
IRB Review and Submission Process: Applicability/Initial Review & 
Determinations 

 

Additional Info 
When unsure if human 
subjects are involved, 
request a determination 
Form found here:  

PI complete PI completes/submits Human Subject Research (HSR) 
Applicability Review Worksheet 

 Study Not 
Human Subjects 

Research 

Unsure If 
Human Subjects 

Research 

Involves Human 
Subjects 

 
IRB Administrator reviews to 
ensure the PI included all the 
information needed by the 
IRB to provide a 
determination. 

 
IRB reviews & documents the 
official determination. IRB 
Administrator notifies PI in 
writing. PI may provide 
additional information and 
request a second review if 
needed. 

 
PI completes application 
package & submits to IRB 
Administrator .  IRB forms  
 
 
 

 

IRB Administrator reviews for 
completeness and 
compliance. PI is contacted if 
updates are needed. When 
complete package is sent to 
the IRB for review. 

 
PI submits IRB 

Form 
Appendix D 

 
 
 

IRB reviews & 
makes 

determination 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

PI completes 
Appendices: D,E,L 
CITI Training, ICF, 

PAS & submits 
 
 

IRB Administrator provides 
preliminary review & PI makes 
updates to package (if needed) 

 
IRB reviews. Exempt & 
expedited research is 
reviewed by the IRB Chair/ 
Vice Chair. All other 
research reviewed by the 
convened IRB. If updates are 
needed the PI is notified. IRB 
recommends approval to the 
IO who is the approval 
authority of all human subject 
research. 

 
IO reviews research.  
Approves, requires updates or 
disapproves.  The IRB 
Administrator notifies the PI. 
Once IO approves the PI may 
begin research. Any changes 
to approved research must be 
reviewed and approved by 
the IRB and IO. 

 
 
 
 
 
 
 
 
 

IRB recommends 
approval & submits to 

IO 
 
 
 

IO reviews approves 
or disapproves 

research 
 
 
 

PI is notified 

 

 
 
IRB conducts 

review 
 

 
 
 

PI submits required 
updates (if needed) 

http://www.tecom.marines.mil/Portals/90/HRPP/Forms/HRPP_Applicability_Review_Worksheet.docx
http://www.tecom.marines.mil/Portals/90/HRPP/Forms/Appendix_D_Full_Protocol.docx
http://www.tecom.marines.mil/Portals/90/HRPP/Forms/Appendix_D_Full_Protocol.docx
http://www.tecom.marines.mil/Portals/90/HRPP/Forms/Appendix_D_Full_Protocol.docx
http://www.tecom.marines.mil/Portals/90/HRPP/Forms/Appendix_E_Investigator_Affirmation.docx
http://www.tecom.marines.mil/Portals/90/HRPP/Forms/Appendix_L_Scientific_Review.docx
https://www.citiprogram.org/
http://www.tecom.marines.mil/Portals/90/HRPP/USMC_HRPP_Policy_Procedures%20_30Sep%2013.pdf

