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Date:        Project No.:       IRB No.:    
       
Project Title:  
Client/Funding Agency:            
Principal Investigator:  
      
Type of Review: 
Level of Review:          45 CFR 46._____( )( )              EXPIRATION DATE OF APPROVAL:   
 
Level of Risk: 
 
Comments:   
 
Approved: _______________________________________  Title: ____________________________________   
 
Documentation Provided in Support of this Review: 
___ Application for Review 
___ PNNL consent (current) 
___ Revised consent (red-lined to indicate changes) 
___ IRB Authorization Agreement 
___ Other IRB review/consent 
___ Certification of human subject training 
___ Other (describe)  
 

Principal Investigator Responsibilities  
 

• Investigators must immediately report: 
o Unanticipated problems or serious or continuing non-compliance with the terms of IRB approval.   
o Changes in risk to subjects or significant new findings that might influence the willingness of subjects to 

continue their participation. 
o Amendments or changes to the protocol or supporting documents or project management; all of  which 

must be approved prior to implementation.  
• Investigators must obtain approval to continue their research before the expiration date established by the IRB.   
• Investigators must document Human subjects training for themselves and primary project staff every 2 years. 
• Investigators must use only the currently approved protocol, consent form and other supporting documents. 
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