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Muthu opened the call stating the group would review and discuss the FDA internal review feedback of our HFC Statement on Race in Clinical Trials.  


Scientific Statement
Melvin and Silia had finalized the draft of Systemic Racial and Ethnic Bias and Under-Representation in Heart Failure Trials: A Scientific Statement of the Heart Failure Collaboratory. This was a response to a Call for Papers in Circulation around race/ethnicity with a January 6, 2021 deadline. However a choice was made to forgo the submission deadline due to the importance of addressing the FDA comments. The authors received the FDA Internal Review comments provided on a separate document titled: Discussion of FDA Internal Review – HFC Statement on Race in Clinical Trials. Three main comments were reviewed. 

Action Items:
· Silia and Melvin will integrate feedback from the discussion regarding the internal FDA review comments
· A new version will be revised and then circulated to the group 
· Ileana Pina (FDA/CDRH) will share with her FDA CV Devices group, Fred Senatore will continue to work with FDA CV Drugs and Lawton Cooper will circulate once ready to NIH/NHLBI



Letter to Congress
The group did not discuss this document during this meeting, these notes are being included for the next meeting

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




[bookmark: _GoBack]Next Meeting: 	First week of March 2021
		Include on March Agenda: Dr. Wayne Batchelor to share recent data in diversity initiatives in PCI space (in press, JACC) 
