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Ex-Officio: Mariell Jessup (AHA Chief Scientific Officer)

Representative Populations Agenda
-       Follow up from face to face HF Collaboratory meeting (goals below)
-       Progress toward access to Sentinel database
-       Scientific statement writing plan 
 
Heart Failure Collaboratory Meeting October 12
Representative Populations Subgroup
Goals for 2019
 
1.     Define other representative populations (aside from age, sex, and race/ethnicity)
a.    Frailty
b.    Patient with co-morbid conditions
   i.        Focus on renal dysfunction – will be defined as dialysis vs no dialysis

-There is a gap in the guidelines process that does not address these issues. This group has an opportunity to fill in the knowledge gaps.
- Age is not a clearly linear variable, has a different cutpoint for different people which adds to the complexity of studying. Should look at efficacy, safety and what is meaningful (QOL, PRO’s).
What is needed for a position paper / scientific statement?

2.    Proposal: Using the Sentinel (or other) database
a.    Define the most common adverse events in heart failure patients
b.    Determine the prevalence of AEs by age
c.     Determine the prevalence of comorbidities by age
d.    Define the patient with heart failure who is on dialysis by demographics, EF, etc.
e.    Define the medications for a patient who has heart failure and is on dialysis
f.      Determine the prevalence of AEs by comorbidity
g.    Determine the effect of age and co-morbidities on AEs
 
Project 1 – Elderly/ Age (proposal has been drafted), hoping to access Sentinel. There are some issues with using Sentinel around how to access the data. The FDA has access for specific questions that will drive FDA decisions or policy. Norm Stockbridge is supportive of using this to answer the questions around policy for clinical trials. Norm and Mona had a call with members of the Sentinel team. They are looking into whether this can be used through an FDA request, vs. going through other channels. They are also asking the proposal be modified to a smaller part of the larger proposal (i.e. 1 exposure with 102 outcomes, or 1-2 subgroups that can be identified with claims data). 
There is also the option of accessing Sentinel through DCRI who is the coordinating center. Rob Califf was supportive of helping us access (request to Leslie Curtis and others).
The JACC: HF call for papers on HF in Women generated 75+ papers on this topic. Could we stimulate the field by a call for papers, so people with access to other databases might produce meaningful analyses?
Are we able to conduct a meta-analysis using available data from NIH trials? Dario and Federica have manually created a spreadsheet of 1700 HF trials from clintrials.gov. They can cross check which are available in the NIH link that Eric may be able to access. 

Action: 
1. Mona will continue working with Mitch, Lauren on best route and a modified proposal to FDA.
2. Consider request to DCRI for access (Lauren/Mona, others)
3. Consider a call for papers on Heart Failure in the Elderly 
4. Eric will send link so that Federica and Dario can cross-check against their spreadsheet of HF trials. Can consider a meta-analysis with available data.
 
Additional questions to consider:
Where are patients over 80 located, and describe their use of GDMT
Consider use of Charleston co-morbidity or other risk score 
When defining race/ethnicity – consider genomics/proteomics 

Call schedule: Feb. 5, March 25, April 9
Think Tank Meetings:
Spring: April 26, 2019
Fall: October 18, 2019

