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Minutes
1. Pragmatic Trials
a. Utilizing technology for pragmatic trials (Tariq)
i. Yale integrated health system has created a live HF dashboard through the EMR, with the purpose of population health study of patients with HF. This data matches CHAMP-HF in terms of the demographics as well as the proportion of patients on heart failure medical therapy. But this is a live database.
ii. REVEAL-HF: Does clinician awareness of clinical risk/prognosis improve clinical decision making? (K12 Ahmad project): This was a minimal risk study with automatic enrollment with hospital admission and elevated BNP receiving IV diuretics, reporting 1-year mortality risk, randomized to presentation of that information compared to no reporting. They also had feedback from clinicians to risk, and the concordance of that with the algorithm generated risk, and will be able to compare that with true risk with the 1 year outcomes data. They enrolled 3200 patients in 1 year. The outcomes are all collected electronically as well, including medication dosing, readmissions, and mortality. https://www.reveal-hf.com/
iii. PROMPT-HF: two parallel pragmatic RCTs that will test whether a prompt that informs clinicians about evidence-based therapies for patients with HFrEF facilitates prescription of these therapies. Parallel outpatient and inpatient studies. 
iv. These have been single center, and if could do these at multiple centers simultaneously could force-multiply these studies and generate massive data. This should be the next step at multiple sites. However, the issue is that this is currently within Epic and limited at those institutions, and the frontier is to transition out of Epic to OMOP based data collection. Collaborative process in the meantime: potentially could be put on EPIC orchard so all EPIC users could utilize it in the future if it proves helpful.
v. At Colorado, the challenge is balancing between clinical implementation and the academic interest for robust trial design. 
vi. Funding: it requires funding to initiate these projects and studies, the question is how to make this a product that could be funded by industry or other stakeholders that would be useful for these stakeholders. REVEAL-HF was enabled by infrastructure that already existed at Yale, but would have been more difficult and costly to initiate from scratch. 
vii. Would this be a potential way to perform Phase 4 studies and implementation studies? (Email comment from Jonathan Fox: I want to add that this approach could well support Ph4 industry-sponsored trials especially if they are as simple as possible and mirror routine practice as much as possible.) Other industry representatives agreed they are supportive. 
viii. Endpoint ascertainment: There is data from Perry Wilson on the reliability of mortality data in the EMR, but also the vast majority of readmissions occur within the Yale health system. They are currently looking at the medication information with random audits of medication information, but also have SureScripts built in to capture pharmacy data for medication acquisition by patients. 
ix. From the overview FDA perspective: the ability to find multiple patients quickly is a big advantage, but the issues of treatment adherence, treatment crossover, would be other issues that could complicate a Phase 3 type of mechanism. We should get data from regulators about what they might expect in terms of data and standards for collection. 

2. Actigraphy
a. Not discussed in detail due to time constraints
b. Mitch gave a brief overview of some of the action items from previous meeting: HF-ARC recommendation was finalized; Abhinav has finished drafting the manuscript “Use of Actigraphy in Heart Failure Clinical Trials: A Scoping Review” Manuscript

ACTION ITEMS: 
· Potential for across system collaborative EHR study (Yale, Colorado, Inova)
· Continue to work on utilizing EMR for clinical trial data / collection, recruitment of patients (Tariq to lead)
· Possible Editorial/Editors Page that highlights the process (Tariq)
· Scheduling: Bayer/WG Chairs Meeting (Nicole); Q3 WG Meeting (June 2021-Nicole); David, Mitch & Tariq to discuss presentation for May 7 Think Tank.
· Actigraphy: Continue to consider developing a protocol

Upcoming Meetings:
May 7, 2021 Think Tank (all members)
[bookmark: _GoBack]Tentative Agenda for Q3 Meeting
1. Pragmatic Trials
a. Update on Biofourmis is running with FDA/CERSI (Kuldeep)
b. Utilizing data from EMR Colorado– (David Kao) 
2. Actigraphy
a. Update on “Use of Actigraphy in Heart Failure Clinical Trials: A Scoping Review” Manuscript (Abhinav Sharma)
b. Overview of the EVIDENCE checklist (Beth Kunkoski)
