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The STUDY 
Validation of Early Prognostic Data for Recovery 

Outcome after Stroke for Future, Higher Yield Trials 

"The PIs wanted to highlight a fun fact 
about ourselves. I am a Bollywood 
singer and am part of a music band for 
the past 15 years!

I want to sing about the fact that we 
are seeing improvement in obtaining 
our primary data and want to thank 
everyone for working hard to ensure 
these measures are obtained. Please 
continue to do your best to collect this 
data and feel free to reach out to us 
with any questions."

- Achala Vagal, MD, MS

•

•

• U of Michigan +1
o PI- Dr. Krishnan PSC- Shannen Bolde

• Emory, +1
o PI- Dr. Borich, PSC- Susan Murphy

• Baystate, +2
o PI- Dr. Schlaug, PSC- Sirisha Nouduri

• UAB, +2
o PI- Dr. Gropen, PSC- Tammy Davis

• Harborview, +1
o PI- Dr. Mazwi, PSC- Mary Grace Asirot

• MGH, +1
o PI- Dr. Lin, PSC- Julie DiCarlo

Total Subjects 
Enrolled!!!

New enrollments since last newsletter
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Enrollment Graphs

Congratulations to the following sites:

• U of Michigan, Emory, Baystate, UAB, Harborview, & MGH 
for enrolling at least 1 participant since the last newsletter!



WebDCU- Site Regulatory Reminders

• Please remember to obtain expired or soon to be 
expired training certificates from site personnel. 
These updated training certificates should be 
uploaded into WebDCU under the People Document 
section.

o If there is a lapse in training between 
expired and updated training certificates, 
then a note-to-file (NTF) explaining that the 
site staff did not perform assessment while 
their training certificate was expired should 
be uploaded with the updated training 
certificate.

**It is the site's responsibility to ensure that all site staff 
are up-to-date with training**

Expired training

WebDCU- Issues Table

For studies using Advarra as the 
cIRB, the Issues Table was created 
in WebDCU to report the following:
• Protocol Deviations, Violations,

or Exceptions.
• Unanticipated Problems.
• Non-Compliance of cIRB

Requirements
o Serious or Continuing

Non-Compliance
• Audit findings at your site.

When entering an event into the Issues Table, please use the following format:

• Describe the issue
• Describe how the issue was resolved or managed.
• Describe corrective measures or preventative actions that were put into place to minimize/

prevent the event from occurring again in the future.



Reminder: Staff Roles at Each Clinical Site

Virtual Protocol Training Slides

• Reminder: The virtual protocol training slides are available in the Toolbox tab in WebDCU.

o Information regarding study related trainings & how to access these trainings are 
located in this slide deck.

o This slide deck can be a helpful tool when onboarding new study team members at 
your site.



Missing Primary Data

The study was designed to tolerate no more than 20% missing primary 
data. 

o Need to see improvement in obtaining primary data. We
greatly appreciate your assistance in addressing issues that
are under your control!



Actions to Address Missing Primary Data



Webinars
• PI/CRC webinars occur on the 3rd Monday of each month, 4pm-5pm EDT. Next PI/CRC webinar is

on 08.21.2023.

o https://ucincinnati.zoom.us/j/99087999343 Meeting ID: 990 8799 9343

• CRC webinars occur on the 4th Tuesday of each month, 12pm-1pm EDT. Next CRC webinar is on
08.29.2023

o https://ucincinnati.zoom.us/j/92697809888 Meeting ID: 926 9780 9888

Study Contact Information
CIRB- Regulatory contacts:
Betsy Casillo  betsy.casillo@advarra.com 513.619.1679 
Kalli Beasley, NCC PM beasleki@ucmail.uc.edu  

513.558.6566 
513.558.3924

CTA contact: 
Aimee Nance  nanceae@ucmail.uc.edu  
Sasha Simms simmssc@ucmail.uc.edu  

All other study questions: 
Lisa Mundo, Prime PM mundokl@ucmail.uc.edu
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