Reg. Policy & Implementation Science - Devices
Summary of Call #10 and prep for think tank
 9.12.18

Attendees:
Bill Abraham (Chair)
Chris O’Connor (Inova)
Mona Fiuzat (Duke)
Amrut Ambardekar (U. of Co)
Emily Zeitler (Duke)
Mitch Psotka (Inova)
Dan Schaber (Medtronic)
Seth Bilazarian (Abiomed)
Al Gianchetti (Xylocor)
Richard Jacob (Patient Representative)

Unable to Attend:
Bram Zuckerman (FDA)
Doug Mann (Wash U)
Matt Hillebrenner (Co-Chair)
Patrick Verta (Edwards)
Peter Carson (VAMC DC)
JoAnn Lindenfeld (Vanderbilt)
Joseph Rogers (Duke)
Daniel Canos (CMS)
Ad hoc: Jeff Cerkvenik (Medtronic, statistician)

2 main goals and updates:
1. Lean CRF: 
Goal is to create a CRF that will be signed off by key regulators and payers (such as TAVR CRF) to create a uniform CRF module for baseline data collection and efficiency. 
CRF’s were deposited by Medtronic, CVRx, Edwards, Abbott, Abiomed and Boston Scientific. 
The lean CRF phases (1 and 2) are now complete: 
Phase 1: Demographics and baseline characteristics 
Phase 2: Labs, medications, adverse events and endpoints 
Phase 3: Once common core established, add elements for a modular approach – see attached list of modules. 

There are 82 items for collection, ~ 8 pages fully expanded (should be roughly 2 pages electronically with drop down menus). 

Next steps:
-Everyone to review final lean CRF
-Mona will work with Dan (or others) on a potential vendor to create e-CRF
-Present final to group at Think Tank meeting, incorporate any feedback
-Develop manuscript and make widely available
- Drugs group will translate to drug development CRFs
-Next phase: start developing modules

2) HF-ARC: common set of endpoint definitions: ARC board is supportive and will endorse 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. Goal is to create a product for use in the U.S. then utilize contacts and industry partners to roll out to global authorities. We should look at endpoint committee charters, protocols and other materials to identify events to define. Current status: begin planning winter meeting. Roxanna Mehran and Mitch Krucoff will serve as ARC liaisons from the board. 

ACTION ITEMS/next steps:
- Bill, Mona will meet with Roxanna and Bill, begin steps for meeting planning – fundraising + logistics
- Proposal to create outline of items to be defined – consider deposit on shared drives adjudication charters and other data collection tools for endpoints / event collection. Can utilize the same method of extraction as with the CRF’s (Jeff checking if feasible). 
- Aim for Winter F2F meeting
- White paper to summarize recommendations – timeline approximately 1 year from start of meeting efforts 


Think Tank: 
-Present lean CRF (15 min) + 30 min discussion with participants
-Will have 45 minutes working group time- begin working on modules, outline of items to be defined for ARC meeting

Think Tank: Friday, Oct. 12
[bookmark: _GoBack]See you then! 

