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Attendees:
Orly Vardeny (U. of MN) (Chair)
JoAnn Lindenfeld (Vanderbilt) (Chair)
Clyde Yancy (Northwestern)
Lauren Cooper (Inova)
Chris O’Connor (Inova)
Mona Fiuzat (Duke)
Fred Senatore (FDA)
Martin Mendoza (FDA)
Eric Leifer (NIH, Biostatistics)
Ileana Pina (Montefiore)
Lawton Cooper (NIH)
Ken Stein (Boston Scientific)
Guests: 
Federica Latta (U. of Brescia, visiting fellow)

Unable to Attend:
Muthiah Vaduganathan (Junior Chair, Brigham)
Mitch Psotka (Inova)
Dalane Kitzman (Wake Forest)
Ralph Knoell (AstraZeneca)
John Godwin (Patient Representative, TX)
Phil Adamson (Abbott)
Ex-Officio: Mariell Jessup (AHA Chief Scientific Officer)

The new chairs would like to take a new approach to the primary goal:
- Develop a value statement / scientific statement around guiding principles.

We are going to tackle 2 goals:
1. Scientific Statement
2. Recruitment tools/RoadMap

For each goal, we will focus on a cohort of the population.
1. Elderly
2. Sex
3. Race/Ethnicity

1. Scientific Statement. 
-Pathophysiology/ direct effects / biologic plausibility for differences
-Drug/Device effects for each group
-rEF vs. pEF 
- Need to establish a scientific vs. social argument for recommendations.
Reviewed Table that will be used to populate info on each population. We have spoken with FDA about potential to use the Sentinel database:
https://www.sentinelinitiative.org/sentinel/data/distributed-database-common-data-model

This database contains millions of patients which can be interrogated using claims data and coding. FDA is looking into potential for this and ability to collaborate with external entities. In the meantime they have asked for refinement of the questions to be answered. 

ACTION ITEMS: 
- Mitch, Muthu and Lauren have volunteered to develop the table and questions to be answered by Sentinel, focusing on specifics of the database, familiarize with how to interrogate and whether we can get a denominator from the data
- Fred will be the liaison with FDA regarding Sentinel
-Goal for first paper “Specific Issues to Consider in HF Special Populations: The Elderly”. 

2. Recruitment tools/Roadmap
-What worked and what didn’t in past trials?
-Prevent investing in strategies that don’t work
-Different tools by drugs vs. devices
- cohort specific tools
We should also look at trial specific components (transportation, location of enrollment). Aim to create a toolkit that will be available on the website/public. Think about rewards and incentives for recruitment of minorities, some ideas include: awards (through HFSA); training and inclusion of minority physicians, site payments and sponsor incentives; community engagement. 

Will start with Elderly as first set of projects, develop goals 1 & 2 in parallel.

