HF Collaboratory Representative Populations Call #8 Summary
5/01/18
Participants: 
Mariell Jessup (Chair)
Muthiah Vaduganathan (Junior Chair, Brigham)
Chris O’Connor (Inova)
Mona Fiuzat (Duke)
Lawton Cooper (NIH)
Fred Senatore (FDA)
Orly Vardeny (U. of MN)
Phil Adamson (Abbott)
Ralph Knoell (AstraZeneca)
John Godwin (Patient Representative, TX)

Unable to join:
Eric Leifer (NIH, Biostatistics)
Mitch Psotka (Inova)
Ken Stein (Boston Scientific)
Dalane Kitzman (Wake Forest) 
JoAnn Lindenfeld (Vanderbilt)
Clyde Yancy (Northwestern)
Ileana Pina (Montefiore)
Martin Mendoza (FDA)

 1.       Goal 1: Develop standards of representative populations - Vardeny, Kitzman, Adamson
The JACC paper presents a nice framework to expand and highlight the work that has been done so far.  Slides presented by Orly reviewed (available in Box folders). They collected data on cohort studies, registries, large trials, etc and report characteristics by HFpEF/rEF. Discussion regarding some of the issues around the results she found and what factors may be contributing. Some challenges include how to obtain demographics of real world data. Should also keep in mind issues around access in rural areas and underrepresentation in trials. 
ACTION ITEMS:
We should aim to specify what the representative populations are and make recommendations/consensus statement.
Foresee several options for manuscripts:
1. Epidemiology highlighted (Orly’s work + expand)
2. Build on Muthu’s paper for HF drugs, devices, Transplant and LVAD trials, who is in the trials and why, scientific statement on who is participating and the reasons
3. Editorial comment on this series and discuss how to move forward
4. Utilize the JACC paper to expand on HF topic specifically, include NIH/non-NIH trials, breakdown of women, blacks, Hispanic, elderly, etc. 
- Eventually expand from recommendations specific to the US to a global population.

 2.       Goal 2: Novel methods for recruitment of patients into trials - Cooper, Pina, Lindenfeld, Stein 
·         The group summarized their recommendations from past work. Identified goals include a white paper or document that could be used. Some collected materials: 
-Ken Stein shared materials from the Boston Sci experience.
- Ili gathered ideas from ~ 20 of her patients
ACTION ITEMS:
-Consolidate recommendations as a paper / roadmap and consider providing tools on the website.
- Muthu to join the group to help formulate a paper/roadmap – focus on HF specifically even if it can be broadened to other types of trials.
-We could ask HFSA to endorse the proposal and help implement ideas.

 3.       Goal 3: Methods to test generalizability and for implementation. - Yancy, Vaduganathan, Leifer
We can consolidate some of the above ideas to craft a value statement regarding principles. This could serve as the Introduction to the above mentioned manuscripts. Some of the feedback from the meeting evaluations was the need to create scientific statements for both drugs and devices, provide examples in HF. 
Other updates: Mariell reached out to other groups to join a unified statement or letter, unfortunately no response. Can try again in the future. Phil Adamson spoke to ABC, they could be helpful in supplementing some of the ideas around clinical trials but not structured with a lot of resources around trials specifically.
ACTION ITEM:
- Craft a value statement / scientific statement around guiding principles (Muthu). This can serve as an introduction to the manuscripts or scientific statement from this group. 

Goal products of this group/manuscripts:
1. Set of recommendations or consensus statement around specific targets (Orly to lead) – could combine within the papers or a separate paper.
2. Using the JACC paper concepts, focus on HF trials looking at drugs, devices, transplant and LVADs by gender, race, elderly representation (Muthu)
3. A “playbook” of ideas for novel methods of recruitment, materials for recruitment, ask HFSA to endorse – (Muthu will work with Ili and Lawton to develop) – post on website or as a paper
4. A scientific statement about the importance and reason to do this (Muthu)
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