In the trial two treatments were
compared. One group received the new treatment and another group received the treatment that the new treatment
was being compared to. Trial participants were assigned to a group by chance and did not know which group they were
in.
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3) The trial is now finished and the findings show that the new treatment was not as effective as the treatment it

was being compared to.

Supplementary Table 4. Per protocol stakeholder groups loading onto each factor.

Per protocol stakeholder group

Factor 1
Population
n =19 (60%)

Factor 2
Individual
n =13 (40%)

PPl members 1

Members of the public with clinical trial experience
REC members
Clinical trial funding bodies representatives

Sponsor representatives
Regulatory representatives

RN B OO O

CTU staff/trialists 5

4T

N O = U

0

T Participants may have been identified through funders or regulators but had role of PPI Partner within that organisation.

Supplementary Table 5. Content analysis of result summaries

#

Q-set item

Present (n/%)

O 00 N O U b~ W N P

I S ~ S S S N S
N oo A W N LB O

Trial identifier and full title

Topline overview of study results

Sponsor details

Declaration of conflict of interests

General information about the trial - administrative information
General information about the trial - scientific information
Characteristics of study population

Treatments being compared

What were the side-effects?

Primary outcome

Secondary outcomes

Statement whether results are applicable to a specific population
Issues that may affect the results of the trial

How the trial has contributed to research in the area

Future research - are there plans for long-term follow-up in this trial?
Future research - are there any new related or ongoing trials?

Additional information - who can | contact

12 (40%)
8 (27%)
8 (27%)
0 (0%)

17 (57%)

19 (63%)

13 (43%)

29 (97%)

14 (47%)

30 (100%)

25 (83%)

13 (43%)
0 (0%)

17 (57%)
5 (17%)
9 (30%)

19 (63%)
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18 Where can | find more information? 17 (57%)
19 Where can | find the full results of the trial? 15 (0%)
20 Individual results 0 (0%)
21 If relevant - unblinded information 1(3%)
22 Thank you message 26 (87%)
23 PPlinvolvement in the trial and its reporting 3 (10%)
24 Date this summary was produced 15 (50%)
25 A description of problems encountered/changes to initial trial plans 1(3%)
26 A statement that this summary was produced for participants of the trial 11 (37%)
27 Clinical implications of the results 13 (43%)
28 Where can | find a more detailed Plain English Summary? 1(3%)
Other items

i Funder 11 (37%)
ii  Cost 9 (30%)
iii  Content — questionnaire data 5(17%)
iv. What do these results mean for you 4 (13%)
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Supplementary Table 6. Focus group exemplar quotes to support themes

Theme Exemplar quotes

Experiences of current practice ‘....informing participants of results needs to be part of the plan early on doesn’t it because you know, if we can think about what
when sharing trial results journal we want to put it in and what conference we want to go to then we can think about how we’re going to actually engage with
summaries with participants the people that have made the study possible.”

‘I've worked in research for years in different diseases and we’ve never, ever been upfront about... | don’t think there’s any particular
collusion, I just don’t think it’s occurred to us to make you know, those robust processes or what happens when the trial is finished

and reported as we do when we’re consenting and treating.”

‘....a bit we talked about is that contracts end, trials end, the money ends, the person leaves and nobody’s there to do that and it just

doesn’t get handed over, whereas industry have got the luxury of probably a designated person that does’

‘but when you look at a lot of studies, not the commercial studies, when looked at the other studies, the academic studies, the ones
which are run by universities where the need is from universities, his or her employment is based on how many grants they get in
and how many journal articles they put out and how many journal articles are in high impact journals. They don’t get any points at
all for the number of, and forgive me if I’'m speaking out of turn because I’'m NHS...

R2 - No, it’s true.

FP - ... but they don’t get any additional points for having made sure all the registrations up to date, having made sure they’ve

published the protocol paper, having made sure every single participant has been engaged in receiving results. *

‘I mean I’m thinking with my funder hat on now, actually we give money for you know, people ask us for money and we give them
the money and then once that relationship’s stopped we stop caring because we have no contract, and we stop giving the money so

they won’t do the trial. Also another bit whereas if it was in from the beginning and actually maybe you don’t give a final payment
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until we’re really confident that you’ve done that piece of engagement then and | hate it, | hate to talk about leverage, but actually
sometimes you just have to...”

yes, as a drug study, there’s a legal imperative. For non-drug studies though, for device studies and other intervention studies, there
isn’t a legal imperative, although the HRA are bringing in some fairly strict guidance and the MIHR are now making it a requirement

that results are uploaded to open access registries within 24 months.’

‘It’s the thing that the university clinician with you in the study is being scored on. It’s not, how do you make sure every single one
of your patients has been engaged? How do you ensure every single one of your patients has been thanked? Have you made sure
that they’ve all received it? It’s, have you made sure your journal is in the New England Journal of Medicine? So there is something
about that cultural bit that we desperately need to address. Not in... as a nurse by background, | completely agree with the fact that

we do pander to... that side is frustrating and at the moment, unnecessarily *

‘I mean I’'ve done four trials okay, admittedly two of them are still ongoing, but on the other two | know they’re finished and I’'ve had
no feedback whatsoever as to what’s happened.’
‘but it’s not necessarily going to help you as a patient but you will be helping the future generations. Well if we’re going to sign up

for this and help future generations, why are we forgotten about?’

‘So unless you’re actually building your comms into the design of your study, then it’s not going to help because you’re not going to

employ the hours to allow somebody within the research team to do it as a valid part of the obligation to do research.’

What methods should trial teams ‘.....a decent comms plan should be costed into a study so the funders have an obligation to fund that aspect, and it should be properly
use to share results with trial planned and again appropriate to the group.’
participants?
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‘The word that keeps on popping up throughout that I’'ve underlined is “personalised” and “personal”. Also, asking people what they
want to be told and how they want to be told it, you know, actually one size does not and will not ever fit all. This mixed messages,

sort of layered approach seems to be a repeated theme throughout what we’ve been discussing.’

‘It’s going to depend on what the research is. If the research is for multi-centre trials, for dangerous drugs or fatal conditions, it’s
terribly different to people whether a behaviour therapy is going to help depression. And if you’re talking about quite specific physical
things like, “Do drugs work?” it’s very different to a questionnaire surveys about people’s attitudes. And | think that the different

modes that you put up there would be appropriate to different methods of research.’

‘A lot of people are not computer literate, especially the older generation. | mean | could take you down to Cornwall and the amount

of people who say, “Well | haven’t got a computer”.’

‘we’ve certainly had that at our trust when we do the Parkinson’s study and the patients had to invest very, very heavily in this study
because they had to have surgery and then the drug didn’t work and how... breaking that news to people, some of whom genuinely
felt they had benefited. So there was this disparity between how individuals find the trial results, that was a really difficult

conversation for the chief investigator to have. *

‘I know we’re talking ideal world, but | have spoken to people in clinical trials and what | — this is very controversial, but what | really
want to do is be able to talk to other people who’ve been in the same position. What they wanted was a support group.

So like a forum?

A peer support group. Yes. | know that comes up with sorts of problems with confidentiality and god knows what else, but people
are really keen on... | never thought about it, but | thought, yes, it might answer some of the questions and also make us all feel part

of it...”
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When should results summaries be ‘They should have the opportunity to have the information, and if they don’t want it at that moment, they should be told that they

shared with trial participants? can ask for it when they’re ready’

‘But also, just looking at the second part of when you ask people what it is they want to find out about, you’ve got to consider that
not everybody manages to complete a trial. That might not be because of an adverse effect, that might be because something else
happens and they have to withdraw. They could be really disappointed that they’ve had to withdraw, but they would still be really
interested in knowing when it’s complete, when the analysis is being done, when the findings available. So, from the point of view
of asking them, you’ve got to ask that at the beginning because you might not be happy....| would go further, | say you should ask at
the beginning and then you should also ask when they’ve finished their research visits. Whether that’s because they want to come
off whatever, or because they’ve finished or whatever. | think the last conversation you should have should be, “So at the beginning

you wanted to know X, Y, Z, is that still the case?””

‘we kind of came up with the expectations and initial consent to receiving information right at the start of the study, but then also
repeating at the end of your involvement, whether that’s imminently because the results are about to come out or actually... my

involvement in the study is finished now but we actually know it’s going to go on for another five years. So, that last contact...”

‘All that’s got to become more visible, so why wouldn’t we actually put a kind of data sharing focus on studies right from the
beginning, it’s my data, this study has been successful because you used information about me and | gave you my permission to use

it, and now that you’ve used it, you’ve got your answer, I’'m the first person | should know.’

‘We try to ensure that the information for the participants is ready to be released at the same time, and yes, we’ve not been able to
do that by hand. And | don’t know many journals that will let you change that. It’s also some people get questioned from, sorry,
particularly if it’s a results that the whole institution thinks is important, you get more pressure from relations and marketing to

actually have a wider audience which you don’t need to send(?) off(?) control, in a way. You can give the information that you think
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is appropriate, but how, say newspapers, and other media outlets, beyond that, it’s completely beyond your dynamics(?) in a way
that it’s not helpful. | don’t know how to word it.
F1 — And the embargo is usually placed by the journal, but do you think as well that maybe we need to be talking to funders

about...and journals?

‘| think the researchers want it out as soon as they can as well. | guess the question is really, whether... if you’re unlucky enough to
go through nine journals or what-have-you, then when should you tell patients? Should you tell patients when you hit the registry

deadline or should patients hear about it before it goes public? *

‘Let’s say it goes to peer review, you’ve submitted your manuscript, at that point you then work with your patient group to think

about how can we translate this into a meaningful message to those who participated. And then we try to line it up so that, when
we know that, you know, on the 12th August that the paper is going to be published, that on the 12th August, and if we can, we’ve

let people know, on the 12th August, we’re going to let you know what the results are, and we can send them a link to the journal

as well, but that however we decide to send it.”

‘FP — But practically, | don’t think you can ever get... you can’t give a patient a result as soon as they finish, and that should be fully
transparent at the beginning that you’re going to get the results when everyone has finished. Whether that’s five years, ten years,
whatever it is.

FP — Yeah, you should have that understanding, before this timeline. But yeah, you should acknowledge your participation and say,
“We anticipate the final patient completing in 20 months’ time,” and then you should write to them again and say, “Everyone has

finished, we’re now back towards analysis,” then say when the analysis is complete, so you have constant information’.
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transparent”, “personalised”, “considered”, you know, all those sort of things. It kind of comes back to that really, doesn’t it? So
you might say, “Results are ready, this is a thank-you letter to everybody to say the results are ready,” but the personalised bit might
have to come... “We might send you something more personalised because we only have this timeframe...”
FP—So we’ll actually sometimes do it the other way around. We generally might have unblinded the trial sooner because the analysis
is being formed, so we’ll know who was on A or B or placebo, and we can tell the patients that and we can say, “This trial is being
analysed, the results will be here on this day,” or whatever. Then we’re doing the personal bit as soon as we can in terms of telling

people.’

‘FP — So, personalised, meaning individual results? So results just for the person?

MP — Yes, some personal indicator. | can see an argument where you clinically are a clinician, it might be more personal but it’s after
the global bit. You hear them say, “This drug can do X, Y and Z,” and then you say, “This is what it did to you.

FP - We informed them by asking their... because it was easier to manage. And usually they had a research nurse, and because it
was a specialist oncology centre, they were specialists and there were other support people there that would be able to talk to them.

So for the ones that were on the drug that wasn’t quite as effective, they were told personally before the press release came out.”

‘When you sign an information sheet, you often say, “l won’t go blabbing about this trial to the world,” so why can’t you just say, “I
won’t reveal...” and again, if it was your individual results, it’s not going to affect the publication or results if you tell the individual.

As | say, we often tell people if they were on A or B earlier, then we tell them the trial results.’

‘Once you know that you absolutely know what you think you know! You don’t want to tell people the wrong thing because that’s

not entirely helpful. *
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‘so if you’re actually able to reassure us at the beginning of a study that we’re going to collect your personal health information,
we’re going to use it for this particular reason, and at the earliest opportunity we will tell you what we’ve found out, that must be a

good principle, you know? The earliest opportunity would be around, is it safe to give the patient community this information now?*

What else should trial teams

consider when sharing results

‘think what’s really interesting is there seems to be two places where the buck is stopping: the local level and then the sponsor level.
So every single research trial has to have a sponsor, they are the people, the chief investigators who take the responsibility for the
entire trial. Although they may not know the participants as individuals, the responsibility still falls there. What we’re talking about
here is a lot of this is all about your local level, so should there be another level, another back-up level, which is beyond what you get
at your personal site, there should be something that the sponsor site is providing that supports you through this. Is there something
that maybe isn’t quite as personalised or someone you could go and talk to that should be provided by... they’ll always be there
because they’re writing up the results, they’re not just going to disappear, whereas nurses, of course, as you said, funding... they

move on, the structures change. Is there something we could identify, like a golden rule telephone number, or something like that?’

How do we know we have done it

well?

‘Would you take part in research more because of the information you received? | think that’s the crux of it, we’re trying to create a

community that is a research community and this is the end of it.. *
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