HFC Representative Populations Working Group Mid-Quarter Call Q4
December 1, 2020

Members Present
Orly Vardeny, PharmD, MS, Chair (University of MN)
Muthiah Vaduganathan, MD, MPH, Chair (Brigham and Women’s)
Mona Fiuzat, PharmD (Duke)
Christopher O’Connor, MD (Inova)
Eric Leifer, PhD (NIH, Biostatistics)
Mariell Jessup, MD (AHA)
Dalane Kitzman, MD (Wake Forest)
Ken Stein, MD (Boston Scientific)
Melvin Echols, MD (Morehouse)
Ersilia DeFilippis, MD (Columbia)
Fred Senatore, MD, PhD (FDA, CDER)
Lawton Cooper, MD (NIH)
Debbie Zeldow (HFSA)
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Ileana Pina, MD, PhD

Members Unable to Participate
Nasrien Ibrahim (Mass General)
Philip Adamson, MD (Abbott)
Piper Dankworth (Patient Representative) 
John Godwin (Patient Representative)
Martin Mendoza, PhD (HHS)
Mitch Psotka, MD, PhD (Inova)
JoAnn Lindenfeld, MD, Chair (Vanderbilt University)
Lauren Cooper, MD, MHS (Inova)
Richard George, MD (AstraZeneca)
Laura Williams (Patient Representative)
Clyde Yancy, MD, MSc (Northwestern)
John Teerlink (UCSF/HFSA)


Muthu opened the call stating the group would review and discuss two documents: Letter to Congress and the Scientific Statement.  In addition, called attention to new FDA guidance to industry entitled “Enhancing the Diversity of Clinical Trial Populations — Eligibility Criteria, Enrollment Practices, and Trial Designs”: https://www.fda.gov/media/127712/download 
It was noted that the guidance is not HF specific, and does not include specific numbers for recommendations but supports the efforts we are discussing. 

Letter to Congress
The group discussed the draft letter to Congress. The group made recommendations for edits.

Action Items:
· Make suggested edits and circulate to Working Group (Silia)
· Include drug snapshots reinforcing limited diversity
· Remove mention of “funding” requests as may trigger additional review
· Add more generic language for additional review time for non-pharmacological therapies
· Add HFC “in conjunction with other societies”
· Mariell to take letter to AHA Advocacy group and check with Elizabeth Warren’s office on their efforts
· Debbie to take letter to HFSA Advocacy Group 
· Orly/Muthu to reach out to Minnow Walsh at ACC & Joe Rogers at ISHLT
· Contacts are needed for the following Societies and Associations:
· ABC - American Society of Black Cardiologists
· ADA – American Diabetes Association
· HRS - Heart Rhythm Society
*Please share contacts with Orly/Muthu

Goal: March 2021 target for submission


Scientific Statement
Melvin and Silia have finalized initial draft of Systemic Racial and Ethnic Bias and Under-Representation in Heart Failure Trials: A Scientific Statement of the Heart Failure Collaboratory. This is a response to a Call for Papers in Circulation around race/ethnicity with a January 6, 2021 deadline.

Action Items:
· Circulate paper to working group with co-author instructions (Katie)
· Please notify Silia if you do NOT want to be a co-author on this paper by Friday, December 4.
· Please provide comments, suggestions, and your authorship / disclosure information by December 14 (Co-Authors). No response will assume not to include as author. 
· Submit to Circulation by January 6 (Silia/Melvin)


Next Meeting: 	Will be scheduled for January 2021
		Include on January Agenda: Dr. Batchelor to share recent data in diversity initiatives in PCI space (in press, JACC) 
