
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

September 26, 2024 
 
Robert M. Califf, MD 
Commissioner 
Food and Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 
 
Submitted electronically at www.regulations.gov  
 
RE: Diversity Action Plans to Improve Enrollment of Participants from Underrepresented 
Populations in Clinical Studies - Draft Guidance (Docket No. FDA-2021-D-0789) 
 
Dear Dr. Califf, 
 
The American Society of Hematology (ASH) appreciates the opportunity to submit these 
comments to the U.S. Food and Drug Administration (FDA) in response to the draft guidance 
on Diversity Action Plans to Improve Enrollment of Participants from Underrepresented Populations in 
Clinical Studies (Docket No. FDA-2021-D-0789). 
 
ASH represents more than 18,000 clinicians and scientists worldwide committed to studying 
and treating blood and blood-related diseases. These disorders encompass malignant 
hematologic disorders such as leukemia, lymphoma, and multiple myeloma, as well as classical 
hematology (non-
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through to the dissemination of results). ASH believes this is a practical and valuable resource that will help 
hematology investigators align with the DAP recommendations. Additionally, the Society encourages the FDA 
to promote compliance with the DAP by highlighting practical tools such as the ASH Toolkit along with other 
resources (e.g., the DRIVE initiative (6, 7)) aimed at increasing trial participation from underrepresented 
individuals. 
 
ASH believes this guidance is a positive step toward improving the representation of underrepresented 
populations in clinical trials.  However, to create a lasting impact, a strong commitment from investigators is 
essential. The Society commends the Agency for specifically noting key components to address known 
challenges, such as leveraging community-based sites. Further, ASH encourages the FDA to clarify in the 
guidance what sponsors would need to do if their enrollment goals are not achieved and to detail how the 
Agency will handle such cases.  Making certain that investigators are held accountable for designing trials that 
are reflective of the epidemiology of the disease is a crucial step for the development of study results that are 
generalizable, and it is within this context that we offer the following comments:  
 
Content of the DAP 
The draft guidance outlines three required sections of a DAP, including (1) The sponsor’s goals for enrollment 
in the clinical study, disaggregated by race, ethnicity, sex, and age group of clinically relevant study populations; 
(2) The sponsor’s rationale for its enrollment goals; and (3) 



include stronger language on site selection to ensure diverse representation and access, especially for large phase 
III trials. Specifically, we recommend the following changes to lines 416-420 on page 17. 
 

Improving access to the clinical study by limiting clinical study exclusion criteria, and intentionally selecting clinical 



any questions or would like to arrange a meeting with the Society, please use ASH Director of Government 
Relations and Public Health, Stephanie Kaplan (skaplan@hematology.org or 202-776-0544), as your point of 
contact. 
 
Sincerely, 

 
Mohandas Narla, DSc       
President 
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