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Summary Notes:
1. Reviewed brief summary of themes and subprojects: 1) payer communication and 2) endpoints and trial design; 3) industry survey; and 4) lean CRF.

1. Payers
This group is interested in understanding how coverage decisions are made, and perhaps create a defensible consensus statement or road map for coverage decisions in HF (focusing on drug therapy).  The chairs had a call with Peter Neumann (Pharmacoeconomist from Tufts), Tricia Nguyen, SVP of Integrated Health Services @ Inova, and Murray Sheldon from FDA to discuss the objectives of what we are trying to accomplish and who may be able to help. They have recommended reviewing data to create a background and begin to draft recommendations. 
Ultimately patients are the key to influencing payer decisions. There will be a patient panel at the April think tank meeting and we will include patients in future meetings. We should encourage the HFSA to bring patients into discussions and be an advocate. 
Status: Mitch is drafting an outline for coverage decisions road map; will work with Marv to develop.
Payer Taskforce Communication is being piloted through CDER, some companies have reached out with interest in piloting this effort. 

ACTION ITEM: Outline and draft (Mitch/Marv) – goal to review draft outline on next call

2. Endpoints and trial design
The FDA is having internal discussions on how to help clarify issues around development and proof of efficacy in HF. Some ideas may include trial designs that collect safety data post-market. If a guidance is developed, the process is that a guidance is drafted, it becomes available for public comment, and a public meeting may be scheduled. 
The role of consumer devices should be discussed and whether those devices can be used to generate data in future trials. Perhaps if a technology is validated it could improve data collection in trials (example: using an app to record steps vs. a 6MW test). 

3. Industry Survey 
There is interest in understanding what drives industry to “overcollect” information or processes in trials. As one of the goals of streamlining and reducing areas that are costly and inefficient such as AE reporting, med reconciliation, and monitoring this group would like to further understand what drives those decisions, particularly if the FDA has recommended not doing it. 
What are the major obstacles in getting a drug to market? 
One area of interest is how high the bar will go in creating effect sizes for meaningful differences.
Example question: have you ever been advised (by regulatory agencies) not to collect certain information? If so, did you follow the advice? If not, why not? (other regulatory agencies, internal pharmacovigilance, etc). The purpose is to inform the working group and also potentially publish results. 

ACTION ITEM: Marv, John, Norm, and Mimi DeSouza volunteered to develop questions.
Goal: send around survey questions for next call
Survey draft completed for April meeting 
Results by October meeting

4. Lean CRF
Bill Abraham is leading this effort for the HF collaboratory devices group. We have been collecting CRF’s from device companies; next steps are to extract common elements, then come up with a consensus around the core set that should be collected for regulatory purposes. This group can participate in the effort, wait for their version and modify for drugs, or conduct the same project in parallel.
Current status: 4 companies have deposited CRF’s; Bill to reach out to 2 additional companies; estimate 1-2 weeks for data to be extracted. Will aim to have a common core identified by April meeting.
 
Next call: March 29 – updates and prep for think tank
April 5 – think tank meeting in DC
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