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	IRB #:      
	


Louis Stokes Cleveland DVA Medical Center

Reviewer Checklist Modifications to IRB Approved Research
Section 1 – General Information
1.  Date:       
2.  Reviewer (name):      
3.  Title of Project:      
4.  Principal Investigator (name):      
5.  Research Contact (name):      
Section 2 – Background Information

6.  As a reviewer, are you an investigator, consultant, collaborator, or study personnel on the proposed study; do you have a financial interest in the study; or do you have any other conflict of interest with this study?   FORMCHECKBOX 
  Yes**    FORMCHECKBOX 
  No
**If yes, please do not perform the review and contact the IRB Office at (216) 791-3800 ext. 4658.
Section 3 – Regulatory Criteria for Approval of the Modification
Regulatory Criteria (Section 111 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 have not been changed based on the modification(s) submitted.

7. Based upon the proposed modification submitted indicate whether the regulatory criteria for IRB approval have changed (please note and comment below as to whether the following elements are adequately addressed):
	
	Yes
	No 
	NA

	a. Selection of subjects is fair and equitable
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	b. Safeguards for vulnerable subjects are adequate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. Risks are minimized through sound research design
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	d. Risks are reasonable in relation to anticipated benefits
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

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

	 FORMCHECKBOX 

	

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

	 FORMCHECKBOX 

	

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

	 FORMCHECKBOX 

	

	h. Safety monitoring is adequate and appropriate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
Section 4 – Study Modification Considerations
8.  Please answer the following questions concerning the proposed modification(s): 

	
	Yes
	No

	a. Has any new information been obtained that should be shared with previously enrolled study subjects?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Has any new information been obtained that should be shared with currently enrolled study subjects?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. Should current subjects be re-consented?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. Would a consent addendum be appropriate in place of re-consenting? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e. Will the modification create a new conflict of interest for the investigator and/or study staff?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	f. Does the modification address an issue related to biosafety and/ or radiation safety? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	g. Should the overall risk level of the study be changed?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	h. Should the continuing review interval be changed?
	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
Section 5 – Additional Documentation
9.  Please check if you have reviewed the following additional documentation:
	I have personally reviewed:
	Yes

	a. Research Plan
	 FORMCHECKBOX 


	b.  Proposed Research Plan
	 FORMCHECKBOX 


	c.  Protocol, clinical investigator’s brochure, grant application (as applicable)
	 FORMCHECKBOX 


	d.  Current informed consent, oral script, information sheet, letter, parental permission, and/or child assent documents 
	 FORMCHECKBOX 


	e. Proposed informed consent, oral script, information sheet, letter, and/or assent documents.
	 FORMCHECKBOX 


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


	g.  Other documents (list):       
	 FORMCHECKBOX 



Comments or Concerns:      
	IRB #:      
	


Reviewer (name):      

Title of Project: 

Section 6 – Reviewer Recommendations
10.  The research continues to satisfy the criteria for approval (please check one):
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No 
11.  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

12.  Device Category (please check one):


 FORMCHECKBOX 

Not applicable

 FORMCHECKBOX 

Significant risk

 FORMCHECKBOX 

Non-significant risk

13.  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:      
14.  Change in Continuing Review Frequency (check one):

 FORMCHECKBOX 
  Yes (explain):      

 FORMCHECKBOX 
  No 
15.  Flagging of Medical Record (if not already flagged) (check one):


 FORMCHECKBOX 
  Yes


 FORMCHECKBOX 
  No

16.  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
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