
PNNL HUMAN SUBJECTS REVIEW PROCESS 
 

Note: Principal investigators are responsible for notifying the Institutional Review Board (IRB) whenever research 
involves human subjects.  They are free to delay IRB review until funding is indicated but should be aware that 
some clients, such as NIH, require documentation of IRB approval and completion of human subjects education 
by primary staff to proceed with scientific peer review.  Depending on the level of complexity, Full Board IRB 
review may require 3-4 weeks to complete. 

 
 

 

PRINCIPAL INVESTIGATOR (PI) INITIATES 
PROPOSAL AND CONTACTS IRB. 

 
PI and IRB DETERMINE IF ACTIVITY IS 
SUBJECT TO REGULATION 45 CFR 46
PI AND IRB DETERMINE LEVEL OF RISK 
AND TYPE OF REVIEW REQUIRED.   

PI PREPARES APPLICATION FOR REVIEW
PI AND MANAGEMENT DOCUMENT SCIENTIFIC PEER REVIEW 
AND PRIMARY STAFF HUMAN SUBJECTS EDUCATION
PI SUBMITS APPLICATION FOR REVIEW TO IRB*
EXEMPT: IRB CERTIFIES
EXEMPTION  

TO PI AND CONTRACTS 
EXPEDITED: PROPOSAL REVIEWED 
BY IRB CHAIR AND/OR DELEGATE (S)
FULL BOARD REVIEW 
IRB MEETING IS CALLED
APPROVED BY IRB
 CONDITIONAL OR DISAPPROVED 
W
IRB NOTIFIES PI AND CONTRACTS 
OF APPROVAL
PI PROCEEDS WITH SUBMISSION OF 
PROPOSAL FOR FUNDING OR WITH 

RESEARCH IF ALREADY FUNDED
PI/CONTRACTS NOTIFY CLIENT OF IRB 
APPROVAL
IRB CONDUCTS PERIODIC REVIEWS 
(AT LEAST ANNUALLY)
REVISE/RESUBMIT FOR REVIE


