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Abstract

Background: Engaging patients and the public in clinical practice guideline (CPG) development is believed to contribute
significantly to guideline quality, but the advantages of the various co-design strategies have not been empirically compared,
making it difficult to choose one strategy over another.

Objective: This pilot study aims to document the acceptability, feasibility, and outcomes of 2 methods of involving patientsin
outlining CPG.

Methods: A single-blind crossover pragmatic study was performed with patients with traumatic brain injury. The patients
experimented with 2 alternative methods of producing clinical practice recommendations (ie, a discussion group and awiki). The
participantsrated the acceptability of the 2 methods, and feasibility was assessed using indicators, such as the number of participants
who completed the 2 methods and the number of support interventions required. Experts, blinded to the method, independently
rated the participants outcome recommendations for clarity, accuracy, appropriateness, and usefulness.

Results. We recruited 20 participants, and 16 completed the study. The acceptability of the 2 methods showed little variation,
with qualitative comments expressing a dight preference for the social nature of focus groups. Thus, both methods of involving
patients in CPG devel opment appeared feasible, and the experts’ opinions of the adapted recommendations were both positive,
although the recommendations produced through focus groups were deemed more relevant to support clinical practice.

Conclusions: Our results confirm the acceptability and feasibility of focus groups and wikis to allow patients with traumatic
braininjury to participatein clinical practice guideline production. This study contributesto the scientific literature by suggesting
that the 2 methods were acceptable, feasible, and produced positive outcomes.

Trial Registration: ClinicalTrials.gov NCT02023138; https://clinicaltrials.gov/ct2/show/NCT02023138

(J Particip Med 2021;13(3):€24319) doi: 10.2196/24319
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Introduction

Patient and public involvement (PPI) in the development of
clinical practice guidelines (CPG) can contribute significantly
totheir overall quality [1]. The Guideline International Network
published an updated toolkit on patient and public involvement
in guidelines [2], and many other organizations, such as the
United States’ Institute of Medicine[3] and United Kingdom's
National Institute for Clinical Excellence[3], recommend such
patient and public involvement [4]. In the general field of
medicine, Légaré et a [5] describes three broad types of PPl in
CPG: (1) communication of the CPG to the target patient
population, (2) consultation with the patient popul ation through
paper or online surveys, focus groups, or interviews, (3) direct
participation of patients and public in CPG development, using
direct involvement of these individuals in consensus meetings
and development groups. Despite their increasing legitimacy
and use, little is known about the best methods to engage
patients and the general public in CPG production [6,7]. This
lack of knowledge can compromise PPl in CPG development
[1]. It may even impact patient and provider adherence with the
CPG and ultimately the quality of care provided.

As synthesized in a recent scoping review by Kim et a [7], a
large number of methods of PPI in CPG production are reported
in the literature, combined or not, such as surveys [8], wikis,
focus groups [9], in-depth interviews [10], online Delphi
methods [11,12], and workshops [13]. PPl experiences are
associated with arange of challenges, described by Armstrong
et al [14] asalack of clarity about theroles and tasks of patients
in the CPG development process; limited resources for
supporting patients; integrating service user input with
supporting evidence from the literature in the CPG; ensuring
that participating service users represent the views of service
users as a group; the ability of service users to voice their
concerns in the context of CPG development; recruitment
difficulties; representativeness of selected participants; training
and support needs of patient and population; patient
representatives feelings of isolation; and difficulty with medical
(or scientific) terminology, and systematic review process[4,14].
In addition, van de Bovenkamp et a [6] believe that the
challenges faced by patients in the CPG development process
highlight possible inconsistencies between the context, the
strategy used, and the needs and capacities of patients. However,
asreported by Kim et al [ 7], the above can be mitigated through
training in research or CPG development methods and
combining multiple methods. The World Health Organization
recommends stakeholder involvement insofar asit is “feasible
and efficient” [2,15] while recognizing that PPl strategies are
not all equivalent, and the characteristics specific to each
influence their feasibility and effectiveness.

Few studies have used formal study designs to empirically
investigate strategies involving patients and the public in CPG
development, whether from the perspective of the process (ie,
acceptability and feasibility) or effectiveness. As part of the
North of England evidence-based guideline development
program, Van Wersch and Eccles [16] tested the participation
of individual patientswith asthmaor anginain multidisciplinary
CPG development groups through one-off meetings or
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workshops and a consumer advocate. The authors concluded
that no method stood out as superior to the others and that
further work was required on the best way to get meaningful
PPl in CPG development [16]. Diaz Del Campo et a [17]
reported their experience of combined methods of PPl using
in-depth interviews, focus groups, and active participation of
patientsin al steps of CPG development for anxiety, insomnia,
autism, and stroke within the Spanish National Clinical Practice
Guideline Devel opment Program. They found that PPl in CPG
development was very helpful in incorporating patient views
and needsin the guidelines, but it was crucia to provide specific
support to patients to facilitate effective engagement [17].
Khodyakov et a [12] recruited 95 participants to evaluate the
patient-centeredness of CPG for peoplewith Duchenne muscular
dystrophy using an online modified Del phi method. Up to 56%
of their sample participated in all three rounds of discussions,
and the authors observed that this method allowed them to
consider the patient-centered nature of the guideline
recommendations effectively. Serrano-Aguilar et al [18] used
Del phi-based consultations combined with a systematic review
toinclude patient perspectivesinto CPG for personsliving with
systemic lupus erythematosus. They concluded that the method
was useful to align clinical practice with users needs better.
Kdpke and a [8] used a survey and focus groups to consult
individuals with severe multiple sclerosis about palliative care.
Despite thetime and resource-intensive character of the activity,
user input was deemed key in formulating the guideline
guestions and identifying outcomes. Den Bregjen et a [19]
evaluated an approach to the simultaneous development of 5
guidelineson infertility. They used exploratory interviewswith
12 couples facing fertility issues, 2 focus groups, and a wiki
tool over 7 months. Among other results, the authors concluded
that the wiki was a promising and user-friendly tool for patient
participation in guideline devel opment and for identifying targets
for CPG improvement.

Although important insights have recently been gained in
understanding PPI in CPG development, to our knowledge, no
experimental study has compared 2 methods of PPl concerning
their acceptability, feasibility, and outcome. The absence of
comparative data makes it difficult for guideline developersto
choose one method over another. In addition, despite the wide
range of patient populations that have contributed to CPG
production, to our knowledge, individuals with cognitive
disabilities, such as those induced by traumatic brain injuries
(TBIs), have never been involved. Co-design of products and
interventions for this patient population is recent [20-22] and
has been described as challenging but fruitful, as special
attention hasto be given to adapting the methods of invol vement
to the capacities and limits of these individuals to ensure their
feasibility. For example, the number of individuals with TBIs
that can beinvolved at the sametimein afocusgroupislimited.
Furthermore, clear and enhanced instructions must be provided
and restated regularly to ensure that co-design can occur. The
goa of this pilot study was to document the acceptability,
feasibility, and outcome of 2 methods of PPl in CPG co-design
for adultswith TBIs.

J Particip Med 2021 | vol. 13| iss. 3|€24319 | p. 2
(page number not for citation purposes)


http://www.w3.org/Style/XSL
http://www.renderx.com/

JOURNAL OF PARTICIPATORY MEDICINE

Methods

Study Design

We performed asingle-blind crossover pragmatic study [23,24]
with patients with TBIs in the context of a rehabilitation
guideline development. TBI isdefined by the Center for Disease
Control [25] as adisruption in the brain's normal function that
can be caused by a bump, blow, or jolt to the head or a
penetrating head injury. It leadsto various and often permanent
physical and cognitive sequelae such as fatigue, trouble
concentrating, and memory loss [26,27]. The crossover
pragmatic pilot study design allows participants with this
condition to act as their own control while enabling minimum
control for both learning and fatigue between the 2 methods.
The complete protocol of the study was published elsewhere
[28]. The patients participated in 2 alternative co-design methods
of recommendations (ie, a focus group and a wiki). Patients
were asked to discuss 2 recommendations chosen from the
Scottish Intercollegiate Guideline Network guidelines for the
rehabilitation of individuals with TBI [29]. This guideline was
assessed as having a high-quality score on the AGREE |1 tool
[30]. Because individuals with TBI may have various clinical
profiles and trajectories, we chose recommendations that are
relevant for a wide range of participants to facilitate their
involvement. The recommendationsto be adapted were selected
by 2 researchers (MEL and MPG)

Recommendation 1: For optimal outcomes, higher intensity
rehabilitation featuring early intervention should be delivered
by specialist multidisciplinary teams. (Scottish Intercollegiate
Guideline Network: Brain injury rehabilitation in adults.
Edinburgh: SIGN; 2013. p. 38)

Recommendation 2: Planned discharge from inpatient
rehabilitation to home for patients who have experienced an
acquired brain injury provides beneficial outcomes and should
be an integrated part of a treatment program. (Scottish
Intercollegiate Guideline Network: Brain injury rehabilitation
in adults. Edinburgh: SIGN; 2013. p. 43)

Figure 1. Study design and concept measurement.

Recruitement
and admissibility
check

Training

Randomization

Training

The partici pants received in-person trai ning about the guidelines
and PPI using educational material on the subject developed by
the Health Council of Canada [31]. Training was essential to
ensure that participants had some knowledge about CPG and
PPl and could participate effectively in the study. The
participants were also given information about the 2 methods
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The research protocol was approved by the Research Ethics
Committee of the Institut de réadaptation en déficience physique
de Québec (Québec Rehabilitation Institute for Physica
Disability 2013-0348). Our pilot study is reported using
PRISMA (preferred reporting items for systematic reviews and
meta-analyses) extension for pilot trial criteria.

Participants

A convenience sample of patients meeting the following criteria
was selected: (1) having suffered a moderate to severe TBI
(Glasgow Coma Scale <13) between 2 and 4 years previously
to ensure they still remember their completed rehabilitation
process, (2) being French-speaking, (3) being able to use a
computer, and (4) having the physical and cognitive capabilities
to participate in a 2-hour group meeting. Participants were
recruited among members of the Quebec community-based
association of individuals with TBI (Association TCC des
Deux-Rives). These participants were chosen because this
association regroups many individuals with TBI from rural and
urban settings and those who live close enough to participate
inanin-person focus group at the association. A |etter containing
information about the project was sent to a random list of 30
members of the association who met the eligibility criteriaand
were deemed able to participatein the project by an association
employee. One week |ater, the association employee contacted
members by phone using a recruitment script to answer any
questions and verify their interest in participating in the study.
Thefinal list of 20 (66.6%) interested members was forwarded
to the researchers.

A research assi stant contacted the potential participants by phone
to confirm their eligibility and obtain consent. The participants
wereinvited to attend atraining session that wasto be held one
week later.

Procedures

The study compared 2 methods of PPl (ie, focus group and
wiki). The participants tried each method in accordance with
the crossover design (Figure 1). The study activitiestook place
at the association’s office (for the training session and focus
group) and the participant’s home (wiki).

Wikl and
quesnannaire

Facus group and
¥ guestionnaire

Final
questonnalre

Wik and
guestionnaine

Focus group and
questionnaire

to be tested and a written process outline to support their
participation in the study and accommodate potential cognitive
problems. Each participant also answered a sociodemographic
guestionnaire covering self-reported trauma characteristics. The
training meeting lasted one hour to avoid fatigue.

After the training, participants were randomized into Group 1
or Group 2 by aresearcher blinded to the intervention, using a
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random number generator [32]. The allocation concealment was
performed using the list of participants randomly ordered.

Focus Group

Group 1 participantswerefirst invited to participatein a2-hour
focus group amed a co-designing the particular
recommendation to encompass their values and preferences.
Three days before the focus group, they were emailed: (1)
instructions about the time and place of the group meeting, (2)
the recommendation to be discussed, and (3) a synthesis of the
scientific articles that were used to produce that specific
recommendation. The focus group was moderated by the
principal investigator (MEL). It began with a quick reminder
about the goal of the study and the goal of the focus group. The
synthesis of the evidence used to produce the recommendation
was reviewed, and the participants were asked to discuss the
recommendation. The objective of the discussion wasto get the
participants’ opinions about the recommendation, elicit the
participants’ preferences about the recommendation, and explore
possible changesto be made to the recommendation. Theresults
of the discussion were recorded on flip charts asthe discussion
proceeded. These visual cues facilitated the participation of
users who have cognitive problems. The focus group was also
audiotaped, and its content transcribed for qualitative analysis.

Wiki

Group 2 participants were invited to participate in a wiki. A
wiki is a collaborative writing web application used to create
online content that anyone can edit or add to [33,34]. The wiki
was chosen as an innovative intervention that would allow
participants to be involved in the CPG co-design in aplace and

at apace best suited to their abilities as personsliving with TBI
and without having to overcome transportation barriers.

Group 2 participants received an invitation by email, including
clear and detailed instructions about wiki use, the
recommendation to be discussed online (the same one used by
Group 1), and a synthesis of the evidence used to produce that
specific recommendation. The wiki was structured to describe
the research project, present asynthesis of the evidence used to
produce that specific recommendation, alow the participants
to express their opinions concerning the recommendation,
specify their preferences about the recommendation, and suggest
potential modificationsto the recommendation. The participants
also received promptsfrom the researchers 2, 4, and 6 days after
the initial email to encourage them to participate in the wiki
discussion. They had 1 week to do so.

Oneweek after the end of thefirst data collection, in accordance
with the crossover design, Group 1 participants were assigned
to the wiki method, and Group 2 participants were assigned to
the focus group method. The procedure was repeated with a
second recommendation different from the first.

Instruments and M easures

Acceptability

We assessed the acceptability of both methods for individuals
with TBI after using each method, using electronic surveysfor
the wiki and paper surveys for the focus group. We devel oped
the questionnaire using Sidani and Braden's conceptual
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framework of acceptability [35]. In line with this framework,
the questionnaire measured the participants’ perceptions with
regard to the appropriateness of the method identified, fit with
usua habits, perceived effectiveness, perceived consequences,
and the likelihood of re-using the method. For each aspect, the
participantswere asked to rate their agreement with a statement
using a 10-point visual analog scale ranging from “0” (1 totally
disagree with this sentence) to “10” (I totally agree with this
sentence). They were also invited to explain their answer using
an open-ended qualitative question. After testing both methods,
the participants were al so asked to answer afinal questionnaire
to validate their preferences regarding the 2 methods. The
guestionnaires were pretested with 3 individuals with TBI who
would have been eligible but did not participate in the study to
ensure language clarity and questionnaire comprehensiveness.
Feasibility

The feasibility of the intervention was evaluated using 3
indicators:. (1) the number of participants who attended the focus
group or accessed the wiki, (2) the number of participants who
completed the intervention (ie, attended the entire duration of
the focus group or provided their opinion on the
recommendations), and (3) the number of support interventions
required regarding the focus group and thewiki (eg, atelephone
cal for assistance, email, or request to the association's
employees) [35]. Theindicatorswere documented by aresearch
professional, using an Excel (Version 16.13.1/2018; Microsoft
Corporation) preformatted template form.

Outcomes

The outcomes of the 2 methods were evaluated by submitting
the adapted recommendations to a panel of potential users,
including individuals with TBI, clinicians, managers, and
policymakers. They wererecruited from the scientific committee
overseeing a TBI guideline adaptation process and from the
community-based association. In this study, co-design outcomes
were understood as the capacity of a method to produce
recommendations that are clear, appropriate, and useful in
guiding usersintheir activities. The expertswere blinded to the
methods used to adapt the recommendations. They received an
email including the origina recommendations, the
recommendations co-designed by the participants, and a link
to a questionnaire in which they were invited to independently
rate the clarity, accuracy, appropriateness, and usefulness of
each of the 4 recommendations (2 methods x 2
recommendations) for their practice using 10-point Likert scales.
They were also asked to provide comments to justify their
ratings.

Analysis

Within-subject analyses using the Wilcoxon signed-rank test
[36] were performed to compare the acceptability score of the
2 methods. Feasibility indicators were reported using descriptive
statistics. The outcomes of the 2 methods as rated by the experts
were compared using generalized linear models (2 methods x
2 recommendations, generalized estimating equations, and both
independent variables repeated measures). The statistical
analyses were performed using SPSS (version 20; IBM Corp).
All qualitative data (focus group and qualitative comments
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stemming from the questionnaires) underwent athematic content
analysis [37-39] based on Sidani and Braden's conceptual
framework of acceptability [35] using Nvivo software (version
12; QSR International). An interjudge validation process was
done by 2 team members to ensure the validity of the analysis
until a level of agreement of 90% was found in the coding.
Divergencesin coding were resolved by athird analyst (MPG).
Finally, themes were validated according to convergences and
divergences.

Results

Participants

In total, 20 participants with TBI were recruited to participate
in the study; 1 individual dropped out during the training (not
interested), 3 left before the randomization (2 because of lack
of time and 1 because of sickness), and the remaining 16
participants completed the study. Characteristics of the

Lamontagne et al

participantsarelisted in Table 1. Most of theinjured participants
were male; their median age was 48 years, and they had
experienced a severe TBI more than 15 years before. Half of
the participants lived alone. None of the participants had
previous knowledge of CPG. Both groupswere similar interms
of sociodemographic characteristics.

We recruited 18 experts (5 clinicians, 5 managers, 4
decision-makers, and 4 individualswith TBIswho were potential
users of the CPG); 11 (61%) were female, 9 (50%) were aged
between 45 and 64 years, 5 (28%) between 35 and 44 years,
and the remaining 4 (22%) participants were under 34 years
old. Five (28%) experts had a Ph.D. as their highest level of
education completed, 4 (22%) had a Master’s degree, 5 (28%)
a Bachelor’'s degree, and the remaining 4 (22%) participants
had a college or professional diploma. Experts rated their
knowledge of guidelines at 64% on average and use at only
42% (on a scale of 0 to 100%).

Table 1. Sociodemographic characteristics of the participants living with atraumatic brain injury.

Traumatic brain injury participants

Group 1 (n=8) Group 2 (n=8) All (n=16)

Male, n (%) 5 (62.5) 6 (75%) 11 (68.8)
Age (years), median (range) 45 (20-57) 44.4 (26-57) 44.9 (20-57)
Severe traumatic brain injury, n (%) 5(62.5) 5(62.5) 10 (62.5)
Living situation, n (%)

Alone 5 (62.5) 4(50) 9(56.3)

With close relatives 3(325) 4 (50) 7 (43.49)
Knowledge of CPG existence, n (%) 0(0) 0(0) 0(0)

Acceptability

The participants' rating of acceptability of the 2 methods (Table
2) did not differ significantly (P values varying from .12 for
“methods had some advantages’ to .69 for “ methodsissimple’).
Overdll, both methods received higher scores for simplicity,
likelihood to be used again and appropriateness, and lower
scoresfor convenience. The participants found that the methods,
especiadly the focus group, had more advantages than
disadvantages, although this was not statistically significant.

The qualitative comments offer a more nuanced view of the
scores provided regarding method acceptability. Overall, the
focus group method was perceived more positively by the
participants. It was deemed to be simpler by participants because
they only had to talk. Listening to other participants also
facilitated reflection and contributed to the ease of use of this
method:

All the comments made hel ped me to think about my
own experience. And it helped me to see other aspects
| hadn’t thought of before” [participant #8]

The focus group was said to more easily fit with the
communication habits of individuals with a head injury who
prefer oral expression to writing. The focus group also allowed
them to express their thoughts faster. However, participants
recognized that it was sometimes difficult maintain
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concentration and comment on the recommendation in a noisy
environment. The main perceived advantage of the focus group
method wasits social aspect, which met the needs of individuals
with brain injury (often socially isolated). The main
disadvantage of the method was that it was sometimes difficult
for them, as individuals with cognitive disabilities who may
experience memory and concentration issues, to participate in
thediscussion in asustained manner. Participants a so mentioned
that on several occasions, they felt an obligation to go in the
same direction as the group to reach a consensus about the
recommendation, even though their personal experience was
different from what others described:

We have to fit everybody's ideas into one, and it is

not always easy, especially when you have difficulty

expressing yourself [participant #6]
The focus group was viewed as appropriate and convenient by
a magority of participants, allowing the moderator and
participantsto summarize awide range of individual experiences
into afew simple statements. Fatigue, fear of being judged, and
difficult memories brought back through traumarecall werethe
most often cited drawbacks of the focus group method. Despite
this, a vast mgjority of participants stated that they would use
this method again because it is rewarding, enlightening, and
has a positive social dimension.
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Regarding the wiki method, the participants explained that it
was simple to use thanks to the detailed instructions provided,
but the required access to a computer and internet was a
constraint. While some participants mentioned that they were
accustomed to using electronic communication media (eg,
Facebook and email), most said they would rather have a
face-to-face conversation:

| prefer to discuss my ideas in person with real
people, especially when | have questions [ participant
#8]

Table 2. Acceptability, feasibility, and outcomes of focus group and wiki.

Lamontagne et al

Participants considered the wiki method effective to the extent
that it allowed for analysis and reflection before answering and
because participants could express themselves without being
stopped or interrupted. Other key advantages mentioned
included anonymity, not feeling judged by others, the freedom
to choose the time and place to answer the wiki questions, and
doing it at the participant’'s own pace, respecting his or her
capacity.

Focus group Wiki P value
Median and range of scores of acceptability itemsfor participantswith traumatic brain injuries (%), median (range)
Simple 93 (8-100) 90 (1-100) 69
Fit usual communication habits 90 (8-100) 70 (0-100) 31
Effective 88 (8-100) 85 (0-100) 58
Had some advantages 88 (8-100) 61 (0-100) A1
Had some disadvantages 65 (0-100) 61 (0-100) A48
Appropriate 92.5 (0-100) 88 (0-100) .59
Convenient 84 (0-100) 65 (0-100) 48
Would like to use this method again 97.5 (8-100) 91 (1-100) 48
Feasibility
Number of participants who used the method 16 16 _a
Number of dropouts 0 0 0
Number of support requests 0 1 0
Outcomes as perceived by the experts
Mean clarity score of the recommendation 67% (1-93%) 57% (12-99%) —
Mean precision score of the recommendation 68% (6-90%) 60% (42-100%) —
Mean usefulness score of the recommendation 67% (24-95%) 60% (0-99%) —
Model effect of the method Wilks Lambda value: 0.779 .08
Model effect of the recommendation Wilks Lambda value: 0.875 .24

8gtatistical test not preformed.

Feasibility

Both methods appeared highly feasible as a way of involving
patientsin CPG co-design. After randomization, no participants
dropped out from the focus group or the wiki intervention. All
participants used both methods. In addition, the participants
required little support; only 1 participant asked for help once
to access the wiki platform (Table 2).

Outcomes

The quantitative analysis of the experts opinions illustrates
positive perceptions of expertsfor both methods. No significant
differences were found between the 2 methods (Wilks
Lambda=0.079; P=.07) and between the 2 recommendations
(Wilks Lambda=0.0.85; P=.24). When asked whether they
preferred the recommendations designed through the focus
group or wiki, a majority of experts mentioned that the

https://jopm.jmir.org/2021/3/e24319/

recommendations produced through the focus group appeared
more relevant to their rehabilitation practice. This result was
reinforced by the fact that means and median scores of clarity,
appropriateness, and usefulness were systematically higher for
the focus group, athough differences were not statistically
significant. Furthermore, the qualitative comments point out
that the recommendations produced through the focus group
were clearer and more accurate.

Discussion

The objective of this pilot study was to evaluate 2 methods of
involving patientsin CPG co-design, afocus group and awiki.
Overall, we found that both methods were judged acceptable
and feasible, and it alowed participants to contribute to
co-design recommendations based on their values and
experiences. While the data obtained via questionnaires did not
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show any difference between both methods in terms of
acceptability and outcomes, qualitative comments indicate that
focus groups may present more advantages than the wiki for
individuals with TBIs.

Acceptability refersto the patient’sview of an intervention that
strongly influences its uptake, implementation, and adherence
to CPG [35]. Obtaining patient perspectives on the strategies
they view as most appropriate is of crucial importance for
effective and sustainable PPl in CPG design. In our study, the
focus group and wiki methods were both acceptable, and they
presented distinctive features (eg, social aspects, inspiring
discussionsfor focus groups, no time constraint, geographically
accessible, and easier concentration for the wiki method) that
are susceptible to accommodate individuals with TBI who
experience various disabilities. Our study shows that the little
training required for focus group participation, the possibility
to clarify the technical or scientific language used, and the
positive feelings that participation can elicit in a social group
might counter important support needs [40], such as patient
representatives feelings of isolation [9], and difficulty with
medical terminology [41,42] which have been identified as
obstaclesto PPl in the literature.

Although the wiki method can be considered cost-effective,
especially interms of remote use, it may fail to satisfy the social
aspect of group participation provided by other methods.
Furthermore, explaining terminology is easier in person than
through awiki. However, asynchronous and remote participation
modesin CPG co-design remain important facilitatorsthat allow
a range of patient populations, such as individuals with
important physical disabilities or impairments dueto fatigability,
to contribute to CPG design.

However, the feasibility of PPl in CPG design relies on factors
such as resources required and the time and availability of
participants. Based on our results—no dropout, high access,
and little need for support observed—the feasibility of thefocus
group and wiki methods is high. One possible explanation is a
positive social bias, where the contact with the research team
generated positive feelings and commitment. Given that
individuals living with TBIs often face social isolation, they
may react more positively to solicitation than other popul ations.
Another explanatory hypothesisfor the high degree of feasibility
associated with both methods lies in the training and support
material provided to the participants. Our results support the
argument highlighted in the literature that participants need
assistance to participate in CPG design effectively, although
this was provided before experimentation in this study and was
barely required afterward. However, the commitment observed

Lamontagne et al

to CPG design may also reflect the importance of the topic for
patients and their appreciation of being offered the opportunity
to cast their voice in amatter of interest to them.

Bovenkamp et a [6] argue that the effectiveness of different
methods of including PPl in CPG design is difficult, though not
impossible, to evaluate using arandomized clinical trial design.
Kim et al [7] found that few studies explicitly evaluate the
processes or impact of identifying or incorporating patient
preferences and fail to report the impacts of such involvement
on CPG outcomes. The results of our pilot study suggest that
the recommendations co-designed through focus group and wiki
were both judged positively in terms of outcomes by a group
of experts, including patients, providers, decision-makers, and
researchers, with no statistically significant differences between
methods. Comments they provided nonetheless indicate that
the ones developed through focus groups were superior. Few
researchers have studied the effects of PPl in CPG design, and
these remain largely unknown [43].

PPl iscentral to CPG design, and authors recommend that CPG
developers use multiple strategies to reach this important goal
[43]. Our results suggest that various methods are acceptable
and present distinct features that are likely to accommodate
different users. Our study also suggests that these methods are
feasible for people with TBI. Thus, based on our results,
engaging patients experiencing disabilities in CPG co-design
appears to be feasible.

However, our pilot study has some limitations. Indeed, we chose
apragmatic approach to evaluate 2 methods of CPG co-design,
including a limited number of individuals with TBIs. This
practical concern isimportant in testing the feasibility of the 2
methodsin a“real” context of guideline adaptation, but it also
raises some issues. To the extent that we had no preliminary
data for calculating our sample size, we based our sample on
pragmatic criteria. Consequently, our results should be
considered with caution as the lack of differences observed
between methods may be due to a lack of statistical power.
Another limitation of thisstudy isthat other relevant data could
have been collected to answer our study objective. For example,
we did not consider the cost and time required to participate,
which could be seen as important information to help decide
which method of PPl in CPD co-design to use. We also chose
to evaluate 2 methods only on 2 recommendations.

Overall, theresults of thispilot study provideinitial insight into
methods of PPl in CPG co-design. However, further research
on these and other methods is crucial to maintain and increase
meaningful participation of patients and the public to support
quality health care.
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