HF Collaboratory Representative Populations Call #6 Summary
3/26/18
Participants: 
Mariell Jessup (Chair)
Muthiah Vaduganathan (Junior Chair, Brigham)
Chris O’Connor (Inova)
Mona Fiuzat (Duke/FDA)
Eric Leifer (NIH, Biostatistics)
Lawton Cooper (NIH)
Clyde Yancy (Northwestern)
Ileana Pina (Montefiore)
Martin Mendoza (FDA)
Fred Senatore (FDA)
Mitch Psotka (Inova)
Ken Stein (Boston Scientific)
Dalane Kitzman (Wake Forest) 
JoAnn Lindenfeld (Vanderbilt)
Orly Vardeny (U. of MN)
Phil Adamson (Abbott)

 1.       Goal 1: Develop standards of representative populations - Vardeny, Kitzman, Adamson 
·         Preliminary work on establishing epidemiology (age, gender, etiology) of: 
·         Population characteristics of American HFrEF
·         Population characteristics of American HFpEF
·         Population characteristics of the United States
·         Incidence of co-morbidities in the 3 groups above (AF, DM, obesity, renal dysfunction) 
Slides circulated from Orly and reviewed. 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. This highlights differences we see between clinical trials and registries. Will continue to update slides. Consider adding % of US patients to each slide.
ACTION ITEMS:
- The group should consider providing a specific set of recommendations or a consensus statement. This may be of use to government agencies or as a reference for future work. 
- One thing to keep in mind is whether these recommendations are specific to the US or should be global. Most companies need a global development plan; however the collaboratory has been focused on tackling issues more specific to the US. It’s something the FDA struggles with as much of the data they review is generated from non-US sites. Will continue to discuss and come to decision around recommendations. 

 2.       Goal 2: Novel methods for recruitment of patients into trials - Cooper, Pina, Lindenfeld, Stein 
·         Need to develop a ‘playbook’ of unique methods, including optimization of the traditional way of recruiting patients thru clinicians’ office schedules.
·         What methods are other disciplines using that are successful? 
Updates: 
-Ken Stein shared materials from the Boston Sci experience.
Ileana presented some ideas they have come up with. There are some general principals / fundamentals for clinical trial techniques. She will send a short summary of recommendations. 
- Fred looked into the issue around incentives. He will provide a statement around whether an NDA addressing racial disparities might qualify for priority review based on an unmet need.
- Provide patient/provide materials for sites having difficulty enrolling specified subgroups (Ili will take lead)
ACTION ITEMS:
-Ili to provide short summary for presentation at think tank
-Group to continue working on materials that may be helpful for recruitment
-We can include recommendations as a paper / roadmap and consider providing tools on the website.

 3.       Goal 3: Methods to test generalizability and for implementation. - Yancy, Vaduganathan, Leifer
Updates:
Some overlap with other goals. On the last call we discussed a list of other organizations interested in supporting legislation and achieving demographic targets in clinical trials. Mariell has reached out and see if we can come up with a unified statement or letter, or ask societies for support.
- Muthu will develop and present a few slides from this group regarding generalizability for the think tank meeting.

3 main products of this group:
1. Set of recommendations or consensus statement around specific targets (Orly to lead?)
2. A “playbook” of ideas for novel methods of recruitment, materials for recruitment – (Ili and Lawton) – post on website or as a paper
3. A scientific statement about the importance and reason to do this (Muthu)
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