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	IRB #:      
	


Louis Stokes Cleveland DVA Medical Center

Review Checklist for Continuing IRB Review – IRB Form 9

Section 1 – General Information
1. Date:       
2. Reviewer (name):      
3. Title of Project:      
4. Principal Investigator (name):      
5. Research Coordinator (name):      
Section 2 – Continuing Review Issues
6. Please verify the following continuing review information for the research. 

	
	Yes
	No
	NA

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

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. The proposed informed consent document for the next approval period reflects all proposed changes and revisions
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. The research project and progress to date are described adequately
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	f. Unexpected adverse events; unanticipated problems involving risks to subjects or others; withdrawal of subjects; complaints; literature, study-wide reports, monitoring reports, changes, etc. since the last IRB review are described adequately
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	g. Overall, continuing review information is adequate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
Section 3 – Regulatory Criteria for Approvals
Regulatory Criteria: The following information is designed to assist the reviewer in determining that the Federally required criteria for IRB approval codified at 38 CFR Part 16.111, FDA regulations and the Common Rule.

7. Recruitment and Selection of Subjects Are Equitable (please note and comment below as to whether the following elements are adequately addressed):
	
	Yes
	No
	NA

	a. Risks are minimized through sound research design
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Risks are reasonable in relation to anticipated benefits
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. Selection of subjects is equitable
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. The informed consent process is adequate (or has previously been waived by the IRB)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e. Documentation of informed consent adequate (or has previously been waived by the IRB)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	f. Safety monitoring is adequate and appropriate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	g. Provisions protecting the privacy of subjects and the confidentiality of data/records are adequate and appropriate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	h. Safeguards for vulnerable subjects are adequate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
Section 4 – Additional Documentation
8. Please check if you have reviewed the following additional documentation:
	I have personally reviewed:
	Yes

	a. Investigator assurance signed by all research personnel
	 FORMCHECKBOX 


	b. Research protocol, clinical investigator’s brochure, grant application (as applicable) 
	 FORMCHECKBOX 


	c. Current informed consent, parental permission, and/or child assent documents 
	 FORMCHECKBOX 


	d. Proposed informed consent, parental permission, and/or child assent documents 
	 FORMCHECKBOX 


	e. Forms for non-English speakers
	 FORMCHECKBOX 


	f. Previous initial review IRB application packet (IRB Form 1) 
	 FORMCHECKBOX 


	g. Previous continuing review IRB application packets (IRB Form 7) 
	 FORMCHECKBOX 


	h. Applicable IRB attachment (for exemption, expedited review, or consent waiver)
	 FORMCHECKBOX 



Comments or Concerns:      
	IRB #:      
	


Reviewer (name):      

Title of Project: 

Section 5 – Reviewer Recommendations
9. Level of Risk (please check one):

 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

10. Device Category (please check one):

 FORMCHECKBOX 

Not applicable

 FORMCHECKBOX 

Significant risk

 FORMCHECKBOX 

Non-significant risk

11. Independent Verification of No Material Changes Since Previous IRB Review (check one):

 FORMCHECKBOX 
  Not Recommended
 FORMCHECKBOX 
  Recommended (please comment):       
12. Recommended IRB Action (check one):

 FORMCHECKBOX 

Approve as submitted

 FORMCHECKBOX 

Approvable pending non-substantive changes described below

 FORMCHECKBOX 

Approvable pending the substantive changes described below:

 FORMCHECKBOX 

Defer for the reasons described below

 FORMCHECKBOX 

Disapprove for the reasons described below

Comments or Concerns:      
13. Continuing Review Frequency (check one):

 FORMCHECKBOX 
  12 months
 FORMCHECKBOX 
  6 months
 FORMCHECKBOX 
  Other:      
14. Flagging of Medical Record – Medical record flagged to protect the subject’s safety (check one):

 FORMCHECKBOX 
  Yes


 FORMCHECKBOX 
  No

15.  Type of Review (check one):

 FORMCHECKBOX 

Recommendations to Convened IRB

 FORMCHECKBOX 

Determination by Expedited Reviewer Acting on Behalf of the IRB,

Category No.:      


     
Signature of Reviewer




Date
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