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Patient 

“An overarching term inclusive of 
individuals with personal experience of a 
health issue and informal caregivers, 
including family and friends.” 

SPOR Patient Engagement Framework, 2014

Alternatives to ‘Patient’
• Person with lived experience (PWLE 

or PLEx)
• People with lived or living 

experience (PWLLE)

A note on terminology

Patient Engagement

Patient and Public Involvement

Patient and Public Involvement 
and Engagement

Consumer Engagement



What is patient engagement in clinical trials? 

“The idea is for patients, researchers, health care providers and decision 
makers to actively collaborate to build a sustainable, accessible, and equitable 
health care system to bring about positive changes in the health of people living 
in Canada. Engaging patients is thus an integral component in the development 
and implementation of all elements of SPOR […].” (Canada)

Partners Participants



“A significant disconnect seems to 
continue to exist with respect to the 
prevalent focus of clinical trials on 
drugs as opposed to other forms of 
intervention.”

“The concern is that clinical trials 
focused on particular medical endpoints 
and not on the patient experience with 
drugs and devices might result in an 
efficacious drug being designed that 
brings with it a quality of life or personal 
cost too great to warrant the use of the 
drug.”

Motivation for patient engagement 
within clinical trials

Canadian Institutes of Health Research. (2011). "Canada's Strategy for Patient-Oriented Research.", http://www.cihr-irsc.gc.ca/e/44000.html.



Canadian infrastructure to support patient 
engagement in clinical trials



Despite this, there is still limited patient engagement 
reported in clinical trials

7/150 trials (5%) reported any patient 
engagement

“With only 23 trials identified in this report, we 
estimate that far less than 1% (23/371,159) of clinical 

trials engage patients meaningfully and actively”

Understanding (and busting) the myths may help 
improve patient engagement in clinical trials
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Myth #1 : Clinical trials are too 
complicated for patients to be 
meaningfully engaged as partners
By Maureen Smith and Stuart Nicholls



Outcomes may 
not align with

patients' priorities

Core Outcome Sets: an agreed standardised set of outcomes that should be measured 
and reported in all clinical trials of a specific condition.

Why engage with patient partners in their development? 
➢ Advise on how to present materials (e.g., definitions of outcomes), how to set up 

patient-friendly Delphi surveys, and recruitment and participation in consensus 
meetings to include patient perspectives.

• Biggest impact of patient participation:  
inclusion of life impact outcomes: 86% (239) 
of the 278 COS involving patients have at 
least one life impact outcome, compared to 
62% (193) of the 311 COS where patients were 
not included. 

• This impact is observed across all 
individual domains within the life impact 
area, including functioning and quality 
of life domains.

• Input of public and patients does not seem to 
impact the inclusion of adverse events, 
mortality, or physiological outcomes

• Resource use outcomes are included more 
often. 

S. Dodd et al. / Journal of Clinical Epidemiology 158 (2023) 127e133

Example: Core Outcome Sets for clinical trials
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Question: who is better placed to understand the 
impacts, burdens and realities of a condition than 
patients, families, and caregivers? 

“On average, PPI 
interventions modestly 

but significantly 
increased the odds of 

participant enrolment.”
Crocker, J. C., I. Ricci-Cabello, A. 

Parker, J. A. Hirst, A. Chant, S. Petit-
Zeman, D. Evans and S. Rees 

(2018). "Impact of patient and 
public involvement on enrolment 

and retention in clinical trials: 
systematic review and meta-
analysis." BMJ 363: k4738.



Document title

Lingler, J. H., K. Schmidt, A. Gentry, L. Hu and L. Terhorst (2014). 
"Perceived Research Burden Assessment (PeRBA): Instrument 
Development and Psychometric Evaluation." Journal of Empirical 
Research on Human Research Ethics 9(4): 46-49.

Take home message: Working with patients and 
families can improve your trial design & many 
tools exist to help 

Tools to engage in 
discussions about barriers 
and facilitators

e.g. Perceived Research 
Burden Assessment (PeRBA) 
tool

Methods and resources for 
sets of agreed important 
outcomes

e.g. COMET Public & Patient 
Involvement Toolkit

https://comet-ppi-
toolkit.liverpool.ac.uk

Formalised priority setting 
processes to identify 
important research 
questions

e.g. James Lind Alliance 
Priority Setting 
Partnership

https://www.jla.nihr.ac.uk
/



Myth #2 

Only Patients Need 
Training

By Arlene Desjarlais and Alicia Murdoch
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Busting the myth

While it is true that people with lived experience 
are usually not people with medical or research 
backgrounds that doesn’t mean that they are 
the only ones who need training to do patient 
engagement in clinical trials. 

Researchers have been trained on the 
methodology of research such as how to develop 
a research question and select trial outcomes, 
not how to engage patient partners in the work.
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Positive 
Changes made to the Kidney Check trial 
as an example of listening to patient 
partners and incorporating their 
feedback

Negative
Engaging patient partners early in the 
process but not keeping them up to date 
on the progress of the trial initiation

Real-life examples
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Take home message

Researchers need training and support 
in how to work with people with lived 
experience on a clinical trial

It is a different type of training than what the people 
with lived experience will require, but it is necessary 
to have successful engagement. 

The Patient Engagement Committee of ACT has 
members and resources that can help.



Myth #3 

Patient engagement is 
just inviting people with 
lived experience to the 

table 

By Atobrhan Godlu
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Patient Partner:
An equal partner on a research team whose 
valued lived experiences and expertise can 
inform and advise at all stages of the research 
cycle. 

Patient Participant:
Traditional role of patient as 
subject/participant in research study.

Patient partners and 
Patient participants



What is patient engagement? 

➢Patient engagement occurs when patients meaningfully 
and actively collaborate in the governance, priority 
setting, and conduct of research. 

Why is patient engagement in research important from an 
ethical perspective? 

A meaningful patient engagement:
➢ grounds research in a deep understanding of the health 
situations and the living or lived experiences of actual 
patients, including groups that are typically under-
represented in research, to make research more relevant and 
usable by those patients;
➢promotes research methods that are culturally safe, 
respectful, and appropriate; 
➢legitimizes research in the eyes of the community that the 
research is intended to benefit
➢Create a respectful dialogue and discussion where each 
person can speak in their own voice

Patient Engagement 
and It’s importance:



Patients may take on specific tasks in the 
research process based on their skill levels.

➢ can lead focus groups and do interviews.

➢Or can be partners in design and 
implementation, or co-authors of the various 
outputs from the study.

Levels of engagement



➢Priority setting and planning 
➢Development of the research 
proposal
➢Scientific review
➢Ethics Review
➢Oversight of a research project 

➢Recruitment of research 
participants
➢Data collection and Data analysis 
➢Knowledge exchange and 
translation 

Typical stages of a 
research project



Myth #4 -
Partners With Lived 
Experience cannot be 
Principal Investigators 
on CIHR Grants
By Annette Majnemer
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* Applicant Profile CV (instead of Common CV)

* Register for CIHR PIN

* Complete Equity, Diversity and Inclusion Self-
Identification Questionnaire

* Certificate of Completion of Sex and Gender 
Module

* Most Significant Contributions (paragraph form)

* Define Indigeneity (if appropriate)

CIHR Website: 
Principal Applicants (PWLE) 



* Applicant Profile CV (instead of Common CV)
- Personal statement
- Positions and honours
- Contributions to knowledge creation, knowledge
sharing, and/or knowledge translation 

- Other relevant info (optional)

* Most Significant Contributions (paragraph 
form)

- Publications, presentations, intellectual property, 
standards, code, datasets, other knowledge 
translation activities, etc
- Training and mentorship
- Degrees, credentials, awards, certificates etc
- Clinical practice, policy development, community 
engagement etc
- Specialized training, strategic employment positions, 
etc

Further Elaboration



Sex and Gender Module
" I really really struggled with this training. It is 
really not meant for someone who has no 
knowledge of medicine and high-level 
research ethics issues. I have very good 
knowledge of sex and gender, but in this 
context it was difficult, because it relied on 
your understanding that these 
concepts and how they relate to certain 
medical conditions, it was quite difficult to 
complete. ”

- PWLE, CHILD-BRIGHT



* Sex and gender module requires high 
level knowledge of medical applications, 
theoretical concepts. Can be challenging 
for most to complete.

* Registering a PIN number can be hard 
to navigate

* Challenges with what to include in 
Applicant Profile CV and Significant 
Contributions

> Will likely need support to 
complete these sections

PWLE can be PIs, but…



Myth #5 -
Patient Partners 
are Offended by 
Compensation
By Amanda Doherty-Kirby
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Busting the myth - Compensation

1) Richards DP, Jordan I, Strain K, Press Z. Patient partner compensation in research and health care: thepatient perspective on
why and how. Patient Experience Journal. 2018; 5(3):6-12. doi: 10.35680/2372-0247.1334. 2) Hamilton CB, Hoens AM, 
Backman CL, McKinnon AM, McQuitty S, English K, Li LC. An empirically based conceptual framework for fostering 
meaningful patient engagement in research. Health Expect. 2018 Feb;21(1):396-406. doi: 10.1111/hex.12635. 3) 
Skinner JS, Williams NA, Richmond A, Brown J, Strelnick AH, Calhoun K, De Loney EH, Allen S, Pirie A, Wilkins CH. 
Community Experiences and Perceptions of Clinical and Translational Research and Researchers. Prog Community 
Health Partnersh. 2018;12(3):263-271. doi: 10.1353/cpr.2018.0050. 3) 

While some choose to volunteer as patient partners and have 
the means to do so, there are many reasons to compensate 
patient partners1:

• Equity
• Different motivations
• Respect for vulnerability
• Commitment
• Removes barriers
• Respect, value, and trust2,3

Reimbursement of 
expenses

Recognizes patient partner’s time, 
skills, and expertise
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• Assumptions/Bias
• Institutional Policies and Procedures
• Flexible Payment Options

rate, form, timing
• Income/Tax Implications
• Privacy
• Budget/Funding
• Non-Monetary Forms of Recognition

Considerations



Take home messages
Patient partners should have a 
choice in how they are 
compensated and/or recognized

Budget for partnering with 
patients 

Know institutional procedures and 
guide patient partners as needed

Researchers should initiate the 
conversation with patient partners

Richards, D.P., Jordan, I., Strain, K. and Press, 
Z., 2020. Patients as partners in research: how to 
talk about compensation with patient 
partners. journal of orthopaedic & sports physical 
therapy, 50(8), pp.413-414. 
https://www.jospt.org/doi/epdf/10.2519/jospt.202
0.0106



Myths
busted!

Myth #5
Patient partners 
are offended by 
compensation

Myth #4
Partners with lived experience 

cannot be Principal 
Investigators on CIHR grants

Myth #3
Patient engagement is just 
inviting people with lived 
experience to the table

Myth #2
Only patients 
need training

Myth #1
Clinical trials are too complicated 
for patients to be meaningfully 
engaged as partners





Busting myths is part of the
patient engagement journey!

We appreciate the efforts of
so many to advance patient
engagement in clinical trials.

Time for Q&A



ACT brings together 
hundreds of researchers 
from 28 networks and
11 trial units—from Nova 
Scotia to British Columbia 
and Nunavut—to maximize 
research impact and 
knowledge mobilization.


