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Summary Notes:
1. Payers
This group is interested in understanding how coverage decisions are made, and create a defensible consensus statement or road map for coverage decisions in HF (focusing on drug therapy).  Tricia Nguyen joined today to talk through some potential strategies. Mitch, Mona, Chris, Tricia, and Kevin Carr (Executive Director of National Coordination Center for VA) had a call about the scope of the problem and potential solutions. Mitch created a table to highlight the inconsistency in coverage decisions using Entresto as an example (circulated). Current thought is to write a letter from the group, and also from the patients to send to top payers – Cigna, UHC, Humana, Blue Groups, plus CMS and the VA to ask them to participate in our discussions. The VA has a stable leadership around access and coverage and may be able to help get payers to the table (they have contracts for services with 3rd parties). We should try to organize patient groups / patient advocacy groups to support this effort. Tricia suggested “Patients Like Me” as a starting point to identify some patients with HF (659 patients). Our patients from the think tank offered to take the lead in contacting patients they know to form a network. If we can get payers to the table we can utilize support from societies and ongoing efforts in this space. Consider engaging Health Affairs or other media outlets if unable to get payers involved. Industry would likely not be able to get involved with press, could further alienate payers. Will further consider role of press or media. We should consider adding company representatives from the payer side to join our calls.

ACTION ITEMS:
- Mitch to draft a letter to circulate to the group for comments; we will then circulate to all members of the HFC and our patients (separate letter) who can sign for support. 
-Tricia will help get the letters to contacts at payer groups. 
- Mitch has drafted an outline of the paper regarding coverage decisions road map; working with Marv to develop.
-Invite Kevin Carr to next call on 6/20.

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. We should think about who from companies should be targeted to fill this out. We are asking people to comment as individuals and not representing the company views. We can contact all industry participants at the think tank meetings (~ 100 individuals) and ask them to circulate to others that may be appropriate to fill out. Will add a question for people to identify their current role in a company to later distinguish the types of people who filled it out. 

ACTION ITEM: 
-Marv circulated new draft to the sub-group for further comments 
-Looking into next steps to administer survey (vendors) – SurveyMonkey worked well for HFSA survey.
-When final will circulate to 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. This group can participate in the effort, wait for their version and modify for drugs, or conduct the same project in parallel.

Next set of calls: 6/20; 8/01; 9/05
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