HF Collaboratory: Representative Populations
June 20th, 2019 Working Group Call

Participants: 
Orly Vardeny (Chair, U. of MN)
Muthiah Vaduganathan (Chair, Brigham)
Chris O’Connor (Inova)
Mona Fiuzat (Duke)
Fred Senatore (FDA)
Martin Mendoza (FDA)
Lauren Cooper (Inova)
Mitch Psotka (Inova)
Ken Stein (Boston Scientific)
Lawton Cooper (NIH)
Ralph Knoell (AstraZeneca)
John Godwin (Patient Representative)
Piper Dankworth (Patient Representative)
Laura Williams (Patient Representative)


Scientific Statement
The group is working on scientific statements in support of underrepresented populations in clinical trials. The initial focus is on older adults. Call for papers on HF in the elderly to JACC HF are due 8/1. Several papers have been submitted and work is ongoing from this group and other groups. 
-The group plans to evaluate evidence generated from others, and create our own evidence. 
-Mitch/Dave Kao are working with the NIH dataset, the combined dataset of all biolink data available from NIH clinical trials in HF.
-The MRA question was not viable to answer with this dataset due to a number of confounders.
-Suggestion was made to look at individual trials and interactions. The MRA question is being answered by several other papers, but should we look at other interactions (BB’s, ACE, etc).
-Sentinel is closer to registry data, which is highly variable from clinical trial data. We should continue to focus on the clinical trial data for now.
-Lauren has created an assessment of what data we have vs. what we don’t have from trials (see attachment). 
 
Action items:
· What questions specifically do we want answered from the NIH dataset? (Group)
· Create a spreadsheet to document what is answered and what is not answered, and then fill in a possible trial that might be able to evaluate it (Orly/Muthu?)
· Request datasets from trials to answer the questions identified (all, TBD)
· Evaluate the evidence to start writing a scientific statement (Orly/Muthu)

Frailty
We have previously discussed the concept of evaluating and defining frailty. Muthu discussed frailty not being included in clinical trial assessments; tools are not standardized. He is leading a Medicare-based frailty analysis of HF patients and invited the HFC to join his efforts.

Action items:
· Muthu to send around proposal/draft paper to the group

Diversifying Clinical Trial Investigators
Topics to consider and keep on the forefront – training opportunities for a more diverse group of investigators and inclusion in clinical trials. This topic is of great interested to the FDA and NIH.

Action items:
· Revisit this discussion on future calls/meetings (move to top of agenda next call)
· Consider partnering with societies, FDA and NIH on what the HFC can do in this regard.

Patient Engagement
As part of the discussion at the think tank meeting, this group will lead an effort to engage patients in the promotion / recruitment of diverse representation in clinical trials. FDA has several tools and videos related to this. As an immediate action, we can post these on the HFC website, and look into posting on the HFSA website.

Action items:
· Martin will send Mona links to FDA tools and videos (Martin)
· Post on HFC website (Mona/Heather)
· Look into posting on HFSA website (Mona/Chris)

Next quarterly call - September
Think Tank: October 18
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