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Disclaimer:

• The opinions contained herein are those of the presenters and are not intended to represent the 
position of Brigham and Women's Hospital or Harvard University.

• The MRCT Center is supported by voluntary contributions from foundations, corporations, 
international organizations, academic institutions and government entities and well as by grants (see 
www.MRCTCenter.org).

• We are committed to autonomy in our research and to transparency in our relationships. The MRCT 
Center—and its directors—retain responsibility and final control of the content of any products, 
results and deliverables. This work is licensed under a CC BY-NC-SA 4.0 license.
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http://www.mrctcenter.org/
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Our Vision
Improve the integrity, safety, and 
rigor of global clinical trials.

Our Mission
Engage diverse stakeholders to 
define emerging issues in global 
clinical trials and to create and 
implement ethical, actionable, and 
practical solutions.

The Multi-Regional Clinical Trials Center (MRCT Center)
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The Work We’ve Done
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BEFORE AND AFTER:
INTEGRATING HEALTH LITERACY INTO STUDY MATERIALS

Health Literacy in Clinical Research: IRB Training Activity
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DEI: Who is responsible?

Values that improve accountability, 
regardless of the stakeholder:

• Transparency
• Dialogue
• Measurement, tracking, and reporting 

(metrics)



Diversity and Inclusion in Clinical Research: a role for the IRB?
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Regulatory Foundations

§46.111 Criteria for IRB approval of research.
(3) Selection of subjects is equitable. 

And beneficence and respect for persons also apply.

Protection of 
Vulnerable Populations

InclusionProtection

Fairness in the distribution of the benefits of research (Justice)



• 45 CFR 46.116(a)(3): “The information that is given to the subject or 
the legally authorized representative shall be in language 
understandable to the subject or the legally authorized 
representative,” 
• 21 CFR 50.20: “The information that is given to the subject or the 

representative shall be in language understandable to the subject or 
the representative.” 
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Regulatory Foundations

Health Literacy and Translation



• 45 CFR 46.107 & 21 CFR 56.107: The IRB shall be sufficiently qualified 
through the experience and expertise of its members (professional 
competence), and the diversity of the members, including consideration 
of race, gender, cultural backgrounds, and sensitivity to such issues as 
community attitudes, to promote respect for its advice and counsel in 
safeguarding the rights and welfare of human subjects.
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Regulatory Foundations

A qualified and diverse IRB
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RESPECT, BENEFICENCE, JUSTICE
Most regulated clinical research undergoes
obligate review and approval by an IRB.
IRBs are charged with safeguarding the
rights and well-being of human participants
in accordance with the foundational
tenets of respect for persons, beneficence,
and justice, as described in the Belmont
Report (8). An IRB’s ethical responsibilities
with regard to diversity derive from these
and other principles, guidelines, and 
standards.
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Many disagree…

SCOPE CREEP!!Not my job! One more unfunded
mandate dumped on 

the IRB

It’s beyond 
the regulations!

We’re not trained.

It’s too late.  The 

protocol is 

written.



Diversity and Inclusion in Clinical Research: a role for the IRB?

Task Force to Promote Justice in IRB Review and Oversight 

• Can we agree on the problem?
• Is this within the remit of the IRB? 
• What are the limits of IRB consideration?
• What practical steps can be taken? 
• What resources or tools could make the work easier?  
• How can we learn from experience and from one another?
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Task Force to Promote Justice in Review and Oversight in Clinical Research

Individual Organization
John Baumann Indiana University
David Borasky WCG
Quincy Byrdsong Lipscomb University
Linda Coleman Yale University
Michelle Feige AAHRPP
David Forster WCG
Lindsay McNair WCG
Owen Garrick Bridge Clinical (now CVS)
Nanibaa Garrison University of California, LA
Luke Gelinas Advarra
Christine Grady NIH*
Elisa Hurley PRIMR
Martha Jones Mass General Brigham
Sarah Kiskaddon Dana-Farber / Harvard Cancer Center
Susan Kornetsky Boston Children's Hospital
Freda Lewis-Hall Independent

Individual Organization
Robert Nobles Emory University
Tina Young Poussaint Boston Children's Hospital
Suzanne Rivera Macalester University
Stephen Rosenfeld NorthStar IRB
Jessica Rowe Yale University
Michele Russell-Einhorn Advarra
Sana Shakour University of Michigan
Benjy C Silverman Mass General Brigham
Megan Singleton Johns Hopkins
David Strauss Columbia University
Elyse Summers AAHRPP
Holly Taylor NIH*
Barbara Bierer MRCT Center
Hayat Ahmed MRCT Center
Laura Meloney MRCT Center
Sarah White MRCT Center

*Participation and/or contribution from members does not indicate that materials have been endorsed by the NIH, DHHS, or any branch of the federal government. 



• Institution and institutional support (and harmonized approach)

• IRB considerations in its approach to protocol review 

• IRB membership considerations

• Educational tools
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Convergent realms of interactions for success

Evolution 
not 

Revolution

Les
s Mo

re



• Distillation of recommendations from Task Force
• Categories of recommendations

o HRPP & IRB Responsibilities
o IRB Review Process

§ Initial Review
§ Continuing Review

o Communications, translations, and health literacy
o IRB Membership, support, and training

• Four Delphi voting rounds, 16 participants
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Modified Delphi Study – IRB Recommendations for DEI in Clinical Research

Agree

Disagree

Unclear



• What resulted?
o 28 core recommendations for IRBs

§ Range from addressing fair and equitable distribution of research benefits through 
inclusion of underrepresented groups to specifying support structures for IRB members 
to facilitate the work

o Reached positive consensus

• Enthusiastic endorsement 
o The role of the IRB for DEI in clinical research is not mission creep

o Consistent, steady discussion and training(s) will help direct the work

o Support for wide dissemination of recommendations
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Modified Delphi Study – IRB Recommendations for DEI in Clinical Research
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IRBs Supporting 
Diversity and Inclusion 
in Clinical Research 
Ivy Tillman, MS, CCRC, CIP
Director of Research Operations
Mayo Clinic



Where to 
Start?



HRPP/IRB DEI 
Philosophy

Strategic Planning

Leadership support 
and commitment

Defining Diversity

Examining the 
Approach

Epistemological 
frame

Guiding principles



Diversity & Inclusion

Defining Diversity

Prioritizing Diversity and Inclusion

Participant Population

IRB Representation



Guiding Principles



Paradigm Shift

Organization HRPP

Community Researchers



Context and History



Do The Work

Willingness to Start the Journey

Self-reflection

Read, Observe, Prepare

Uncomfortable conversations

Dialog with stakeholder groups



Critical 
Analysis

IRB Policies

Consent Templates

Recruitment Templates

IRB Application



How to 
Begin

Establish Establish measurable goals

Identify Identify Priorities

Articulate Clearly articulate objectives

Develop Develop a strategic plan
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Laura Meloney, MS, MPH
Program Director,
MRCT Center

Resource byway: 
Support to advance the work



• Call to action: Expectation, endorsement, alignment
• Tools and templates
• Suggested protocol template changes
• Points to consider in review, with relevant questions to ask
• Educational materials
• Necessary institutional support

Go to: https://mrctcenter.org/diversity-in-clinical-research/
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Resource byway: Support to advance the work

https://mrctcenter.org/diversity-in-clinical-research/


©MRCT Center 29

IRB & HRPP TOOLS AND RESOURCES
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• Provides sample questions for 
institutions, HRPPs, and/or IRBs to 
select or adapt.

• Informs the diversity and perspectives 
of IRB members. 

• Indicates educational, training, skills 
development opportunities and needs.
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IRB Self Evaluation Survey 



©MRCT Center 34

IRB and IRB/HRPP Statements 
of Commitment 



• Recognition

• Provision of resources to support digital access
o Technology
o Software
o Communication platform
o Security
o Encryption
o Internet connectivity 

• Virtual work environment with accommodations
• Compensation considerations
• Institutional policy recommendations
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Approaches to Support IRB Members



Online Health Literacy Training

June 14, 2022
https://cpd.partners.org/content/irb-health-literacy-clinical-research#group-tabs-node-course-default1

https://cpd.partners.org/content/irb-health-literacy-clinical-research


Health Literacy Training and Checklist for IRBs: Overview

©MRCT Center

• Review of health literacy best 
practices applies to:

o Recruitment flyers
o Consent/assent forms (and 

processes)
o Study instructions
o Study retention materials

• Checklist:
o 2-page introduction
o 3-page checklist
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Procedural and Logistical Checklist



DIVERSITY, EQUITY, & INCLUSION (DEI) STUDY LEVEL CONSIDERATIONS

On-Study visits

Screening

Awareness
On study: 
Additional testing
Randomization

Participant Last visit:
End of study treatment

End of trial
LPLV Data

Lock

Data Analysis Complete 
and Reporting

Follow-up period

Recruitment
Access

Informed consent: 
Participant on study

Post Study Considerations

q Plan for data analyses that includes sub-group 
analysis and examination for heterogeneity of 
treatment effects as applicable to the study.

q Provide clear communication around end-of-
study expectations, including transitions of care, 
potential later outreach, timing of further 
communications.

q If the study involved an investigational product, 
anticipate continued access to the 
investigational product for participants who are 
benefitting from the treatment and have no 
other equivalent options for treatment

q Return aggregate and, to the extent possible, 
individual study results in health literate and 
understandable language to study participants.

q Return aggregate results, if applicable, to the 
community in a culturally- and linguistically-
appropriate manner to the community.

q Conduct post-study survey of participants to 
learn what worked well and areas for 
improvement.

q Review study performance for lessons learned 
and to help plan future studies.

On-Study Considerations

q Document the basis of the decision for excluding participants from a trial. 
q Devise a simple, honest, and clear informed consent process for participants that is 

conducted in a health-literate, culturally- and linguistically-appropriate manner.
q Provide translation services of the informed consent form and/or interpreter services 

for individuals with limited or no English proficiency, as applicable.
q Apply accessibility principles to study documents and provide accommodations for 

people with disabilities as required.
q Allow flexible strategies that enable participants and their caregivers to adhere to the 

expectations of the study (e.g., amenable clinic hours, locations, virtual visits; 
provision of childcare, eldercare, and food during study visits; transportation 
assistance; appropriate reimbursement and compensation).

q Offer regular, open, and respectful communication through the platform of 
participant preference (i.e., phone, text, email, virtual meeting, etc.) to foster 
participant understanding.

q Establish a monitoring and evaluation system to ensure timely interventions if actual 
enrollment does not meet expected enrollment or if the actual enrollment does not 
reflect the expected demographic(s) intended for the study.

q Monitor retention to study by demographic and non-demographic factors.
q Put practices in place that provide continuous education, support, and outreach to 

participants and their communities.
q Train all staff interacting with participants and their caregivers in principles of 

respectful communications, bias, and cultural humility. 

Pre-Study Considerations

q Form and nurture partnerships with underserved 
communities. Engage with community 
physicians, patients, and others (e.g., cultural 
ambassadors) to inform the study question, 
design, and conduct.

q Develop health-literate communications and 
support educational activities to enhance diverse 
participant awareness, access, recruitment and 
retention (e.g., translation of study materials, 
participation in local health fairs, engage with 
community health centers).

q Establish processes to minimize burden (e.g., 
protocols for payment, flexible appointments, 
accommodations, translation services). Consider 
if decentralized/hybrid trials would be an  
appropriate option to reduce burden.

q Create/adapt a standard mechanism to collect, 
record, and track demographic and non-
demographic variables of participants screened, 
offered, and consented into study.

q Develop objective screening approaches and 
systematically collect and record reasons for 
screen failure.

q Periodically analyze/evaluate screen failure data. 



• 2-page guide for participants

o Important questions to ask
o Who will pay? Know before you decide
o Payment for care and procedures
o Payment for study visits and time
o Role of insurance/uninsured
o Costs of injury or harm

• To use or adapt as appropriate
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IRB Resource for Participants: 
Costs and Payments
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An IRB Resource for Investigators –
Practical Points to Consider: Payment to Research Participants 

• Types of payments
• Decision tree to determine most 

appropriate form of payment
• Considerations to safeguard 

participants
o Research related injury
o Undue influence
o Risk of eligibility to entitlements

• Communications with participants 
about payments

• Tax considerations; NOT tax advice!
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An IRB Resource for Sponsors and Investigators –
Diversity & Inclusion Overlay on Protocol Templates

• Overview document and two of the most 
used protocol templates
o TransCelerate Common Protocol Template
o NIH-FDA Phase 2 and 3 IND/IDE Clinical Trial 

Protocol Template

• Highlights specific areas within the 
protocol that are important to advancing 
DEI efforts

• Guidance for sponsors and investigators, 
and a resource for IRBs
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+ We encourage you to explore, to use, to adapt, and to suggest additional resources 
or revisions to our available resources. 

+ Additional resources to be added include:
- Mapping a strategy for change
- IRB checklist for initial and continuing reviews 
- Guidance on translation 
- Revised Recruitment Strategy Document 
- Social Behavioral Protocol Template revision



• All updates will be announced in MRCT Center Newsletter: sign up!
• Next week:
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June 30, 2022
1-2 pm EDT

https://mrctcenter.org

https://mrctcenter.org/


Questions and Discussion
Thank you
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