Academic Projects: Minutes from 2/16/22 Zoom meeting (7-8 pm EST) 

1. SGLT2 inhibitors for T2DM post-HT multicenter retrospective study: Priya and Josephine gave updates on the IRB discussions, protocol construction and REDCaps data entry plans, and the team offered feedback and suggestions. Key changes included:
· The focus for endpoints, power calc etc will be the Safety Composite
· We will look at the EMPEROR studies and SOLOIST-WHF for AE rates that could be translated to this post-HT setting for a power calc, vs call this a convenience sample
· DM will be Y/N; present before transplantation Y/N
· More granularity in Race and Ethnicity data collection
· Organize the REDCaps variables into 3 tiers of data collection with tier 1 being required for all participants
Next steps:
a) Amanda to review and update Hopkins IRB draft template, add language about data security and human subjects protection
b) Priya to liaise on this updated protocol with the Hopkins biostatisticians, incl power calcs as above
c) Priya and Joey will circulate the updated IRB application/protocol, REDCaps variables and MTA to the team for their feedback and a final list of sites that are interested in participating in the single-IRB

Date of next meeting: Weds March 16th, 7pm EST via Zoom 


