HFC Digital Health Working Group Quarter Call Q3
September 1, 2021


Members
· Mitch Psotka (Chair), Inova Heart and Vascular Institute, Section Chief (Heart Failure and Transplant), Director (Infiltrative Cardiomyopathy Center)
· Tariq Ahmad (Chair), Yale University, Director (Cardiac Transplant and MCS)
· Christopher O'Connor, Inova Heart and Vascular Institute (President), Duke University (Professor of Medicine)
· Elizabeth Kunkoski, FDA, Biomedical Engineer 
· Mona Fiuzat, Duke University (Associate Professor of Medicine), FDA (Senior Scientific Advisor for Division of Cardiovascular and Renal Products)
· Jonathan Fox, Eidos Therapeutics (President and CMO) 
· Abhinav Sharma, McGill University (Assistant Professor of Medicine)
· Benoit Tyl, Servier (Translational & Clinical Research Director)
· Leonard Sacks, FDA, CDER
· Matt Dimond, Inova Heart and Vascular Institute, Intern
Guests
· Alexandra Lansky (Yale)
· Marianne McCarthy (Yale)

Members Unable to Participate
· Wei Ni, Eli Lilly and Company (Research Advisor)
· Bob Harrington (Guest Chair), Stanford University, Chair (Department of Medicine)
· David Kao, University of Colorado, Divisions of Cardiology and Bioinformatics/Personalized Medicine
· Paul Varghese, Google Life Sciences (Health Informatics at Verily)
· Harlan Krumholz, Yale University (Director of Center for Outcomes Research and Evaluation)
· Maulik Majmudar, Amazon (Chief Medical Officer)
· Nasrien Ibrahim, Inova Heart and Vascular Institute (Director, HF Clinical Research)
· Magnus Petersson, AstraZeneca (Global Clinical Lead) 
· Joel Selcher, Bristol-Myers Squibb (Regulatory VP)
· Richard Nkulikiyinka, Bayer AG (VP and Head of Therapeutic Area Cardiology & Nephrology, Clinical Department)
· Kuldeep Rajput, Biofourmis (Founder and CEO)
· Whit Tingley, Tenaya Therapeutics (CMO)


Meeting Minutes:
1) Pragmatic Trials
a. Utilizing EMR for clinical trial data, collection, recruitment of patients (Tariq)
i. Dr. Lansky presented their success in utilizing EPIC for enrollment in COLSTAT
1. in depth Q&A around utilizing EPIC for clinical trials
2. Issue to consider: ownership of data; sharing and housing data in multicenter trials; utilizing methodology for sponsored / registration trials with new therapies
3. Action item: Continue to develop this theme to improve clinical trial efficiency.
b. Potential for across system collaborative EHR study (Yale, Colorado, Inova) – on temporary hold (Mitch / Matt)
2) Actigraphy
a. Continue to consider developing a protocol – A draft is in process with the HF-ARC working group
b. CONGRATS  to Abhinav for the paper accepted – Canadian J. of Card (4/26) – posted on HFC website 
c. Office of New Drugs 2nd Annual Extramural Research Science Day follow up
i. FDA Division of Clinical Outcome Assessment presentation on Preliminary Research to Support Qualification of an Activity Monitor-based Endpoint Measure to Evaluate Physical Activity in Persons with Chronic Heart Failure for DDT COA (Mitch lead)
Action Item: Reach out to them to see if we can collaborate / learn from their experience
d. [bookmark: _GoBack]Call with Bayer – continue to discuss (Mitch) 
3) Biofourmis – substudy of VICTORIA – call scheduled for 9/2 (Mitch lead)
a. Follow-up/action items to be discussed in next working group call.

