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Review of ongoing projects:
1. Industry Survey results manuscript: (Shashank Sinha/Marv): Shashank working on draft, expect to have draft circulated before next call.  
-Shashank, Marv to develop draft
-Group to send feedback on key points

2. Payer paper  (Mitch/Marv): Reviews received, rejected at JACC. Revise and resubmit to JAMA Cardiology. Will revise with recommendations from reviewers before submission.
-Goal to submit in next few weeks (Mitch)

3. Next steps with payers/meeting –collaboration with AHA (Mitch, Shashank S)
Had a conference call with AHA regarding the AHA Value in Healthcare Initiative. They are interested in joining with the HF Collaboratory to bring payers to the table on the topic of prior authorization. Executive committee is Nancy Brown, Vincent Bufalino, Rob Califf, Karen Joynt Maddox, Mark McClellan, Lawrence Sadwin, and John Warner. They envision using the pull of the AHA to bring payers and PBMs to small group discussions to gather information, particularly on their pain points. We would also set up similar discussions with other groups working on these issues like the Association of Black Cardiologists, and Marv as ACC liaison. Hopefully these discussions will shed some light on potential solutions that may truly be implementable, like we proposed in our manuscript.
-Subgroup will be Mitch, Shashank, Marv, Mona, Chris (others can volunteer, Mitch checking if we can include industry?)
-Mitch, Shashank will continue dialogue on next steps. 

4. HF-ARC meeting scheduled for April 1 & 2. 
As a by-product of the HFC work, the Academic Research Consortium (ARC) has agreed to collaborate with HFC to create standardized definitions of efficacy and safety endpoints, concepts such as optimal medical or device therapy, phenotype definitions, and a number of other key points, which currently vary across trials. This has been successfully achieved in other spaces (cardiac valves, stent thrombosis), through the Academic Research Consortium. The aim is to produce a consensus document(s) as a reference for clinical trials in HF. 
-Contact Heather Crown for more information.

5. Adapt Lean CRF to drugs
The Lean CRF has been finalized for the devices group, and signed off by Bram and his team at CDRH. A draft of the manuscript is underway. It should be fairly easy to adapt to a lean CRF for drugs. (See in Box folders under Devices working group).
-Begin to schedule calls – Heather to work with Chris, Marv, Scott, Mona and Mitch to schedule calls in February/March. All will be welcome to participate with the development of a lean CRF for drug trials. 

6. Study Design & Novel Statistical Approaches to Studies.
There will be a 90 min. session at the April meeting to begin discussion on some of the statistical issues identified by the group. Draft agenda includes: 
Cyrus Mehta - novel uses of adaptive design
 Brian Clagett - recurrent events in clinical trials
 LJ Wei- moving beyond the hazard ratio
Janet Wittes, Eric Leifer and Kevin Anstrom will also participate. Norm and Ellis will identify an FDA statistician to include. Will also invite someone from the Barry Group (Bayesian borrowing techniques used in the OPTIMIZER analysis). 

Following the April meeting, a full day workshop will be planned at FDA. Currently looking at dates in late summer, agenda to be determined after April meeting. 
Suggested topics to consider: 
Recurrent events as endpoints
Imputations for missing data/ death/ competing risks 
Adaptive design in outcome studies: resizing 
Unblinded re-estimation 
Bayesian borrowing
Intermediate Endpoints
Subgroups
Borrowing placebo groups from other studies
How to combine /count multiple endpoints
-Scott, Mona to finalize program for April TT meeting (90 minutes for statistical presentation)
-Will send invite to Ben Saville from Barry Group
-Mona working on dates for late summer meeting at FDA, agenda TBD after April meeting
(1-day workshop after TT)
-We should focus on publishing a consensus document after discussions to set standards

7. Meeting with FDA: Heart Failure Outcomes in Cardiovascular Outcomes Trials in Type 2 Diabetes
March 6, 2019 at FDA White Oak Campus. 
To discuss the issue of HF 'prevention' with SGLT2i trials that we have seen across trials. Draft agenda will be sent around. 

Proposed Future Goals (October 2018 Think Tank recs)
· Barriers to decreased Safety Reporting/ Ecosystem to Lean Stat Therapies throughout lifespan.
· ICH is trying to get a draft out sometime this year (international guidance). 
· Continue to keep this as a focus for this group. 
· Collaboration btw FDA approved drugs + payers – consider looking at patent extension as exchange for drug pricing reductions. Can look at pediatric program as example. 

Next calls: January 8, February 5, March 26 (prep for think tank)
March 6: FDA/ HF Outcomes in CVOT Diabetes trials meeting
April 1-2: HF-ARC Meeting
April 26: Spring Think Tank Meeting
TBD (July/August): Statistical workshop at FDA
[bookmark: _GoBack]Oct. 18: Fall Think Tank Meeting
