Academic Subgroup 12/15/21 Zoom meeting (7-8 pm EST) 

Attendees: Luise Holzhauser, Teresa DeMarco, Lavanya Bellumkonda, Priya Umapathi, Anju Bhardwaj, Josephine Harrington, Silia DeFilippis, Andriana Nikolova, Rachna Kartaria, Mirnela Byku, Dharini Ramu, Amanda Vest

1. SGLT2 inhibitors for T2DM post-HT multicenter retrospective study: Josephine and Priya gave an update on progress thus far and protocol development. At least around 150-200 potential subjects per members’ usage of Slicer-Dicer tool thus far. We reviewed and agreed upon the inclusion/exclusion criteria for this retrospective data collection, as well as the key endpoints for efficacy and safety endpoints. We discussed the importance of trying to incorporate both current and former users of post-TX SGLT2 inhibitors (incl those who drugs were discontinued or who are deceased) to avoid bias that will under-represent safety events. Priya followed up with her IRB (Johns Hopkins) about the scope for using a central IRB and a single RedCAPS project for this study. Her updates include: 

1. Single IRB/central IRB synonymous – one IRB protocol to be submitted at a single site with multiple referring centers
2. The referring centers would need to sign data use agreements and anything else their specific center requires from them
3. This study can be considered for the expedited/exempt review status if it fulfils the following criteria
-Information being collected is retrospective chart review
-The clinician has free access to these data as part of ongoing clinical care and would not have to per se gather more for the research
-The data is entirely de-identified when input into Redcap and the individual sites are responsible for data integrity as well as appropriate de-identification prior to input into Redcap
- The data is held and analyzed at a single site – if multiple sites want to handle/analyze the data this becomes a multi -site project
4. The expedited/exempt IRB’s are reviewed near weekly so this process will be faster than a full committee review since it will likely be deemed a low level of risk to patients

1. Liver biopsy during HT evaluation and subsequent outcomes: Anju gave brief updates on the design of this retrospective study. We will incorporate the SGLT2i learnings about central IRB/REDCaps for this project. Anju/Yas to send Amanda/Luise a draft of the protocol for feedback before the next meeting if possible. 

1. SHORE study projects: Silia and Amanda reported back on preliminary experience working on cfDNA analyses with the SHORE study team at CareDx. The SHORE data collection dictionary is attached to this email for team members’ review – please let me know if you have an idea and I can make an introduction to the CareDx research team. 

1. GEP/cfDNA review paper: Received an update from Luise on progress with this document. 

1. Call for papers: Will review info received about the upcoming Frontiers in Cardiovascular Medicine “Women in Heart Failure and Transplantation” collection.​ 

More info here: https://www.frontiersin.org/research-topics/29271/women-in-heart-failure-and-transplantation?utm_source=F-RTM&utm_medium=CFP_E2&utm_campaign=PRD_CFP_T1_RT-TITLE

I contacted one of the topic editors re fees, as brought up by Mirnela and this was the response: 
The fees are the same for the topic as they are for the Journal of Cardiovascular Medicine (https://www.frontiersin.org/about/publishing-fees). I talked with the journal and they sent me the information below regarding potential discounts and said that anyone can apply.
· Fee support application: https://frontiers.qualtrics.com/jfe/form/SV_55Ut0SVDNNsXsVv
· Institutional memberships: https://www.frontiersin.org/about/institutional-membership
 
Next meeting: Wednesday January 12th at 7pm EST on Zoom 

