Reg. Policy & Implementation Science - Devices
Summary of Call #7 - 3.23.18

Attendees:
Bill Abraham (Chair)
Matt Hillebrenner (Co-Chair)
Bram Zuckerman (FDA)
Amrut Ambardekar (U. of Co)
Chris O’Connor (Inova)
Mona Fiuzat (Duke/FDA)
Mitch Psotka (Inova)
Dan Schaber (Medtronic)
Patrick Verta (Edwards)
Seth Bilazarian (Abiomed)
Al Gianchetti (Xylocor)
Richard Jacob (Patient Representative)
Ad hoc: Jeff Cerkvenik (Medtronic, statistician)

Unable to Attend:
Emily Zeitler (Duke)
Doug Mann (Wash U)
Peter Carson (VAMC DC)
JoAnn Lindenfeld (Vanderbilt)
Joseph Rogers (Duke)
Daniel Canos (CMS)

2 main goals and updates:

1. Lean CRF: The goal is to create a CRF that would then be signed off on by key regulators and payers (such as TAVR CRF) to create a uniform CRF module for baseline data collection and efficiency. 
CRF’s have been deposited in the shared drives by Medtronic, CVRx, Edwards, Abbott and Boston Scientific. Waiting to hear from Abiomed. Seth Bilazarian will check on next steps to include. Approximately 8-10 CRF’s are included in the first cut analysis. Jeff has completed a draft cut of baseline characteristics fields. 

Action items / next steps:
- Complete CRF depositing - only Abiomed outstanding, Bill/Seth to follow-up if this can be included.
- Step 1: Jeff has completed common elements from baseline characteristics. May add elements from Abiomed if included. 
- Step 2: Review first cut of data, add/subtract as needed (pending review by group/sub-group) - Bill
- Step 3: Establish the common core, then add elements in layers for a modular approach (HFrEF, HFpEF, Advanced HF, etc). 
- Will be able to present top level update of first cut for April 5 meeting (Bill)
- Will focus on baseline characteristics and data first then move to endpoint collection
- Drugs group also very interested in translating to drug development CRFs.

2) HF-ARC: common set of endpoint definitions: Bill, Mona and others had a call with the ARC board (Roxanna Mehran, Mitch Krucoff, Andy Farb, Bob Kormos, others) about the ARC effort underway for MCS. The ARC board is supportive and endorses our effort. We will coordinate and harmonize the 3 efforts underway (shock, LVAD, HF). We will be leading the HF-ARC effort. The LVAD effort is focused specifically on MCS and primarily definitions of AE’s, and some efficacy endpoints.  We will focus on efficacy and safety endpoints, and should include international committee members as well as drug development experts. Should also consider the role of international colleagues and/or regulators. May be good to create a product for use in the U.S. then utilize contacts and industry partners to roll out to global authorities. 

ACTION ITEMS/next steps:
- Bill, Mona to work on next steps for meeting planning – fundraising + logistics
- Bill will create a draft outline of items to be defined
- Working on a date in late summer with 2nd meeting around Q1 2019 to finalize
- White paper to summarize recommendations

3. Other – we should harmonize with leadership of societies such as AHA on value based healthcare and their efforts in this space (Chris, Bram, etc). 


Next call: TBD after April 5 meeting
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