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qDevelop key DEI 
variables/metrics for 
data collection, 
evaluation, and 
reporting. 

q Monitor progress on key 
variables.

qPolicies and 
procedures for 
inclusive research 
derived from the FDA
and NIH perspectives 
and other guidance

q Refer to other 
institutions doing 
similar work for 
inspiration

q

q Establish a commitment 
to DEI.

q Seek and secure 
leadership support

q Outline a plan and 
determine metrics for 
measurement of impact.

q Investigators & 
research teams

qAdministrative 
Departments (Legal, 
Grants & Contracts, 
Finance etc.)

q IRBs and IRB 
members, participants, 
support networks, and 
communities

I. Solicit Support in DEI II. Identify Key 
Stakeholders/Audiences III. Utilize Guidance IV. Evaluate Processes and 

Areas of Improvement

Background

In 2021, the Multi-Regional Clinical Trials Center of Brigham and Women’s Hospital and Harvard 
(MRCT Center) convened a task force of 28 IRB and HRPP professionals to develop practical 
tools that IRBs/HRPPs could use or adapt to promote DEI of underrepresented populations in 
clinical research. The first available15 tools are the product of an iterative 18-month process of 
meetings, creation and revision of draft resources by the MRCT Center, and commentary and 
review by the taskforce. We feature three examples of tools from the IRB/HRPP DEI Toolkit.

HRPP Strategy to Address DEI

A Checklist of Logistical and Procedural Considerations
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INTRODUCTION

Clinical research protocols summarize 
the background of scientific rationale for 
and objectives of a research study. They 
describe and justify the design, 
methodology, and statistical analysis plan 
when conducting research with human 
participants. In the tool we highlight 
specific areas within the protocol that are 
important for advancing DEI efforts within 
clinical research. 

PROTOCOL SECTIONS

To assist in the consideration of DEI, 
suggestions were made in every section 
of the protocol, including but not limited 
to:
• The Protocol Summary
• Study Rationale 
• Study Design 
• Study Population
• Inclusion/Exclusion Criteria
• Statistical consideration, etc.

Incorporating DEI into 
Clinical Research Protocol 

Templates

• The HRPP Strategy to Address DEI provides a broad overview of the four 
elements necessary for a Plan of Action.

• The Incorporating DEI into Clinical Research Protocol Templates Overview, 
which highlights sections where DEI prompts can be added.

• The Checklist of Logistical and Procedural Considerations provides [non-
exhaustive] thinking prompts for IRBs/ HRPPs to lower barriers to inclusion.

Scan the QR Code to get to the full list of tools developed.

APPROACH

We utilized protocol templates from the NIH 
as well as TransCelerate and added 
annotated prompts that illuminate DEI 
considerations.

https://mrctcenter.org/diversity-in-clinical-research/tools/ebd-metrics-framework-and-user-guide/
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/enhancing-diversity-clinical-trial-populations-eligibility-criteria-enrollment-practices-and-trial
https://www.nimhd.nih.gov/resources/understanding-health-disparities/diversity-and-inclusion-in-clinical-trials.html
https://mrctcenter.org/diversity-in-clinical-research/guidance/guidance-document/

