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Attendees:
Amrut Ambardekar (U. of Co) – MCS Module Presenter/Lead
Meir Shinnar (FDA – MCS Review Group POC for FDA)
Bill Abraham (Devices group, Chair)
Scott Solomon (Drugs group, Chair, Harvard/Brigham)
Robert Kazmierski (FDA Co-Chair) (FDA/CMS)
Ellis Unger (FDA Co-Chair)
Emily Zeitler (Dartmouth)
Christopher O'Connor (Inova)
JoAnn Lindenfeld (Vanderbilt)
Mona Fiuzat  (Duke)
Richard Jacob (Patient)
Dan Schaber (Medtronic)
Liz Galle (CVRx)
Lorenzo DiCarlo (LivaNova)
Al Gianchetti (Xylocor)
Roberta (Bobbi) Bogaev (Abiomed)
John Teerlink (UCSF)
Javed Butler (U. Miss)
Ankeet Bhatt (Harvard/Brigham)
Martina Brueckmann (BI)
Chung Hyun (Pfizer)

Unable to attend:
Mitch Psotka (Inova)
Jennie Walgren (Eli Lilly)
Bram Zuckerman (FDA)
Peter Carson (VAMC DC)
Angela Stagg (Impulse Dynamics)
Marv Konstam  (Tufts)
Norman Stockbridge (FDA)
Michael Felker (Duke)
Lothar Roessig (BAYER AG)
Maria Borentain (BMS)
Marty Lefkowitz (Novartis)
Joerg Koglin (Merck)
Christopher Morabito (Cardurion)
Brandon Walsh (Arena)
Mohammed Jessa (AstraZeneca)
Randall Starling (Cleveland Clinic, FDA, CDRH)
Joseph Rogers (Duke)

The call kicked off with a brief overview of the purpose of the call: to discuss and finalize the Durable Mechanical Support Lean CRF module.

1. Durable Mechanical Support Module
Amrut gave background on the module. The module was initially labeled Mechanical Circulatory Support. Upon review, the group felt the module was primarily for trials for durable VADs.  A Short-Term MCS Module will be developed during Part Two of module development. 

Amrut walked the group through the module’s sections. The group discussed whether or not there were redundancies or opportunities to scale down. Comments from group:
· For other devices, should the Lean CRF be referred to? Other devices are included in Core CRF.
· Definition of hemolysis – will reference the ARC definitions (Kormos RL, Antonides CFJ, Goldstein DJ, et al. Updated definitions of adverse events for trials and registries of mechanical circulatory support: A consensus statement of the mechanical circulatory support academic research consortium. J Heart Lung Transplant. 2020 Aug;39(8):735-750). Include reference to ARC definitions as companion documents to avoid ambiguity of definitions for CRFs
· LFT’s – we likely do not need both ALT/AST. Will use AST only. 
· Heart Rate – captured in main CRF, can remove from module. 
· Suggested to make this module a living document.

Action Items:
· Amrut to update module
· Heather to post to HFC website once final

2. Lean CRF Modules Part Two
The group reviewed the four modules for Part Two: Hemodynamics; Short Term MCS; Echo; MR. Heather has sent out to the sign-up sheet; the groups was asked to reach out if interested in working on these modules.

Amrut will begin work on pulling out common elements from the CRFs he has received for the Hemodynamics and Short-term MCS Modules. Heather will send the Echocardiogram Details and Magnetic Resonance Modules to the group for review and comment. The goal is to review and finalize these four during the Spring Working Group Meeting on Friday, May 7th. Identified FDA POC for review/comment from FDA. 

Action Items:
· Amrut to develop draft modules for Hemodynamics and Short-term MCS Modules.
· Once complete Heather will send to groups for review and comment
· Heather to send proposed Echocardiogram Details and Magnetic Resonance Modules to working group for review and comment
