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ABSTRACT

Objectives Standardised reporting of patient and public
involvement (PPI) in research studies is needed to facilitate
learning about how to achieve effective PPI. The aim of
this evaluation was to explore the impact of PPl in a large
UK study, the Life After Prostate Cancer Diagnosis (LAPCD)
study, and to explore the facilitators and challenges
experienced.

Design Mixed-methods study using an online survey and
semistructured interviews. Survey and topic guide were
informed by systematic review evidence of the impact

of PPI and by realist evaluation. Descriptive analysis

of survey data and thematic analysis of interview data
were conducted. Results are reported using the GRIPP2
(Guidance for Reporting Involvement of Patients and the
Public, Version 2) reporting guidelines.

Setting LAPCD study, a UK-wide patient-reported
outcome study.

Participants User Advisory Group (UAG) members (n=9)
and researchers (n=29) from the LAPCD study.

Results Impact was greatest on improving survey design
and topic guides for interviews, enhancing clarity of
patient-facing materials, informing best practices around
data collection and ensuring steering group meetings
were grounded in what is important to the patient. Further
impacts included ensuring patient-focused dissemination
of study findings at conference presentations and in lay
summaries.

Facilitating context factors included clear aims, time to
contribute, confidence to contribute, and feeling valued
and supported by researchers and other UAG members.
Facilitating mechanisms included embedding the UAG
within the study as a separate workstream, allocating time
and resources to the UAG reflecting the value of input, and
putting in place clear communication channels. Hindering
factors included time commitment, geographical distance,
and lack of standardised feedback mechanisms.
Conclusion Including PPI as an integral component of
the LAPCD study and providing the right context and
mechanisms for involving the UAG helped maximise the
programme’s effectiveness and impact.

BACKGROUND
Patient and public involvement (PPI) has the
potential to increase the quality and relevance

2 Fiona Matley,? Hugh Butcher,?® John Keenan,*
2 Penny Wright,®> Anna Gavin,* Adam W Glaser®

STRENGTHS AND LIMITATIONS OF THIS STUDY

= This paper provides an example of reporting pa-
tient and public involvement (PPI) using the Equator
Guidelines for Reporting of PPl (Guidance for
Reporting Involvement of Patients and the Public,
Version 2; GRIPP2).

= The survey and topic guide have been informed
by evidence on the impact of PPl and by realist
evaluation.

= The paper provides the views and experiences of
both patient representatives and a varied sample
of researchers involved in the Life After Prostate
Cancer Diagnosis (LAPCD) study.

= A convenience sample of both patient representa-
tives and researchers was used, so results may not
be generalisable.

= The survey was limited to only those who were in-
volved in this study, and therefore small numbers
are reported.

of healthcare research. Systematic reviews of
the impacts of PPI on healthcare research
have been published.l_?’ However, a lack of
in-depth and accurate reporting of PPI has
been recognised as a limitation in reaching
evidence-based guidance on the most appro-
priate methods to use for successful involve-
ment. Guidelines for the reporting of patient
and public involvement in research (Guid-
ance for Reporting Involvement of Patients
and the Public, Version 2; GRIPP2) have been
developed to help standardise the reporting
of PPI and advance the evidence base.”
Frameworks and models have attempted
to identify factors that influence impact. The
Research with Patientand Public Involvement:
a Realistic evaluation (RAPPORT) study used
realist evaluation drawing on Normalisation
Process Theory to understand how far PPI
was embedded within healthcare research
in six areas: diabetes mellitus, arthritis, cystic
fibrosis, dementia, public health and learning
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NB: Workstreams described in Downing et al 2016 BMJ Open
Figure 1

disabilities.” ® They reported a context-mechanism-
outcome model and suggested that six salient actions
are required for effective PPI: a clear purpose, role and
structure for PPI; ensuring diversity; whole research team
engagement with PPI; mutual understanding and trust
between the researchers and lay representatives; ensuring
opportunities for PPI throughout the research process;
and reflecting on, appraising and evaluating PPI within
a research study. More recently, the Public Involvement
Impact Assessment Framework (PiiAF) has been devel-
oped.7 The main elements that influence public involve-
ment in research and the impact this involvement can
have are identified in PiiAF: the approaches (way in
which members of the public are involved in the study),
the values (values associated with public involvement by
members of the research team), the focus of the research
and the study design and practical issues including human
and material resources.

This paper reports an evaluation of the impact of PP in
the Life After Prostate Cancer Diagnosis (LAPCD) study,
alarge UK-wide study of men living with and beyond pros-
tate cancer® using the GRIPP2 guidelines.* The LAPCD
study aimed to explore the impact of prostate cancer
on men’s health and well-being, using a self-completion
survey (n=35823) and in-depth telephone interviews
(n=119), to inform future service delivery and policy
development. The LAPCD study had six workstreams
and adopted the novel approach of dedicating one work-
stream to PPI (figure 1).

A user advisory group (UAG) was established to lead
this workstream and was integrated into the research
programme from the outset. The UAG, including the
Chair, comprised seven men from different parts of the
UK who had experienced different stages of prostate
cancer and experienced different treatments, and two
representatives from Prostate Cancer UK. Each UAG
meeting was attended by two researchers. Each work-
stream lead worked with the Chair of the UAG to develop
a plan of how the UAG group would be involved. The
Chair then discussed this plan with the UAG group
before confirming the programme of work. The level and
nature of the UAG involvement was different for each
workstream. For example, it was easier to plan involve-
ment in developing patient-facing materials or in aiding
the qualitative analysis, but more difficult within the
statistical analysis of the survey data or health economic
data. In formulating their mode of operation, members
of the UAG drew from earlier research findings from
patient and public views on the impact of PPI in health

Workstreams (WS) in the Life After Prostate Cancer Diagnosis (LAPCD) study.

research and followed the methods of Crocker et al.’ The
study set out six different types of impactful contributors
for a user advisory group including the ‘expert in lived
experience’, the ‘creative outsider’, the ‘free challenger’,
the ‘bridger’, the ‘motivator’ and the ‘passive presence’,
and reported the importance of PPI contributors should
be involved as equal partners.

The primary purpose of PPI in the LAPCD study was
to ensure that the research was conducted and dissem-
inated in ways useful to patients and the public and to
ensure that the purpose and aims of the research were
clearly understood by the patients, so that participation
was facilitated. The UAG members sought to add value to
the LAPCD research by offering a perspective that drew
on their lived experience, both as a patient with cancer
and as a patient advocate and volunteer support worker.
The definition of PPI used in LAPCD was ‘research being
carried out ‘with’ or ‘by’ members of the public, rather
than ‘to’, ‘about’ or ‘for’ them’.!*

The evaluation of PPI aimed to assess the ‘value added’
or impact of the UAG on LAPCD study and to explore the
facilitating and hindering factors experienced.

METHODS

Sample

The sample for this retrospective evaluation included
all members of the UAG (described earlier) and the
research team. The research team included clinical and
non-clinical health service researchers of all grades from
immediate postgraduate to senior team leaders, disci-
plines covered included statisticians, health economists,
social scientists, qualitative researchers and clinicians
with medical and surgical backgrounds.

Realist evaluation ‘theory of change’

This evaluation was informed by realist evaluation.
Realist evaluation seeks to find the contextual conditions
that make interventions effective therefore developing
lessons about how they produce outcomes to inform
policy decisions. Tilley outlined three investigative areas
that need to be addressed when evaluating the impact of
an intervention: whatis the mechanism or process needed
to produce the outcome, what is the context or environ-
mental factors needed to produce particular outcomes
and the outcome pattern, that is, what are the practical
effects produced by causal mechanisms being triggered
in a given context?® This informed the development of a
‘theory of change’ model (figure 2).
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Figure 2: Theory of Change Model
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Figure 2 Theory of change model.

Design
Based on previous systematic literature reviews describing
the impact of PPI on research' 21 and informed by realist
evaluation® (see figure 1), an online survey was developed
in collaboration with the UAG to explore both the UAG
and researchers’ views on the impact that the UAG had on
the LAPCD study. To enable a more in-depth evaluation
of PPI, two authors (ZD and ]JB) developed an interview
topic guide alongside the UAG. Semistructured tele-
phone interviews were conducted with both researchers
and UAG members following this topic guide. The
surveys were piloted, and the interview topic guides were
reviewed by three academics and three patient represen-
tatives with prostate cancer. Minor changes to the wording
of the documents were made because of this process.
Alink to the online survey was emailed to all researchers
(n=29) and UAG members (n=9 including Prostate
Cancer UK members. All responses were anonymous.
The survey included questions on their definition of PPI,
level of user contribution to different parts of the study,
how user involvement was supported, what hindered
user involvement and personal benefits to both the users
and researchers. Two open questions were asked to both
the users and the researchers, the first to provide three
examples of how the UAG added value to the study, and
the second how the method of user involvement could
be modified to gain an even greater impact. The ques-
tionnaire took approximately 15min to complete. Survey
results were reported using descriptive statistics.

Semistructured telephone interviews were conducted
with all participants who agreed to be interviewed.
Interviews were conducted by ZD, an experienced qual-
itative researcher. Participants were asked to reflect on
the contexts, environment, processes and mechanisms
that influenced PPI impact, both positive (facilitating)
and negative (hindering). They were asked to describe
how they perceived the impacts of PPI on the study. The
interviews were transcribed and inductive and deductive
analyses were conducted following Braun and Clarkes
(2006) six-step approach to thematic analysis.'* This
started with the familiarisation with the data by reading
and re-reading the transcripts, followed by the genera-
tion of initial codes. Five initial transcripts were inde-
pendently coded and then discussed within the research
team and UAG, before coding the rest of the transcripts.
After coding, ZD searched for themes by examining the
codes and how some of them clearly fitted together into
a theme. The themes with relevant quotes were then
sent to the UAG for discussion. The UAG either agreed
that the quotes fitted the theme that ZD had developed,
suggested that specific quotes would fit better with one
of the other themes ZD had developed or decided that
certain quotes did not fit with any of the existing themes,
suggesting a new theme. ZD and the UAG had several
discussions and reflections on the themes, then a final
decision about the themes was decided on by ZD and
the authors. Finally, we reviewed the themes and defined
the themes before writing up a first draft of the analysis.
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Results are reported according to the GRIPP2 reporting
guidelines.*

Ethics approval

This study involves human participants and was approved
by Oxford Brookes University Research Ethics Committee
(ref Brett 22019). All participants provided informed
consent.

Consent for the survey was completed on the initial
page, and participants had to complete this consent
process to gain access to the survey. Survey responses were
anonymous. Consent for the interviews was recorded
verbally just before the telephone interviews. This was
recoded separately to the interview recording.

Patient and public involvement
Patients with prostate cancer and Prostate Cancer UK
were involved in the design of the study, development

of all participant facing materials used, development of
survey and topic guide, analysis of qualitative data and
write up of paper.

RESULTS

The survey was completed by 79% (n=23/29) of the
researchers and 100% (n=9/9) of the service users. Inter-
views were conducted with 7 UAG members, 2 representa-
tives from Prostate Cancer UK and 14 researchers. Results
are ordered by facilitating and hindering context factors
of PPI; facilitating and hindering mechanisms of PPI
and impacts of PPI on research, researchers and service
users. Selected, illustrative quotes from the interviews are
reported in tables 1-3 under the same headings as the
Results section.

Table 1

Facilitating and hindering contexts: illustrative quotes from interviews with researchers and service users

Context
(environmental) factors Researchers (R) and service users (U)

Facilitating context
factors

Diverse patient
representatives with
good leadership

“It’s very important to have the right sort of Chair and the right group of people because ... one of the things that
| found with this group is that individually we’ve got on and that does make a lot of difference. We all come from
different backgrounds, different parts of the country and we all seem to gel as a group” (U4)

“[The Chair] was absolutely a central point and ... it’s important to have that - somebody who is able to facilitate and
involve others, not just himself, from a wider group” (R7)

“We were very diverse in our way with different issues and different problems and different perspectives but maybe
we were lucky but we operated brilliantly as a group...The dynamics were very good. We had a good team and |

think that is absolutely critical.” (U2)

“So it’s like any other research team you are putting together...[the UAG] needs the right background and
experience, it helps if they’ve got communication skills and then obviously to come from a professional background
that helps but it also hinders in a way because you’re not going to get the full experience of people who are not
professionals and of course that’s a large proportion of the population” (R7)

Feeling confident to get “I think we all had a certain background — we were used to big meetings and didn’t find it intimidating” (U3)

involved

Feeling included in
communications and

discussions and valued” (U5)

“Right from day one I felt | was involved and included and | attended the first meeting where everyone attended at
[city] and | received a very warm welcome. People came and introduced themselves to me and | just felt welcomed

“One [way of approaching the UAG] was at the formal meetings. Then in between times if we had specific things ...
| would contact [the Chair], then he would disseminate it round to the other men ... That was helpful ... he was the
central point of contact and that worked very well ... it’s less confusing if you have a point of contact” (R8)

Hindering context
factors

Time taken to be

involved thought | would” (U2)

“There’s a darn sight more work in this that | thought, that’s the one thing - | became a lot more involved than | ever

“If I had a document to go through | could take two/threedays. Whatever it took to go through it” (U4)

“there was a huge commitment over and above, you know, the resources, you couldn’t have recompensed people

for what they were doing — (R3)

“| think one of the difficulties is that all the other members of the research team are full time researchers and working
on the project and it’s quite difficult [with the UAG] - you feel quite conscious that you are taking up someone else’s
time when they could be doing something else” (R1)

Lack of knowledge of

“Obviously, they deal with the stats, they deal with the technicalities, they deal with that stuff but | thought

some areas of research sometimes, you know, hold on a second, this is about improving the life of men after prostate cancer” (U2)
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Table 2 Facilitating and hindering mechanisms: illustrative quotes from interviews with researchers and service users

Mechanisms (processes)

Facilitating mechanisms

Embedding the UAG from
the start

Clear aims and guidelines

Need for training

Overcoming different ways
of working

Time and resources

Communication channels
and feedback mechanisms

UAG, User Advisory Group.

“They were embedded from the start so it just kind of became second nature almost. So in terms of every time
we have one of our monthly investigator meetings, there is always a section on the agenda for an update from
the user advisory group and every time if we’re writing a paper we’ve always involved [the Chair] as a co-author
because he’s a co-investigator on the study. So it’s just sort of always been there. (R4)

“We weren't just bolstered on we were embedded and that was great but we weren’t embedded early enough to
have a full influence or attempt to make an influence [on the protocol] to make suggestions and so on and so forth
that might have been quite useful.” (U1)

“We put together Terms of Reference for ourselves and discussed that ...[and], we developed a good practice
guide to managing things online and how we were going to follow things up and so on and so forth. Yes, there
was quite a lot of grounding and stuff and how we are going to work on this etc and | think that was time well
spent actually” (U1)

“| suppose it’s being clear at the outset if you take for example a qualitative strand how involved are the users
going to be ... mapped that out a little bit more clearly” (R6)

“l think the general consensus on our part of the users group was that we felt it was quite important what we had
contributed, in as much as it gave them a baseline to work from so they weren’t just making up questions that
they thought were important rather than questions from people who had been involved ... unless you’ve got input
from people who’ve actually been through the process, you can sometimes end up missing some of the points”
(U3)

“l think maybe the staff, certainly in our stream, could have had a oneday workshop on user involvement ... | don’t
think my team at least knew how to deal with the UAG” (R5)

“it’s sometimes hard to marry up how the users think about it and how we as researchers think about it”(R4)

“So | know that there were sometimes some very strong views from [the UAG] ... but | think we did reach common
ground in the end and it’s all generally very healthy to have those discussions (R12)

“l did an economics degree, OK it was years ago. But | just couldn’t follow it [statistical discussion] and a lot of
other people-you look across the table and their eyes would be glazed over.” (U1)

“... so there were honorarium which I’'m grateful for so we weren’t employees or anything like that but there was a
gesture or token whatever you’d like to call it to say you are giving up your time and your thinking and so on and
so forth so we are going to be rewarded for it so that was good” (U1)

“It’s important that it’s properly resourced otherwise you get to an absolutely unacceptable balance where
you have professionals who are being paid ... then you have users who are working very hard on something
sometimes making a difference who are not” (R11)

“I've had emails from some of the other members [of the UAG] but mainly with the Chair. He’s really really good
and really responsive and always gives detailed thoughtful comments on the work so yes, it is really helpful” (R2)

“One [way of approaching the UAG] was at the formal meetings. Then in between times if we had specific things
...  would contact [the Chair], then he would disseminate it round to the other men ... That was helpful ... he was
the central point of contact and that worked very well .... it'’s less confusing if you have a point of contact” (R8)

“We’d thank them but we probably didn’t give enough as to how we would incorporate what they had done” (R5)
“l think feedback was pretty good but | think it could have been better. | think it could have been built in as kind of

a requirement in a sense [...] Give us a bit of feedback and maybe how we could do it differently next time etc ...”
(U1)

Impacts on the study and on the researchers and UAG
are also summarised in figure 2, a ‘theory of change’
model developed by HB. The results are summarised in
figure 3.

Facilitating and hindering context factors

The primary facilitating context factors reported by
the UAG included feeling they had a clear role (a lot
100%, n=9) and an agreed set of aims and principles (a
lot 78%, n=7), having enough time to contribute (a lot

100%, n=9) and feeling confident in contributing (a lot
75%, n=6). They felt valued (100%, n=9) and supported
by the researchers (a lot 89% n=8, somewhat 11% n=1),
and supported by the other UAG members (100%, n=9).
All the users felt included in the study communications
and discussions (100%, n=9). Minor hindering context
factors included geographical distance between the UAG
members and the research team (mainly based in Belfast,
Leeds, Oxford and Southampton) and therefore travelling
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Table 3
users

Impacts on research, researchers and service users: illustrative quotes from interviews with researchers and service

Quotes

Impacts on
research

Impacts of
service users

Impacts on

“There is no doubt we added a completely different dimension to the review. | mean they’re brilliant academics obviously,
and in their own field they’re absolutely brilliant but | think we brought them down to ground sometimes ... | think we brought
them down by saying ‘don’t forget what this is about’. (U2)

“They’ve been involved in so many different aspects of it, in terms of giving feedback on results, and | know they have done a
lot of stuff on the qualitative work streams [...] identifying themes and going through comments. | think, just making sure that
what we’re producing is actually relevant to men is the main thing.” (R4)

“They have been involved in lots of parts ... putting the questionnaires together ... topic guides for the interviews ... general
feedback on what was coming out [from the transcripts]. They’ve had input on papers, meetings, presentations, all that sort of
thing. And | think what they’ve been really good at is driving on the dissemination side of things and making sure the findings
make a difference. They’ve been very active on that and made it clear that that’s an expectation from them” (R6)

“All I can say is if [the UAG] hadn’t been here the study would have been ... much thinner, less thoughtful exploration and |
think they have added a dimension to it, added a richness to it” (R8)

“It was very well run. | was very impressed. | have nothing to compare it with but | thought it was extremely well run, well
organised, well thought out and beneficial in terms of producing the result that it was intended to. | learnt a lot from it which |
will take back to my workplace” (U5)

“Yes, | would be quite happy to do it again, | enjoyed it and | would do it without expecting anything for it” (U5)

“l think definitely it's something I’ll try and bring in more in future studies | think [...] | think for big studies, definitely. Big
studies with lots of different kind of aspects of the things we are looking at” (R2)

“It was good speaking to people. For example, the user advisory group - each one of us had prostate cancer and it was good
talking to professionals and it was actually quite strange because after about three or 4 months everybody forgot that we had
prostate cancer which was absolutely brilliant. So that in itself was good. | found it fairly cathartic the whole thing”. (U2)

“You are always at risk of a certain type of tokenism with patient engagement activities and on this occasion there wasn’t any.

researchers
(R11)

It was a very real and productive way of adding value to the project as a whole | thought. It made it more ‘real’ to all of us”

“Just meeting different people, different perspectives - yeah | think it’s great actually” (R6)

inconvenience and lack of knowledge to contribute to
certain areas of the research.

The facilitating context factors from the researchers’
perspective were involving the service users early enough
(definitely 86%, n=18) and fully enough (definitely 70%,
n=16), clear aims of PPI in the activity (definitely 57%,
n=13), feeling well supported by research colleagues in
the PPI activities (definitely 75%, n=17) and having good
relationships with the UAG members (definitely 68%,
n=15). Minor hindering factors included not having
enough time to fully involve the UAG, not having suffi-
cient knowledge of how to involve them, and ‘worries
about taking up the time of UAG members’. Researchers
felt they included the UAG in communications about the
study (definitely 45%, n=10).

In the interviews, both the UAG members and
researchers felt PPI in the LAPCD study was well struc-
tured and benefited from strong leadership, and a
committed group of members, who were keen to be
proactively involved in the study. A positive group’s
dynamic and diverse range of experiences and perspec-
tives was also beneficial to how the UAG was able to
operate and contribute to various aspects of the study.
This included members’ own experiences of cancer
but also experiences gained from their involvement
in support groups for other men with prostate cancer.

The involvement of a representative from the Black
and Minority Ethnic (BME) community was noted
as a particular strength, although it was also acknowl-
edged that this benefit could have been used better by
greater efforts to tap into the wider network of this BME
member to gain a greater understanding of the issues of
this population.

The previous experience, professional backgrounds
and prior knowledge of UAG members were seen as an
important facilitator for their individual involvement
including familiarity with the various tasks involved and
their general confidence within the UAG during meet-
ings and conferences with the academics. However,
this was also seen as a potential limitation, with a need
for more cultural and socioeconomic diversity. It was
acknowledged that recruitment of such a diverse group is
difficult and that while hearing the representative voice is
important, lack of confidence and skills to contribute may
be a barrier to involvement. Consultation with a wider
patient representative group was suggested as a possible
solution.

While previous experience of PPI among the
researchers was variable, PPI was generally viewed as a
valuable component of research studies, and researchers
were open to the involvement and potential impact of the
UAG on the LAPCD study.
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Facilitating Factors

Hindering Factors

Facilitating Contexts

Clear roles of UAG

Agreed aims and principles of PPI

Strong leadership of UAG

Provided with enough time for UAG to contribute » ‘
UAG feeling confident in their contributions

UAG feeling valued and supported by researchers

UAG feel included in communication and discussions about the research
Involving UAG early enough

Involving UAG fully enough

Hindering Contexts

Geographical distance between academic research team and UAG
members (inconvenience of travelling)

Lack of knowledge to contribute in certain area of research (e.g. health
economics)

Researchers do not have enough time to fully involve UAG members
Researchers concerned about taking up too much time of UAG
members

Difficulties including wider representation of prostate cancer population
(e.g. different cultural background, lower socio-economic background)

Facilitating Mechanisms (Processes)

Embedding UAG within the study as a separate work-package

Developing clear documentation such as Terms of Reference ‘ ‘
Allocating time and resources to UAG

Putting clear communication channels in place

Involvement of UAG in team meetings

Social activities such as dinner or drinks after meetings fostered strong
relationships between UAG and academic research team

Hindering Mechanisms (Processes)

Lack of training for UAG members around getting involved in research
Lack of training for academic researchers of how to involve service users

m

Impacts on Research

Improved study design

Enhanced clarity of patient facing materials

Input into aspects of ethics application (e.g. burden on
participants, stress of completing survey or interview)
Steering group meeting grounded in what is important to
patients

Bring patient focus to dissemination (e.g conference
presentations, lay summaries for papers)

Gaining confidence

Personal Impacts on UAG members
Sense of helping others
Enjoying the camaraderie

Sharing experiential knowledge to help other
men with prostate cancer

Personal impacts on Researchers

Greater understanding and insight into what it is like to
have prostate cancer

Gaining a rapport with UAG members

Gaining knowledge of how best to involve service
users in research

Benefits of additional support from the UAG members
UAG members helped ‘make it real’

Figure 3 Summary of results. UAG, User Advisory Group.

Researchers acknowledged that involving the UAG
could take extra time and that occasionally external dead-
lines hindered engagement. Researchers voiced concerns
over taking up too much of the UAG member’s time,
recognising that they had volunteered to be a part of the
study team even though they were offered a small hono-
rarium for their time. Members of the UAG reported
that being involved in the project required a significant
time commitment, but they were willing to take on this
commitment and took their role seriously. The availability
of an honorarium was an important signal to the UAG
that their commitment was valued, although the UAG
members did not expect payment for their time and were
just happy for their out-of-pocket expenses to be paid.
Clear and open communication of key concepts and tasks
were seen as a key process for positive involvement. Some
workstreams, such as the health economic workstream,
were more difficult to understand and sometimes it was
difficult for the UAG member to understand the jargon.

Having the UAG Chair as the main point of contact
with researchers functioned well. Communication with
the UAG appeared to be regular and integrated into the
existing communication channels set up for the project.

Facilitating and hindering mechanisms

Various mechanisms that helped foster and support the
integration and engagement of the UAG within the study
were identified, including embedding the UAG within
the study as a separate workstream package, involving the
UAG in study meetings, developing clear documentation

such as a term of references at an early stage, allocating
time and resources to the UAG, and putting in place clear
communication channels and feedback mechanisms.
The interview data revealed that both the researchers
and the UAG members agreed that embedding the UAG
into the study through a dedicated workstream for PPI
was a particular strength of the approach adopted. A key
element of this was involving the UAG in regular study
team meetings, which both facilitated involvement and
helped to build relationships. By integrating PPI into the
study in this way, the UAG were seen and treated by many
researchers as equal contributors to the research process.
Moreover, the involvement of a group of patient repre-
sentatives rather than just one or two allowed for consis-
tency and stability in PPI throughout the life of the study.
Social activities, such as going for dinner or drinks
outside of more formal research activities, fostered rela-
tionships between the research teams and members
of the UAG and were seen as important to facilitating
engagement within the project. The development of
clear documentation such as their terms of reference,
both internally within the UAG and with regard to the
UAG’s involvement in the research tasks, was seen as
an important facilitator of effective PPI in the study.
However, the provision of researcher training on how to
best engage patients and the public was seen as a possible
area of improvement within the approach. The UAG
members reported training in certain research areas may
have been useful to enable greater involvement in some
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areas of the research study, such as a basic understanding
of health economics.

UAG members commented that the priorities of the
researchers sometimes lost their patient focus, and it
was the role of the UAG to bring this back. Researchers
recognised that sometimes there was a mismatch between
their focus and the focus of the UAG. However, the UAG
were seen as on an equal playing ground to researchers
and they worked together to overcome any difference
of opinion. Furthermore, members of the academic
research team recognised that their feedback mecha-
nisms to UAG members could have been better. At times,
their understanding of the impact of their contributions
appeared to be implicit, as opposed to being the result of
specific, formal feedback sessions. When direct feedback,
whether formal or informal, was given, this appeared to
be highly valued by UAG members.

Impact on research, researchers and service users

Both the UAG and the researchers reported the greatest
impacts of PPI were on the improved survey design and
topic guide, enhanced clarity of patient-facing materials,
input into the likely stress and burden on the partici-
pants in the ethics application, ensuring the steering
group meetings were grounded in what was important to
patients and assisting with the dissemination of results of
the study through papers and at conferences. The least
impact of the PPI group was on data analysis methods,
recruitment of participants and dissemination of results
to participating hospital trusts.

In the survey, UAG members reported personal benefits
from the PPI that included a ‘sense of helping others’ (a
lot=100, n=8), enjoying the camaraderie (a lot=100, n=8),
gaining confidence (a lot=75%, n=6; somewhat=25%,
n=2) and sharing experiential knowledge to inform
better services for men with prostate cancer (a lot=86%,
n=6; somewhat=14%, n=1).

Researchers reported personal benefits including
having a greater understanding and insight into what
it is like to have prostate cancer as service users shared
valuable experiential knowledge (definitely=86%, n=19;
somewhat=14%, n=3), gaining a rapport with the UAG
(definitely 81% n=18, somewhat 18% n=4), gaining
knowledge of how to engage service users in research
(definitely=67%, n=14; somewhat=33%, n=7), benefiting
from the additional support UAG members provided
in the research process (definitely=71%, n=15; some-
what=29%, n=6) and making the study feel ‘real’ to them
(definitely=57%, n=12; somewhat=43%, n=9).

The interview data revealed that overall, the approach
used to involve PPI in the study (ie, embedded UAG)
was seen positively by both members of the UAG and
researchers. Members of the UAG and researchers
believed that the contributions of the UAG had a real
impact on the project, including individual pieces of
work (eg, survey development, qualitative analysis) as
well as the project as a whole (eg, making sure that the

findings of the study had a real impact on men with pros-
tate cancer).

The positive experience that UAG members reported
motivated them to be involved in future projects, while
the positive experience reported by the researchers
encouraged them to consider using a similar approach to
PPI for future studies. Both researchers and members of
the UAG saw the project and process as valuable, identi-
fying personal and wider benefits to the project.

DISCUSSION

Contextual factors that contributed to the beneficial
impact of PPI on the LAPCD study included clear aims
and roles, time to contribute, confidence in contributing
and strong PPI leadership, feeling valued and supported
by the researchers and inclusion in study communica-
tions. Mechanisms that contributed to beneficial impact
included incorporating PPI into the study from the start
with a planned programme of work dedicated to user
involvement activities embedded in each workstream;
the collaborative nature of PPI; having resources avail-
able to allow the integration of the UAG into the study;
and regular attendance of the UAG members at study
research days, teleconferences and social events outside
of formal research activities to build relationships.

The LAPCD study embedded PPI into the study with
a collaborative approach between the PPI workstream
and all other workstreams of the study. The importance
of systematic partnership working across all settings has
been reported in other studies."*™"” Wilson et al reported
that a ‘fully intertwined’ partnership approach along-
side enabling contexts including resources, research
host and organisation of PPI leads to a greater positive
impact.'® Building these reciprocal relationships early is
also important to develop shared goals for PPI at an early
stage that fits the needs of the study."* "

Feeling valued and supported by the researchers and
feeling included in communication about the study are
important drivers of impact improvement and motivation
to stay involved in research and highlights the impor-
tance of the researchers’ attitude to the success of PPL’
One study concluded that the most important contextual
factors that influence the outcome of involvement are
the researchers themselves and the skills, assumptions,
values and priorities they start with.'” While training is
available to prepare patient advisors for their new role
as advisor, reviewer or collaborative partner, it is clear
that the training of researchers is equally important.'®*!
Researchers in this study reported a positive attitude to
PPI but admitted knowledge of how to include them
could have been improved. Development of training and
awareness of existing exemplar training for researchers is
needed."

Hindering contextual factors included the geograph-
ical distance between UAG members and lack of knowl-
edge to contribute in certain areas of the research
programme. Mechanisms that hindered the impact of
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PPl included time limitations and adjustment to different
ways of working between researchers and UAG members.
These factors have been reported in previous evidence on
the impact of PPL.? Many of the challenges of PPI occur
because of colliding worlds, where priorities, motivations
and ways of working differ causing conflict and power
struggles between researchers and service users."” Tt is
therefore vital that clear aims and roles are identified at
the start of the study.?**

Reported impacts of PPI on the LAPCD study were
evident throughout the LAPCD study. The reported
impacts on improvements in patient-facing materials, the
design of research tools such as questionnaires, interview
schedules and questions for focus groups and recruit-
ment have previously been reported.”* Studies have also
reported the impact of PPI on analysis of data.”**** This
can check the validity of study conclusions, correct misin-
terpretation of data, identify themes that would have
otherwise been missed, identify which findings would be
most relevant to patients or the public and improve the
way in which results have been described in reports.*’
PPI contribution to write up of papers, presentation of
results at conferences and other dissemination activities
has been reported to increase the likelihood of people
acting on the findings.**

This study also reports the personal impact that PPI has
on the patient advisors and the researchers. The UAG
members reported a ‘sense of helping others’, enjoying
the camaraderie, gaining confidence and sharing experi-
ential knowledge to inform better services for men with
prostate cancer. These personal impacts have previously
been identified."" Other studies have reported the notion
of the ‘good citizen’, with PPI in research being a natural
extension of their wider civic interests, and how involve-
ment in research helps patient advisors to make sense
of living with or recovering from disease and therefore
offering space for the reconfiguration of self and iden-
tity.”> Researchers in the LAPCD study reported having
a greater understanding and insight into what it is like
to have prostate cancer as service users shared valuable
experiential knowledge. This experiential knowledge has
been referred to as ‘knowledge in context’."”

Evaluating the impact of PPI on a research study is
complex, and several authors have explored frameworks
that illustrate the factors that influence the difference
that PPI has on a research study.”” This study found that
similar context factors and mechanisms reported in the
PiiAF influenced the value added from PPl in the LAPCD
study.” The ‘theory of change’ (figure 2) model used in
this evaluation was informed by realist evaluation.® This
model identifies how the context, environment, processes
and mechanisms influence the impact that PPI has on a
research study. An adapted version of this model was used
to present the results of this evaluation in figure 3 above.

Despite geographical diversity, there could have been
more diversity in terms of socioeconomic status, cultural
diversity and education in the UAG for this study. It could
be argued that there is a need for both those who are

confident enough to be a part of the research environ-
ment and happy to attend meetings, and those who are
less confident in this environment but their contribution
could be valuable in representing a wider population
to help shape more representative research studies and
healthcare services. A wider UAG group or ‘community
of interest’ group could be established that the central
UAG group tap into when needed.

Strengths and limitations

This is one of the first papers to directly trace the impact
of PPI, and the strength of this impact within all aspects
of the research cycle. The GRIPP2 guidelines for the
reporting of PPI in healthcare research have been
populated to provide an example (online supplemental
appendix 1). This study was a retrospective evaluation of
the LAPCD study and therefore may have been affected
by recall bias. While the number of qualitative interviews
was sufficient to gain saturation of themes, the sample
size was low due to the limited size of the research team
and UAG.

SUMMARY/CONCLUSIONS

The LAPCD study introduced a novel approach by
integrating PPI into the study as a separate workstream
that contributed to each of the other five workstreams.
This enabled the UAG to be involved early in the study
and to contribute to every stage of the LAPCD study. It
provided facilitating contexts (clear aims and roles of PPI,
equitability with the research team, strong relationships
between the UAG and research team and perceived confi-
dence and support around PPI) and facilitating mecha-
nisms (planned time and resources for PPI available from
the start, development of documentation for engage-
ment: terms of reference, clear communication channels
arranged, involvement of UAG in all team meetings and
social activities to foster strong relationships). Beneficial
impacts on the study were reported by both researchers
and UAG members. Personal benefits were reported by
UAG members and researchers which may have fostered
commitment and influenced future attitudes to PPI. This
paper provides an example of reporting of PPI using
the GRIPP2 guidelines to contribute to standardised
reporting of PPI in research.

Twitter Jo Brett @BrettDennis
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GRIPP 2 Checklist Example: Making an impact: The value added from patient and public
involvement in the Life after Prostate Cancer Diagnosis (LAPCD) study

Section 1: Abstract of paper

1a: Aim Report the aim of the study
To explore the impact of PPl in the Life After Prostate Cancer Diagnosis (LAPCD) study and to
explore the facilitators and challenges experienced.

1b: Methods Describe the methods used by which patients and the public were involved
Electronic survey and telephone interviews with both UAG members and researchers.

1c: Results Report the impacts and outcomes of PPI in the study
Improved survey design and topic guides for interviews, enhanced clarity of participant
facing materials, identification of themes, development of lay summaries for paper.

1d:Conclusions Summarise the main conclusions of the study

Including PPI as an integral component of the LAPCD study, and providing the right
context and mechanisms for involving the User Advisory Group (UAG) helped maximise
the impact

le: Keywords Include PPI, “patient and public involvement,” or alternative terms as keywords
Patient and public involvement (PPI), User Advisory Group (UAG)

Section 2: Background to paper

2a: Definition Report the definition of PPl used in the study and how it links to comparable
studies

Research being carried out ‘with’ or ‘by’ members of the public, rather than ‘to’, ‘about’ or ‘for’
them (INVOLVE)

2b: Theoretical underpinnings Report the theoretical rationale and any theoretical influences
relating to PPl in the study

Informed by realistic evaluation (Pawson & Tilly 2000)

2c: Concepts and theory development Report any conceptual models or influences used in the
study

Informed by realistic evaluation (Pawson & Tilly 2000)

Section 3: Aims of paper

3: Aim Report the aim of the study

To evaluate the ‘value added’ or impact of the UAG on LAPCD study, and to explore the facilitating
and hindering factors experienced

GRIPP2 Section 4: Methods of paper

4a: Design Provide a clear description of methods by which patients and the public were
involved
For the evaluation study:
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Using previous systematic literature reviews describing the impact of PPl on research
(Evans 2014, Brett 2014, Brett 2013) a theory of change model developed by one of our
service users (HB) to inform the evaluation, an online survey and topic guide was
developed in collaboration with the UAG.

UAG members were also involved in the qualitative analysis. ZD conducted the initial
analysis, and then the themes with relevant quotes were sent to the UAG to discuss. The UAG
either agreed that the quote fitted the theme, moved it to another theme, or created a new
theme for the quote.

UAG members assisted in the drafting and editing of this paper, and writing a clear lay summary.

4b: People involved Provide a description of patients, carers, and the public involved with the
PPI activity in the LAPCD study

The UAG sample included men from different parts of the UK who had experienced
difference stages of prostate cancer and experienced different treatments, and
representatives from Prostate Cancer UK.

4c: Stages of involvement Report on how PPl is used at different stages of the study
Evaluation study:

UAG members were involved in the conception of this evaluation study, the design, the
development of the theory of change model that informed the survey and the topic guide
for interviews, assisted in the analysis of the qualitative work, wrote the lay summary for
the paper and commented on iterations of the paper.

4d: Level or nature of involvement Report the level or nature of PPl used at various stages of
the study

Evaluation study:

The evaluation was led by JB (researcher) and HB (Chair of UAG). A collaborative approach
between the UAG and researchers (ZD, FM, JB) was adopted throughout the study.

GRIPP2: Section 5: Capture or measurement of PPl impact

5a: If applicable, report the method used to qualitatively capture the impact of PPl in
the study
Interviews with patient representatives and researchers

5h: If applicable, report the method used to quantitatively measure or assess the
impact of PPI
Online survey with patient representatives and researchers

5c: If applicable, report the robustness of the method used to capture or measure the
impact of PPl N/A Not a validated measure of impact

GRIPP2: Section 6: Economic Assessment
6. If applicable, report the method used for an economic assessment of PPI N/A

GRIPP2: Section 7: Study results
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7a/7b: Impacts and Outcomes of PPI Report the results of PPI in the study, including both
positive and negative outcomes

Within the LAPCD study the UAG improved survey design and topic guides for interviews,
enhanced clarity of patient facing materials, informed best practice around data
collection for the ethics application, ensured the steering group meetings were grounded
in what is important to the patient and ensured dissemination of study findings was
patient focussed through talks of patient perspectives at conferences and development of
lay summaries for papers.

Personal impacts for UAG members included a ‘sense of helping others’, enjoying the
camaraderie, gaining confidence, and sharing experiential knowledge to inform better
services for men with prostate cancer

Personal impacts on researchers included greater understanding and insight into what it is
like to have prostate cancer as service users shared valuable experiential knowledge ,
gaining a rapport with the UAG, gaining knowledge of how to engage service users in
research, benefitting from the additional support UAG members provided in the research
process, and making the study feel ‘real’ to them

7c: Context of PPl Report the influence of any contextual factors that enabled or hindered the
process or impact of PPI

There was a positive attitude towards PPl among both researchers and UAG members, and
enough funding in place to support PPI, providing a good context for involving the UAG

7d: Process of PPI Report the influence of any process factors, that enabled or hindered the
impact of PPI

The UAG was embedded early in the study and integral to each work-stream of the study, with a
plan of how they would contribute for each work-stream. The UAG had good leadership,
supportive camaraderie. The Chair of the UAG would discuss with researchers the involvement
needed, then he would discuss with the rest of the UAG group in regular meetings or through
email.

7ei: Theory development Report any conceptual or theoretical development in PPI that have
emerged

Development of Theory of Change in PPl model, informed by systematic review data on the
impact of PPl on health and social care research and informed by Realistic Evaluation.

7eii: Theory development Report testing of theoretical models, if any N/A
7f: Measurement If applicable, report all aspects of instrument development and testing (eg,
validity, reliability, feasibility, acceptability, responsiveness, interpretability, appropriateness,

precision). N/A

7g: Economic assessment Report any information on the costs or benefit of PPI N/A

Gripp2: Section 8: Discussion and conclusions

8a: Outcomes Comment on how PPI influenced the study overall. Describe positive and negative
effects
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The contexts that contributed to beneficial involvement from the UAG in the LAPCD study
included clear aims and roles, strong leadership from the UAG Chair and committed
confident members of the UAG, previous experience and a positive attitude towards PPI
from the research team, and supportive relationships between the UAG and researchers.

The mechanisms that contributed to the successful involvement of the UAG in the LAPCD
study included embedding PPl into the study early, the collaborative nature of PPI, and
time and resources available to allow integration of the UAG into the study, with regular
attendance of the UAG members at study research days, teleconferences and social
events outside of formal research activities to build relationships

8b: Impacts Comment on the different impacts of PPI identified in this study and how they
contribute to new knowledge

Reported impacts of PPl on the LAPCD study were evident throughout the LAPCD study.
The reported impacts on improvements in patient facing materials, the design of research
tools such as questionnaires, interview schedules and questions for focus groups and
recruitment have previously been reported.??° Studies have also reported the impact of
PPI on analysis of data.??° This can check the validity of study conclusions, correct
misinterpretation of data, identify themes that would have otherwise been missed,
identify which findings would be most relevant to patients or the public, and improve the
way in which results have been described in reports.?’ PPI contribution to write up of
papers, presentation of results at conferences, and in other dissemination activities has
been reported to increase the likelihood of people acting on the findings.%%°

This study also reports the personal impact that PPl has on the patient advisors and the
researchers. The UAG members reported a ‘sense of helping others’, enjoying the
camaraderie, gaining confidence, and sharing experiential knowledge to inform better
services for men with prostate cancer. These personal impacts have previously been
identified.® Other studies have reported the notion of the “good citizen,” with PPl in
research being a natural extension of their wider civic interests, and how involvement in
research helps patient advisors to make sense of living with or recovering from disease,
and therefore offering space for the reconfiguration of self and identity.?! Researchers in
the LAPCD study reported having a greater understanding and insight into what it is like to
have prostate cancer as service users shared valuable experiential knowledge. This
experiential knowledge has been referred to as ‘knowledge in context’.*

(See paper reference list for references)

8c: Definition Comment on the definition of PPl used (reported in the Background section) and
whether or not you would suggest any changes.
The definition of PPl was appropriate for this study

8d: Theoretical underpinnings Comment on any way your study adds to the theoretical
development of PPI

The study is informed by Realist Evaluation and identifies how the context, environment,
processes and mechanisms influence the impact that PPI has on a research study

Brett J, et al. BMJ Open 2022; 12:e060861. doi: 10.1136/bmjopen-2022-060861



BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

8e: Context Comment on how context factors influenced PPl in the study

Contextual factors that contributed to the beneficial impact of PPl on the LAPCD study

included clear aims and roles, time to contribute, confidence in contributing and strong
PPl leadership, feeling valued and supported by the researchers, and inclusion in study
communications

8f: Process Comment on how process factors influenced PPl in the study

The processes/mechanisms that contributed to beneficial impact included incorporating
PPl into the study from the start with a planned programme of work dedicated to user
involvement activities embedded in each work-stream, the collaborative nature of PPI,
having resources available to allow integration of the UAG into the study, and regular
attendance of the UAG members at study research days, teleconferences and social
events outside of formal research activities to build relationships

8g: Measurement and capture of PPl impact If applicable, comment on how well PPl impact was
evaluated or measured in the study N/A

8h: Economic assessment If applicable, discuss any aspects of the economic cost or benefit of
PPI, particularly any suggestions for future economic modelling. N/A

8i: Reflections/critical perspective Comment critically on the study, reflecting on the things that
went well and those that did not, so that others can learn from this study

The PPI in the LAPCD study was pre-planned, organised well, and conducted by a committed UAG
and a committed research team. As a separate work-package within the programme of research,
the PPl had many meaningful impacts on the separate work packages that improved the study
outcomes. In future studies the participants agreed that hearing the voices of a more diverse
group of prostate cancer patients may improve the impact of PPl in the studies, with suggestions
of having a wider involvement through a Community of Interest Group (through support groups
and online charity forums) as well as the core UAG. Distance of travelling to research meeting
was a challenge for the UAG members, but the PPl study was well funded to cover their time and
expenses for these meetings. Post COVID, where online meetings are more the norm, this may be
less of a problem for future studies. Communication is key to overcome any differences in ways
of working, and providing the UAG members with sufficient time to input is important.
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