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Review Process for Initial Applications for Human Subjects Research

Is the study  
"minimal risk" and 
do the procedures 
fit into a category 
of research that 
can be reviewed 
by the expedited 

process?

 Is the project non-exempt human 
subjects research?

PI submitted Application for research with Human subjects to IRBIS

Clarify requested 
areas of application, 

provide additional 
information, and edit, 

or provide new 
materials.

Is the application 
clear, concise, and 

consistent, and 
does it have the 

necessary 
information to 

allow the IRB to 
determine if the  
criteria for IRB 
approval have 

been met?

IRB administration 
determines study is not 
research, not research 
with human subjects, or 

exempt research

 Does the research 
meet the criteria 

for IRB approval?

Does the research meet the criteria for 
IRB approval without any additional 

changes or information?

Could substantive 
changes or additional 

information be 
provided that would 

allow the IRB to 
determine in the 

criteria for approval 
have been met?

Did the PI make 
the requested 

changes?

Yes

No

No

Yes

Maybe.
Clarification
required from PI

PI provides
additional 
information

No. request further
information and 
clarification from PI

PI provides
additional 
clarification

PI provides
additional 
information

Yes. Send to
Subcomittee 

Approval with minor 
stipulations

Clarify requested 
areas of application, 

provide additional 
information, and edit, 

or provide new 
materials. Clarify requested 

areas of application, 
provide additional 
information, and 

materials and make 
specific changes to 
the IRB application.

Make specific changes 
to the IRB application

Deferral: Substantive changes and 
additional information are necessary in order 

to determine if the project meets the IRB 
criteria for approval

Clarify requested 
areas of application 
provide additional 
information and 

materials, and make 
substantive changes.

Yes

IRB Requests
 sustantive
changes

Disapproval: 
Project cannot 

meet the criteria 
for IRB approval 

even with 
substantive 
changes.

No

Can the criteria for 
IRB approval be met 
with specific, minor 

changes?

IRB Approves research, 
modification required for any 
changesto study, annual review 

required if more than minimal 
risk

Project accepted in IRBIS

IRB Approves research, 
modifications required for 
any changes to the study

Yes

No

PI makes changes

No. Request
further changes
from PI

No. Send
to full
IRB

Determinations 
by the IRB 

Administration

Decisions by the 
IRB chair or an IRB 

member appointed by 
the chair of the full 

IRB

Decisions by the 
full IRB

Actions by PI

Key 

IRB Requests
Minor changes

PI provides
additional
information
andmakes
major
substantive
changes

Yes

No. Request further
information and 
clarification from PI

Yes

Yes

Administrative/technical review: 2-4 weeks 
depending on volume

Sub-committee Review: 1-2 weeks Full IRB Review: 4-6 weeks depending on volume, schedule, and 
number of reviews required
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