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Summary Notes:
1. Brief summary of themes and subprojects: 1) payer communication; 2) industry survey; 3) endpoints and trial design.
Devices group working on 1) lean CRF; 2) HF-ARC definitions

1. Payers
Goal: 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).  
Status: Mitch drafted an outline for coverage decisions road map; working with Marv to develop.
-Focus should be what we recommend to payers – one set of recommendations could include observations about the system, however this should not be the main focus as it may be too difficult to overcome or influence.
-Other set of recommendations that may be more important for this group: methodology and guide to how coverage decisions and payment decisions should be made (prior auth, copays, deductibles, etc while including the role of cost and cost effectiveness analysis).
-Set criteria for benefits of drugs. This is currently disconnected from benefit used in regulatory approval decisions. 
-What is the role of guidelines?
-Spell out different issues trying to be addressed during drug development (i.e. regulatory questions vs. physician questions, patient questions, payer questions).
-What are incentives that might help payers do things differently (what would be the upside for payers?)

ACTION ITEM: Develop draft (Mitch/Marv) – will circulate to the group when draft further developed for comments.

2. Industry Survey
Developed to understand 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. 
Status: A draft has been developed with comments from a few (Marv), circulated for comment.
- How much do we need to include on international issues
-Reasons for collection: regulatory vs. company requirements vs. scientific. There is a question included to assess these by score.

ACTION ITEM: 
-Mona/Mitch to streamline and circulate a clean copy 
-Looking into next steps to administer survey (vendors) 
-Intend to include both drug and device companies

3. 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. 

4. Lean CRF
Bill Abraham is leading this effort for the HF collaboratory devices group. We have collected 10-11 CRF’s from device companies; have run initial step to extract common elements from baseline data. Bill will present status and next steps. This group can participate in the effort, wait for their version and modify for drugs, or conduct the same project in parallel.

[bookmark: _GoBack]April 5 – think tank meeting in DC
Next set of calls will be scheduled after April meeting.
