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Abstract (331 words)

Background

Patient and Public Involvement (PPI) in health research, including clinical trials,
enhances research relevance and quality. However, data on PPI prevalence and
characteristics in trials involving older adults remain scarce. We aimed to describe
the prevalence and nature of PPI in trials with older adults and identify the main

benefits and challenges associated with PPI in such trials.

Methods

We conducted a multi-methods study, emhedded within a survey of 3,163
corresponding authors of pragmatic trials published between 2014 and 2019. We
used authors’ self-reports and an eclectronic search filter to identify the subset
involving the older adult popuiation (=65 years). We approached interested
respondents who indicated that they had conducted PPI to participate in a semi-
structured interview. Survey results were summarized using descriptive statistics,

and interview transcripts were analyzed using thematic analysis.

Results

One hundred authors met the eligibility criteria, having completed the survey and
been involved in a trial involving older adults. Most respondents were women
(64.8%). PPI was reported in 46.0% of trials, primarily involving in-person
discussions. Most respondents (90.7%) perceived PPI as beneficial, citing improved
interventions, increased applicability of findings, higher research quality, and

enhanced recruitment/retention. Challenges included communicating trial design,



methods, and results (62.5%), identifying or recruiting PPI partners (50%),

scheduling meetings (45.8%), and sustaining involvement (45.8%).

Thematic analysis of N=8 interviews revealed five main themes related to
challenges, some specific to older adults: recruitment and retention of PPI partners,
importance of a good PPI chair, training for PPI partners, workload for researchers
and burden for PPI partners, and procedural barriers. PPl partners influenced
various research aspects, sometimes described as exceeding expectations, by
influencing aims and outcomes to measure, developing interventions, refining
patient-facing materials, aiding recruitment and retention, and contributing to

analysis and interpretation of results.

Conclusion

Despite being implemented in fewer than half of the trials, PPI had a significant
perceived impact. Addressing identified challenges, both general and specific to
older adults, could enhance PPI uptake, as well as the quality and relevance of

research.

Keywords (3 to 10): patient involvement; older adult; senior; pragmatic trial; patient

and public involvement in research; stakeholder engagement.

Background

In the last decade, involving patients and the public has become an important way
to improve the relevance and quality of health research. This practice, in which there
is active collaboration between the patients and/or public and researchers, is most
often referred to as patient engagement, Patient and Public Involvement (PPI), or
participatory research (1-3). In this manuscript, the term PPI will be used. The

United Kingdom National Institute for Health Research (NIHR) defines PPI as



“research being carried out ‘with’ or ‘by’ members of the public rather than 'to’,

'about' or 'for' them.”(4)

PPI in health research is strongly recommended by different national and
international bodies (5-8), institutions (9, 10) and stakeholder groups (11, 12). For
example, the National Institute for Health and Care Research (NIHR) and the
Medical Research Council (MRC) in the United Kingdom, the Patient-Centered
Outcomes Research Institute (PCORI) in the United States, and the Canadian
Institutes of Health Research (CIHR) through its Strategy for Patient-Oriented
Research (SPOR) initiative have been particularly influential in advancing PPI. In
clinical trials, patient/public partners (referred to as PPI partners in this paper) can
contribute across all stages of the research process, froin refining the research
question and informing study design to supporting data interpretation and
dissemination. Incorporating patient perspectives in clinical trials has been shown
to enhance trial design and delivery - for example, by improving recruitment
strategies or by selecting outconie measures that are more relevant to patients and
feasible to collect - ultiniately leading to more meaningful and applicable trial results
(13). PPI also aligns closely with the aims of pragmatic trials, which seek to generate
evidence directly applicable to real-world practice. This focus on relevance shapes
design decisions—such as adopting broad eligibility criteria, ensuring interventions
are feasible in routine care, providing accessible study materials, and prioritising
outcomes that matter to patients and healthcare providers—all areas in which PPI

partners can play an influential role.

Despite the recognised benefits, the prevalence of PPI in clinical trials remains low,
with estimates ranging from less than 1% up to 15% (5, 14-16). PPI with frail or older

adults appears to be even less common, with limited evidence regarding its



prevalence in this population specifically. A systematic review of PPI with older care-
home residents identified only 11 studies between 1990 and 2014 (17). Similarly, a
scoping review on methods for involving long-term care residents living with
dementia identified just three studies (18), while a review of qualitative,
quantitative, and mixed methods research on partnering with frail or seriously ill

patients reported only 30 reports for the period 2005-2019 (19).

While barriers resulting from illness and frailty may hinder the involvement of older
adults in PPI activities within health research, data show that older people and their
caregivers can be successfully involved in the research process (20, 21). Involvement
strategies for the general population seem relevant to older adults and caregivers,
but specific challenges related to this group - such as the practical or emotional
needs of PPI partners, the timing and methods of irivolvement - need be considered
(19, 22-25). Additionally, there remains a need to better understand the most
effective approaches for frail older adults or those facing specific barriers (e.g.,

dementia, sensory/mobility imipairments, or transportation limitations (20).

To address these identified needs, we aimed (a) to describe the prevalence and
nature of PPI with older adults within a cohort of pragmatic trials, and (b) to identify
the main benefits and challenges related to PPI in trials of older adults. The study
examined both the practical aspects of implementing PPI and its impact on research

methods and study conduct.

Methods

We undertook a multi-methods study, with an initial survey to capture the reported
prevalence and characteristics of PPI which was followed by qualitative interviews

to explore in more detail the benefits and challenges experienced when undertaking



the reported PPI activities. The Ottawa Health Science Network Research Ethics

Board approved the study (20210684-01H).

Survey

Study design and data collection

The study was embedded within a larger survey of pragmatic trial authors published
between 2014 and 2019 (26, 27). Pragmatic trials are trials explicitly designed to
evaluate the effectiveness of interventions under real-world conditions, with the goal
of generating evidence directly applicable to clinical practice. Such trials typically
use settings and methods similar to usual care and consider the perspectives and
priorities of patients (28). The detailed methods for the larger survey have been
published (27); in summary, an electronic search filter (26) was used to identify
health-focused trials more likely to be pragmatic among RCTs published between
January 1, 2014, and April 3, 2019 on MEDLINE. This revealed 4336 primary reports
of potentially pragmatic health focused RCTs. The corresponding authors of those
reports were the sampling framie of the self-administered online survey. To conduct
the survey in English and focus on settings in which the investigators team had
experience, only corresponding authors from the following countries were targeted:
Canada, United States, United Kingdom, Australia, New Zealand, South Africa,
France, Belgium, Denmark, Finland, Germany, Italy, the Netherlands, Norway,
Spain, Sweden and Switzerland. Only one report was included per author. For those
authors with multiple eligible studies, the most recently published report was
selected. All participants were invited to review a participant information sheet at
the start of the survey and were notified that the survey was voluntary and

continuing implied consent.



The survey questionnaire was developed based on previous surveys about PPI (29-
32), the research team’s own experience, and input from two PPI partners with
established training and experience in PPI (MS, AH). The survey started with a
definition of PPI which respondents had to indicate that they had read and
understood prior to completing the survey. Of particular relevance to the present
substudy, respondents were asked the following question: “For your randomized
controlled trial identified in the email invitation, please indicate if the trial
specifically focused on older adults, i.e., recruited participants aged 65 years and
older; OR recruited "older adults" using your own preferred definition (e.qg.,
geriatric, senior, elderly) and mean or median age of participants was at least 65

years of age.”

In addition, the questionnaire consisted of 27 open- and closed-ended items
pertaining to PPI in the published trial, including whether PPI had taken place (yes,
no, don’t know) as well as reasons for involving or not involving patient/public
partners in the study. Respondents who indicated they had involved patients or
public partners in their trial were asked how they had been involved, both in terms
of the trial aspects and the methods used to involve the patients/public. Respondents
were also asked to indicate if there had been benefits and challenges of PPI, and if
so, they were presented with a list of options derived from the literature. In addition,
open text response options were provided to capture additional benefits or
challenges. Finally, the survey contained a series of demographic questions and
respondents were also asked to indicate their willingness to participate in a follow-
up interview on specific aspects of PPI in their trial. The survey questionnaire is

available in Appendix 1.



The survey was administered via SurveyMonkey. After a pilot phase with a random
sample of one hundred participants, personalized invitation emails were sent to all
remaining eligible corresponding authors on February 8t 2022, followed by two
reminders respectively two weeks and three weeks later. The survey was closed on
April 5, 2022. Survey participants were given the option to be entered into a draw

for one of five $100 CAD Amazon gift cards.

Out of the 3,163 corresponding authors who were invited to complete the parent

survey, 2585 invitations were delivered and 710 (27.5%) completed the survey.

Selection of substudy participants

The present work is a secondary analysis focusing on the subgroup of respondents
that conducted pragmatic trials within the older adult population (defined as people
aged 65 and over). To facilitate estimation of the response rate and for sample size
and planning purposes, it was necessary to identify a cohort of ‘likely older adult
trials’ within the sampling frame of 4336 RCTs. This was done using an electronic

search filter applied to the 43306 trial manuscripts.

Our initial sample of respondent data was taken from the 116 out of 710 survey
respondents (16.3%) who self-identified their trial as a ‘trial with older adults’. A
manual check was performed by one researcher (PN or AS) for (a) the 55 trials out
of the 116 that were not identified as an older adult trial by the search filter:
eighteen trials with an average age under 65 were excluded; and (b) the six trials
which were screened in by the filter but not reported as older adult trials by authors:
two had an average age over 65 and were included. Thus, the total sample was 100

responses that pertained to older adult trials (see appendix 3).



Analysis

We used descriptive statistics to summarize the demographic characteristics of
survey respondents and details related to PPI in the included studies, including the
characteristics of PPI partners, as well as the rationale, benefits, and challenges
reported by study participants. All responses were analyzed regardless of
completeness. Some closed-ended questions of the survey allowed respondents to
select “Other” and elaborate in a text box. Those responses in the text box were
collated and independently reviewed by study team members (SV, PN, SN, MT) to
determine if the response could be re-classified into an existing category or required
the creation of a new category. Disagreements were resolved through discussion

among study team members.

Semi-structured interviews

Interview Participants

To further explore our respondents’ perceptions about PPI, a voluntary response
sampling method was used for the interviews. Participants had to meet the following
criteria: survey respondent for a pragmatic trial conducted exclusively with older
adults (to ensure that the feedback was relevant to this population); who conducted
PPI for this trial; and who had indicated willingness to participate in a follow-up
interview. We initially planned on also interviewing survey participants that did not
perform PPI, but we instead focused on examining benefits and challenges faced in
trials that had PPI. Consenting individuals received an invitation to participate in a
single semi-structured interview. A maximum of 2 reminder emails were sent. We
planned on recruiting participants for interviews until reaching data saturation (i.e.

no emergence of new themes), or until all potential respondents had been invited.



All participants received the consent form via email prior to their interview. They
were asked to review, sign electronically if they agree and send it back to the study
team prior to the interview. Each participant to the interview was offered the
opportunity to receive compensation of $100 CAD in the form of an Amazon gift card,

which was transferred electronically to them.

Interviews

The interviews were conducted by two trained researchers (KB, JH) using a semi-
structured topic interview guide (Interview guide available in Appendix 2). One PPI
partner (MS), who aligns with the older adult category, provided feedback on the
interview guide. The questions explored the specific goal for PPI in the trial, strategy
for recruitment and involvement of PPI partners, barriers and facilitators for
involving PPI partners, impact/outcome of PPl and lessons learned for future
research. When needed, answers to the survey were used to introduce a new
question or to probe for additional information. All interviewers had previous
experience with qualitative research and interview conduct. All interviews took
place through Microsoft Teams and were audio-recorded with participants’ consent.
The verbatim transcription generated by Microsoft Teams was checked and
corrected by one researcher (PE). After that, the transcripts were imported into a

qualitative data analysis software (NVivo v11) for analysis.

Analysis

Examination of the interview transcripts followed a thematic analysis approach (33)
in which textual data are coded and labeled in an inductive manner. This process of
coding was iterative with data analysis using the constant comparison method
occurring alongside the interviews. This allowed us to modify and adapt both the

interview guide and the coding tree, to enable deeper exploration of new themes



emerging from our data. All interviews were independently coded by two
researchers (PE and SN), who met to discuss the coding tree after each interview
analysis, and met twice with another research (AS) to discuss coding. Disagreements
were resolved through discussion. They also sought to identify specific

considerations or challenges to PPI with older adults and their caregivers.

After the initial phase of open coding, individual codes were grouped into
overarching themes or constructs through a process of data reduction; with the
themes operating at a higher level than the immediate codes. Themes were then
discussed and revised with another researcher (AS), before comments and input

from the broader team.

Results

Survey

The total sample was 100 responses that pertained to older adult trials (see appendix
3). Most respondents were women (57, 63.3%), aged 56 and over (52, 57.1%), and
had more than 10 yeais of experience with PPI (51, 56.7%). Table 1 summarises

respondents’ characteristics.

Table 1: Survey respondent characteristics (N=100) (authors who provided demographic
Information)

Characteristic Frequency (%)
Region of residence (N=88)
USA 28 (31.8)
Non-UK Europe 25 (28.4)
Australia or New Zealand 17 (19.3)
UK 12 (13.6)
Canada 6 (6.8)
Age (years) (N=91)
36-45 14 (15.4)
46-55 23 (25.3)
56-65 33 (36.3)
>65 19 (20.9)
Prefer not to answer 2(2.2)




Gender (N=90)

Man 31 (34.4)
Woman 57 (63.3)
Prefer not to disclose 2(2.2)

Stage of research career (N=90)
Early career researcher (within 5 years of first academic | 3 (3.3)
appt) 19 (21.1)

Mid-career researcher (6-15 years since first academic | 61 (67.8)
appt) 4 (4.4)
Late career researcher (>15 years since first academic | 3 (3.3)
appt)
Retired researcher or Professor Emeritus
Non-academic researcher or other
Years of PPI experience (N=90)

<1 year 5 (5.6)
1-3 years 5(5.6)
4-10 years 29 (32.2)
>10 years 51 (56.7)
Racial or ethnic group* (N=91)
White 82 (90.1)
South or Southeast Asian; Pacific Islander; Chinese 5 (5.5)
Latin American/Hispanic 2(2.2)
Prefer not to answer 4 (4.4)
Mixed (without specifying) 1(1.1)

* More than one selection possible

The proportion of respondents who reported PPI in their study (46/100; 46.0%) was
similar to the proportion who reported no PPI (48/100; 48.0%), with 6 respondents
(6%) responding that they did not know whether there was PPI in the trial about
which they were responding. This split was similar across jurisdictions, with the
exception of the UK where more respondents reported PPI than no PPI in their study
(Appendix 4). The three main reasons for not involving patient/public partners were
insufficient knowledge of how to involve patient/public partners (16/42; 38.1%),
because there was no requirement to do so (15/42; 35.7%), and lack of resources or

funds (12/42; 28.6%) (Appendix 5).

Table 2 describes reported approaches to PPI partners’ identification and
involvement by respondents who indicated that there was PPI in the trial about

which they were reporting. Identification mainly occurred through previous



collaborations (24; 54.5%) and partnering with other organizations (19; 43.2%). PPI
partners were mainly older adults themselves (32; 72.7%) and caregivers (17;
38.6%). The researchers attempted to ensure that PPI partners reflected the
diversity of the trial population in half of the cases (22; 51.2%). Patients/public
partners' contribution covered several aspects including designing or developing
interventions (38; 86.4%), developing recruitment or retention strategies (25;
56.8%) and suggesting dissemination strategies (17; 38.6%). PPI partners were
mainly involved through face-to-face discussions (41; 93.2%). In most cases, they
were not compensated (29; 69.0%). The median number of PPI partners involved per

study was 10 (IQR 3-24).

Table 2: Characteristics of identification and involvement of patient/public partners (N=46)

Characteristic Frequency (%)

How patient/public partners were identified*

(N=44) 24 (54.5)

Previous collaborations 19 (43.2)

Health system partnering with other organization 16 (36.4)

Word of mouth/recommendation from colleague(s) 12 (27.3)

Community outreach/socia! media 9 (20.5)

From a directory 9 (20.5)

Other (e.g., matching service) 1(2.3)

Don’t know

Characteristics of patient/public partners*

(N=44) 32 (72.7)

Older adult patients (>65 years of age) 17 (38.6)

Caregivers of adult or older adult patients 14 (31.8)

Patient advocacy group members 13 (29.5)

Adult patients (>18 years of age) 13 (29.5)

Members of the public 5(11.4)

Other

Did researchers attempt to ensure patient/public

partners reflected the diversity of the trial’s

target population? (N=43) 22 (51.2)

Yes* 19 (86.4)
Age 17 (77.3)
Race/ethnicity/culture/language 13 (59.1)
Gender 12 (54.5)
Sex 10 (45.5)
Place of residence 7 (31.8)




Characteristic

Frequency (%)

Socioeconomic status 4 (18.2)
Education 2(9.1)
Occupation 1 (4.5)
Religion 1(4.5)
Social capital 1(4.5)
Not specified 21 (48.8)
No
Specific aspects of the study where patient/family
partners were involved* (N=44)
Designing or developing interventions 38 (86.4)
Developing recruitment or retention strategies 25 (56.8)
Designing recruitment materials 25 (56.8)
Suggesting dissemination strategies 17 (38.6)
Participating in the Trial Steering Committee 16 (36.4)
Selecting outcomes 16 (36.4)
Interpreting data or results 15(34.1)
Developing data collection tools 14 (31.8)
Setting research topics or questions 14 (31.8)
Presenting findings to a lay audience 11 (25.0)
Troubleshooting issues | 11 (25.0)
Writing or reviewing lay summaries 1 9(20.5)
Writing or reviewing manuscripts 8 (18.2)
Identifying or screening potential participants 7 (15.9)
Collecting data 4 (9.1)
Determining the target difference (4) or developing
the statistical analysis plan (1) 4 (9.1)
Analyzing qualitative or quantitative data 3 (6.8)
Participating in the Data Safety Monitoring Board 2 (4.5)
Preparing presentations for scientific conferences 2 (4.5)
Other (e.g., informing missing data handling, 3 (6.8)
delivering intervention)
How patient/family partners were prepared*
(N=44) 34 (77.3)
Written materials about the study 30 (68.2)
Orientation sessions 29 (65.9)
Discussion of mutual expectations for involvement 11 (25.0)
Terms of reference 8 (18.2)
Research (6) or PPI training (5) 4 (9.1)
Other or no preparation
How patient/family partners were involved*
(N=44) 41 (93.2)
Face-to-face (40) or virtual meetings (6) 16 (36.4)
Email (15) or online forums (3) 4 (9.1)
Surveys 2 (4.5)
Telephone calls/interviews 1(2.3)
Don’t know
Patient/family partners were compensated
(N=42) 11 (26.2)
Yes 29 (69.0)




Characteristic Frequency (%)
No 2 (4.8)
Don’t know or other

Patient/family partners were acknowledged*

(N=43) 16 (37.2)
Named in acknowledgements 5(11.6)
Patient partners did not wish to be acknowledged 4 (9.3)
Named as individual co-authors 3(7.0)
Included in group authorship 14 (32.6)
None of the above 4 (9.3)
Other

*More than one selection possible

Table 3 outlines the reported rationale, benefits, and challenges of conducting PPI.
The most frequent reasons for involving patient/public partners were increased
relevance of research (41; 93.3%) and increased quality of research (34; 77.3%).
Most respondents (39; 90.7%) reported that PPI benefited iheir study. Benefits were
varied and included: improved interventions (26; 66.7%); increased applicability of
findings (25; 64.1%); higher quality research (22; 56.4%) and improved recruitment
or retention (21; 53.8%). The most irequent challenges were communicating about
trial design, methods and results (15; 62.5%), identifying or recruiting patient/public
partners (12; 50%), schieduling meetings (11; 45.8%) and sustaining involvement of
PPI partners throughout the study (11; 45.8%). Despite these challenges, involving

PPI partners was perceived as a positive experience by almost all respondents.

Table 3: Rationale, benefits and challenges among trial authors who reported PPI (N=46)

Characteristic Frequency (%)

Reason for involving patients/public partners in study*

(N=44) 41 (93.2)
Increased applicability/relevance of research 34 (77.3)
Increased quality of research 27 (61.4)
Increased dissemination/uptake of findings 27 (61.4)
Morally or ethically the right thing to do 19 (43.2)
Funding body requirement/recommendation 4 (9.1)
Increased feasibility or quality of intervention 2 (4.5)
Institutional requirement/recommendation 1(2.3)
Target journal requirement/recommendation 3 (6.8)
Other

Benefits of involving patient/public partners* (N=43)




Characteristic Frequency (%)

Yes 39 (90.7)
Improved/more feasible interventions 26 (66.7)
Increased applicability/relevance of findings 25 (64.1)
Higher quality research 22 (56.4)
Improved recruitment or retention 21 (53.8)
Enhanced relationships/networking with partners 20 (51.3)
Enhanced understanding of condition 19 (48.7)
Increased dissemination or uptake of results 18 (46.2)
Increased participant satisfaction 16 (41.0)
Increased satisfaction of research team 13 (33.3)
Increased accountability or public trust in research 12 (30.8)
Led to identifying knowledge gaps or future research topics 12 (30.8)
More ethically acceptable methods 12 (30.8)
More useful evidence for patients 12 (30.8)
More useful evidence for decision-makers 11 (28.2)
Led to collaboration on other studies 8 (20.5)
Improved data quality 7 (17.9)
Increased funding opportunities 5(12.8)

No 4 (9.3)

Challenges experienced* (N=43)

Yes 24 (55.8)
Communicating about trial design, methods, results 15 (62.5)
Identifying or recruiting patient partners 12 (50.0)
Scheduling meetings 11 (45.8)
Sustaining involvement of patient partners threughout the study | 11 (45.8)
Clarifying roles and expectations 10 (41.7)
Time commitment 10 (41.7)
Building relationships with patient partners 5 (20.8)
Costs 4 (16.7)
Managing conflicts 3(12.5)
Study timeline extended 3(12.5)
Compensation 2 (8.3)
Challenges relating fo the intervention development 1(4.2)
Il health 1(4.2)
Representation of population of interest 1(4.2)

No 18 (41.9)

Don’t Know 1(2.3)

Involving patient partners was a positive experience (N=24

who experienced challenges)
Strongly agree 21 (87.5)
Somewhat agree 2 (8.3)
Neutral 1(4.2)
Somewhat disagree 0
Strongly disagree 0

*More than one selection possible

Semi structured interviews
Forty-seven survey respondents out of 100 (47%) consented to be contacted for an
interview. Twenty-one had reported conducting PPI in their trial: 15 - who had

performed the trial exclusively with older adults - were invited and 9 agreed to



participate. We interviewed authors between May and December 2022. Median
interview duration was 51 minutes (range 40 to 90 minutes). While conducting and
checking the transcript of one of the interviews, we realized that PPI activities as
described by their author could not be considered as PPI based on the definition
given at the beginning of the survey. Therefore, only 8 interviews were retained for
analysis. Seven out of the 8 interviewees were women. The interventions evaluated
were exercise programs (n=2), an integrated care model (n=1), simulated family
presence in delirium (n=1), general practitioner education on dementia diagnosis
(n=1), church-based marketing of balance classes (n=1), social dancing classes
(n=1), and ophthalmologic treatments (n=1). The characteristics of PPI mirrored
survey results: patient/public partners were mainly oider adults and informal
caregivers; involvement of PPI partners was performed through discussion, in group
meetings, or in focus groups; and PPI pariners were involved in various stages of

the trials.

Despite interviewing all available and consenting authors, we did not reach data
saturation. Still, interviews provided an insight into current PPI practices, benefits

and challenges with older adults.

Below, we first describe and illustrate the challenges and enablers relative to PPI -
and whenever possible we highlight aspects that are specific to older adults. We

then present examples of benefits and impact of PPI as reported by participants.

Challenges and enablers of PPI

Challenges and enablers of PPI fell into 5 main themes: recruitment and retention
of PPI partners, importance of a good PPI chair, training for PPI partners, workload

for researchers and burden for PPI partners, and procedural barriers and enablers.



Details on these themes are given below. We aimed to highlight when some aspects
were particular to older adults (e.g. high turnover in PPI partners), but many aspects

were not (e.g. training).

Recruitment and retention of PPI partners

Recruiting and building PPI groups was a challenge expressed among interviews.
Making sure that the group included relevant perspectives and was diverse in these

was noted as a particular challenge.

“We found it was very easy to get women to serve on the boards. It was a little bit
harder to get men, so we had to work a little bit harder for that. We wanted to have
some diversity as far as race [...]. And then also socioeconomic status. [...] So, we
wanted to make sure that we were weren't just identifying the people, the easy
people, to get on the board. But people that might not have volunteered to
participate without being asked” (P3)

Some challenges were specific to the older acdult population. For example, some
researchers noted that they faced high turnover in PPI partners, mainly because of
age and illness. This turnover was particularly recognised for groups that included
older adults with dementia.

“[The] Project weni on for some years. And of course, they went downhill during that
time and we had to actually refresh the group towards the end because the person
with dementia could no longer participate in a meaningful way” (P6)

Transportation was also a reported barrier for older adults. To overcome this, some
researchers had to organize taxis to bring PPI partners to meetings. One interviewee
explained that in response to the travel challenges they split their group into two
boards, with two distinct localisations in the city in order to minimise the burden of
travel.

“We really worked hard to make it easy for them to attend the meetings, so we
covered a fairly large area, so we ended up splitting our boards into two. One that
was more the inner city. And one that was more the suburbs, because the inner city

people didn't want to cross the bridges... and vice versa. It was just. You know,
nobody wants to drive more than 15-20 minutes.” (P3)



In some cases, retention challenges were put down to a lack of perceived salience,
with one interviewee noting that they as researchers needed to first identify what

the needs are and then select people that are best placed to meet those needs.

“There was some turnover on the board, you know, people come and go. I think we
might not have had the best match at the beginning. You know, we weren't really
sure. And then they felt like they weren't really contributing. It wasn't really in their
wheelhouse, so, you know, they kind of stepped off and then, you know, we're dealing
with older adults with health issues. » (P3)

To overcome the challenge of recruitment, a reported practice was to recruit among
existing patient groups such as patient support groups (for specific diseases), or
public associations. Recruitment was also eased by the intervention of gatekeepers,
meaning people that had the links and trust of the community, and could help
identify potential PPI partners.

“One thing that we did is asking pastors to help identify people that would give us

good opinions. I think that helps. » (P7)
Importance of a good PPI chair

Interviewees highlighted the impoitance of having a good chair who could
accommodate the needs of older adults and facilitate PPI discussions during the PPI
activities. This chair was felt to be crucial to ensuring that all PPI partners felt
comfortable and could express their opinions. When discussing the skills of the chair,
interviewees commented on the need for strong communication skills to effectively
explain study components and researchers’ expectations. Interviewees also noted
the need for focus; in case of focus groups or groups meetings, the chair should also

have the ability to keep meetings on track.

“Crafting focus groups and having facilitators who understand, you know, physical
and cognitive needs of older adults. Sometimes, you know, just takes you a little
longer to process something. [...] so think of communication skills with older adults
is really critical and maybe more personal interviews might be better in some cases.”
(P7)



«[ found the biggest challenge to keep them on track ... But you know, sometimes
they would just coming, going completely in their own story. And that is sometimes
difficult, but on the other hand it's also understandable because some of them were
really very old and not very mobile. So they don't get out very often and they have a
whole life behind them. So, they are full of stories. So yeah, you just have to take
your time. (P1)

Indeed, some interviewees described how they had employed professional
facilitators for this role. Having another person in the room to observe people’s
expressions was also described as an enabler and as a “connector” (P9) between
academics and PPI partners. Additionally, having a patient serve as the chair was

suggested to remove barriers and to help minimize power dynamics.

Training PPI partners

Some researchers reported the need for PPI partners to receive some kind of
training to be able to understand researchh concepts and methodology. The
development of training materials adapted for older adults was also suggested.

“It [accessible training materials for older adults] would have been very helpful. So
we basically train them on the go. When you ask them, for example, way before, to
come in to discuss the design. We had to explain them the implications of why we
are doing things a certain way, and explain in lay terms some changes that they
would discuss how it would introduce bias and so those types of things, it would be
helpful if it was readily available for them and we didn 't have to spend so much time.
» (P4)

Workload for researchers and burden for PPI partners

Interviewees reported that including PPI in their trial was very time consuming and
required additional efforts and sometimes adjustments. Organization and
coordination of PPI meetings were also a time burden. Despite this additional

workload, researchers believed that PPI was worth the additional efforts.
“Well, I mean, just from the logistics of it, it's just time consuming. If you didn't have

to do focus groups and public involvement, obviously you'd have more time to do
something else. But you know that's not an effective program » (P7)



« Yeah, everything, took more time. So, you know, we had to wait for
feedback... When you have something —instead of just creating it and running with
it, we always, we take it to the board, wait for their feedback and incorporate it. So
that just takes time. » (P3)

While some researchers reported that time commitment was not an issue for PPI

partners, others reported the need to cut back on the number of meetings, or

difficulties for partners to read materials they were asked to review.

“Burden was not an issue for this group of folks. » (P4)

« It was supposed to meet four times a year but they thought that was too
cumbersome and they asked that we cut it back. So, we ended up meeting, I think
three times a year » (P3)

« And I think the carers got very stressed too towards the end. The carers... They're
not academics and asking them to review written material was probably not
reasonable and some of them spat the dummy [reacted in a bad-tempered way] about
that and said I can't read anymore, what you sent me. And that's understandable.
They're not academics. So you know, it was a learning curve, yeah. [...] now I
wouldn't even ask people to review a 5 pages document if they're consumer or carer,
unless they expressed a particular interest in doing that. I'd pull out some of the
Issues out of that document, maybe some paragiraphs or something and say how does
this sound? » (P6)

Procedural barriers and enablers

Several participants indicated that PPI was a component of the funding call. This
enabled compensation for PPI partners for their time and involvement, which
researchers deemed important. However, researchers highlighted the need to have
preliminary results and relatively precise project ideas to request funding. This may
act as a barrier to including PPI in the early project phases, reducing opportunities
for PPI partners to impact the project.

“What's really hard, of course is when you apply for funding for anything, you had
to have done at least some of that research ahead of time. [...] So, we had to
beforehand sort of pick churches and pick the area where we wanted to work. So
that's the, you know, disadvantage of the funding system. We couldn't go to the
public and do a lot of research on.” (P7)



Similarly, the termination of funding at the end of a project, coupled with the need
to move on to subsequent projects, made it difficult to maintain PPI relationships
and activities.

“l remember we put a paragraph together for them to disseminate the findings, but
then at that time, we did not have time to keep up with that because again, funding
came to an end. And as researchers, we have to go out to the next, and the
engagement basically had to stop there for lack of resources and lack of time. » (P4)

One interviewee reported some difficulties related to ethics process because of the
need to make some study data available to PPI partners.

“Yes, we had to go through ethics to do the PPI because they were going to be data
from our study made available to them. Not that we gave them huge tranches of
data, but still any data. They were a little unfamiliar back then, [...]Jwith the PPI
process themselves (ethics) and they were concerned that, even though we were
talking about deidentified data, ... some of the qualitative data might be identified
because these were people living in the community and we were collecting data from

people being in the community and then .. there was smaller numbers and could
they be identified. » (P6)

On the other hand, PPI partners were also reported to facilitate acceptance of

research protocols by ethical committees.

Benefit and impact

Across the interviews seven key aspects of research were identified on the impact
that PPI partners had on various stages of the research: influencing aims and
outcomes to measure; development of interventions; refining patient-facing
materials; recruitment and retention; analysis of findings, and interpretation of

results. Below we summarise and provide exemplar quotes.

First, PPl partners influenced decisions around study aims and outcomes to
measure.

“They said, well, this is really a great question, but once the research is done and
your staff leaves, we're left with nothing. Can we modify the study to include a
secondary aim, they didn't say aim, they said: Could we also look at you training
someone at our facility to do the program? And so when... I don't think it was
published in that article, but it was part of the main study part of the grant, where



our secondary aim was looking at the outcomes of the intervention delivered by
someone we trained at the facility. That research question, which was important to
these sites came out of discussions with the sites” (P3)

“We also ask them to look at what outcomes are collected, if those, especially the
performance-based battery, if those are important for them. I will give you a very
cute example. Participant said: oh, you know what, these are all good. These
[outcomes] are all very good, but I have a hard time to sit on the floor and come up
to play with my grandkids. And that's ugly. [...] So it forces us to think a little bit
outside the box and find other tests and measures that would be more applicable to
reflect the complaints [sitting on the floor to play with grandkids] that patients had
about their functional limitation.” (P4)

Second, PPI partners impacted the development of the interventions tested. This

occurred through intervention development, pilot-testing, and refinement.

“So, for example, Tai Chi programs, while in some places would be very appropriate,
in churches, we did have push back if when the pastor said is this like an eastern
religion program? Because we were going to bring classes in a lot of cases into the
church building, and they, sort of unexpected for us, liad questions about feeling,
you know, yoga, Tai chi, like that might be against how they felt there are there. It
might be a religious program to them. [...] I thinik it we had not had that participation
with that part of the public, we could have picked a, you know Tai Chi as our program
and then found that we couldn't get it into a /ot of the churches, and that would have
meant that we weren't getting a random sampling of churches that way.” (P7)

Third, they impacted language, terminology and design across various documents,

such as flyers for recruitment, intervention materials, questionnaires used for
outcome measures or study information and consent forms. This was important to
identify information and strategies that otherwise may not have been known to the
researchers but likely made significant impacts on the success of recruitment

approaches.

“So, when we created our recruitment flyers, we took it to the board and said does
this make sense, would you do this and the older adults were like: we don't like the
word older adults. Don't say that this is a program for an older adult. Say that you're
looking for people 65 years of age and older. They're like, describe it. Don't label us.
Yeah, and ohh we don't like this artwork or this print is too hard for us to read.” (P3)

“So in medicine we have diagnosis management, and management. That’s two main
headaches, right, that everybody knows, don't they? So then I had these people on
the other end of the phone. We don't want to be managed. Well, have you got
management in there? We're not trying to be managed. You know nothing about us



without us, we're not going to be managed. Don't you go telling us what to do. And
that was really awkward because I had to kind of revisit my whole way of looking at
the world, having done medicine quite a long time ago and always used that word
without even thinking twice.” (P6)

Fourth, in a more advanced PPI practice, one interviewee reported that PPI partners
were sometimes involved in the analysis plan through selection of covariates for

their analyses and of risk threshold.

“They needed to decide what risk factors would go into a model. So we presented
them with ten that we thought were candidate once from the literature, and then we
asked them to talk freely about what they thought was important. And we actually
captured several that we haven't thought of. And we added them to our model. They
actually helped select the candidate covariates of a clinical risk prediction model.
And that took three sessions, probably to cover that. They also had to determine the
risk of progression threshold and that was really quite challenging. Because they
had to choose, we had to get them to talk about risk.” (P9)

Fifth, PPI partners sometimes contributed to recruitimneit and retention strategies of

study participants or study sites.

“At times they acted as kind of champions for the program, So they helped us recruit
at the sites. They would spread the word. Some of them even identified additional

4

sites that we could go to, so they were a real wealth of information and knowledge. ”
(P3)

Sixth, researchers reported that PPI partners were sometimes involved in
interpreting the results of the study to maximize impact on older adult patients who

may benefit from the research findings.

“And I think with the interpretation of the results as well. That was an important
aspect to hear their understanding of the results and their perspective.” (P4)

Seventh, PPI partners contributed to the dissemination of the results, in particular
to lay audiences, and in the selection of results to present that may be especially

relevant to older adults.

“Also for implementing the results it's very important that you know what elements
the older adults find important. So you can put an emphasis on that if you want to
disseminate the results. So I have found it very pleasant to do it in that way. » (P1)



Some researchers reported that PPI partners input went beyond their expectations,
and that unexpected input was sometimes even more valuable than input on what
they asked for. Interestingly, life experience of participants beyond their experience
of the health condition was valued in PPI activities and sometimes provided

unexpected benefits.

“We developed a training manual that could be used to train future instructors of
the [PROGRAM NAME], as a result of the trial and as we were putting the manual
together, I had never done anything like that, one of our older adult stakeholders,
one of the few men on the board, he said to me: I spent my life developing training
manuals for my company. Do you want me to take a look at your manual? He goes.
I'll read through it and give you suggestions and you know... Like I would have, I
would never have thought to ask them to do that, but here is a gentleman who's
spent probably the last 40 years of his life doing just that. And so we printed off a
copy, sent it to him... So those are things that we weren't looking for but were
pleasant surprises.” (P3)

Discussion

In the present study, we found that PPI was reported in less than half of the trials
involving older adults. Both survey and interview data revealed that PPI offers
significant perceived benefits, particularly in developing interventions, as well as in
other areas of trial design and implementation. These findings align with those of a
previous survey of 64 researchers in aging and health, where 58% of researchers
reported experience involving users in diverse research activities, primarily to
optimise research relevance (34). Most respondents (86%) acknowledged benefits

of user involvement, though 59% also cited challenges.

Although our study was not designed for formal comparisons with other trial
populations, our findings on why, when, and how PPI was conducted—and on
researchers’ perceptions of its challenges, benefits, and impact in older adult trials—
closely aligned with the full survey results published elsewhere (27) Across both

samples, the main reasons for involvement, forms of involvement, perceived



benefits, and challenges showed similar top categories and comparable frequencies,
suggesting that PPI in trials involving older adults is not fundamentally different
from PPI in other populations. This is consistent with the literature (24) and with

similar work conducted in paediatric trials (35).

More than half of survey respondents reported challenges in involving older adults
in PPI, many of which align with barriers documented in the PPI literature in both
general and older populations (36-38). For example, a survey of researchers and
older adults involved in ageing and health research found that 59% identified
challenges; these included resource demands, recruitment and sustaining
participation, representativeness, and the meaningful involvement of older adults
(34). These findings are consistent with our survey and interview results.
Importantly, some perceived challenges may be more pronounced or particular
within older populations and therefore warrant targeted consideration. In our
survey, a higher proportion of respondents reported difficulties communicating
aspects of trial design, methods, and outcomes when engaging older adults (62.5%)
compared with respornidents in the parent survey (40.4%). Kylen et al. also identified
fatigue and short-term memory loss among older adults with advanced chronic
conditions as perceived barriers to effective involvement (34). Multimorbidity and
the increased complexity associated with cumulative health conditions—both more

prevalent in older adults—may contribute to these difficulties (23, 34).

One prominent challenge noted was the difficulty in recruiting and retaining PPI
partners. Lessons from our research and other recent studies suggest that a flexible
approach is needed (25). For instance, working with the same group of patients
throughout an entire project may not be realistic, especially if the study is prolonged

and demands high levels of commitment, or if the study involves PPI partners with



dementia (39). This may also apply to other groups where the eligibility is based on
transient characteristics, such as children and youth. Arranging groups so as to
minimise burden related to transportation is also valuable. In their framework,
which promotes meaningful engagement of older adults and their caregivers,
McNeil et al. recommend that accessibility issues need to be addressed in early

stages for engagement opportunities to be successful (24).

Another key perceived challenge was the need for skilled facilitation, which more
broadly refers to the method used by researchers to involve PPI partners. According
to our survey data, group discussions were the primary method of involvement. Such
groups require effective facilitation to ensure productive outcomes. They may not
be ideal activities for people with communication impairments for example, and
recent literature highlights the pressing need ior a wider repertoire of methods to
choose from when involving older people in research (18, 40, 41). Interestingly, a
recent study employed activity providers—staff already working in care homes—as
facilitators, rather than trained researchers (42). This approach has several
advantages: activity providers can leverage their in-depth knowledge of residents,
and being onsite, they are familiar with the care home routine. This familiarity allows
them to integrate sessions into pre-existing schedules and offer flexibility in session

timing. As a result, activity providers were able to involve a larger number of

residents in the research process.

Approximately half of the trials surveyed reported no PPI, a proportion potentially
underestimated due to non-response bias. The most commonly cited reason was a
lack of knowledge about PPI—what it entails, why it is important, and how to
implement it. This knowledge gap was evident in both survey responses and

interviews. The second most commonly reported reason was the lack of formal



requirements to involve PPI partners. While PPI expectations have been established
for some time in the UK, Canada and US, they are more recent in other countries.
These findings suggest that increasing researchers’ awareness, knowledge and
skills related to PPI, as well as encouraging funding agencies to mandate and
support PPI, could enhance its implementation in research - although direct

evidence for this remains limited.

In both survey and interview data, we found that reasons for involving patients
reflected both what Concannon has described as “instrumental” and
“ethical/intrinsic” motivations (43). While many researchers emphasized practical
benefits, such as improving research quality and relevance, a substantial proportion
(over 60% in the present survey) explicitly highlighted the ethical imperative of
involving patients to ensure that research addresses what matters to them or treats
them fairly. This dual perspective highlights the complex nature of PPI, which
integrates both practical and ethical considerations (40). It also underscores the
need for a comprehensive approach when evaluating PPI. Assessments cannot be
limited to empirical impact alone, as this focuses solely on instrumental aspects, nor
can they rely exciusively on perceptions of inclusion, which may overlook

contributions to research outcomes.

Our findings on perceived benefits should be interpreted with the understanding
that they reflect the views of respondents who had conducted PPI; nevertheless, they
illustrate the valuable contributions that older adults and caregivers can make to
the design, implementation, and dissemination of clinical research. Notably, and as
a novel finding, older age—through accumulated life experience—was identified as
a factor that can shape and enrich impact. While the literature describing PPI with

older adults is growing, (44-47) and recent trials have begun to report such



involvement (48, 49), evidence assessing the impact of PPI specifically within older
adult trials remains limited. Further research is needed to better quantify these
benefits and to advance best practices and tools that support active and meaningful

involvement of older adults in clinical trials (50, 51).

The present study has several strengths and limitations. It is one of the first studies
that employs a multi-methods approach to offer in-depth insights into the practices,
perceived benefits, and challenges of PPI in the context of older adults, which is a
relatively under-researched area. The qualitative themes provided valuable
supplemental detail regarding specifics of PPI older adult health research. This
study focused on trials published between 2014 and 2019, which may not fully
capture recent developments in PPI practices, though the interviews captured
contemporary reflections of trialists on their past work. The response rate, while
reasonable, may still introduce bias, as those who chose to respond might have
different experiences with or views on PPI compared to non-respondents. Also,
though definitions of PPI and “older adult” were provided to survey respondents,
responses were occasionally incongruent with these definitions. While ‘older adult’
was defined by age for this study, we acknowledge the significant heterogeneity
within this group—spanning differences in health, mobility, and engagement
capacity. Additionally, surveying and interviewing PPI partners could have provided
valuable complementary perspectives, as their experiences may differ from those of
researchers. Finally, the number of interviews was small and new themes continued
to emerge in the final interviews, indicating that data saturation was not reached

and that additional themes or insights might have been missed. Interviewing authors



of trials not exclusively involving older adults might have yielded additional data,

though potentially at the expense of specificity.

Conclusion

In conclusion, this study highlights the significant yet underutilized role of PPI in
pragmatic trials involving older adults. While PPI offers numerous perceived
benefits, such as improved intervention design and recruitment of trial participants,
several challenges remain, both general and specific to older adults. Overcoming
these challenges may require flexible or even innovative strategies, ultimately

enhancing PPI uptake and improving the quality and relevance of research.
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