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NAVAL MEDICAL RESEARCH CENTER



Office of Research Administration


	HRPP#:

(DoD#:
     )


IRB Checklist – Amendment to Exempt Research
Date:       
Reviewer (name):      

Title of Project: 
NMRC/NMRCD Lead Investigator (name):

Principal Investigator, if different from above (name): 
Lead IRB (name): 
Reviewer Recommendations Summary

Level of Risk (please check):  

 FORMCHECKBOX 

Remains…   or
 FORMCHECKBOX 

Has changed to …

 FORMCHECKBOX 

Minimal risk (the probability and magnitude of harm or discomfort are not greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests)
 FORMCHECKBOX 

Greater than minimal risk

Maximum Total Subject Enrollment Number:      
Recommended IRB Action (check one):

 FORMCHECKBOX 

Approve as submitted

 FORMCHECKBOX 

Modifications required to secure approval 

 FORMCHECKBOX 

Defer for the reasons described below
 FORMCHECKBOX 

Table for the reasons described below

 FORMCHECKBOX 

Disapprove for the reasons described below
 FORMCHECKBOX 

Suspend for the reasons described below

 FORMCHECKBOX 

Terminate for the reasons described below

Comments or Concerns:      
Exempt Review Category:      


     
Signature of Reviewer




Date

Part A - Background Information

Please verify that the investigator has provided adequate information to amend the proposed research. 

	
	Yes
	No
	NA

	a. Request for Amendment to Exempt Research (HRPP Form 6)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Change in Research Personnel 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. Investigator Statement of Assurance (IRB Form S)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. Change in Research Site 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e. Individual Investigator Agreement (HRPP Form 3), if applicable
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
Part B – Criteria for Approvals

Please verify that the investigator has submitted sufficient information to determine that the following criteria have been satisfied: 
	
	Yes
	No
	N/A

	a. The requested amendment does not change the risk level
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. The changes /amendments affect the statistical integrity of the study (i.e. changes in objectives, sample size justification, etc.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. The amendment requires changes to the Protocol
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. Provisions for the protection of privacy of subjects and the confidentiality of data/records are still adequate and appropriate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e. All documents that require updates have been included for approval
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
Part C – Documentation Reviewed

Please check if you have reviewed the following additional documentation:
	I have personally reviewed:
	Yes
	No
	N/A

	a. Request for Amendment to IRB Approved Research (HRPP Form 6)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Investigator Statement of Assurance (IRB Form S)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. Charts/Tables
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. Revised Protocol
	
	
	

	e. Collaborating institutions’ IRB approvals, if appropriate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	f. Other (please describe)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
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