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IRB Checklist – Final Review

Date:       
Reviewer (name):      

Reviewer Type: 
 FORMCHECKBOX 

Primary 
 FORMCHECKBOX 

Secondary 
 FORMCHECKBOX 

Expedited

Title of Project:      
NMRC Lead Investigator (name):      
Principal Investigator (if different from above) (name):      
Lead IRB (name):      
Reviewer Recommendations Summary

Level of Risk (please check):  

 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

Device Category (please check one):

 FORMCHECKBOX 

Not applicable
 FORMCHECKBOX 

Significant risk
 FORMCHECKBOX 

Non-significant risk

Child Category (see also Attachment 1):
 FORMCHECKBOX 

Not applicable 

 FORMCHECKBOX 

Cat. 1 (45 CFR 46.404) – minimal risk w/ prospect of direct benefit

 FORMCHECKBOX 

Cat. 2 (45 CFR 46.405) – greater than minimal risk w/ intent of direct benefit

Maximum Total Subject Enrollment Number:      
Actual total subject enrollment:      
Independent Verification of No Material Changes Since Previous IRB Review (check one):

 FORMCHECKBOX 
  Not Recommended
 FORMCHECKBOX 
  Recommended (please comment):      
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:      
Type of Review (check one):

 FORMCHECKBOX 

Determination by Expedited Reviewer Acting on Behalf of the IRB,

Category No.:      
 FORMCHECKBOX 

Determination of Exemption

Category No.:      
 FORMCHECKBOX 

Recommendations to Convened IRB by Expedited Reviewer

 FORMCHECKBOX 

Recommendations by Convened IRB



     
Signature of Reviewer




Date

Part A - Background Information

1. Please verify that the investigator has provided adequate information for the acceptance of the final report. 

	
	Yes
	No
	NA

	a. Investigator has been using the current, approved informed consent document
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. The number of subjects enrolled corresponds to the number approved for enrollment
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. The research project results are described adequately
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. Serious, unanticipated adverse events for the whole study are summarized adequately
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e. A complete accounting of the following is described adequately
	
	
	

	1) Unexpected adverse events and unanticipated problems involving risks to subjects or others
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2) Withdrawal of subjects
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3) Complaints
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4) New information provided in study reports and recent literature
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	f. IRB acceptance of final report from collaborating institutions obtained
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
Part B – Documentation Reviewed

2. Please verify that the investigator has submitted sufficient information in the following areas: 
	
	Yes
	No

	a. Benefits of research to the accomplishment of military medical requirements 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Benefits of research to host country capacity building
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. Description of the future direction of the research
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. To whom have the results of the study been reported
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e. How and where research records will be stored
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	f. How subject confidentiality and privacy will be maintained
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	g. How and where subject specimens will be stored 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	h. Collaborating institutions’ IRB acceptance of final report
	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
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