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Members Present:
· Scott Solomon, Chair, Drugs (Harvard/Brigham)
· Ellis Unger, Co-Chair, Drugs (FDA)
· Robert Kazmierski, Co-Chair, Devices (FDA)
· Amrut Ambardekar (U. of Co)
· Christopher O'Connor (Inova, Past President HFSA)
· Biykem Bozkurt (Baylor, Past President HFSA)
· Mona Fiuzat  (Duke, Secretary HFSA)
· Nasrien Ibrahim (Inova)
· Mitch Psotka (Inova)
· Meir Shinnar (FDA)
· Richard Jacob (Patient)
· Dan Schaber (Medtronic)
· Liz Galle (CVRx)
· Lorenzo DiCarlo (LivaNova)
· Andrew Farb (FDA)
· Marv Konstam  (Tufts, Past President HFSA)
· John Teerlink (UCSF, Treasurer HFSA)
· Javed Butler (U. Miss)
· Ankeet Bhatt (Harvard/Brigham)
· Al Gianchetti (Xylocor)
· Masahiro Murakami (Eli Lilly)

Members Unable to Attend:
· Bill Abraham, Chair, Devices (Ohio State University)
· Bram Zuckerman (FDA)
· Emily Zeitler (Dartmouth)
· Peter Carson (VAMC DC)
· JoAnn Lindenfeld (Vanderbilt, Past President HFSA)
· Randall Starling (Cleveland Clinic, FDA, CDRH, Past President HFSA)
· Angela Stagg (Impulse Dynamics)
· Roberta (Bobbi) Bogaev (Abiomed)
· Norman Stockbridge (FDA)
· Michael Felker (Duke)
· Carine Hamo (Johns Hopkins/Mt. Sinai)
· Lothar Roessig (BAYER AG)
· Maria Borentain (BMS)
· Marty Lefkowitz (Novartis)
· Joerg Koglin (Merck)
· Howard K Surks (Cardurion)
· Martina Brueckmann (BI)
· Brandon Walsh (Arena)
· Mohammed Jessa (AstraZeneca)
· Chung Hyun (Pfizer)

Dr. O’Connor welcomed everyone to the call and went over the agenda – review and discuss echocardiography and MRI Lean CRF modules.

1. Echocardiography Module
Ankeet gave an overview of the development of the module. The group discussed and agreed that this module was asking more of sites than usual since core labs are typically used and collect the data. The purpose of the modules was reiterated – the lean CRF and modules are a guidance to avoid excess collection and standardization of data collection. Nonetheless, sponsors are encouraged to meet with FDA for specific trials and development programs. 
The group agreed that a menu approach would be best for this module. Elements were discussed for edits. 

Action Items:
· Ankeet to update module based on suggestions. (Completed attached.)
· Heather to distribute and post to HFC website once finalized

2. MRI Module
Ankeet walked group through the MRI module. The group agreed this module should be a menu option as well and provided specific suggestions to Ankeet. 

Action Items:
· Ankeet to update module based on suggestions. (Completed attached.)
· Heather to distribute and post to HFC website once finalized

3. Other
Heather reported that Amrut’s modules – hemodynamics and short-term MCS would be reviewed in Q4. This will close out Phase I and II of the Lean CRF. 

The group discussed the potential of relooking at the original Lean CRF with considerations of COVID.

