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General Information

 Please post questions in Q&A

 Link for continuing education credit will be posted in the chat at the end of 
the presentation



Complementary Roles of
Community Engagement
and IRB Review

Stephen Falwell
he/him/his

UC Davis IRB



Collaboration is Key





Vulnerable Populations per Regulations

Based on vulnerability to undue influence and coercion
• Fetuses and neonates
• Incarcerated individuals
• Children



“Populations of Focus”

Identified by researchers in initial IRB application:
• Undocumented individuals
• Students or Direct Reports of the Principal Investigator
• Rural Communities
• Older Adults (65 years and older)
• Individuals from the LGBTQIA+ Community



Protection of Vulnerable Populations
Institutional Review Board Community Engagement
• Protection through 

exclusion
- Regulatory requirements

• Is this population being 
exploited or used for 
convenience?

• Inclusivity is important in 
context of generalizability 
of results

• Protection through 
inclusion

• Is community involved in:
- Generation of 

research questions
- Study design and 

implementation
- Return of results



Benefits and Risks
Institutional Review Board Community Engagement
• Emphasis on individual risks:

- Physical
- Psychological
- Emotional
- Social
- Financial
- Privacy
- Confidentiality

• How may a community 
benefit from this 
research, not just the 
results of the research?

• What are risks to 
community?

• Does this community find 
risks more tolerable than 
the IRB does?



Recruitment
Institutional Review Board Community Engagement
• No promise of "free 

treatment"
• De-emphasis on 

compensation
• Does not imply 

investigational drug or 
device is safe, effective, or 
superior to an existing 
treatment

• Protection of 
participant privacy

• Is this approach 
appropriate for this 
community?

• Will it result in diverse 
recruitment?

• Culturally appropriate and 
accessible language



Overcoming Language Barriers
Institutional Review Board Community Engagement
• Expectation that if 

a study has direct 
benefit, it will include 
those with limited English 
proficiency

• Encourage or require 
translated consent forms

• Short form consent forms 
in over 10 languages

• Working with community 
partners to serve as bridge
- Example: Promotores



Return of Results
Institutional Review Board Community Engagement
• Consent form to include 

information about return 
of results

• Legal limitations on return 
of clinical results from 
investigational assay or 
genetic results without 
qualified genetic counselor

• Process for 
treatment of abnormal 
results

• Maximize return 
of results to individual 
participants

• How should results be 
returned to community

• How should results be 
communicated outside of 
community?



Heather Brown, MEd.

University of Utah Panel C

An Innovative Approach 
to Eliminating Barriers
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University of Utah IRB Panel C
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Panel C Mission

 Establish an IRB Panel of 
Unaffiliated Non-Scientist 
community members to 
partner & provide 
expertise for human subject 
research to be more 
inclusive and 
representative of diverse 
Utah.

care-q.org



Panel C 
Purpose

Advance Human Research Protection Program and 
research community policies and practices to 
ensure respect for diverse Utah communities 

Advance

Evaluate research projects and make 
determinations with unique community-based 
concerns

Evaluate

Review participant study materials, such as 
consent forms and recruitment materials, to 
recommend improvements to literacy

Review

care-q.org



Panel C 
Foundation of Trust
 Identify current and new 

relationships

 Attend community 
events

 Share meals

 Transparency

 Bi-Directional learning

 Begin where the partners 
are comfortable learning 
all aspects of who, what, 
and how partners best work 
together

care-q.org





Panel C 
Foundation of Trust
 ENSURE ACCESSABILITY FOR ALL:

• Engaging in preferred location and 
communication 

• Evaluating training processes for 
continued growth via bi-directional 
learning

• Continuing efforts for building 
knowledge and maintaining 
relationships of trust

• Recognize time and practice are 
required 

care-q.org



Panel C 
Formation

1. Recruitment: TRUST

2. Onboard: One-on-one with IRB 
Administrator

3. Post onboard: One-on-one check-in with IRB 
Administrator

4. Kick-Off: 
One whole group “practice” 
study review with paired panel 
members and assigned IRB 
Primary Reviewer Mentor

5. Convened Board #1: 
One whole group “real” study 
review with paired  panel 
members and assigned IRB 
Primary Reviewer Mentor

care-q.org



Panel C 
Formation

•One whole group “real” study review with each  panel member and 
assigned IRB Primary Reviewer Mentor on call

6. Convened Board #2: 

•Two whole group studies review with paired board members and IRB 
Administration support as needed

7. Convened Board #3: 

•Two whole group studies review with paired board members and IRB 
Administration support as needed

8. Convened Board #4:

•One study per board member

9. Convened Board #5: 

•Board member check-ins ongoing

10. IRB Administrator 

care-q.org



Lessons Learned

TIME TRAINING FLEXIBILITY
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Panel C 
Highlight

IRB Spanish 
Inclusion Policy
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Spanish Inclusion 
Guidelines

https://irb.utah.edu/about/news/2023/03-06-
2023-spanish.php

Chrome-
extension://efaidnbmnnnibpcajpcglclefindmkaj/h
ttps://irb.utah.edu/_resources/documents/pdf/0
0igs-bmgs/igs-
including_spanish_speakers_in_research_072224
.pdf



Panel C Outcome:

 Promotion of Community 
Engagement

 Health Literacy

 Research 

 Consultation

care-q.org



Health Literacy

Health literacy is the ability of 
individuals to easily access, 
understand, and apply health-
related information, empowering
people to make informed health
decisions while reducing the 
stress associated with making 
healthcare choices.



care-q.org

Research
Consultation
Prevention

Prevention of having the study returned 
for modifications, changes, or tabled

Contact methods

Engagement Process

Additional Information



Voices of Panel C

The IRB gives me the 
opportunity to…

 “Provide unique insights to critical medical 
studies that can make all the difference in 
health outcomes for my Pacific Island 
community.”

-Richard Wolfgramm

 “Look out for my friends in marginalized groups 
and help them have equal access to research 
and medical advancements.”

-Dalton Peery

 “Partner with an incredibly diverse group of 
individuals who are committed to inclusive 
ethical research.” 

-Ruth Gerritsen-McKane
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Voices of Panel C

The IRB gives me the 
opportunity to…

 “Work with a team that represents specialized 
communities and cares about the world of 
human research. HOPE.”

-Liesl Jacobson

 “Collaborate and determine research studies 
that need to engage the community in more 
meaningful ways.” 

-Reverend France A. Davis

 “Give people a voice for communities in 
research to be more inclusive by informing and 
integrating community engagement practices.”

-Sara Carbajal

care-q.org



THANK YOU!
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Using the Research 
Participant Experience 

Survey to Elicit Participant 
Feedback and 

Drive Improvements to 
Clinical Research  

Rhonda G. Kost MD
Associate Professor of Clinical Investigation
Center for Clinical Translational Research

The Rockefeller University 



Supported in part by NIH/NCATS Grant # 
U01TR003206

Why Survey Research Participants?

 Is consent effective?

 Are participants having a positive experience?

 Which experiences impact recruitment, retention? 

 Do research experiences among groups differ?

 What is the experience of minorities and underrepresented groups? 

 How effective or impactful are current initiatives?

 How do we compare to other sites?  Are there opportunities to collaborate?

 Build trust by asking participants for feedback

 Earn trust by engaging communities and acting on results

 Identify high scores, elucidate and share better/best practices

 Identify lower scores as opportunities to improve practices



Kost, et. al., Clin Transl Sci 2011 4,403-
413

Stakeholders engaged in developing the RPPS 
from the start

2024 AAHRPP Webinar Series

Focus Groups, n=129



• Participants & stakeholders 
identify key themes

Focus 
Groups

• “Actionable” questions designed
• Initial validation steps

Survey 
Draft

• Broad Sampling – representative 
of research populationFielding

• Validated with participants at 15 NIH-
supported research centers

• Psychometric Analyses
• Instrument Reliability, validation
• Local & Aggregate Outcomes

Analysis

Research Participant Perception Survey Project -
Methods

Part I

Part II

Part III Performance 
Improvement

• Benchmarking, improvement 
cycle



What does the survey ask about? (RPPS)

 Informed consent

 Listening/courtesy/respect

 Feeling valued

 Language/Culture/Privacy

 Communication with the research team

 Rate the Overall Research Experience

 Would you recommend research participation

 Demands of the Study

 Demographics

 Factors affecting the decision to join future research

 Open text box for comments…

Top Box Scoring
2024 AAHRPP Webinar Series

Yessis et. al. Clin Transl Sci 2012 Dec;5(6)452-60. 

 



Example RPPS Survey Questions

2024 AAHRPP Webinar Series



Acting on Findings/Actions/Impact

2024 AAHRPP Webinar Series 38
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Engaged 
Stakeholders, 

Developed 
Validated 

RPPS-Long
One-time national 

benchmarks
2008-2011

Continuous 
monthly 

surveying at 
RUH  2012 -

present Developed 
Shorter validated 

RPPS-S
2018

2020       
2024 

TIN Collaboration 
Webinar

Prep-to-grant
February 25, 2019

care-q.org



Empowering the Participant Voice (EPV) 
- Aims

1. Develop a novel Research Participant Perception Survey/REDCap 
(RPPS/REDCap) collaborative infrastructure, tools, and standard 
implementation models.

2. Demonstrate that the collaborative RPPS/REDCap infrastructure and 
implementation model is an effective approach to collect local and 
national benchmarks and actionable data.

3. Disseminate the infrastructure, catalyze research-on-research and 
transform evaluation by empowering the participant voice.



Supported in part by NIH/NCATS Grant # 
U01TR003206



Broadly Engaging stakeholders

Research 
Participants

Participant 
Experience/RPPS 

Data

Community 
Members

Investigators
Privacy 
Officer/ 
Legal

Institutional 
Leadership

IRB/Human 
Research 
Protection 
Program

Community 
Liaisons

Coordinators/
Research 
Managers

Technical/REDCap
Informatics

Research 
Leadership

CAB 
Members

Patient 
Advocate

s

CBO 
leaders

General 
Public

Kost et al JCTS  2024, PMID: 
384762422024 AAHRPP Webinar Series



Concerns from Stakeholders
Concerns Action

Confidentiality

Will groups engage?

How to prioritize findings?

Will benchmarks compare apples-to-apples?

Risk of negative scores

Team might perceive scores as punitive.

Are the questions relevant to participants? C

Lack of transparency and accountability from 
the institution. C

Potential for tokenism C

Adapted from: Kost et al JCTS  2024, PMID: 
38476242



Concerns from Stakeholders
Concerns Action

Confidentiality for participants and teams Results are anonymized; data governance local

Will groups engage? Engage early, address fears with policy, leverage 
community relationships, and share results

How to prioritize findings? Develop performance improvement plan with 
stakeholders

Will benchmarks compare apples-to-apples? Standards and variables optimize comparability

Risk of negative scores, reputational harm to 
investigator or institution.

Local data governance about data-sharing; study 
level variables; confidentiality.

Team might perceive scores as punitive. Constructive performance improvement models

Are the questions relevant to participants? C Questions developed with participants; free text 
option

Lack of transparency and accountability from 
the institution. C

Communicate plan for return of results; engage 
stakeholders in analysis and actions; be accountable.

Potential for tokenism C Engage communities and trusted proxies; be 
accountable.

Adapted from: Kost et al JCTS  2024, PMID: 38476242



At-a-Glance-
Dashboard



Links to At-a-Glance Dashboard demo, and Hands-on-test-dashboard.

At-a-Glance-
Dashboard

https://www.rockefeller.edu/research/epv/joining-epv/#:%7E:text=At%2Da%2DGlance,filtering%20survey%20data


(Site) Findings Actions Impacts
(A) 74% of respondents were able to 
reach the study team when needed 

Distributed contact cards at POC 83% of respondents were able to 
reach the study team when needed

Selected Local RPPS Findings/Actions/Impact

care-q.org



(Site) Findings Actions Impacts
(A) 74% of respondents were able to 
reach the study team when needed 

Distributed contact cards at POC 83% of respondents were able to 
reach the study team when needed

(A) 53% of respondents said a flexible 
visit schedule “Very Important” for 
future studies 

Add Saturday appts one week
out of each month

Enrollment increased 60% in weeks 
with Saturday appointments (from 3.6 
to 6/wk.)

Selected Local RPPS Findings/Actions/Impact

care-q.org



Selected Local RPPS Findings/Actions/Impact
(Site) Findings Actions Impacts

(A) 74% of respondents were able to 
reach the study team when needed 

Distribute contact cards at POC 83% of respondents were able to 
reach the study team when needed

(A) 53% of respondents said a flexible 
visit schedule “Very Important” for 
future studies 

Add Saturday appts one week
out of each month

Enrollment increased 60% in weeks 
with Saturday appointments (from 3.6 
to 6/wk.)

(B) Multiple complaints about delays
to study compensation 

Took data to the committee 
reviewing whether to invest in 
debit card system

Committee passed debit card 
proposal & proceeded with  
implementation 

(C ) Scores for consent from 
respondents in cancer center studies 
<< than others 

Mandatory consent training for 
CC investigators; request for CC 
variable

- Impact pending on scores; CC 
variable implemented in EPV 2024

(D) Comments about specific 
interactions, study procedures 

Shared w/ clinical leadership; 
staff retraining; revision to 
vendor contract

No related complaints in ensuing 11 
months

(E) Informed consent and language 
assistance disparities, >75, males, <HS 
education, email/video consent 
process

Formation of permanent Equity in 
Research Committee; addressing 
each element of findings

- Comprehensive Institutional response

(F) Low response rate from Latino/x 
population (significant % of 
participants)

Developed lower literacy 
materials n English and Spanish, 
including RPPS

40% of response cohort Latino/x 
(compared to aggregate 6%).



Participant Preferences & 
Comments

 Common themes reported by sites to the Steering committee

 Praise for study teams, individuals

 Gratitude for the level of attention and care

 Complaints about specific interactions

 Complaints about specific study procedures

 Unexpected out-of-pocket expenses

 Delays in receiving payment

 Difficulty parking

 Desire for more flexible visit schedules

 63% of participants said receiving an overall summary of the results of the study would be 
“Very important” to enrolling in a future study

care-q.org



University of 
Rochester Survey 
Results website

Johns Hopkins 
University Survey 
Results Website

Rockefeller University 
Survey Results Website

Community-Informed Return of Results Websites

https://www.urmc.rochester.edu/research/health-research/empowering-the-participant-voice-public-report.aspx
https://ictr.johnshopkins.edu/community-engagement/research-participant-satisfaction-survey/


Resources for Adopting RPPS survey
Tools, software, anecdotes, and links shared freely on EPV Website

 Survey, Data dictionary, Implementation Guide, Dashboard

 Filters – participant & study characteristics, custom variables

 Consortium Dashboard - Benchmarks, confidential site-site comparisons

 Learning Collaborative

Bibliography -Research Participation Perception Survey publications 
(8+)

Contact  Rhonda G. Kost MD, kostr@rockefeller.edu

care-q.org

http://www.rockefeller.edu/research/epv
https://pubmed.ncbi.nlm.nih.gov/collections/64003177/?sort=pubdate
mailto:kostr@rockefeller.edu


The Rockefeller 
University 
Rhonda Kost
Natalie Schlesinger
Cameron Coffran
Adam Qureshi
Barry Coller
Roger Vaughan

The Johns Hopkins 
University 
Dan Ford
Liz Martinez
Scott Corey
Cassie Lewis-Land

Wake Forest University
Joseph Andrews
Lynn Wagenknecht
Issis Kelly-Purmarol
Derek Burgin
Janet Shuping

Vanderbilt University 
Alex Cheng
Paul Harris
Ellis Thomas
Eva Bascompte-Moragas
Lindsey O’Neill
Nan Kennedy

Duke University
Ranee Chatterjee
Jamie Roberts
James Goodrich
Sierra Lindo
Michael Musty
Sameer Cheema
Schuyler Jones

The University of 
Rochester
Ann Dozier
Carrie Dykes
Pavithra Punjala

University of Michigan*
Sana Shakour
Lisa Connally Powell
Kathie Wilcox-Pelzer
Julie Lumeng

Columbia University*
Nancy Green
Karen Marder
Siddiq Mohamed
Sheila O’Byrne

* Early adopter sites, added in 2023.

2024 AAHRPP Webinar Series

EPV Project Collaborating Site Teams
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Questions and Discussion



Continuing Education
To receive certificate(s), complete the questionnaire at the link 

posted in the Zoom chat:

https://ucsd.co1.qualtrics.com/jfe/form/SV_bsCdDsO6hEi8wZg

Questions? Email us at info@care-q.org

https://ucsd.co1.qualtrics.com/jfe/form/SV_bsCdDsO6hEi8wZg
mailto:info@care-q.org
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