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Controverted issues are those that 
cause controversy and dispute 
among the IRB membership 
during a convened meeting.

- FDA AND OHRP JOINT GUIDANCE ON MINUTES OF IRB
MEETINGS



Minutes Requirement

The minutes of IRB meetings must be in sufficient detail to 
show a written summary of the discussion of controverted 
issues and their resolution 
(45 CFR 46.115(a)(2); 21 CFR 56.115(a)(2)).



Controverted Issues
Many IRBs struggle with the amount of detail that is necessary to satisfy this 
regulatory requirement. Controverted issues are those that cause controversy and dispute 
among the IRB membership during a convened meeting.
Controverted issues that arise during the convened meeting usually 
are the result of opposition to some aspect of the proposed research.

During the review of proposed research, IRB members may express a difference of opinion, or 
raise issues, questions or concerns that cause debate among the IRB members, or even result in 
disagreement.

Some research, by its very nature, is considered to be controversial (e.g., emergency research 
where informed consent may not be obtained for all subjects or some research involving 
vulnerable populations).



Resolution

IRB members may resolve controverted issues and concerns 
with continued discussion and deliberation, decide to seek 
further clarification from the investigator or sponsor of the   
proposed research, or decide to settle the issue by vote.



Documentation

The minutes must summarize the IRB’s discussion 
and resolution of any controverted issues 
(45 CFR 46.115(a)(2); 21 CFR 56.115(a)(2)).



Application
1. IRB presenter and secondary, if applicable, bring up important and/or 

controverted issue(s) brought up during review.
2. Any controverted issues are discussed at the meeting and the resolution 

documented or further clarification from the investigator, which may result in 
the study being tabled to the next convened meeting. 

3. Documentation in the minutes: After the statement “The floor was opened for 
discussion.”, add “The presenter discussed [describe the controverted 
issue]. An IRB Panel member discussed [Describe the various viewpoints of 
the IRB members.] [Document the final resolution. This could be a statement 
to accept the protocol as submitted.]”



Guidance

https://www.hhs.gov/ohrp/minutes-institutional-review-
board-irb-meetings-guidance-institutions-and-irbs.html-0

https://www.fda.gov/media/94686/download

https://www.fda.gov/media/94686/download
https://www.fda.gov/media/94686/download
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