
Choosing Determinations for New 
Studies, Modifications, and 

Renewals

UC DAVIS OFFICE OF RESEARCH



 Review the IRB Standard Operating Procedure 
for Meeting Deliberations and Determinations

 Describe Determination Options and the 
Applicability of Each

 Relate Determinations to Criteria of Approval

Objectives



Determinations Matter:

• Determinations are the embodiment of actions to protect 
human subjects in research and basis of 
correspondence with Researchers

• Determinations form the content of IRB minutes

• Determinations are subject to audit by the FDA, OHRP, 
and UC Davis

• Determinations form a public record subject to 
inspection



Standard Operating Procedure for 
Meetings



Main IRB Determinations
Determination Meaning

Approval Ethical criteria are satisfied for the conduct of research. Research can begin 
when all other institutional approvals have been obtained.

Approval with            
Administrative     Comment

Ethical criteria are satisfied for the conduct of research.                                
Research can begin when all other institutional approvals have been obtained.
The IRB provides an administrative comment about some aspect of the project or 
its conduct outside of criteria for approval.

Approval with       
Modifications Required

The IRB requires modifications in order to approve the research.                  
Research cannot commence until a final approval is received.

Deferral The IRB cannot approve the research as submitted and describes reasons or 
modifications that might make the research approvable; the IRB requests 
additional information from the researcher.

Disapproval The IRB cannot approve the research as submitted and cannot describe 
modifications that might make the research approvable.

Exempt Certain categories of Human Research may be exempt from regulation but 
require IRB review; the institution, not the researcher, determines exemption.

UC Davis is Not Engaged UC Davis is not engaged such that a particular non-exempt human subjects 
research project or activity is not subject to IRB oversight. 

Not Human Subjects
Research

Activities that do not meet the Institutional definition of “Human Research” are 
not subject to IRB oversight.



Hold On.  

Some studies are not 
ready for review in 
Full Committee…

Committee Analysts can move a 
study to a future committee 
meeting agenda if it is not ripe 
for review or if it “misses” the 
boat.



Criteria of 
Approval, HRP-314
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