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Participants:
Tariq Ahmad (Chair, Yale) 
Mitch Psotka (Chair, Inova) 
Christopher O'Connor (Inova) 
Mona Fiuzat (Duke) 
David Kao (U. of Co.)
Paul Varghese (Google/EMR)
Leonard Sacks (FDA)
Abhinav Sharma (McGill) 
Elizabeth Kunkoski (FDA) 
Benoit Tyl (Servier) 
Magnus Petersson (AstraZeneca) – Martin (Colleague stepped in for Magnus)
Jonathan Fox (Eidos)
Katie Mentz (HFC)

[bookmark: _Hlk31104724]Meeting Minutes: 
1. Real World Identification of Patients for Care and Trials – Using Electronic Health Records to populate CRF
David Kao working on implementation options
At this point, 75% of the components are harmonized, Lean CRF Component query construction, chosen tools, and have the terms. The issue is how to translate the work to identifying patients in clinical trials. 
There are a few options for path forward:
	-Conventional / proof of concept
	- Throw out to the community to try to run it
	- Site to site versions: use sites that have the data warehouse.
· OMOP mapping of the Lean CRF for data extraction and patient identification
· Conventional path: To assess completeness of element extraction from the EHR; currently finalizing the construction phase of the queries; once queries are constructed, we can extract.
· Next step is to distribute the data extraction tool and determine its efficacy and completeness; David is working with Vanderbilt and Stanford, which have OMOP websites. Other sites like Yale may be an option. 
· Dave Kao provided a list of OMOP-based institutions (https://www.ohdsi.org/who-we-are/collaborators/); recommended reaching out to Eric Peterson (or other contact) at Duke. Tariq can be the contact at Yale (Harlan). 
· We will look for ways to cross-validate data collection between the McGill’s (Abhinav) work (see details below). 
· Then we will seek to write this up for publication
· Virtual Cohorts for precision medicine
· This is still some ways away after the tasks above; identify patients who are candidates for a clinical trial
· Perhaps get sites to beta-test once complete
· Manuscript: As a Proof of Concept, it would be on the shorter side. Primarily, it would be how Lean CRF data was extracted  (Raw data to complete lean CRF (see slides) – exploring best way to extract), what the tools are, lessons learned, elements not pursued and why, and interaction with the HFCollaboratory; all of these aspects are interesting in and of themselves.  However, with the datasets a manuscript would be even more exciting.
Abhinav Sharma completing the Lean CRF data extraction from clinical data at McGill
· Currently McGill is not on the OMOP Platform, it’s a different data warehouse structure
· Conducted a single center process, wrote up as research letter. Submitted to Circ (rejected), now at EJHF
· Found substantial missingness of data from the EHR
· Caveat that this was a small Data set, there will be more data out when larger sites join in
· Quebec Heart Failure Society grant to evaluate this in more detail 
· Using the Lean CRF to screen all patients coming into the health system
· Interchangeable to International data, Atlas-standard tool developed globally, 
· Can we abstract from Non-English speaking languages? – Yes
· How can the work complement each other?
· Working with larger data centers to get more results. 
· Move toward other areas implementing the Lean CRF.
· 
· ACTION ITEM: Create schedule of calls to keep moving forward (Sub-group: David, Tariq, Mitch, others?) (LEAD: ? ) DATE: 
· ACTION ITEM: (1) Determine contacts at ideal OMOP-based institutions. (2) Reach out and encourage sites to perform this extraction once the extraction tool is ready (LEAD: David, Tariq & Mitch) DATE: 
· ACTION ITEM: (1) Follow-up with David Kao regarding Query Construction & (2) Distribute Data Extraction Tool to pre-established contacts at OMOP-based institutions (Lead: Mitch, Tariq ) DATE: Weekly? Monthly?
· Notify HFC members of availability of the extraction tool: HFC members should encourage the people at their own institutions who maintain that warehouse to use it, it will be purely voluntary.  (LEAD: ?) DATE: TBD
· ACTION ITEM: Follow-up with institutions who were contacted to see if the tool worked at their institutions. (Lead/Time: To be determined by previous action step)
· ACTION ITEM: Determine the timeline for a manuscript; consider a Proof of Concept paper vs benefits of waiting for datasets (LEAD: Tariq & Mitch, David, Abhinav, others?) DATE: 


2. Actigraphy: 
	This has been a subject of the group as an interest to validate actigraphy as a meaningful endpoint in clinical trials. We have included this as one of the definitions to be discussed at HF-ARC 2.0. Discussion will focus on standardized assessment and meaningful change. 
	ACTION ITEM: 
· Discussion to be included in the agenda for the HF-ARC 2.0 meeting (LEAD: Mitch)
· If anyone has specific thoughts on this please send to Mitch 

	
Upcoming Dates:
[bookmark: _Hlk31103890]March 6 at FDA – HFC Special Focus Meeting: Interpreting and Implementing New Clinical Trials Data
June 18/19 HF Collaboratory Working Group meeting / Think Tank and Statistical Workshop 2.0 (all day June 18, half day June 19). 

September 11, 2-6pm, HFCollaboratory Working Group meeting / Think Tank




