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UT Key Study Personnel include the Principal Investigator (PI), all co-
investigators, and other investigators and research personnel who are directly 
involved in conducting research with study participants or who are directly involved 
in using study participants’ identifiable private information over the course of the 
research. Key personnel also include faculty mentors/advisors who provide direct 
oversight to Postdoctoral Fellows, Residents, and Clinical Fellows serving as PI on 
the IRB application.  

In addition, Key Study Personnel includes: 

• Any individual who is interacting and/or intervening with human subjects or 
handles personally identifiable data of a human subject. 

 

All study personnel listed in the IRB application must complete initial human 
subjects training (CITI Certification) and continuing training at least every 3 years 
before the IRB will issue initial or continuing approval on a research protocol. 

Study personnel listed on the IRB application, at continuation review or 
amendments, must have up-to-date CITI training or be removed as study personnel 
from the IRB protocol. 

Addition of new study personnel to an IRB-approved protocol via amendment 
request will only be approved if the proposed study personnel have completed the 
required CITI training.  

NOTE: Funding agencies may have their own definition of study personnel as it 
applies to grant or other funding applications. 

The PI is responsible for determining who should be considered “Key Personnel” 
based on the above criteria for each study. The IRB does not make a judgment on 
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the level of engagement of said individual(s) beyond what is reported on the IRB 
application. There are different scenarios where the extent of referrals by personnel 
would and would not be considered “engaged” based on their role in the study. If the 
PI chooses to list an individual as “Key Personnel” it is their prerogative. The IRB will 
not determinate what level of engagement each person listed would have and then 
determine who would have to do training. As such, ALL personnel designated as 
“Key Personnel” on IRB applications are required to complete training for research 
of human subjects (CITI training). 

 


