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Abstract
Objective: Explore the outcomes of research engagement (PE) in the context of qualitative

research.

Design: Observation of engagement in two groups comprised of patients, clinicians and
researchers tasked with conducting a qualitative preference exploration project. One group was
led by a patient research partner (PLG) and the other by an academic researcher (RLG). A semi-
structured guide and a set of critical outcomes of research engagement was used as a framework

to ground our analysis.

Setting: Online.

Participants: Patient research partners (n=5), researchers (n=5), and clinicians (n=4), in total

Main outcome measures: descriptive and reflective observation data of engagement during

meetings and email correspondence between group members.

Results: Both projects were patient-centered, collaborative, meaningful, rigorous, adaptable,
ethical, legitimate, understandable, feasible, timely and sustainable. Patient research partners
(PRPs) in both groups wore dual hats as patients and researchers and influenced project decisions
wearing both hats. The PRPs lived experience in the RLG influenced many decisions than their
counterparts in the PLG. They spent more time sharing their experience with biologics and

helping their group identify a meaningful project question.

Collaboration seemed easier in the PLG than in the RLG. The PLG lead delegated tasks to

stakeholders in the group ensuring that the patient voice was embedded in all aspects of the
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research. Stakeholders volunteered to roles in the RLG. A formal literature review informed the

design, study materials and analysis in the RLG while the formal review informed the study

materials and analysis in the PLG. A PRP in the RLG and the PLG lead leveraged personal

connections to facilitate recruitment. The outcomes of both groups were meaningful to all

members of the group.

Conclusions: Engagement results in positive outcomes on the research in the context of

qualitative research.

Strengths and limitations of this study

We used direct observation of research engagement, which provided a more robust

understanding of PRP roles and influence on the research.

Observation was in an online environment, and overt (Group members were aware they

were being directly observed in all project communications).

We created journey maps to understand governance and decision making during all the

stages of research in the two groups.

We used a set of critical outcomes of research engagement as a framework to ground the

work; however, it was difficult to entirely separate one outcome from the other.

Our study design was appropriate for the exploratory nature of the study; however, we
were unable to ensure that both groups were equally matched in terms of experience,

skills and knowledge.
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1. Introduction

There is a substantive body of work reporting the various ways in which patients are

oNOYTULT D WN =

involved in the conduct and design of research,' and various frameworks and guidelines for

10 supporting, evaluating and reporting patient engagement (PE) in research.*> There are also

12 studies showing the value of such engagement to the patient or researcher, such as a sense of
purpose and being empowered; greater awareness of and appreciation for research; improved

17 relationship with illness; feeling valued; and gaining new skills and knowledge.b® There are

19 fewer publications on how engagement impacts the research design, approach and outcomes.10
This could be attributed to the lack of validated evaluation tools that are publicly available,

24 informed by the literature and grounded in a theoretical or conceptual framework, inclusive of
26 patient involvement in their development and reporting. !'-'* Some studies report hypothesized
28 impacts instead of presenting evidence of impact.®'> None to our knowledge capture the impact
across the whole research spectrum and outcomes.

33 We used observation methodology to obtain detailed and contextualized insights of the
35 impact of research engagement throughout a health research study. This qualitative methodology
has not been used extensively to study research engagement, likely due to analytical and

40 practical challenges associated with studying a phenomenon thoroughly and at length.!6

42 Observational methods involve the systematic, detailed observation of behavior and
communication'” and has been used by researchers when other methods such as interviews or

47 surveys alone cannot fully capture the context and phenomenon under study.!®-2° Observation

49 provides an in-depth understanding of people’s actions, roles and behavior?!?? and identifies

51 barriers and opportunities to more equal participation, shared decision-making, and shared

understanding.?
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In this exploratory study, we observed the roles of patient research partners (PRP) and other
stakeholders in the research, and the influence PRPs had on the project design, approach and

outcomes.

Method:

We used direct observation of two groups, a “Patient Research Partner led Group” (PLG),
led by a PRP, and an “Academic Researcher led Group” (RLG), led by an academic researcher to
observe similarities and differences in research engagement across the two groups.

We recruited PRPs (n=2), clinicians (n=2), and researchers (n=2) across Canada for each group.
We identified participants through national network platforms (e.g. Strategy for Patient-Oriented
Research, Inflammation, Microbiome, and Alimentation: Gastro-Intestinal and Neuropsychiatric
Effects (SPOR IMAGINE) Network), 24 and study team contacts using maximum variation
purposive sampling to recruit PRPs, and convenience sampling to recruit researchers and
clinicians. PRPs and researchers were eligible to participate if they had basic knowledge and
skills to conduct qualitative research acquired either through POR training, education or
participating in health care research. Living with a chronic digestive condition such as IBD was
also a requirement for PRPs. All recruited members completed a screening survey, which
included select items from the Patient Centered Outcome Research Institute’s Ways of
Engaging- ENgagement ACtivity Tool (WE-ENACT)? and were then assigned to the PLG or

the RLG, matching the two groups to the extent possible.

Both groups designed and conducted an exploratory qualitative preference project over a
pre-determined seven-month period, addressing the same research question: “What factors or

attributes are important to patients with Inflammatory Bowel Disease (IBD) in considering
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treatment tapering of biologics?” This question served as context for studying the impact of
engagement since there is no standard regimen for managing adults with IBD and little evidence
on patient preferences regarding treatment decisions when considering biologic tapering.26-’
Moreover, the engagement of patients in the development and design of preferences studies is
recommended as good research practice.?®2° While the structure of the two groups was the same
except for the differences in the leads, the governance and decision making about conducting the

research was left to each group.

Due to the COVID-19 pandemic, and the location of group members, observation of
engagement was virtual. We assigned one study staff (NS and KB), skilled in qualitative research,
per group to observe unobtrusively, documenting all exchanges of online meetings and emails
among group members. The staff received training in the four questions of observation (what to
observe, how to observe, how to preserve whatis observed, how to tell what was observed).!®
Observation was overt. Group members were informed in the consent and at the first group meeting
that they were being observed and all comments would be anonymized in the analysis. After the
first meeting where staff introduced themselves, they faded into the background so members could
act naturally while discussing the project. We believe these strategies helped put them at ease and
not alter their behavior consciously.3°

The staff kept rigorous notes of meeting discussions and email chats (descriptive data), and
documented their thoughts and questions during and after the discussions (reflective data) using a
semi-structured guide.3! (Supplementary Table 1) For example, the staff documented what changes
PRPs proposed that were made or not made and why or how the groups appropriately integrated

group member suggestions. The meetings were audio recorded to verify observation notes for their
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quality and trustworthiness. Ethical practices were followed such as assigning a unique study
number on the collected data.30-34

We used Dillon’s Critical Outcomes of Research Engagement (CORE) and measures as a
grounding framework to assess engagement in the two groups.? The eleven potential outcomes
and related measures were suitable for our study, covering a broad spectrum of the research
design, approach and short and long-term outcomes of engagement.

The data from both groups were analyzed thematically in four steps using NVivo-12
software%: organized the data; sorted the data by critical outcomes, research stages and critical
activities; created a journey map.3’-8 for each group member by “member types” (PRPs,
researchers and clinicians) to understand how each member type influenced and impacted the
project. Our journey map outlined all the activities each group member as a column heading with
each member ID as rows to understand what they did at each critical research task and how they
influenced the task. Lastly, we compared the journey maps of the researchers, PRPs and
clinicians in the PLG with those in the RLG to identify similarities and differences between the
two groups for a broader understanding of the impact and the critical outcomes of research

engagement. (Figure 1,2)
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Step 1

Organise the
collected data

e Transcribe the
recorded meeting

e Anonymize the
transcript

Step 2
Sort the data

* Import
transcription

¢ Code the data by
critical outcomes
and research
stages

¢ Modify the

BMJ Open

Figure 1. Observation Data Analysis Steps
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¢ For each group
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Step 4

Compare the
Groups
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journey maps of
PLG researchers,
PRPs and
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those in the RLG

to identify
similarities and
differences

description of the
20 ) -
codes iteratively

Two study staff (NS and KB) coded the data. A third coder (GM) discussed the coding
33 separately with the other two coders, checked the quality of the coding, and ensured consistency
35 between the two coders. NS and KB reflected on their personal values during the data collection
and analysis process to identify any biases that may have affected the research, such as

40 attachment bias to group members. We used this approach to facilitate good practice in coding
42 and enhance the credibility of the analysis.3%4

We provided the two group leads training with a “baseline package” that was also

47 available to all group members containing basic information about patient preference studies,

49 qualitative research and high-level information about the project group work and deliverables.

No other information was provided to either group.
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Results
3.1. Study participants

Fourteen total participants were recruited for the two project groups from a pool of 29
eligible participants. The main reasons for non-participation were workload issues and health
concerns. The majority were 35 years old and over (PLG n=5; RLG n=6); women (PLG n=5;
RLG n=5); white (PLG n=4; RLG n=6)); had a graduate, PhD or a professional degree (PLG
n=5; RLG n=7); and had been involved in patient-oriented research (POR) for over a year (PLG
n=6; RLG n=4). Nine (PLG n=3; RLG n=6) felt prepared to contribute to this study and seven
(PLG n=; RLG n=4) indicated they had previously worked with or knew at least one member in
their group before this project.

PRPs in both groups were trained in conducting research projects using qualitative
methods through the Patient and Community Engagement Research (PaCER) program,*!-43 or
through other education opportunities. All the researchers had qualitative research expertise;
some with no IBD-specific knowledge. The clinicians were associated with the SPOR IMAGINE

Network.2444

3.2. Similarities and differences between project groups

We present the observation results from the virtual and email discussions by the eleven
Critical Outcomes of Research Engagement (CORE)? operationalized in our study (Table 1). No
new outcome was identified during our analysis. Operationalizing these outcomes was
challenging as they were established for direct inquiry with study team members, with

overlapping measures among the eleven outcomes. Patient-centeredness was central to all the
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outcomes of research engagement but we tried to keep the measures independent of each other

Table 1. Critical Outcomes of Research Engagement and study measures

Critical outcomes

Measures

1) Patient Centered

How were PRPs engaged in, and influenced, each stage of
research and critical research tasks?

2) Meaningful

Are the research method and outcomes reflective of, and
outcomes relevant to, the community and all group members?

3) Team Collaboration

What is the group members’ comfort level during discussions?
Do all group members trust and respect each other? Are all
group members clear about their roles on the project? Are PRPs
and researchers given an opportunity to gain skills and
knowledge in ways that work for them?

4) Understandable

Are study materials patient-friendly, understandable and written
in a common/plain language? Are all group members
comfortable with the written materials? Evaluate the reading
level of the research documents. Was the data presented in an
accessible, understandable way to all members? Is the
overarching goal, study purpose and research question
understandable by everyone?

5) Rigorous

Did the group appropriately integrate PRP suggestions without
compromising rigor?

6) Integrity and Adaptable

Did PRPs propose any changes to the study design, methods,
materials etc. that were made/not made? If not made, explain
why.

7) Legitimate

To what degree was the sample or study population diverse and
representative/ unbiased?

8) Feasible

Are research goals and methods realistic and feasible?

9) Ethical and transparent

Are all methods ethical, culturally safe, and patient-friendly? Is
data/privacy protection more patient-centered and/or changed? Is
honest transparent communication consistent throughout the
project?

10) Timely

Is conduct of research and sharing information with all group
members timely?

11) Sustainable

Is there a plan for sharing study findings? What role did PRPs
play to disseminate study findings?

'Adapted from Dillon’s Critical Qutcomes of Research Engagement (CORE) and measures??

Representative quotes from both groups for each outcome are included to further illustrate the

findings (Table 2).
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1) Patient Centered

PRPS in both groups engaged in ways that shaped the project conduct and outcomes.
They wore dual hats, of patients and researchers, and influenced the project wearing these dual
hats. PRPs in both groups took on both advisory and operational roles. The PLG lead took on

many operational roles and influenced more project-related decisions than the RLG lead.

The PLG lead delegated tasks to stakeholders in the group ensuring that the patient voice
was embedded in all aspects of the research. Stakeholders volunteered to take roles in the RLG
throughout the research process. PRPs and researchers in this group shared all project related
tasks except during data analysis. The PRP in this group was not familiar with the analysis tools

so the analysis defaulted to the researchers.

PRPs in both groups discussed the research question and project rationale and helped
define ‘tapering’ for the purpose of their projects. The patient and clinician experience on both
teams provided a deeper understanding of patient and clinician needs, which informed the
design, approach, and conduct of the project. PRPs helped the group define who would most
benefit from the research, inclusion-exclusion criteria, sample size, research focus and how to
recruit participants.

The PRPs in both groups also engaged in the literature review process in different ways.
The PLG lead helped identify MeSH terms for the medical librarian, reviewed the search output,
and extracted the list of attributes from the literature. The other PRPs were blinded to the results.
RLG PRPs reviewed some articles and extracted data. Most of the project materials were
developed by the PLG lead, excluding the interview guides developed by the other two PLG

10
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PRPs. The recruitment flyer, demographic questionnaire, and the clinician interview guide were
developed by the two PRPs in the RLG; the remaining materials were developed by RLG
researchers.

Recruitment was managed completely by the PLG lead and data collection by the two
PLG PRPs. The clinician recruitment and data collection were managed by RLG PRPs, and the
patient recruitment and data collection were managed by RLG researchers. The PLG lead and a
PLG researcher conducted the analysis. A PRP in the RLG reviewed and agreed with the coding
of one of the clinician transcripts. PRPs in both groups were involved in data interpretation.
PRPs in both groups also participated in knowledge translation discussions and came up with

potential ideas along with their group members to share project findings.

11
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Figure 2. Comparative Journey Maps of PRPs in the PLG and RLG Illustrating Patient-

Centeredness

Page 14 of 44

Research Stage

Academic Researcher led Group

Patient Research Partner led Group

Getting to know your
team

PRPs introduce themselves to the group.

Members know each other & their position in the
group.

Deciding on how to
work together

One PRP proposes having roles and tasks assigned
ahead. The group discusses this strategy but does not
formalize roles. Both PRPs volunteer to tasks during
the different project stages.

PRPs propose additional strategies to communicate and
agree with the final plan. Both accept the roles assigned to
them by the lead.

Helping the study team
understand what
information is relevant
to patients

PRPs share their lived experiences especially with
biologics. One PRP has side effects and wants to stop
taking biologics.

PRPs share their lived experiences. Discussed their
experience, not specifically with the treatment.

Refining the study
question

PRPs question the definition of tapering and are not
comfortable using the word when it was not an option

for patients. They recommend finalizing the definition

of tapering before moving on to next steps. They look
at ways tapering is defined in the literature, discuss, and
agree with the final question, direction and project title.

PRPs question what tapering means in the context of the
study. They do not like using words such as tapering or
withdrawal when discussing tapering. Both PRPs suggest
ways to refine the question and agree with the final
direction and project title.

guides, recommends language to be included in the
consent, and provides content for the online surveys.
One PRP develops the interview guides for clinicians
and provides feedback on the patient interview guide.
Both provide feedback on all the study materials.

Designing the study PRPs recommend data collection from both clinicians PRPs recommend including both UC and Crohn’s patients
and patients, items to be included in the survey. 7/ey in the sample, a ranking exercise after the interviews, an
recommend items to include in the screening interprovincial lens, conducting interviews over focus
questionnaire and identify questions to ask patients groups and blinding the literature review results from
during the interviews. the members collecting data. They recommend items to

include in the screening questionnaire and identify
questions to ask patients during the interviews.

Developing the study One PRP develops the recruitment flyer; provides PRPs develop guides for the focus group and interviews.

material questions for both the patient and clinician interview

Participating in the
literature search

PRPs propose questions for the search. PRPs review
papers and extract data. One PRP identifies papers
useful to finalize the definition of tapering and inform
the research design.

PRPs are blinded to the results of the review.

Training team
members on how to
recruit and work with
patients

No'ole.

PRPs conduct a mock session of the focus group.

Finding patients to
participate in the study

PRPs propose platforms and strategies for recruitment.
One PRP was willing to use their connections to identify
potential candidates and support recruitment of patients.
One PRP recruits clinician participants.

One PRP provides names of potential recruitment
platforms.

Data collection

One PRP conducts interviews of all the clinicians.

PRPs conduct the focus group and interviews. They
influence the group to drop the “ranking exercise” after
the first focus group.

Analysis and
Reviewing results

One PRP reviews the coded data of one clinician
transcript and shares insights with the group.

PRPs take on an advisory role during data analysis. 7/ey
review the analyzed data and agree that it resonates with
what they heard during the data collection process.

Key similarities between the groups are emphasized in orange, italicized text. Key differences are emphasized in blue, bold text.

12
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2) Meaningful

PRPs in both groups shared their experience with IBD. However, RLG PRPs spent more
time sharing and discussing their experience with biologics than the PLG PRPs. These
discussions helped other group members better understand biologics and what aspects of
withdrawal may be important to capture from their perspective, and how others with similar
lived experiences may want to participate in the project. PRP and clinician insights, concerns and
questions were helpful to each group in defining a meaningful research question.

The PRP experience in both groups also informed the project design, recruitment and
data collection approaches and materials to ensure that the projects and their outputs were
valuable to all group members. An RLG PRP shared the side effects she faced due to biologics
and even though she was in her third year of remission, was not allowed to get off biologics. This
conversation contributed to the group discussing the differences in interpretation of “tapering”,
the frequency, dosage, side effects and how that might influence the patient experience with
biologics.

3) Collaboration

Members in each group worked collaboratively throughout their projects. The group
leads made significant efforts to ensure all members had opportunities to contribute based on
their individual strengths and interests. They listened to their group member suggestions, were
flexible in their approach, and checked in with members to ensure everyone was happy with

how the project was progressing.

Email discussions and decisions were more common in the RLG with 296 emails sent
among group members, and revisited during meetings attended by most group members. The

RLG met 14 times, one to three times per month, over the seven-month project period. The PLG

13
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used emails predominately to share project updates and agendas. This group met weekly in the
first two months of the project, for a total of 24 virtual meetings over the project period.
Decisions were taken mainly during the meetings attended by most group members including
one clinician. Irrespective of the approach, members in both groups shared ideas and opinions

freely. Any differing views were resolved through respectful discussions.

Collaboration seemed easier in the PLG than in the RLG. No body cues indicated that
participants were uneasy or unhappy with most decisions. Members got on the same page
quickly and all were on-board with the final decisions. For example, there was a lot of
conversation around the recruitment flyer in the PLG resulting in the unanimous decision to
rephrase some language in the flyer. The meetings at the start of the project between the PLG
lead and group members to discuss interests, availability, skills and desired roles to finalize the
project plan; discussions on communication strategies; the lead taking on a time-intensive roles;
frequent team meetings in the initial phases of the project; all seemed to contribute to the high

degree of collaboration in this group.

There was a strong sense of teamwork at the start of the RLG’s project but the lack of clarity
around the project question caused frustration and disengagement, especially among the PRPs.
The lead was not sufficiently knowledgeable about IBD to facilitate a decision. There were also
conflicting opinions about the study design. Compromises were made by some RLG members on
the final design. Unmet expectations and role ambiguity contributed to one PRP in this group
withdrawing from the project. The lead had hoped that stakeholders would identify and take on
opportunities where their input would be more helpful but this approach did not work.
Commitment to the project and continued support of each other, especially from the remaining

PRP, helped restore morale and sustained participation in the RLG.
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Capacity building of PRPs also facilitated collaboration. For example, a PRP in the RLG was
trained in interview facilitation by a researcher from that group. A PLG researcher described
how framework analysis is carried out and supported the lead throughout this process. These two
group members collaboratively sorted and refined the themes and identified attributes by
alternating coding and then reviewing the results together.

4) Understandable

The PRP and clinician experience helped contextualize “tapering” and how to frame it in
a research question. The PRPs, especially in the RLG, led the discussions during the early stages
of the research because of their experiential knowledge base. Their concerns, informed by first-
hand experience taking biologics, reinforced the need for a formal rapid search of the literature to
better understand the project rationale and definition of “tapering”. Following multiple
discussions and the literature review, the RLG agreed that biologic tapering could refer to
decreasing the dose, increasing the interval between infusions/injections, switching to another
non-biologic medication, or stopping or discontinuing treatment. A patient-friendly project title
was subsequently discussed and finalised in both groups.

The PRPs in both groups developed or reviewed the study materials using clear, engaging
language that was agreeable to all members. They also developed or provided feedback on the
data collection tools, ensuring information important to ask study participants was included in
the guides. The results of the PLG literature review were presented in simple, understandable
terms. The PLG lead influenced the presentation of final list of candidate attributes with the list
presented in lay language. The RLG used more clinical/research language for some of their
attributes.

5) Rigorous
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Group members made collective decisions in all project stages, balancing scientific evidence
with PRP insights. The PLG lead presented initial thoughts and other group members built on her
ideas. Best-practices were considered and tweaked to ensure the patient perspective was reflected
and predominant in the design. The PLG conducted an unstructured focus group prior to the
formal interviews, alongside a literature review, to better grasp the patient perspective of
biologics without being influenced by the literature. Many members felt this approach would add
value without impacting the rigor of the project. A PLG researcher reiterated the importance of
doing a rapid search of the tweaked approach to ensure the design was defensible. The PLG also
discussed rigor during the literature review, recruitment, data collection and analysis.

The RLG followed a more evidence-based approach, conducting a formal rapid review of the
literature and using the results to establish a clear context and foundation for the research
question and project design. A PRP and a clinician provided a clear rationale for capturing data
from both clinicians and patients, which was accepted by group members despite the patient-
focused scope of the project.

Both groups used best practices when conducting, analyzing and reporting
the results. The PLG collected data from one focus group and eight interviews and stopped data
collection as no new themes were being identified. The RLG collected data from three clinician
interviews and two patient interviews. The sample size of patient interviews was not realized as
planned.

The analyzed data were shared with RLG members iteratively as it was being coded. The
transcripts were double coded in both groups. A PLG researcher and the lead independently
coded all the data. RLG researchers conducted most of the coding; however, the RLG PRP coded

one clinician transcript. The researchers in both groups developed the initial priori framework to
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guide the coding process. PRPs and clinicians in the two groups reviewed the list of themes to
ensure nothing was missed or mis-represented and that the findings included the patient
perspective.

6) Integrity and Adaptable

The PLG and RLG group members were flexible and continuously improved the project

process if the changes were logical, verifiable, rigorous and ethical. Both groups embraced
challenges and found new ways of meeting the project objective. Common challenges included
the lack of clarity of the project purpose, unclear definition of “tapering”, obtaining timely ethics
approval, and identifying project participants. Additionally, the RLG dealt with the PRP
withdrawal from the study. All members in this group responded well to the changing situation,
spending additional time working through sticking points in the research question and project
design.
The PRP insights in both groups strengthened the quality and trustworthiness of the data in real
time. For example, a PLG PRP influenced the decision of dropping the “ranking exercise” after
the interviews because they felt that this exercise would be meaningless given the small sample
size and varied life experiences of patients.

The RLG PRPs influenced the decision to not incorporate clinician perspectives in the
patient interviews as this approach did not capture all the nuances of the patient experience.
Members in both groups were involved in data interpretation and in identifying the final
candidate attributes, ensuring the research findings were appropriate and justifiable.

7) Legitimate
Diverse and experienced PRPs in both groups brought value into their projects’ decision-

making process and enhanced the understanding of biologic tapering from the patient
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perspective. For example, leveraging personal experience, a PRP pointed out the importance of
including both Crohn’s disease and Ulcerative Colitis in the project.

The qualitative interview findings also confirmed the values of some PRPs about the
importance of shared decision-making with their gastroenterologist and other health care
providers on tapering biologics. PRPs in both groups ensured that the data gathered was relevant
to them. The groups employed purposive sampling and screened participants to gain diverse
and/or representative patient perspectives. The PRP and clinician experience helped decide the
screening questions to capture balanced views. A varied group of qualitative project participants
from the IBD community provided their perspectives, resulting in an increased understanding
about patient preferences for biologic medications; the appeal and feasibility of tapering
biologics; and the perceived benefits and risks of doing so. The PLG interviewed patients from
many Canadian provinces, with mild, moderate or severe symptoms of either Crohn's disease or
Ulcerative Colitis, with nearly half of them using multiple biologics. Even though the sample
size was small, the RLG patient participants were of different genders and ages, but from the
same province, with both using multiple biologics. The potential for participant bias was also
considered in the decision-making process.

8) Feasible

Managing the workload on top of full-time jobs or coursework, and other responsibilities,
especially within short timeframes, was challenging for many members in both groups. The
leads took on many time-consuming tasks, making it easier for group members to participate in
the research. Both groups discussed and debated the feasibility of various project designs and
collaboratively came up with solutions to accomplish the project goal. Influenced by a PRP and

clinician, the RLG decided to conduct clinician and patient interviews to address the complex
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study question. The PLG also discussed various designs, but decided to interview patients to
complete the project within the timeframe. Additional factors that worked well for the PLG were
a clear plan for team communication, clarity about roles and responsibilities and regular team
meetings with a full complement of project members. The PLG lead, and the RLG PRPs
leveraged past connections within the IBD community to help with recruitment.

9) Ethical and transparent

Each group collaboratively solved ethical dilemmas such as privacy of participants
during the zoom focus group sessions versus individual interviews; how to start an interview so
that participants feel safe and secure to discuss their personal experiences; whether to put the
honorarium amount on the recruitment flyer; how to recruit participants without putting them
and the PRPs at risk, etc. PRPs as well as researchers in both groups were sensitive to ethics
practices, particularly surrounding recruitment and data collection.

For example, the PLG did not recruit through gastroenterology clinics since
gastroenterologists were not particularly interested in discussing biologic tapering with their
patients. All information was transparent to group members in the recruitment materials shared
with them. The whole process (the methodology, including the design, data collection, coding,
analysis, and tools used in data analysis) was discussed and known to all members of both
groups. PRPs in the RLG specifically shared the qualitative study results with their group
participants to satisfy the goal of transparency. Engagement during analysis ensured that the
patient perspective was transparent in the findings.

10) Timely
To ensure timeliness of the two projects, both leads took on many tasks. Virtual meetings

and finding convenient times were a hurdle; the PLG ended up scheduling late-evening meetings.
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Group commitment to project success, sharing of responsibilities and an interest in POR kept the
two projects moving in a timely manner.

A feasible design enabled recruitment and data collection in the PLG. Prompt responses
and constructive PLG meetings also contributed to timely decision making. Revisiting the
project plan periodically was also helpful. The RLG spent substantial time during the early
stages of the project building collaboration and coming to a consensus about the project question,
which hindered the project timeline. The RLG lead recognized that completion of the project on
time was important, but secondary to ensuring that all group members were happy with the
research question and project design.

11) Sustainable

PE was visible throughout the research process and across various research tasks in both
groups. All group members, including PRPs, had the necessary pre-requisites (training, exposure,
and preparedness) for making decisions and engaging on the project until the end. No health
episodes prevented sustained engagement. Immediately defining and distributing group member
roles significantly contributed to the sustainability of the PLG project. The design, approach,
materials, and results eventually met the needs and expectations of all members in both groups
resulting in continued participation. Beyond sharing the results through publications and
presentations, the two groups proposed future research topics such as developing and evaluating

decision aids for shared decision making.
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Table 2. Illustrative Quotes for Critical Outcomes of Research Engagement from

observation of the two project groups

Critical Outcomes of Research Engagement in both groups

Illustrative quotes

1) Patient Centered

PRPs in the PLG and RLG were engaged in all the stages and critical
tasks of their group’s qualitative projects, on advisory and operational
roles, and influenced the stages and tasks they were involved in.

The lived experience of the PRPs in the RLG informed more aspects
of the project than the PLG PRPs. The PLG lead influenced more
project-related decisions than the lead in the RLG.

“I just wanted to echo that wearing that kind of dual role in this myself, I think
there are definitely a lot of overlaps that I can already see from a research
perspective as well as a person experiencing it, so I think it'd be interesting to
actually have the literature review and focus groups running simultaneously and
some of us that are doing the focus group with the patients and then some of us
that are doing the literature review at the end, we kind of merge the two together
that way you're not biased by what we're finding in either source?”” PRP
influencing the design

“...it'd be interesting to hear about the different treatments they've experienced
right? Did they first try steroids, or did they first try a special diet, or something
else and how did they get to biologics and then things like what factors would
influence your decision for example, like recovery time, hospitals stay, and what
would make you feel more confident, and what information would you need
from your doctor...” PRP influencing the content of the interview guide

2)  Meaningful research

The research process and content were reflective of the shared
experience, beliefs and values of the PRPs in both groups, and the two
project outputs relevant to all study stakeholders in the groups. The
patient engagement in both groups resulted in a meaningful research
experience for all the stakeholders in the two groups, with the PLG
stakeholders more satisfied with their experience. Members of both
groups were satisfied with the research outputs.

“Do we want to try to get from as many provinces as possible, I think it would
be good to have that lens. In my experience, I was diagnosed when I was in BC
and I’'m a resident of Ontario so it was a very complicated process because I was
out of province my health insurance was actually like it was done so I couldn't
get the coverage for any medications. I think there will be others who may have
similar experiences, or maybe different experiences so it'll be interesting to see
how that ranges province to province.” PRP influencing the sampling criterion

“I think there is value add in having both Crohn and UC perspectives at the table
when we're doing a focus group. Just from personal experience, my experience
was 180 degrees different from what my sister experience so having that kind of
dual lens might be helpful.” PRP influencing the sampling criterion

3) Team Collaboration

Both groups were collaborative through the entirety of the qualitative
project process. The group leads made significant efforts to ensure that
all members had opportunities to contribute, based on their individual
strengths and interests. The PLG met more frequently than the RLG,
with decisions taken predominately during these meetings, while many
decisions were taken by email and during the group meetings in the
RLG. Both groups shared their views and insights. There was support
for each other and appreciation/acknowledgement of work.
Collaboration seemed easier in the PLG than in the RLG. There was a
shared understanding of roles and unanimity in the PLG’s final
decisions, but not always in the RLG. PRPs in both groups had
opportunities to gain new skills and learn from their engagement.

“I'm trying to figure out what people are interested in. What type of role anyone
is interested in. I mean each person that's on the team will have a different
appetite for how much they want to be updated, and how much do they want to
be involved, more communication.” PLG lead exploring stakeholder
interest/roles for the project plan

“I just wanted to chime into and second what X (other PRP) pointed to from a
patient perspective, I think this title works in terms of just capturing what we
want in, and that is the people that are on biologics...” PRPs collaborating with
the group on project title

4)  Understandable

The PRP and clinician experience served to understand and
contextualize “tapering” of biologics in both groups. PRPs developed
or reviewed the study materials using language that was clear,
engaging and agreeable to all the group members. The PLG presented
their output in lay language while the RLG used more clinical/research
language.

“I think if you use the word changing you're going to get all the people who are
being forced to change to biosimilars right now. Like if we put that in our title, I
think we're going to get the wrong people.” PRP reviewing the project materials
to ensure an understandable project title

“The clinician ... used a lot of terms, especially... medical abbreviations ... so
when it comes to transcribing those terms, I will be willing to provide the input.
I mostly knew what he was saying there, there were a couple that I'm not
familiar with, but can bounce that off you (clinician in the group).” PRP
reviewing transcripts to ensure understandable data

5) Rigorous

Throughout all stages of the two group projects, group members took
collective decisions, balancing scientific evidence with group member
insights. The RLG took a more evidence-based approach while
designing the project. The two study groups integrated group member
suggestions into the design, approach and conduct of the two
qualitative projects without compromising project rigor.

“I think we are reaching the saturation point, plus this individual is similar in
demographic that we already have. I think one or two things this individual
might say, but is it going to change the whole direction of where our data lies, I
doubt it!” Researcher confirming data saturation

“Tapering (definition) could be: Decrease of dose; Increase of interval between
two infusions/injections; Discontinuation; Replacement by a 'lower' medication.
I think it will be very important to clearly define these for participants — the
attributes important to patients may vary depending on the type of tapering
being considered.” PRP influencing project design

21

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml




oNOYTULT D WN =

BMJ Open

6) Integrity and Adaptable

The PLG and RLG group members were flexible and continuously
improved the project process if the changes were logical, verifiable,
rigorous and ethical. Both groups embraced challenges and found new
ways of meeting the project objective. PRPs in both groups were
involved in interpreting the data and in identifying the final candidate
attributes, ensuring that the research findings were appropriate and
justifiable.

“I have not heard of biologic tapering happening, and when I've talked to my GI
about moving off the biologic somehow, he's super uncomfortable because from
what I understand, and maybe the research has changed, the risk of recurrence is
really when people have gone off. So, I think it's really important to understand
what is meant by tapering in this context and the research that's available to
support tapering.” PRP influencing the group to study tapering in more depth
before designing the project

“I think we need to drop the ranking exercise (based on what was heard during
the first focus group), the ranking would be heavily influenced based on the life
experiences that the person had, so depending on who's doing the ranking, the
ranking could be skewed and I think it would be difficult for it to be
representative of a larger population...” PRP suggests dropping the ranking
exercise after conducting the first focus group

7)  Legitimate

Diverse and experienced PRPs in the two groups brought value into
their project’s decision-making process and enhanced the
understanding of tapering of biologics from the patient perspective.
There was diverse representation of project participants in the
qualitative projects of both groups, though the sample size was small
in the RLG. Both groups considered how bias might impact their
recruitment.

“a lot of the responses (about who can help make the decision about tapering)
came back that it would be great information to get from my gastroenterologist.
So, it wasn't like ... I'd like to go online and do a Google search and get this
information right at my fingertips ... they wanted someone to relay that
information to them.” PRPs informing the group about the needs of diverse
project participants

“just reflecting on the interviews, the categories seem logical to me, I feel it is
pretty accurate. I actually like how it comes out, burden of disease, treatment,
financial costs, coverage, I like that decision making- they talked about whether
they used their healthcare provider or family or who else they might, like other
patients” PRP confirming final list of attributes

8) Feasible

Members in both groups took on roles that were feasible for them.
Collaboratively, they planned a project design and approach that was
feasible to complete within the timeframe, without compromising the
quality of the project. Time constraints experienced by the RLG
negatively affected recruitment and data collection.

“For the study itself, due to time constraints and reflecting on the research
question, I think-we should focus solely on patient perspectives. We will
definitely have to kind of brainstorm and look at the research that's been done
before, to see what the best kinds of ways, or how it might be best to ... gather
their perspectives.” PRP discussing the project design

“I'struggle more to find participants for focus groups than for interviews. I think,
for the longer part of the projects relying on multiple focus groups, in the world
that we're in right now, might be just difficult to accomplish.” PRP influencing
the study approach

9) Ethical and transparent

PRPs in both groups collaboratively helped solve ethical dilemmas,
and continuously checked assumptions of other group members during
recruitment and data collection to ensure data collection materials and
tools were transparent. Risks and potential harms to the patient were
considered.

“I think it would be great to have the clinicians conducting the interviews, my
question is would the interviewees be made aware of that?” PRP discussing risks
and potential harms

“Are we trying to encourage people to do things that actually go against ...
clinical care guidelines.” Clinician questions ethics

10) Timely

The PLG was able to complete their project within the stipulated
timeframe, while the RLG spent substantial time defining the question,
which prevented the group from completing data collection as
planned. Members in both groups took collaborative decisions and
made relevant changes in a timely manner.

“... do we have the time to also capture (patient blogs), because we're going to
be starting the focus groups, we need to analyze we've got to write this thing up
and it's all going to be done by the end of September, there's a lot of work there
ahead of us, so ... I don't think it's wrong to not include personal blogs if
everyone agrees...” Researcher discussing feasibility

“...the point of the project is for the group to design something that reflects their
ideas and what is important to them, so I actually think it is more important to
get the design right than to get it done (on time).” RLG lead encourages group to
spend more time on research question and design

11) Sustainable

The research addressed most members’ needs and expectations,
resulting in continued participation on the project. One PRP dropped
out of the RLG due in part to unmet expectations. The key outputs met
all group member’s requirements in the two groups. The PLG offered
to present project findings at conferences and workshops and
considered publishing their engagement experience. Both groups also
proposed future research topics.

“I’m glad I had an opportunity to review some of the literature in detail. I
particularly appreciated reading more about dose reduction, dose cycling, and
personalized approaches to tapering — I had always considered tapering as
‘discontinuing’ altogether, so these expanded concepts related to tapering were
really neat to consider...” PRP

“feels good knowing all the members, and how accommodating everyone is to
help out with the project.” PLG Lead
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4. Discussion

Using observation, we were able to comprehensively measure the impact of engagement
across the research spectrum, and obtain contextualized insights of engagement in the two
groups. We were able to gain a better understanding of the key ingredients to successful
engagement; the influence PRPs had on the project design, approach and outcomes not captured
through surveys; and operationalized the Critical Outcomes of Research Engagement. For
example, we observed how the working partnership ensured transparency or fairness in the
projects or what changes PRPs proposed that were made/not made and why. We also identified
ways the two groups appropriately integrated group member suggestions without compromising
project rigor. This study enriches existing literature using the observation method to assess
research engagement, teasing out the input and influence of PRPs. While previous research has
used methods such as surveys, interviews and focus groups to study engagement, the current
study demonstrates that observation can be an effective method, provided the expertise to
conduct and record the observations and resources are available®.

The PRP experience on the projects was not tokenistic** - they engaged in multiple ways
across the research phases ranging from sharing their experience to co-producing research#6-4,
They helped operationalize the research question; developed the project design and approach;
conducted or participated in the literature review; collected data; and analyzed data or provided
input in the analysis and interpretation of the results. As such, the project question, design,
process, conduct and outcomes were reflective of their lived experience, beliefs and values. The
research had value to many members in the groups and the PRPs felt valued as group members.
No power imbalances>® were observed, with members sharing ideas with each other throughout

the project. Small talk at the start and close of meetings, positive and encouraging feedback from
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the researchers and clinicians also made PRPs feel appreciated. These qualities are essential to
nurture interpersonal relationships between group members.3! Both projects were patient-
centered, collaborative, meaningful, rigorous, adaptable, ethical, legitimate, understandable,
feasible, timely and sustainable.

Consistent with the emerging literature, our results demonstrate that engagement can be
sustained across the research spectrum and not limited to preliminary activities> provided there
is adequate preparation and resources (i.e., funding, time)>3; motivation at both the patient and
researcher level>#; training and supports for researchers to effectively engage with patients3;
adequate training and supports of PRPs; and willingness of PRPs to take on roles in the later
stages of a project>. PRPs in both groups had a high-level skills and training in POR and/or
qualitative research, and could function both as researchers and patients, which is unusual in
health research. Researchers also wore dual researcher and patient or researcher and clinician
hats. The PLG acknowledged their dual roles and identities through “reflexivity”.>¢ Studies have
shown simple acknowledgement is insufficient, but concrete reflexive practices can help build
trust, ensure transparency, authenticity and more rigorous research.>’-%

The group leads were also vital in promoting engagement.’ Previous studies suggest that
the leads could be the main stumbling blocks to engagement if they lack the knowledge, skills,
and experience on how best to do it, and do not possess the leadership qualities for collaborative
work.>?0 Our group leads were organized, communicative, respectful and committed, and
regularly checked in or provided updates to group members. They “led” the operations of the
project and “facilitated” engagement.

We also observed that relationship-building with PRPs in research takes time®! and

includes: a flexible engagement plan with clarity about roles and expectations, clarity about the
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purpose and format of the collaboration, agreed goals, agreed communication strategies and
ways to monitor project progress>#6:62-66_ Core values that the diverse members bring to a
projects should also be discussed for successful engagement, such as mutual respect and trust,
equal partnerships, appreciation, compromise and support for each other.6465.67.68,69

Our study was exploratory and would be difficult to replicate since it is not possible to
control the myriad characteristics of the group members and the context. However, the findings
of the study offer important insights into the value of engaging with PRPs in the context of
patient preference studies. Future research examining engagement requires appropriate
resourcing, and careful design to adequately address associated methodological challenges of

observing and reporting engagement.
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Step 1
Organise the collected
data

e Transcribe the recorded
meeting
e Anonymize the transcript

Figure 1. Observation Data Analysis Steps

Step 2
Sort the data

e [mport transcription

e Code the data by critical
outcomes and research
stages

¢ Modify the description of
the codes iteratively

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

BMJ Open

Step 3
Create a Journey Map

¢ For each group member

* For PRPs, researchers,
and clinicians in each

group

Step 4
Compare the Groups

e Compare the journey
maps of PLG researchers,
PRPs and clinicians with
those in the RLG to
identify similarities and
differences
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Figure 2. Comparative Journey Maps of PRPs in the PLG and RLG Illustrating Patient-Centeredness

Research Stage

Academic Researcher led Group

Patient Research Partner led Group

Getting to know your team

PRPs introduce themselves to the group.

Members know each other & their position in the group.

Deciding on how to work together

One PRP proposes having roles and tasks assigned ahead. The group discusses
this strategy but does not formalize roles. Both PRPs volunteer to tasks during
the different project stages.

PRPs propose additional strategies to communicate and agree with the final plan. Both
accept the roles assigned to them by the lead.

Helping the study team understand
what information is relevant to
patients

PRPs share their lived experiences especially with biologics. One PRP has side
effects and wants to stop taking biologics.

PRPs share their lived experiences. Discussed their experience, not specifically with
the treatment.

Refining the study question

PRPs question the definition of tapering and are not comfortable using the word
when it was not an option for patients. They recommend finalizing the
definition of tapering before moving on to next steps. They look at ways
tapering is defined in the literature, discuss, and agree with the final question,
direction and project title.

PRPs question what tapering means in the context of the study. They do not like using
words such as tapering or withdrawal when discussing tapering. Both PRPs suggest
ways to refine the question and agree with the final direction and project title.

Designing the study

PRPs recommend data collection from both clinicians and patients, items to be
included in the survey. They recommend items to include in the screening
questionnaire and identify questions to ask patients during the interviews.

PRPs recommend including both UC and Crohn’s patients in the sample, a ranking
exercise after the interviews, an interprovincial lens, conducting interviews over focus
groups and blinding the literature review results from the members collecting
data. They recommend items to include in the screening questionnaire and identify
questions to ask patients during the interviews.

Developing the study material

One PRP develops the recruitment flyer, provides questions for both the
patient and clinician interview guides, recommends language to be included
in the consent, and provides content for the online surveys. One PRP
develops the interview guides for clinicians and provides feedback on the patient
interview guide. Both provide feedback on all the study materials.

PRPs develop guides for the focus group and interviews.

Participating in the literature search

PRPs propose questions for the search. PRPs review papers and extract data.
One PRP identifies papers useful to finalize the definition of tapering and inform
the research design.

PRPs are blinded to the results of the review.

Training team members on how to
recruit and work with patients

No role.

PRPs conduct a mock session of the focus group.

Finding patients to participate in
the study

PRPs propose platforms and strategies for recruitment. One PRP was willing to
use their connections to identify potential candidates and support recruitment of
patients. One PRP recruits clinician participants.

One PRP provides names of potential recruitment platforms.

Data collection

One PRP conducts interviews of all the clinicians.

PRPs conduct the focus group and interviews. They influence the group to drop the
“ranking exercise” after the first focus group.

Analysis and Reviewing results

One PRP reviews the coded data of one clinician transcript and shares insights
with the group.

PRPs take on an advisory role during data analysis. 7/ey review the analyzed data
and agree that it resonates with what they heard during the data collection process.

Key similarities between the groups are emphasized in orange, italicized text. Key differences are emphasized in blue, bold text.
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Supplementary Table 1
Observation Guide Descriptive field notes for every project group activity
1) Meeting No:
2) Name of the Observer:
3) Group Observing:
4) Date of Observation:
5) Time of Observation: From.......... To.ooiiiin.. Total meeting running time:
6) Meeting platform:
7) Number of group members:
8) Names of the group members: (Use ID numbers)
9) Time when each member joins and exists - (capturing how long each stays)
10) Group member roles in each activity during the different research stages and the interaction
including the direction of communication, frequency of interaction of each group member, who
took the decisions, etc.
o How does the meeting start? What’s the mood in the room? Is it all business or do
members chat with each other before or after meetings? Does the meeting start on time?
Do all members seem to understand the purpose of the meeting, why they are there, and
the agenda for the day? Are PRPs consulted when scheduling the activities?
e Does everyone speak or just some group members? Look for familiarity in the
conversation for e.g. chatting about previous work together.
e Who is taking all the decisions during the discussion? At what stages/decisions are PRPs
being consulted? Did PRPs propose any changes? Capture the changes proposed

(changes in study design, methods, materials, etc.) and if not followed, the reasons why if
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possible. Do the PRP have any influence on the final decision? Are group members
supportive of other opinions in the group? Are there any instances of appreciation of
work, giving credit openly during the discussions? Note down examples of members
showing respect and supportive of the different viewpoints. Do PRPs initiate and take
part in the discussions? How are the non-attendees informed of the decisions? If their
input included in the final decision?

Do PRPs lead any of the discussions? Did you observe silent moments in the
conversation? Note: silences do not mean that the group member is uninterested or dis-
engaged. It might mean reflective thinking. Jot down your thoughts, and rationale if you
make this observation and how the lead/others involve the member and keep the
conversation moving.

Does anybody in the group use terms not understood by the rest of the group? Are there
any written materials distributed prior to the meeting for review and questions? If yes,
what were these materials? Document any discussions about the written materials for e.g.
what does this medical word mean? What is the reading level of these documents?
What training/support is provided to the PRPs and researchers in the group to help them
contribute to the research? Are training requirements discussed? Is there any support
request made to the main study team? Is the support provided and how?

Do any conflicts emerge? What are they? How does the group respond and address the
conflict? Note down any challenges that group members faced while engaging on this
project.

What does the morale of the group seem to be at the end of the meetings? Are “next

steps” discussed? Are next steps understood? Does anybody on the group linger after the
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meeting has closed to talk or do they leave immediately? What kinds of comments are
stakeholders making as they leave?
Specific points to capture related to the launch phase (getting to know each other, working
together and sharing experiences to help the group understand the supports PRP need)

o What strategy is employed by the group to get to know each? Does any member know
another in their group prior to the first meeting? Does the study Lead introduce everyone
or do the group members introduce themselves? Or Both?

e Does the group have a formal/informal plan to work together including a communication
strategy, roles and responsibilities on the project?? Who developed this plan? Are PRPs
involved in its development? If there is no plan, how did the group members operate?

e Did the PRPs in the group share their experience about living with IBD?

Specific points to capture related to the design phase (refining the research question, designing
the study, conducting the literature review, developing the study material):

e Do all group members understand the research question, purpose of the study? What
changes have been made to the research question? How did the group operationalize the
research question? Are PRPs involved in influencing this decision? What is the result of
any changes made?

e Who is involved in designing the research? What is each group members contributions to
the study design? Are any changes proposed to the study design? Are all suggestions
incorporated into the design? Are group members in agreement with the final decision/
validate the changes? Capture the changes made to design based on PRP input and the

reason for changes not made. Are group members flexible in making changes keeping the
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rigor of the study in mind? Is everyone on board with respect to the final design and
approach?

o Isthere any mention about the design being straightforward, and easy to accomplish within
the time available? Is there any discussion and concern about the study goals and methods?
For e.g., need for additional resources like time, expertise etc. to make the study happen.
How are these addressed?

e Does the qualitative study design, data collection and analysis accommodate and show
respect for participant diversity? Describe the study participants from the conversations.

e Does the group have discussions regarding data/privacy protection?

e What is the role of PRPs in reviewing the literature?

e  Who developed the study material? What is the PRP input in their development?
Document the materials developed/reviewed by PRP, changes made and reason for those
not made. Are the materials written in lay audience language? Evaluate the reading level
of the materials.

e Document discussions of personal benefit and benefit to the IBD larger community (for
e.g. gained deeper understanding of biologics, gained skills/new knowledge through this
engagement, contribute towards the advancement of POR)

Specific points to capture during the Implementation phase (recruitment, data collection,
analysis)

e Who is involved in the recruitment of study participants? Who obtained consent/
screened the participants? What is the PRP input during this phase?

e Who is involved in data collection (patients, researchers or a combination of both)?
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e Do the recruited study participants represent the living or lived experiences of actual
patients, including groups that are typically under-represented in research?

e Who is involved in the analysis of the data? How are PRPs involved in the analysis?

e Is data collection transparent? Does the group use verifiable methods in performing the
research and in reporting the results? Does the group pay attention to the ethical rules,
regulations, guidelines while conducting the study? (for e.g., informed consent process,
patient-friendly materials, data confidentiality and privacy etc.)

o How are the analysis and results shared with the group? Are the results shared with group
members in a timely manner? Are the results validated by the PRP? Did they voice any
concerns with the results and how were these addressed? Is the study completed within the
stipulated time?

Specific points to capture during the Knowledge Translation (KT) Phase (explaining or applying
results to real world setting, sharing study findings)

e Are there any discussions or plans about KT? What is the PRP’s input during this

phase? Are the PRPs in agreement with the plans?

Reflective field notes for every group engagement activity
Document the following elements intended to contextualize what you have observed based on
your perspective.
e Note ideas, impressions, thoughts about what you observed. Include insights about why
you believe specific phenomenon occurred.
e Include any unanswered questions or concerns that you think are important to record for

future observations.
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Record anything that comes to mind that has not been captured elsewhere.
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No Recommendation No
Title and abstract 1 (a) Indicate the study’s design with a commonly used term in the title or the 1-2
abstract
(b) Provide in the abstract an informative and balanced summary of what was
done and what was found
Introduction
Background/rationale 2 Explain the scientific background and rationale for the investigation being 3-4
reported
Objectives 3 State specific objectives, including any prespecified hypotheses 3-4
Methods
Study design 4 Present key elements of study design early in the paper 4-5
Setting Describe the setting, locations, and relevant dates, including periods of 5-6
recruitment, exposure, follow-up, and data collection
Participants 6 (a) Give the eligibility criteria, and the sources and methods of selection of 4
participants. Describe methods of follow-up
(b) For matched studies, give matching criteria and number of exposed and
unexposed
Variables 7 Clearly define all outcomes, exposures, predictors, potential confounders, and 6,9
effect modifiers. Give diagnostic criteria, if applicable
Data sources/ 8* For each variable of interest, give sources of data and details of methods of 6-9
measurement assessment (measurement). Describe comparability of assessment methods if
there is more than one group
Bias 9 Describe any efforts to address potential sources of bias 7
Study size 10 Explain how the study size was arrived at
Quantitative variables 11 Explain how quantitative variables were handled in the analyses. If applicable, NA
describe which groupings were chosen and why
Statistical methods 12 (a) Describe all statistical methods, including those used to control for NA
confounding
(b) Describe any methods used to examine subgroups and interactions
(¢) Explain how missing data were addressed
(d) If applicable, explain how loss to follow-up was addressed
(e) Describe any sensitivity analyses
Results
Participants 13*  (a) Report numbers of individuals at each stage of study—eg numbers 8
potentially eligible, examined for eligibility, confirmed eligible, included in the
study, completing follow-up, and analysed
(b) Give reasons for non-participation at each stage
(c) Consider use of a flow diagram
Descriptive data 14*  (a) Give characteristics of study participants (eg demographic, clinical, social)
and information on exposures and potential confounders
(b) Indicate number of participants with missing data for each variable of 8
interest
(c) Summarise follow-up time (eg, average and total amount)
Outcome data 15*%  Report numbers of outcome events or summary measures over time NA
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(a) Give unadjusted estimates and, if applicable, confounder-adjusted estimates and their
precision (eg, 95% confidence interval). Make clear which confounders were adjusted for
and why they were included

(b) Report category boundaries when continuous variables were categorized

(c) If relevant, consider translating estimates of relative risk into absolute risk for a

meaningful time period

8-27

9 Other analyses

Report other analyses done—eg analyses of subgroups and interactions, and sensitivity

analyses

N/A

12 Discussion
13 Key results

18

Summarise key results with reference to study objectives

27-
28

15 Limitations

19

Discuss limitations of the study, taking into account sources of potential bias or imprecision.

Discuss both direction and magnitude of any potential bias

2,30

Interpretation

20

Give a cautious overall interpretation of results considering objectives, limitations,

multiplicity of analyses, results from similar studies, and other relevant evidence

28-
29

20 Generalisability 21

Discuss the generalisability (external validity) of the study results

30

Other information

23 Funding

22

Give the source of funding and the role of the funders for the present study and, if

applicable, for the original study on which the present article is based

36

29 Note: An Explanation and Elaboration article discusses each checklist item and gives methodological background and

*Give information separately for exposed and unexposed groups.

published examples of transparent reporting. The STROBE checklist is best used in conjunction with this article (freely
available on the Web sites of PLoS Medicine at http://www.plosmedicine.org/, Annals of Internal Medicine at

33 http://www.annals.org/, and Epidemiology at http://www.epidem.com/). Information on the STROBE Initiative is

34 available at http://www.strobe-statement.org.

For peer review only - http://bmjopenz.bmj.com/site/about/guidelines.xhtml



BMJ Open

BM) Open

Exploring the outcomes of research engagement using the
observation method in an online setting

Journal:

BMJ Open

Manuscript ID

bmjopen-2023-073953.R1

Article Type:

Original research

Date Submitted by the
Author:

02-Oct-2023

Complete List of Authors:

Marshall, Deborah; University of Calgary Department of Community
Health Sciences; IMAGINE SPOR Chronic Disease Network
Suryaprakash, Nitya; The University of British Columbia School of
Population and Public Health

Lavallee, Danielle; The University of British Columbia School of
Population and Public Health; Michael Smith Health Research

Barker, Karis; University of Calgary Department of Community Health
Sciences

Mackean, Gail; University of Calgary Department of Community Health
Sciences

Zelinsky, Sandra; University of Calgary Department of Community
Health Sciences; IMAGINE SPOR Chronic Disease Network

McCarron, Tamara; University of Calgary Department of Community
Health Sciences

Santana, Maria-Jose; University of Calgary and Alberta Health Services
Department of Paediatrics; Alberta SPOR SUPPORT Unit

Moayyedi, Paul; McMaster University Faculty of Health Sciences;
IMAGINE SPOR Chronic Disease Network

Bryan, Stirling; The University of British Columbia School of Population
and Public Health; British Columbia SPOR SUPPORT Unit

<b>Primary Subject
Heading</b>:

Qualitative research

Secondary Subject Heading:

Health economics, Gastroenterology and hepatology, Patient-centred
medicine

Keywords:

Patient Participation, QUALITATIVE RESEARCH, HEALTH ECONOMICS,
GASTROENTEROLOGY, Adult gastroenterology < GASTROENTEROLOGY,
Inflammatory bowel disease < GASTROENTEROLOGY

ONE™

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml




Page 1 of 42

oNOYTULT D WN =

BMJ Open

BM)

I, the Submitting Author has the right to grant and does grant on behalf of all authors of the Work (as defined
in the below author licence), an exclusive licence and/or a non-exclusive licence for contributions from authors
who are: i) UK Crown employees; ii) where BMJ has agreed a CC-BY licence shall apply, and/or iii) in accordance
with the terms applicable for US Federal Government officers or employees acting as part of their official
duties; on a worldwide, perpetual, irrevocable, royalty-free basis to BMJ Publishing Group Ltd (“BMJ”) its
licensees and where the relevant Journal is co-owned by BMJ to the co-owners of the Journal, to publish the
Work in this journal and any other BMJ products and to exploit all rights, as set out in our licence.

The Submitting Author accepts and understands that any supply made under these terms is made by BMJ to
the Submitting Author unless you are acting as an employee on behalf of your employer or a postgraduate
student of an affiliated institution which is paying any applicable article publishing charge (“APC”) for Open
Access articles. Where the Submitting Author wishes to make the Work available on an Open Access basis (and
intends to pay the relevant APC), the terms of reuse of such Open Access shall be governed by a Creative
Commons licence — details of these licences and which Creative Commons licence will apply to this Work are set
out in our licence referred to above.

Other than as permitted in any relevant BMJ Author’s Self Archiving Policies, | confirm this Work has not been
accepted for publication elsewhere, is not being considered for publication elsewhere and does not duplicate
material already published. | confirm all authors consent to publication of this Work and authorise the granting
of this licence.

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml


https://authors.bmj.com/wp-content/uploads/2018/11/BMJ_Journals_Combined_Author_Licence_2018.pdf
http://creativecommons.org/

oNOYTULT D WN =

BMJ Open

Exploring the outcomes of research engagement using the observation method in an online

setting

Deborah A. Marshall,! Nitya Suryaprakash,> Danielle C. Lavallee,? Karis L. Barker,! Gail
MacKean, ! Sandra Zelinsky,’> Tamara L. McCarron, ! Maria J. Santana,'* Paul Moayeddi,®” and
Stirling Bryan?3

Affiliation:

1.

Nowbkwbd

Department of Community Health Sciences, University of Calgary, Calgary, Alberta,
Canada

School of Population and Public Health, University of British Columbia, BC, Canada
Michael Smith Health Research, British Columbia, Vancouver, BC, Canada
Departments of Pediatrics, University of Calgary, Calgary, Alberta, Canada

Alberta, Strategy for Patient Oriented Research (SPOR) Support Unit, Alberta, Canada
IMAGINE SPOR Chronic Disease Network, Hamilton, Ontario, Canada.

Faculty of Health Sciences, McMaster University, Hamilton, Ontario, Canada.

Corresponding author(s):

Deborah A. Marshall, Cumming School of Medicine, University of Calgary, 3280 Hospital Drive

NW, Health Research Innovation Centre (HRIC) Building, Room 3C58, Calgary, AB, T2N 4Z6,
Canada. Email: damarsha@ucalgary.ca

ORCID IDs

Deborah A Marshall: https://orcid.org/0000-0002-8467-8008

Nitya Suryaprakash: https://orcid.org/0000-0001-8032-9129

Danielle C. Lavallee: https://orcid.org/0000-0002-5555-9675

Karis Barker: https://orcid.org/0000-0002-3530-566X

Gail MacKean: https://orcid.org/0000-0002-0209-4667

Sandra Zelinsky: https://orcid.org/0000-0001-5531-7660

Tamara L. McCarron: https://orcid.org/ 0000-0001-7242-1910

Maria J Santana: https://orcid.org/0000-0002-0202-5952

Stirling Bryan: https://orcid.org/0000-0001-7093-3058

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

Page 2 of 42


https://ca.linkedin.com/company/michael-smith-health-research-bc?trk=public_profile_experience-item_profile-section-card_subtitle-click
mailto:damarsha@ucalgary.ca
https://orcid.org/0000-0002-8467-8008
https://orcid.org/0000-0001-8032-9129
https://orcid.org/0000-0002-5555-9675
https://orcid.org/0000-0002-3530-566X%C2%A0%C2%A0
https://orcid.org/0000-0002-0209-4667
https://orcid.org/0000-0001-5531-7660
https://orcid.org/0000-0002-0202-5952
https://orcid.org/0000-0001-7093-3058

Page 3 of 42

oNOYTULT D WN =

BMJ Open

Abstract
Objective: The objective of this study was to explore the outcomes of research engagement (PE)

in the context of qualitative research.

Design: We observed engagement in two groups comprised of patients, clinicians and
researchers tasked with conducting a qualitative preference exploration project in IBD. One
group was led by a patient research partner (PLG) and the other by an academic researcher
(RLG). A semi-structured guide and a set of critical outcomes of research engagement were used

as a framework to ground our analysis.

Setting: The study was conducted online.

Participants: Patient research partners (n=5), researchers (n=5), and clinicians (n=4)

participated in this study.

Main outcome measures: Transcripts of meetings, descriptive and reflective observation data of
engagement during meetings and email correspondence between group members were analyzed

to identify the outcomes of PE.

Results: Both projects were patient-centered, collaborative, meaningful, rigorous, adaptable,
ethical, legitimate, understandable, feasible, timely and sustainable. Patient research partners
(PRPs) in both groups wore dual hats as patients and researchers and influenced project decisions
wearing both hats. They took on advisory and operational roles. Collaboration seemed easier in
the PLG than in the RLG. The RLG PRPs spent more time than their counterparts in the PLG
sharing their experience with biologics and helping their group identify a meaningful project

question. A formal literature review informed the design, project materials and analysis in the
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RLG while the formal review informed the project materials and analysis in the PLG. A PRP in

the RLG and the PLG lead leveraged personal connections to facilitate recruitment. The

outcomes of both projects were meaningful to all members of the group.

Conclusions: Our findings show that engagement of PRPs in research has a positive influence

on the project design and delivery in the context of qualitative research in both the patient-led

and researcher-led group.

Strengths and limitations of this study

We used direct observation of research engagement, which provided a more robust

understanding of PRP roles and influence on the research.

Observation was in an online environment, and overt (group members were aware they

were being directly observed in all project communications).

We created journey maps to understand governance and decision making during all the

stages of research in the two groups.

We used a set of critical outcomes of research engagement as a framework to ground the

work; however, it was difficult to entirely separate one outcome from the other.

Our study design was appropriate for the exploratory nature of the study; however, we
were unable to ensure that both groups were equally matched in terms of experience,

skills and knowledge.
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1. Introduction

There is a substantive body of work reporting the various ways in which patients are
involved in the conduct and design of research,(1-3) and various frameworks and guidelines for
supporting, evaluating and reporting patient engagement (PE) in research.(4,5) There are also
studies showing the value of such engagement to the patient, such as a sense of purpose and
being empowered; greater awareness of and appreciation for research; improved relationship
with illness; feeling valued; and gaining new skills and knowledge.(6—8) There are fewer
publications on the impact and outcomes of research engagement.(6,9,10) This could be
attributed to the lack of validated evaluation tools that are publicly available, informed by the
literature and grounded in a theoretical or conceptual framework, inclusive of patient
involvement in their development and reporting.(11-14) Some studies report hypothesized
impacts instead of presenting evidence of impact.(8,15) None to our knowledge capture the
impact of PE across the whole research spectrum.

We used observation methodology to obtain detailed and contextualized insights of the
impact of research engagement throughout a health research study. This qualitative methodology
has not been used extensively to study research engagement, likely due to analytical and
practical challenges associated with studying a phenomenon thoroughly and at length.(16)
Observational methods involve the systematic, detailed observation of behavior and
communication(17) and has been used by researchers when other methods such as interviews or
surveys alone cannot fully capture the context and phenomenon under study.(18-20) Observation
provides an in-depth understanding of people’s actions, roles and behavior(21,22) and identifies
barriers and opportunities to more equal participation, shared decision-making, and shared

understanding.(23)
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In this exploratory study, our objective was to explore the outcomes of research
engagement in the context of qualitative research. We observed stakeholder - especially patient
research partners (PRP) - engagement in two groups. Both groups designed and conducted an
exploratory qualitative preference project over a pre-determined seven-month period, addressing
the same research question: “What factors or attributes are important to patients with
Inflammatory Bowel Disease (IBD) in considering treatment tapering of biologics?” We used
this question as the context for studying the impact of engagement since there is no standard
regimen for managing adults with IBD and little evidence on patient preferences regarding
treatment decisions when considering biologic tapering.(24,25) Moreover, the engagement of
patients in the development and design of preferences studies is recommended as good research
practice.(26,27) We refer to the qualitative research conducted by the two groups as “projects” in

this study.

2. Method

We used direct observation of two groups, a “Patient Research Partner led Group” (PLG),
led by a PRP, and an “Academic Researcher led Group” (RLG), led by an academic researcher.
Our rationale for studying two groups was to assess PE in two similar but distinctly different
groups where PRPs would have sufficient opportunities to contribute and participate in the
governance and decision making across the cycle of the group work. Our intention was not to
judge the leads or the groups, but to look more broadly at how PRPs engage in and influence the

group project work.

We recruited PRPs (n=2), clinicians (n=2), and researchers (n=2) across Canada for each
group. We identified participants through national network platforms (e.g. Strategy for Patient-

Oriented Research, Inflammation, Microbiome, and Alimentation: Gastro-Intestinal and
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Neuropsychiatric Effects (SPOR IMAGINE) Network),(28) and study team contacts using
maximum variation purposive sampling to recruit PRPs, and convenience sampling to recruit
researchers and clinicians. PRPs and researchers were eligible to participate if they had basic
knowledge and skills to conduct qualitative research acquired either through patient-oriented-
research (POR) training, education or participating in health care research. Living with a chronic
digestive condition such as IBD was also a requirement for PRPs. All recruited members
completed a screening survey, which included select items from the Patient Centered Outcome
Research Institute’s Ways of Engaging- ENgagement ACtivity Tool (WE-ENACT)(29) and were
then assigned to the PLG or the RLG, matching the two groups to the extent possible by their

POR and qualitative research experience and training and demographics.

Due to the research taking place in 2021 during the COVID-19 pandemic and the location
of group members, observation of engagement was virtual. We assigned one study staff (NS and
KB) per group, skilled in qualitative research, to observe unobtrusively, documenting all
exchanges of online meetings and emails among group members. The staff received training in
the four questions of observation (what to observe, how to observe, how to preserve what is
observed, how to tell what was observed).(16) The staff kept notes using a semi-structured
guide(30) of the number of people involved in the discussions, the date of the discussion and the
interactions and behaviors between group members (descriptive data). They also recorded their
thoughts, biases, questions, initial interpretations of the discussions, potential themes, and direct
quotes that seemed significant on a word document (reflective data) (Supplementary Table 1).
For example, the staff documented what changes PRPs proposed that were made or not made and
why or how the groups appropriately integrated group member suggestions. These notes were

discussed during study team meetings to guide further data collection and generation.
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All group meetings were audio recorded to verify observation notes and transcripts for their
accuracy, quality and trustworthiness. The two staff listened to their group’s recordings to ensure
the transcripts were verbatim and their descriptive and reflective notes captured the non-verbal
cues, the pre-defined themes and quotes accurately. A third staff performed oversight of this work
at various points in the study and resolved discrepancies. Ethical practices were followed such as
assigning a unique study number on all the transcripts of meetings, emails and descriptive and
reflective notes.(31-34)

Observation was overt. Group members were informed in the consent and at the first group
meeting that they were being observed and all data would be anonymized prior to the analysis.
After the first meeting where staff introduced themselves, they faded into the background so
members could act naturally while discussing the project. We believe these strategies helped put
them at ease and not alter their behavior consciously.(31)

We used Dillon’s Critical Outcomes of Research Engagement (CORE) and measures as a
grounding framework to assess engagement in the two groups.(35) The eleven potential
outcomes and related measures were suitable for our study, covering a broad spectrum of the
research design, approach and short and long-term outcomes of engagement.

Table 1. Critical Outcomes of Research Engagement and study measures

Critical outcomes Measures

1) Patient Centered How were PRPs engaged in, and influenced, each stage of
research and critical research tasks?

2) Meaningful Are the research method and outcomes reflective of, and
outcomes relevant to, the community and all group members?

3) Team Collaboration What is the group members’ comfort level during discussions?

Do all group members trust and respect each other? Are all
group members clear about their roles on the project? Are PRPs
and researchers given an opportunity to gain skills and
knowledge in ways that work for them?

4) Understandable Are study materials patient-friendly, understandable and written
in a common/plain language? Are all group members
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1

2

2 comfortable with the written materials? Evaluate the reading

5 level of the research documents. Was the data presented in an

6 accessible, understandable way to all members? Is the

7 overarching goal, study purpose and research question

8 understandable by everyone?

9 5) Rigorous Did the group appropriately integrate PRP suggestions without
1? compromising rigor?

12 6) Integrity and Adaptable | Did PRPs propose any changes to the study design, methods,

13 materials etc. that were made/not made? If not made, explain

14 why.

15 7) Legitimate To what degree was the sample or study population diverse and
16 representative/ unbiased?

:; 8) Feasible Are research goals and methods realistic and feasible?

19 9) Ethical and transparent | Are all methods ethical, culturally safe, and patient-friendly? Is
20 data/privacy protection more patient-centered and/or changed? Is
21 honest transparent communication consistent throughout the

22 project?

23 10) Timely Is conduct of research and sharing information with all group

;‘5‘ members timely?

% 11) Sustainable Is there a plan for sharing study findings? What role did PRPs

27 play to disseminate study findings?

28 'Adapted from Dillon’s Critical Qutcomes of Research Engagement (CORE) and measures.(35)
29

30

g; The data (transcripts of meetings, descriptive and reflective notes) from both groups

33 . . . .

34 were analyzed thematically in four steps using NVivo-12 software(36): 1) prepared and

35

36 organized the data for analysis; 2) coded the data by critical outcomes, research stages and

37

gg critical activities; 3) created a journey map(37,38) for each group member by “member types”
2(1) (PRPs, researchers and clinicians) to understand how each member type influenced and impacted
42

43 the project; and 4) compared the journey maps of all stakeholders especially the PRPs to identify
44

45 the critical outcomes of PRP engagement in research. (Figure 1,2)

46

j; Data collection and analysis proceeded simultaneously using the CORE as a priori

49

50 framework. Two study staff (NS and KB) coded their group data independently. A third staff

51

52 (GM) coded some data from both groups at different stages of the project, merged their coding
53

gg with NS or KB, discussed discrepancies and reached an agreement on the codes, sub codes and
56

57

58 7
59
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their descriptions. Updated versions of the coding frame were shared between the two staff via

the third staff and the data was recoded. After data collection was complete, the two staff created

journey maps by stakeholder type for their respective groups. The staff reviewed the journey
maps of both groups, and revisited the coding done to ensure that both agreed on the final
journey maps. The journey maps of the patient-led group were compared to the research-led
group maps to finalize the list of outcomes of research engagement. We held a virtual meeting
with each group separately as a “member check-in exercise” to verify their results.

NS and KB reflected on their personal values during the data collection and analysis
process to identify any biases that may have affected the research, such as attachment bias to
group members. We used this approach to facilitate good practice in coding and enhance the
credibility of the analysis.(39,40)

We provided the two group leads training about patient preference studies, qualitative
research and about the project group work and deliverables. All this information was made
available for use by other members of the two groups.

2.1. Patient and Public Involvement

Our study team included one PRP (SZ) living with Crohn’s Disease who has extensive
experience and training in conducting patient-oriented research on multi-disciplinary research
teams. She is the Lead Patient Research Partner for the Alberta SPOR SUPPORT Unit and is
a graduate of the Patient and Community Engagement Research (PaCER) program.(41-43)
She was involved in the development of the research question and study design; finalizing the
study approach and outcome measures; recruiting PLG and RLG group members; reviewing
and providing feedback on the analyzed data; and reviewing this manuscript critically. We

held an online meeting to discuss the results and outcomes of PE with members of both
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groups. The group PRPs were also involved in all the stages and critical tasks of their

respective qualitative projects.

3. Results
3.1. Study participants

Fourteen participants were recruited in total for the two project groups from a pool of 29
eligible participants. The main reasons for non-participation were workload issues and health
concerns. The majority were 35 years old and over (PLG n=5; RLG n=6); women (PLG n=5;
RLG n=5); white (PLG n=4; RLG n=6)); had a PhD or a professional degree (PLG n=3; RLG
n=5); and had been involved in POR for over a year (PLG n=6; RLG n=4). Nine (PLG n=3; RLG
n=6) felt prepared to contribute to this study and seven (PLG n=3; RLG n=4) indicated they had
previously worked with or knew at least one member in their group before this project.

PRPs in both groups were trained in conducting research projects using qualitative
methods through the PaCER program (41-43) or through other education opportunities. All the
researchers had qualitative research expertise; some with no IBD-specific knowledge. The

clinicians were affiliated with the SPOR IMAGINE Network.(28,44)

3.2. Critical outcomes of PRP engagement: similarities and differences of PRP engagement in
the two groups

We present the observation results by the eleven Critical Outcomes of Research
Engagement (CORE)(35) operationalized in our study (Table 1). No new outcome was identified
during our analysis. Patient-centeredness was central to all the outcomes of research engagement

but we tried to keep the measures independent of each other during synthesis. We gathered
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information about all stakeholders but mainly focused on the contributions made by the PRPs in
this paper. Representative quotes from both groups for each outcome are included to further
illustrate the findings (Table 2).

1) Patient Centered

PRPs in both groups took on both advisory and operational roles. They influenced the
project wearing dual hats of patients and researchers. The PLG lead took on many operational

roles and influenced more project-related decisions than the RLG lead.

PRPs experience in the researcher-led group influenced the group to conduct a literature
review first to finalize the research question. They reviewed articles along with researchers in
their group, extracted data and helped their group identify papers useful to finalize the
definition of tapering and study design. They also helped their team determine an optimal study
design, recommended inclusion/exclusion criteria and data to collect such as duration of
biologic use etc., provided a rationale for collecting data from clinicians and patients, identified
questions to ask patients during the interviews, developed the clinician interview guides based
on their experience, recruited and managed clinician recruitment and data collection and
reviewed the coding of one of the clinician transcripts. Patient recruitment, data collection from

patients and all the data analysis were managed by RLG researchers.

The PRPs in the patient-led group helped their group define ‘tapering’ for the purpose of
their project. Unlike the PRPs in the RLG, they were not involved in the literature review
process to avoid any bias in data collection. The patient lead conducted an informal search of
the literature and proposed ideas for a project design and approach. The PRPs provided
additional thoughts and structure to this design, some inclusion/exclusion criteria, variables to
include in the screening questionnaire, and strategies to collect data. For example, one PRP

10
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influenced the group to conduct a formal literature review simultaneous to the first focus group
to have a draft list of attributes from the patient and clinician perspective that was used to
inform the study materials and further data collection. The PRPs also developed the interview

guides, conducted the interviews, and reviewed and confirmed the final themes.

PRPs in both groups were involved in data interpretation, in the knowledge translation
discussions and came up with potential ideas along with their group members to share project
findings.

2) Meaningful

PRPs in both groups were part of the decision-making processes during all the project
stages, resulting in project deliverables that were relevant and meaningful to them and to the
other stakeholders in the group. For example, the PRP experience in the RLG helped their group
members better understand biologics and what aspects of withdrawal may be important to
capture from their perspective. A PRP shared the side effects she faced due to biologics and even
though she was in her third year of remission, was not allowed to get off biologics. This
conversation contributed to the group discussing the differences in interpretation of “tapering”,
the frequency, dosage, side effects and how that might influence the patient experience with
biologics. Even though not much was discussed specifically about treatment by the PRPs in the
PLG, their experience provided insight into how others with similar lived experiences may want
to participate in the study. A PRP shared her difficulty navigating insurance coverage for
biologics between provinces, resulting in decisions about the inclusion/exclusion criteria of their
project. The final list of attributes was discussed and finalized with the PRPs in both groups.

3) Collaboration

11
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There was a strong sense of teamwork at the start of both group projects. However,
collaboration seemed easier in the PLG than in the RLG which could be attributed to the clear
roles that members had in the PLG; a clear plan for team communication; the lead taking on a
number of time-intensive tasks; and frequent virtual meetings in the initial phases of the project

with a full complement of project members.

Email discussions and decisions were more common in the RLG with the RLG meeting
14 times, over the seven-month project period. The PLG met weekly in the first two months of
the project, for a total of 24 virtual meetings over the project period. Decisions were taken
mainly during the meetings attended by most group members, including one clinician.
Irrespective of the approach, members in both groups shared ideas and opinions freely and
everyone’s opinion was valued. There was small talk before and after meetings, and
appreciative notes circulated and mentioned during meetings which made all stakeholders -

especially the PRPs - feel appreciated.

Many collaborative decisions were taken by both groups during all project phases,
impacting the process and results of the projects. For example, leveraging personal experience, a
PRP in the PLG pointed out the importance of including both Crohn’s disease and Ulcerative
Colitis in the project. There were conflicting opinions about the study design in the RLG due to
the lack of clarity around the project question. This caused frustration and disengagement
especially among the PRPs. Many respectful dialogues were held to reach a consensus on the
study design. The resultant design included data collection from both patients and clinicians.
Another example of collaborative work was seen during the development of the study guides in

both groups with input from PRPs and clinicians to ensure comprehensive data collection.
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Capacity building of PRPs also facilitated collaboration and in turn impacted the results
of the projects. For example, training of a PRPs in interview facilitation and conducting mock
sessions enabled the PRPs to conduct some of the interviews in the RLG and all PLG interviews.
4) Understandable

The PRP and clinician experience helped contextualize “tapering” and how to frame it in
a research question. A patient-friendly project title was subsequently discussed and finalised in
both groups.

The PRPs in both groups developed or reviewed the study materials using clear, engaging
language suitable for their project participants. They also developed or provided feedback on the
data collection tools, ensuring information important to ask study participants was included in
the guides and that the guides were easy to administer during data collection. For example, a
PRP in the PLG simplified a question in the guide from “What factors would make you feel
confident that this is the right decision?” to “What would you like to know from your healthcare
provider to make a decision?” A PRP’s query whether people can hypothetically think about
going off biologics without actually wanting to go off biologics got the group rephrasing the
introduction section of the guide.

The results of the PLG literature review were presented in simple, understandable terms.
The PLG lead influenced the presentation of the final list of candidate attributes in lay language.
The RLG used more clinical/research language for some of their attributes.

5) Rigorous

Group members made collective decisions in all project stages, balancing scientific

evidence with PRP insights. The PLG lead presented initial thoughts and other group members

built on her ideas. Wearing both a researcher and patient hat, a PRP proposed running focus
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groups and a literature review simultaneously, blinding one to another to avoid biasing each
other. Many members felt this approach would add value and rigor to the project. Subsequently,
the patient-led group conducted an unstructured focus group prior to the formal interviews,
alongside a literature review, to better grasp the patient perspective of biologics without being
influenced by the literature.

The researcher-led group followed a more evidence-based approach, conducting a formal
rapid review of the literature and using the results to establish a clear context and foundation for
the research question and project design. A PRP and a clinician provided a clear rationale for
capturing data from both clinicians and patients, which was accepted by group members despite
the patient-focused scope of the project.

Both groups used best practices when conducting, analyzing and reporting the results.
The PLG collected data from one focus group and eight interviews and stopped data collection as
no new themes were being identified. The RLG collected data from three clinician interviews
and two patient interviews. The sample size of patient interviews was not realized as planned.
The analyzed data were shared with RLG members iteratively as it was being coded. The
transcripts were double coded in both groups. PRPs and clinicians in the two groups validated
the themes and ensured nothing was missed or mis-represented.

6) Integrity and Adaptable

The PLG and RLG group members were flexible and continuously improved the project
process if the changes were logical, verifiable, rigorous and ethical. Both groups embraced
challenges and found new ways of meeting the project objective. Common challenges included
the lack of clarity of the project purpose, unclear definition of “tapering”, obtaining timely ethics

approval, and identifying project participants. Additionally, the RLG dealt with a PRP
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withdrawal from the study due to a variety of reasons. All members in this group responded well
to the changing situation, spending additional time working through sticking points in the
research question and project design.

The PRP insights in both groups strengthened the quality and trustworthiness of the data
in real time. For example, a PLG PRP influenced the decision of dropping the “ranking exercise”
after the interviews because they felt that this exercise would be meaningless given the small
sample size and varied life experiences of patients.

The RLG PRPs influenced the decision to not incorporate clinician perspectives in the
patient interviews as this approach did not capture all the nuances of the patient experience.
Members in both groups were involved in data interpretation and in identifying the final
candidate attributes, ensuring the research findings were appropriate and justifiable.

7) Legitimate

Diverse and experienced PRPs in both groups brought value into their projects’ decision-
making process and enhanced the understanding of the research question from the patient
perspective. They also ensured that the approach and data gathered were relevant to them. The
PRP and clinician experience in both groups helped decide the screening questions to capture
diverse and/or representative patient perspectives. The PLG interviewed patients from many
Canadian provinces, with mild, moderate or severe symptoms of either Crohn's disease or
Ulcerative Colitis, with nearly half of them using multiple biologics. Even though the sample
size was small, the RLG patient participants were of different genders and ages, but from the
same province, with both using multiple biologics. Thus, a varied group of qualitative project
participants from the IBD community provided their perspectives, resulting in an increased

understanding about patient preferences for biologic medications; the appeal and feasibility of
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tapering biologics; and the perceived benefits and risks of doing so. The qualitative interview
findings also confirmed the values of some PRPs about the importance of shared decision-
making with their gastroenterologist and other health care providers on tapering biologics
8) Feasible

Managing the workload on top of full-time jobs or coursework, and other responsibilities,
especially within short timeframes, was challenging for many members in both groups. The
leads took on many time-consuming tasks, making it easier for group members to participate in
the research. Both groups discussed and debated the feasibility of various project designs and
collaboratively came up with solutions to accomplish the project goal. Influenced by a PRP and
clinician, the RLG decided to conduct clinician and patient interviews to address the complex
study question. The PLG also discussed various designs, but decided to interview patients to
complete the project within the timeframe. The PLG lead, and the RLG PRPs leveraged past
connections within the IBD community to help with recruitment.
9) Ethical and transparent

Each group collaboratively solved ethical dilemmas such as privacy of participants
during the zoom focus group sessions versus individual interviews; how to start an interview so
that participants feel safe and secure to discuss their personal experiences; whether to put the
honorarium amount on the recruitment flyer; how to recruit participants without putting them
and the PRPs at risk, etc. PRPs as well as researchers in both groups were sensitive to ethics
practices, particularly surrounding recruitment and data collection.

For example, the PLG did not recruit through gastroenterology clinics since
gastroenterologists were not particularly interested in discussing biologic tapering with their

patients. All information was transparent to group members in the recruitment materials shared
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with them. The whole process (the methodology, including the design, data collection, coding,
analysis, and tools used in data analysis) was discussed and known to all members of both
groups. PRPs in the RLG specifically shared the qualitative study results with their group
participants to satisfy the goal of transparency. Engagement during analysis ensured that the
patient perspective was transparent in the findings.

10) Timely

To ensure timeliness of the two projects, both leads took on many tasks. Virtual meetings
and finding convenient times were a hurdle; the PLG ended up scheduling late-evening meetings.
Group commitment to project success, sharing of responsibilities and an interest in POR kept the
two projects moving forward.

A feasible design enabled recruitment and data collection in the PLG. Prompt responses
and constructive PLG meetings also contributed to timely decision making. Revisiting the
project plan periodically was also helpful. The RLG spent substantial time during the early
stages of the project building collaboration and coming to a consensus about the project question,
which hindered the project timeline. The RLG lead recognized that completion of the project on
time was important, but secondary to ensuring that all group members were happy with the
research question and project design.

11) Sustainable

PE was visible throughout the research process and across various research tasks in both
groups. All group members, including PRPs, had the necessary pre-requisites (training, exposure,
and preparedness) for making decisions and engaging on the project until the end. No health
episodes prevented sustained engagement. Immediately defining and distributing group member

roles significantly contributed to the sustainability of the PLG project. The design, approach,
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materials, and results eventually met the needs and expectations of all members in both groups,

resulting in continued participation. Beyond sharing the results through publications and

presentations, the two groups proposed future research topics such as developing and evaluating

decision aids for shared decision making.

Table 2. Illustrative Quotes for Critical Outcomes of Research Engagement from

observation of the two project groups

Critical Outcomes of Research Engagement in both groups

Illustrative quotes

1) Patient Centered

PRPs in the PLG and RLG were engaged in all the stages and critical
tasks of their group’s qualitative projects, on advisory and operational
roles, and influenced the stages and tasks they were involved in.

The lived experience of the PRPs in the RLG informed more aspects
of the project than the PLG PRPs. The PLG lead influenced more
project-related decisions than the lead in the RLG.

“I just wanted to echo that wearing that kind of dual role in this myself, I think
there are definitely a lot of overlaps that I can already see from a research
perspective as well as a person experiencing it, so I think it'd be interesting to
actually have the literature review and focus groups running simultaneously and
some of us that are doing the focus group with the patients and then some of us
that are doing the literature review at the end, we kind of merge the two together
that way you're not biased by what we're finding in either source?”” PRP
influencing the design

“...it'd be interesting to hear about the different treatments they've experienced
right? Did they first try steroids, or did they first try a special diet, or something
else and how did they get to biologics and then things like what factors would
influence your decision for example, like recovery time, hospitals stay, and what
would make you feel more confident, and what information would you need
from your doctor...” PRP influencing the content of the interview guide

2)  Meaningful research

The research process and content were reflective of the shared
experience, beliefs and values of the PRPs in both groups, and the two
project outputs relevant to all study stakeholders in the groups. The
patient engagement in both groups resulted in a meaningful research
experience for all the stakeholders in the two groups, with the PLG
stakeholders more satisfied with their experience. Members of both
groups were satisfied with the research outputs.

“Do we want to try to get from as many provinces as possible, I think it would
be good to have that lens. In my experience, I was diagnosed when I was in BC
and I’m a resident of Ontario so it was a very complicated process because I was
out of province my health insurance was actually like it was done so I couldn't
get the coverage for any medications. I think there will be others who may have
similar experiences, or maybe different experiences so it'll be interesting to see
how that ranges province to province.” PRP influencing the sampling criterion

“I think there is value add in having both Crohn and UC perspectives at the table
when we're doing a focus group. Just from personal experience, my experience
was 180 degrees different from what my sister experience so having that kind of
dual lens might be helpful.” PRP influencing the sampling criterion

3) Team Collaboration

Both groups were collaborative through the entirety of the qualitative
project process. The group leads made significant efforts to ensure that
all members had opportunities to contribute, based on their individual
strengths and interests. The PLG met more frequently than the RLG,
with decisions taken predominately during these meetings, while many
decisions were taken by email and during the group meetings in the
RLG. Both groups shared their views and insights. There was support
for each other and appreciation/acknowledgement of work.
Collaboration seemed easier in the PLG than in the RLG. There was a
shared understanding of roles and unanimity in the PLG’s final
decisions, but not always in the RLG. PRPs in both groups had
opportunities to gain new skills and learn from their engagement.

“I'm trying to figure out what people are interested in. What type of role anyone
is interested in. I mean each person that's on the team will have a different
appetite for how much they want to be updated, and how much do they want to
be involved, more communication.” PLG lead exploring stakeholder
interest/roles for the project plan

“I just wanted to chime into and second what X (other PRP) pointed to from a
patient perspective, I think this title works in terms of just capturing what we
want in, and that is the people that are on biologics...” PRPs collaborating with
the group on project title

4)  Understandable

The PRP and clinician experience served to understand and
contextualize “tapering” of biologics in both groups. PRPs developed
or reviewed the study materials using language that was clear,
engaging and agreeable to all the group members. The PLG presented
their output in lay language while the RLG used more clinical/research
language.

“I think if you use the word changing you're going to get all the people who are
being forced to change to biosimilars right now. Like if we put that in our title, I
think we're going to get the wrong people.” PRP reviewing the project materials
to ensure an understandable project title

“The clinician ... used a lot of terms, especially... medical abbreviations ... so
when it comes to transcribing those terms, I will be willing to provide the input.
I mostly knew what he was saying there, there were a couple that I'm not
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familiar with, but can bounce that off you (clinician in the group).” PRP
reviewing transcripts to ensure understandable data

5) Rigorous

Throughout all stages of the two group projects, group members took
collective decisions, balancing scientific evidence with group member
insights. The RLG took a more evidence-based approach while
designing the project. The two study groups integrated group member
suggestions into the design, approach and conduct of the two
qualitative projects without compromising project rigor.

“I think we are reaching the saturation point, plus this individual is similar in
demographic that we already have. I think one or two things this individual
might say, but is it going to change the whole direction of where our data lies, 1
doubt it!” Researcher confirming data saturation

“Tapering (definition) could be: Decrease of dose; Increase of interval between
two infusions/injections; Discontinuation; Replacement by a 'lower' medication.
I think it will be very important to clearly define these for participants — the
attributes important to patients may vary depending on the type of tapering
being considered.” PRP influencing project design

6) Integrity and Adaptable

The PLG and RLG group members were flexible and continuously
improved the project process if the changes were logical, verifiable,
rigorous and ethical. Both groups embraced challenges and found new
ways of meeting the project objective. PRPs in both groups were
involved in interpreting the data and in identifying the final candidate
attributes, ensuring that the research findings were appropriate and
justifiable.

“I have not heard of biologic tapering happening, and when I've talked to my GI
about moving off the biologic somehow, he's super uncomfortable because from
what I understand, and maybe the research has changed, the risk of recurrence is
really when people have gone off. So, I think it's really important to understand
what is meant by tapering in this context and the research that's available to
support tapering.” PRP influencing the group to study tapering in more depth
before designing the project

“I think we need to drop the ranking exercise (based on what was heard during
the first focus group), the ranking would be heavily influenced based on the life
experiences that the person had, so depending on who's doing the ranking, the
ranking could be skewed and I think it would be difficult for it to be
representative of a larger population...” PRP suggests dropping the ranking
exercise after conducting the first focus group

7)  Legitimate

Diverse and experienced PRPs in the two groups brought value into
their project’s decision-making process and enhanced the
understanding of tapering of biologics from the patient perspective.
There was diverse representation of project participants in the
qualitative projects of both groups, though the sample size was small
in the RLG. Both groups considered how bias might impact their
recruitment.

“a lot of the responses (about who can help make the decision about tapering)
came back that it would be great information to get from my gastroenterologist.
So, it wasn't like ... I'd like to go online and do a Google search and get this
information right at my fingertips ... they wanted someone to relay that
information to them.” PRPs informing the group about the needs of diverse
project participants

“just reflecting on the interviews, the categories seem logical to me, I feel it is
pretty accurate. I actually like how it comes out, burden of disease, treatment,
financial costs, coverage, I like that decision making- they talked about whether
they used their healthcare provider or family or who else they might, like other
patients” PRP confirming final list of attributes

8) Feasible

Members in both groups took on roles that were feasible for them.
Collaboratively, they planned a project design and approach that was
feasible to complete within the timeframe, without compromising the
quality of the project. Time constraints experienced by the RLG
negatively affected recruitment and data collection.

“For the study itself, due to time constraints and reflecting on the research
question, I think we should focus solely on patient perspectives. We will
definitely have to kind of brainstorm and look at the research that's been done
before, to see what the best kinds of ways, or how it might be best to ... gather
their perspectives.” PRP discussing the project design

“I struggle more to find participants for focus groups than for interviews. I think,
for the longer part of the projects relying on multiple focus groups, in the world
that we're in right now, might be just difficult to accomplish.” PRP influencing
the study approach

9) Ethical and transparent

PRPs in both groups collaboratively helped solve ethical dilemmas,
and continuously checked assumptions of other group members during
recruitment and data collection to ensure data collection materials and
tools were transparent. Risks and potential harms to the patient were
considered.

“I think it would be great to have the clinicians conducting the interviews, my
question is would the interviewees be made aware of that?”” PRP discussing risks
and potential harms

“Are we trying to encourage people to do things that actually go against ...
clinical care guidelines.” Clinician questions ethics

10) Timely

The PLG was able to complete their project within the stipulated
timeframe, while the RLG spent substantial time defining the question,
which prevented the group from completing data collection as
planned. Members in both groups took collaborative decisions and
made relevant changes in a timely manner.

“... do we have the time to also capture (patient blogs), because we're going to
be starting the focus groups, we need to analyze we've got to write this thing up
and it's all going to be done by the end of September, there's a lot of work there
ahead of us, so ... I don't think it's wrong to not include personal blogs if
everyone agrees...” Researcher discussing feasibility

“...the point of the project is for the group to design something that reflects their
ideas and what is important to them, so I actually think it is more important to
get the design right than to get it done (on time).” RLG lead encourages group to
spend more time on research question and design
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11) Sustainable “I’'m glad I had an opportunity to review some of the literature in detail. I
The research addressed most members’ needs and expectations, particularly appreciated reading more about dose reduction, dose cycling, and
resulting in continued participation on the project. One PRP dropped personalized approaches to tapering — I had always considered tapering as

out of the RLG due in part to unmet expectations. The key outputs met | ‘discontinuing’ altogether, so these expanded concepts related to tapering were
all group member’s requirements in the two groups. The PLG offered really neat to consider...” PRP
to present project findings at conferences and workshops and

considered publishing their engagement experience. Both groups also | «geels good knowing all the members, and how accommodating everyone is to
proposed future research topics. help out with the project.” PLG Lead

Our results show that engagement of PRPs in research has a positive influence on the
research design and delivery in the context of qualitative research in both the patient-led and
researcher-led group. Using their lived experience, research knowledge and other life skills and
experiences, PRPs in both groups helped operationalize the research question, the project design
and approach; conducted or participated in the literature review; collected data; and analyzed
data or provided input in the analysis and interpretation of the results. During the initial stages of
the project, the PRPs in the RLG influenced their group to conduct a literature review first before
finalizing the design. The PRPs in the PLG influenced their group to conduct the formal review
simultaneously with the first focus group. They used the information to develop their study
materials as well as during data analysis. The PRPs in the RLG influenced their group to collect
information from both clinicians and patients. The PLG collected information from only patients.
The final list of attributes was reviewed and finalized with the PRPs in both groups. As such, the
research and the list of attributes were relevant and reflective of the lived experience beliefs and
values of the PRPs in both groups. The stakeholders valued the experiences and knowledge that
PRPs brought to the group. The resultant projects were patient-centered, collaborative,
meaningful, rigorous, adaptable, ethical, legitimate, understandable, feasible, timely and

sustainable.

4. Discussion
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Using observation, we comprehensively measured the impact of engagement across the
research spectrum and obtained contextualized insights of engagement in the two groups. We
gained a better understanding of the key ingredients to successful engagement; the influence
PRPs had on the research; and operationalized the Critical Outcomes of Research Engagement.
For example, we observed how the working partnership ensured transparency or fairness in the
projects or what changes PRPs proposed that were made/not made and why. We also identified
ways the two groups appropriately integrated group member suggestions without compromising
project rigor. This study enriches existing literature using the observation method to assess
research engagement, teasing out the input and influence of PRPs. While previous research has
used methods such as surveys, interviews and focus groups to study engagement, the current
study demonstrates that observation can be an effective method, provided the expertise to
conduct and record the observations and resources are available.(45)

The PRP experience on the projects was not tokenistic(46) - they engaged in multiple
ways across the research phases ranging from sharing their experience to co-producing
research.(47-50) No power imbalances(51,52) were observed. Members shared ideas with each
other throughout the project. Informed decisions were made jointly through discussions. Small
talk at the start and close of meetings, positive and encouraging feedback from the researchers
and clinicians also made PRPs feel appreciated. These qualities are essential to nurture
interpersonal relationships between group members.(52) Consistent with emerging literature, our
results demonstrate that engagement can be sustained across the research spectrum and not
limited to preliminary activities(53) provided there is adequate preparation and resources (i.e.,
funding, time)(54); motivation at both the patient and researcher level(3); training and supports

for researchers to effectively engage with patients(3,54); adequate training and supports of
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PRPs(54); and willingness of PRPs to take on roles in the later stages of a project.(55) PRPs in
both groups had high-level skills and training in POR and/or qualitative research, and could
function both as researchers and patients, which is unusual in health research. Some researchers
also wore dual researcher and patient or researcher and clinician hats. The PLG acknowledged
their dual roles and identities through “reflexivity”.(56) Studies have shown simple
acknowledgement is insufficient, but concrete reflexive practices can help build trust, ensure
transparency, authenticity and more rigorous research.(57,58)

The group leads were also vital in promoting engagement.(5) Previous studies suggest
that the leads could be the main stumbling blocks to engagement if they lack the knowledge,
skills, and experience on how best to do it, and do not possess the leadership qualities for
collaborative work.(59,60) Our group leads were organized, communicative, respectful and
committed, and regularly checked in or provided updates to group members. They “led” the
operations of the project and “facilitated” engagement.

We also observed that relationship-building with PRPs in research takes time(61) and
includes: a flexible engagement plan with clarity about roles and expectations, clarity about the
purpose and format of the collaboration, agreed goals, agreed communication strategies and
ways to monitor project progress.(3,47,62—65) Core values that the diverse members bring to
projects should also be discussed for successful engagement, such as mutual respect and trust,

equal partnerships, appreciation, compromise and support for each other.(66—68)

Our study was exploratory and would be difficult to replicate since it is not possible to
control the myriad characteristics of the group members and the context. Further,
operationalizing these outcomes was challenging as they were established for direct inquiry with

study team members, with overlapping measures among the eleven outcomes. However, the
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findings of the study offer important insights into the value of engaging with PRPs in the context
of patient preference studies. Future research using the observation methodology to examine
outcomes of research engagement in other contexts and settings requires appropriate resourcing,
and careful design to adequately address associated methodological challenges of observing and

reporting engagement.
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Figure 1. Observation Data Analysis Steps.
Figure 2. Comparative Journey Maps of PRPs in the PLG and RLG Illustrating Patient-
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Figure 1. Observation Data Analysis Steps
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Figure 2. Comparative Journey Maps of PRPs in the PLG and RLG lllustrating Patient-Centeredness

Research Stage

Academic Researcher led Group

Patient Research Partner led Group

Getting to know your team

PRPs introduce themselves to the group.

Members know each other & their position in the group.

Deciding on how to work together

One PRP proposes having roles and tasks assigned ahead. The group discusses
this strategy but does not formalize roles. Both PRPs volunteer to tasks during
the different project stages.

PRPs propose additional strategies to communicate and agree with the final plan. Both
accept the roles assigned to them by the lead.

Helping the study team understand
what information is relevant to
patients

PRPs share their lived experiences especially with biologics. One PRP has side
effects and wants to stop taking biologics.

PRPs share their lived experiences. Discussed their experience, not specifically with
the treatment.

Refining the study question

PRPs question the definition of tapering and are not comfortable using the word
when it was not an option for patients. They recommend finalizing the
definition of tapering before moving on to next steps. They look at ways
tapering is defined in the literature, discuss, and agree with the final question,
direction and project title.

PRPs question what tapering means in the context of the study. They do not like using
words such as tapering or withdrawal when discussing tapering. Both PRPs suggest
ways to refine the question and agree with the final direction and project title.

Designing the study

PRPs recommend data collection from both clinicians and patients, items to be
included in the survey. They recommend items to include in the screening
questionnaire and identify questions to ask patients during the interviews.

PRPs recommend including both UC and Crohn’s patients in the sample, a ranking
exercise after the interviews, an interprovincial lens, conducting interviews over focus
groups and blinding the literature review results from the members collecting
data. They recommend items to include in the screening questionnaire and identify
questions to ask patients during the interviews.

Developing the study material

One PRP develops the recruitment flyer, provides questions for both the
patient and clinician interview guides, recommends language to be included
in the consent, and provides content for the online surveys. One PRP
develops the interview guides for clinicians and provides feedback on the patient
interview guide. Both provide feedback on all the study materials.

PRPs develop guides for the focus group and interviews.

Participating in the literature search

PRPs propose questions for the search. PRPs review papers and extract data.
One PRP identifies papers useful to finalize the definition of tapering and inform
the research design.

PRPs are blinded to the results of the review.

Training team members on how to
recruit and work with patients

No role.

PRPs conduct a mock session of the focus group.

Finding patients to participate in
the study

PRPs propose platforms and strategies for recruitment. One PRP was willing to
use their connections to identify potential candidates and support recruitment of
patients. One PRP recruits clinician participants.

One PRP provides names of potential recruitment platforms.

Data collection

One PRP conducts interviews of all the clinicians.

PRPs conduct the focus group and interviews. They influence the group to drop the
“ranking exercise” after the first focus group.

Analysis and Reviewing results

One PRP reviews the coded data of one clinician transcript and shares insights
with the group.

PRPs take on an advisory role during data analysis. They review the analyzed data
and agree that it resonates with what they heard during the data collection process.

Key similarities between the groups are emphasized in orange, italicized text. Key differences are emphasized in blue, bold text.
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Supplementary Table 1

Observation Guide Descriptive field notes for every project group activity

oNOYTULT D WN =

1) Meeting No:

10 2) Name of the Observer:

3) Group Observing:

15 4) Date of Observation:

17 5) Time of Observation: From.......... O T Total meeting running time:

6) Meeting platform:

22 7) Number of group members:

24 8) Names of the group members: (Use ID numbers)

26 9) Time when each member joins and exists - (capturing how long each stays)

29 10) Group member roles in each activity during the different research stages and the interaction
31 including the direction of communication, frequency of interaction of each group member, who
33 took the decisions, etc.

e How does the meeting start? What’s the mood in the room? Is it all business or do

38 members chat with each other before or after meetings? Does the meeting start on time?
40 Do all members seem to understand the purpose of the meeting, why they are there, and
the agenda for the day? Are PRPs consulted when scheduling the activities?

45 e Does everyone speak or just some group members? Look for familiarity in the

47 conversation for e.g. chatting about previous work together.

49 « Who is taking all the decisions during the discussion? At what stages/decisions are PRPs
52 being consulted? Did PRPs propose any changes? Capture the changes proposed

54 (changes in study design, methods, materials, etc.) and if not followed, the reasons why if
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possible. Do the PRP have any influence on the final decision? Are group members
supportive of other opinions in the group? Are there any instances of appreciation of
work, giving credit openly during the discussions? Note down examples of members
showing respect and supportive of the different viewpoints. Do PRPs initiate and take
part in the discussions? How are the non-attendees informed of the decisions? If their
input included in the final decision?

Do PRPs lead any of the discussions? Did you observe silent moments in the
conversation? Note: silences do not mean that the group member is uninterested or dis-
engaged. It might mean reflective thinking. Jot down your thoughts, and rationale if you
make this observation and how the lead/others involve the member and keep the
conversation moving.

Does anybody in the group use terms not understood by the rest of the group? Are there
any written materials distributed prior to the meeting for review and questions? If yes,
what were these materials? Document any discussions about the written materials for e.g.
what does this medical word mean? What is the reading level of these documents?
What training/support is provided to the PRPs and researchers in the group to help them
contribute to the research? Are training requirements discussed? Is there any support
request made to the main study team? Is the support provided and how?

Do any conflicts emerge? What are they? How does the group respond and address the
conflict? Note down any challenges that group members faced while engaging on this
project.

What does the morale of the group seem to be at the end of the meetings? Are “next

steps” discussed? Are next steps understood? Does anybody on the group linger after the
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meeting has closed to talk or do they leave immediately? What kinds of comments are

stakeholders making as they leave?

Specific points to capture related to the launch phase (getting to know each other, working

together and sharing experiences to help the group understand the supports PRP need)

What strategy is employed by the group to get to know each? Does any member know
another in their group prior to the first meeting? Does the study Lead introduce everyone
or do the group members introduce themselves? Or Both?

Does the group have a formal/informal plan to work together including a communication
strategy, roles and responsibilities on the project?? Who developed this plan? Are PRPs
involved in its development? If there is no plan, how did the group members operate?

Did the PRPs in the group share their experience about living with IBD?

Specific points to capture related to the design phase (refining the research question, designing

the study, conducting the literature review, developing the study material):

Do all group members understand the research question, purpose of the study? What
changes have been made to the research question? How did the group operationalize the
research question? Are PRPs involved in influencing this decision? What is the result of
any changes made?

Who is involved in designing the research? What is each group members contributions to
the study design? Are any changes proposed to the study design? Are all suggestions
incorporated into the design? Are group members in agreement with the final decision/
validate the changes? Capture the changes made to design based on PRP input and the

reason for changes not made. Are group members flexible in making changes keeping the
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rigor of the study in mind? Is everyone on board with respect to the final design and
approach?

Is there any mention about the design being straightforward, and easy to accomplish within
the time available? Is there any discussion and concern about the study goals and methods?
For e.g., need for additional resources like time, expertise etc. to make the study happen.
How are these addressed?

Does the qualitative study design, data collection and analysis accommodate and show
respect for participant diversity? Describe the study participants from the conversations.
Does the group have discussions regarding data/privacy protection?

What is the role of PRPs in reviewing the literature?

Who developed the study material? What is the PRP input in their development?
Document the materials developed/reviewed by PRP, changes made and reason for those
not made. Are the materials written in lay audience language? Evaluate the reading level
of the materials.

Document discussions of personal benefit and benefit to the IBD larger community (for
e.g. gained deeper understanding of biologics, gained skills/new knowledge through this

engagement, contribute towards the advancement of POR)

Specific points to capture during the Implementation phase (recruitment, data collection,

analysis)

Who is involved in the recruitment of study participants? Who obtained consent/
screened the participants? What is the PRP input during this phase?

Who is involved in data collection (patients, researchers or a combination of both)?
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« Do the recruited study participants represent the living or lived experiences of actual

patients, including groups that are typically under-represented in research?

oNOYTULT D WN =

e Who is involved in the analysis of the data? How are PRPs involved in the analysis?

10 « Is data collection transparent? Does the group use verifiable methods in performing the
research and in reporting the results? Does the group pay attention to the ethical rules,
15 regulations, guidelines while conducting the study? (for e.g., informed consent process,
17 patient-friendly materials, data confidentiality and privacy etc.)

e How are the analysis and results shared with the group? Are the results shared with group
22 members in a timely manner? Are the results validated by the PRP? Did they voice any
24 concerns with the results and how were these addressed? Is the study completed within the
26 stipulated time?

29 Specific points to capture during the Knowledge Translation (KT) Phase (explaining or applying
31 results to real world setting, sharing study findings)

33 e Are there any discussions or plans about KT? What is the PRP’s input during this

phase? Are the PRPs in agreement with the plans?

40 Reflective field notes for every group engagement activity

Document the following elements intended to contextualize what you have observed based on

45 your perspective.

47 « Note ideas, impressions, thoughts about what you observed. Include insights about why
49 you believe specific phenomenon occurred.

52 « Include any unanswered questions or concerns that you think are important to record for

54 future observations.
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Record anything that comes to mind that has not been captured elsewhere.
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Item Page
No Recommendation No
Title and abstract 1 (a) Indicate the study’s design with a commonly used term in the title or the 1-2
abstract
(b) Provide in the abstract an informative and balanced summary of what was
done and what was found
Introduction
Background/rationale 2 Explain the scientific background and rationale for the investigation being 3-4
reported
Objectives 3 State specific objectives, including any prespecified hypotheses 3-4
Methods
Study design 4 Present key elements of study design early in the paper 4-5
Setting Describe the setting, locations, and relevant dates, including periods of 5-6
recruitment, exposure, follow-up, and data collection
Participants 6 (a) Give the eligibility criteria, and the sources and methods of selection of 4-5
participants. Describe methods of follow-up
(b) For matched studies, give matching criteria and number of exposed and
unexposed
Variables 7 Clearly define all outcomes, exposures, predictors, potential confounders, and 6,9
effect modifiers. Give diagnostic criteria, if applicable
Data sources/ 8* For each variable of interest, give sources of data and details of methods of 6-9
measurement assessment (measurement). Describe comparability of assessment methods if
there is more than one group
Bias 9 Describe any efforts to address potential sources of bias 5.8
Study size 10 Explain how the study size was arrived at 4
Quantitative variables 11 Explain how quantitative variables were handled in the analyses. If applicable, NA
describe which groupings were chosen and why
Statistical methods 12 (a) Describe all statistical methods, including those used to control for NA
confounding
(b) Describe any methods used to examine subgroups and interactions
(¢) Explain how missing data were addressed
(d) If applicable, explain how loss to follow-up was addressed
(e) Describe any sensitivity analyses
Results
Participants 13*  (a) Report numbers of individuals at each stage of study—eg numbers 9
potentially eligible, examined for eligibility, confirmed eligible, included in the
study, completing follow-up, and analysed
(b) Give reasons for non-participation at each stage
(c) Consider use of a flow diagram
Descriptive data 14*  (a) Give characteristics of study participants (eg demographic, clinical, social)
and information on exposures and potential confounders
(b) Indicate number of participants with missing data for each variable of 9
interest
(c) Summarise follow-up time (eg, average and total amount)
Outcome data 15*%  Report numbers of outcome events or summary measures over time NA
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(a) Give unadjusted estimates and, if applicable, confounder-adjusted estimates and their
precision (eg, 95% confidence interval). Make clear which confounders were adjusted for
and why they were included

(b) Report category boundaries when continuous variables were categorized

(c) If relevant, consider translating estimates of relative risk into absolute risk for a

meaningful time period

9-20

9 Other analyses

Report other analyses done—eg analyses of subgroups and interactions, and sensitivity

analyses

N/A

12 Discussion
13 Key results

18

Summarise key results with reference to study objectives

21-
23

15 Limitations

19

Discuss limitations of the study, taking into account sources of potential bias or imprecision.

Discuss both direction and magnitude of any potential bias

2,22

Interpretation

20

Give a cautious overall interpretation of results considering objectives, limitations,

multiplicity of analyses, results from similar studies, and other relevant evidence

21-
22

20 Generalisability 21

Discuss the generalisability (external validity) of the study results

22

Other information

23 Funding

22

Give the source of funding and the role of the funders for the present study and, if

applicable, for the original study on which the present article is based

24

29 Note: An Explanation and Elaboration article discusses each checklist item and gives methodological background and

*Give information separately for exposed and unexposed groups.

published examples of transparent reporting. The STROBE checklist is best used in conjunction with this article (freely
available on the Web sites of PLoS Medicine at http://www.plosmedicine.org/, Annals of Internal Medicine at

33 http://www.annals.org/, and Epidemiology at http://www.epidem.com/). Information on the STROBE Initiative is

34 available at http://www.strobe-statement.org.
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