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Table 2. Promptly Reportable Information for studies being conducted by 
UNC Investigators under the oversight of an external IRB (e.g., reliance 
agreement with institution, commercial IRB, or NCI-IRB). 

 

UPIRSO 
Determination 
by External IRB 

Submit a PRI form in IRBIS within 7 days of the external IRB’s UPIRSO 
determination.  Include the external IRB’s determination letter and any 
additional applicable documentation or information.   The UNC-Chapel 
Hill OHRE Compliance Manager should be contacted prior to any 
determination being sent to a regulatory agency.   

Serious and 
Continuing 
Noncompliance 

Submit a PRI form in IRBIS within 7 days of the external IRB’s Serious 
and Continuing Noncompliance determination.  Include the external 
IRB’s determination letter and any additional applicable documentation 
or information.   The UNC-Chapel Hill OHRE Compliance Manager should 
be contacted prior to any determination being sent to a regulatory 
agency.   

Other Promptly 
Reportable 
Information 

Any other incident, experience, outcome, or new 
information that is required to be reported in a timely 
matter to the OHRE but does not meet the criteria of 
UPIRSO, Serious or Continuing Noncompliance 

Submit a PRI 
form in IRBIS 
within 7 days 
of the event or 
receipt of 
information** 

Examples of Other Promptly Reportable Information: 
A complaint or concern expressed by subjects or others about the conduct of the study or a 
subject’s participation.   
Audit, inspection, or inquiry by a federal agency  
Written report from a federal agency (e.g., FDA Form 483) 
State board action that (1) will affect the ability to conduct or complete the research as 
approved by the IRB or (2) increases risk to subjects or others (e.g., suspension of 
professional license) 
Any event, incident or situation that has generated adverse media attention or congressional 
interest.  
 
An event that involves a potential (1) inappropriate sharing or disclosure of a participant’s 
personal identifiers and/or protected health information, (2) privacy incident (3) security 
incident, or (4) breach of privacy or confidentiality.   

 
**If IRBIS is not available to the submitter, they can proceed to notify OHRE Leadership, 
including the Compliance Manager for alternate methods of submitting.  


