Research Culture/Networks and Societies 3/25/2020
Call #17 Summary

Attendees:
Chris O’Connor (Inova, Chair)
Dave Whellan (Jefferson, Chair)
Mona Fiuzat (FDA/Duke)
Mike Bristow (ARCA biopharma)
Robert Mentz (Duke)
Mitch Psotka (Inova)
Cynthia Chauhan (Patient)
Jay  Edleberg (Myokardia)
Patrice Nickens (NIH)
Katie Mentz (HFC)
Tomas Andersson (AstraZeneca)
Jay Edelberg (Myokardia)
Rachel Lindstrom (Amgen)

Unable to join: 
Rob Cole (Inova)
Fady Malik (Cytokinetics)
Minnow Walsh (St. Vincents, Past ACC President)
Li-Ming Gan (AstraZeneca)

HFC Updates
This has been a transformative time for healthcare, with a major impact on clinical trials. Many trials have stopped, although some are ongoing and adjusting to current changes. 
Many institutions have stopped enrollment of non-essential trials. There is some geographic variation in how sites are handling enrollment.
The focus of the HFC for the rest of the year will be on continued integrity of trials, recommendations regarding analysis and conduct, and remote monitoring and collection of data/endpoints. 
TRANSFORM has some experience in the current landscape. There is decline of activity due to institutional policies, including research staff working remotely. Some trials have stopped randomization, while others continue. 
We should work on interpreting the FDA guidance, and provide recommendations on how to navigate for ongoing trials. It basically says if you need to deviate, document everything and describe what you did. 
For example, trials with a 6MW endpoint, how do we acquire endpoint data? Is it better to use unvalidated apps, or somehow set up standard processes to continue accessing data?  
Can we start using Zoom based consent? Some sites in the Gilead anti-viral study are doing everything remotely, including consent for new enrollment. 
Perhaps the HFC can set up principles to maintain integrity of trials, and how to deal with deviations and remote based options. 
Another issue is how to deal with event rates, and COVID related events. 
Need to consider risk to patient vs. risk to trial. The IRBs will play a big role in decision making. 

Action items:
HFC will focus efforts on creating standardized documents, including:
-CRF module for standardized collection of COVID related data
-Standardized approaches to remote monitoring, and remote collection of endpoints
-Guidance for ongoing trial conduct in the current landscape
-Guidance for statistical issues related to current landscape for ongoing trials

Instead of working on individual group projects, we will focus the consensus of all members on these efforts in the near term.
Working Groups will have a Think Tank REMOTE meeting on Friday, April 24 from 1pm – 5pm ET. 
(should be on Outlook as a calendar invite). 

Review of Task Grid – will revisit tasks at a later date, pending COVID resolution
Research Culture: Site Recognition
Patient Engagement: Educational Materials  

