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Research Matters Housekeeping

If you have any questions, 
please type them in the Q&A.

Sessions are recorded.

Recording and documents will 
be posted to the Research 
Matters website, under Training 
and Resources.

Attendance certificates will be 
sent to those who logged in 
with a valid email address 
(signed in and joined through 
Teams).

If you do not receive a 
certificate, email 
HRPP@UTSouthwestern.edu

We want to hear from you!

Provide feedback by visiting:

https://www.utsouthwestern.edu/research/hrpp/training/research-matters.html
https://www.utsouthwestern.edu/research/hrpp/training/research-matters.html
mailto:HRPP@utsouthwestern.edu


• HRPP Department Updates
• Institutional Review Board (IRB) Office, Meyad Bird, Director of Institution Review Board 

• “Sponsor Investigators: Plan for your Monitoring Budget” presented by Manali Thakkar, MS, CHRC

• “Adding UTSW Affiliates to Studies” presented by Stephanie Francisco, BS, CIP

• Open Q&A Session

 

Agenda



IRB Updates 

January 2024



Clinical Trial Modification IRB Holds  

PURPOSE: of this update to allow for changes to the Coverage Analysis (CA) to be made where necessary 
to studies in which we are the IRB of record and when we are not the IRB of record (Reliance Studies)

CHANGES IN PROCESS: Modifications on studies which have a CA regardless of whether we are the 
reviewing IRB or an external IRB is responsible for the study will have approved documents held until SPA 
provides clearance that the CA has been approved or confirms that no changes are required.

EXCEPTIONS: Exceptions to this process include Modifications made due to safety reasons



Reportable 
Event Decision 

Tree



Materials Sharing with 
External Entities Tip Sheet

• I’d like to share Data and/or Materials with 
an External Entity
– Provides you with helpful information 

on how to complete the eIRB 
application 

– Guidance for considerations on when 
participants need to be reconsented
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