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	MIRB#:
	     
	Prom#:
	     

	Title:
	     

	Principal Investigator:
	     
	Date:
	     


Please provide a summary of the requested modifications.

Check all boxes that apply:

	 FORMCHECKBOX 

	Consent Form Change

	
	Old Version Date:                           New Version Date:       
Provide reason for the change: 

     

	 FORMCHECKBOX 

	Change in Inclusion / Exclusion Criteria

	
	     


	 FORMCHECKBOX 

	Editorial / Administrative Changes

	
	     

	 FORMCHECKBOX 

	New Information to be Provided to Participants; Including Advertising

	
	     

	 FORMCHECKBOX 

	Other Protocol Changes

	
	     


____________________________________________                                    _______________________ 

Principal Investigator Signature





                  Date
	TO BE COMPLETED BY IRB REVIEWER:

	IRB Reviewer:
	     
	Date:
	     

	Reviewer Conflict of Interest
Indicated by marking YES or NO if there are any financial conflicts of interest or arrangements of concern (describe below) that apply to the reviewer:

     
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	Review Type:        FORMCHECKBOX 
 Full Committee         FORMCHECKBOX 
  Expedited

If amendment qualifies for expedited review, please complete the “Expedited IRB Review Worksheet”

	1.  The request involves changes to the following: (select all that apply)

	 FORMCHECKBOX 
  Administrative

 FORMCHECKBOX 
   Inclusion / exclusion criteria

 FORMCHECKBOX 
   Increase in number of subjects        

 FORMCHECKBOX 
  Decrease in number of subjects

 FORMCHECKBOX 
  Subject Selection
 FORMCHECKBOX 
  Other:       
	 FORMCHECKBOX 
  Subject payment or payment schedule

 FORMCHECKBOX 
  Investigator brochure

 FORMCHECKBOX 
  Informed consent document

 FORMCHECKBOX 
  Advertisement

 FORMCHECKBOX 
  Data collection tool(s) / questionnaires



	

	

	2.  Was the change initiated without IRB review and approval to eliminate apparent immediate hazards to participants? If yes, the IRB should have been promptly informed of the change (within 3 days)
If yes, document whether the change is consistent with ensuring the participant’s continued welfare:       
	YES      NO     N/A  FORMCHECKBOX 
     FORMCHECKBOX 
     FORMCHECKBOX 


	3.  Does the proposed amendment change the scope, research objectives, or methods?
	YES      NO     N/A  FORMCHECKBOX 
     FORMCHECKBOX 
     FORMCHECKBOX 


	4.  Does the proposed amendment require review by the Subcommittee for Research Safety (SRS)?  If yes, please contact the SRS coordinator.
i.e., Change or addition in the use of chemicals, radioactive material or equipment, biological hazards, human cell, tissue, blood, or bodily fluids, or physical hazards.
	YES      NO     N/A  FORMCHECKBOX 
     FORMCHECKBOX 
     FORMCHECKBOX 


	5.  Does the proposed amendment require review by the Radiation Safety Committee?

i.e., Change or addition to radiation above the standard of care?
	YES      NO     N/A  FORMCHECKBOX 
     FORMCHECKBOX 
     FORMCHECKBOX 


	6.  Does the proposed amendment increase risks to subjects?
	YES      NO     N/A  FORMCHECKBOX 
     FORMCHECKBOX 
     FORMCHECKBOX 


	7.  If the research involves greater than minimal risk to participants, the research plan makes adequate provision for monitoring the data collected to ensure the safety of participants.
	YES      NO     N/A  FORMCHECKBOX 
     FORMCHECKBOX 
     FORMCHECKBOX 


	8.  Additional safeguards have been included in the study to protect the rights and welfare of participants likely to be vulnerable to coercion or undue influence.
	YES      NO     N/A  FORMCHECKBOX 
     FORMCHECKBOX 
     FORMCHECKBOX 


	9.  Do the proposed changes include information that may affect the subject’s willingness to participate? 
	YES      NO     N/A  FORMCHECKBOX 
     FORMCHECKBOX 
     FORMCHECKBOX 


	a. If yes, has, or will the information be provided to the participants?
	YES      NO     N/A  FORMCHECKBOX 
     FORMCHECKBOX 
     FORMCHECKBOX 


	10. Do the proposed changes provide for adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data?
	YES      NO     N/A  FORMCHECKBOX 
     FORMCHECKBOX 
     FORMCHECKBOX 


	11. Do the proposed changes ensure that subject selection is equitable?
	YES      NO     N/A  FORMCHECKBOX 
     FORMCHECKBOX 
     FORMCHECKBOX 


	12. Do the proposed changes ensure that risks have been minimized by using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk?
	YES      NO     N/A  FORMCHECKBOX 
     FORMCHECKBOX 
     FORMCHECKBOX 


	13. Do the proposed changes ensure that risks have been minimized, whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes?
	YES      NO     N/A  FORMCHECKBOX 
     FORMCHECKBOX 
     FORMCHECKBOX 


	a. Do the proposed changes ensure that risks to participants are reasonable in relationship to potential benefits, if any, to participants, and the importance of the knowledge that may be expected to result?
	YES      NO     N/A  FORMCHECKBOX 
     FORMCHECKBOX 
     FORMCHECKBOX 


	14. Informed Consent                                            Are informed consent changes requested?        FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No     

	If yes, please complete below:

	a. Required elements of informed consent:

	YES   NO   NA   
	YES   NO   NA
	YES   NO   NA

	Statement that the Study Involves Research
	    
	Research-Related Injury
	    
	Consequences of Withdrawal
	    

	Explanation of the Purposes of the Research
	    
	Contact Information
	    
	New Findings
	    

	Expected Duration of Subject’s Participation
	    
	Participation is Voluntary
	    
	Number of Subjects
	    

	Description of Procedures to be Followed
	    
	Name of Study
	    
	Commercial Product
	    

	Experimental Procedures
	    
	Name of PI
	    
	Future Use of Specimens
	    

	Risks or Discomforts
	    
	Sponsor of Study
	    
	Future Use of Data
	    

	Benefits
	    
	Unforeseeable Risks
	    
	Re-Contact
	    

	Alternatives
	    
	Termination of Subject’s Participation
	    
	Payment for Participating
	    

	Confidentiality
	    
	Additional Costs
	    
	Disclosure of Results
	    

	Clinical trials.gov language

(required for all FDA regulated studies)
	    
	38 CFR 16.116(a) Required Elements of Informed Consent

& VA Required Elements
	38 CFR 16.116(b) Additional Elements of Informed Consent

& Additional Elements Required by VA

	*Required Elements and Additional Elements are inclusive of FDA requirements at 21 CFR 50.25

	b. Is the informed consent process appropriate?

Consider:

Waiting period between informing the prospective participants and obtaining the consent

The language that will be used by those obtaining consent

The language that is understood by the prospective participants or the legally authorized representatives

Who will obtain consent

The timing of obtaining informed consent.

The setting in which consent will be obtained

The amount and timing of payments to participants
	YES      NO     N/A  FORMCHECKBOX 
     FORMCHECKBOX 
     FORMCHECKBOX 


	c. Documentation of informed consent is appropriate?
	YES      NO     N/A  FORMCHECKBOX 
     FORMCHECKBOX 
     FORMCHECKBOX 


	d. Is re-consent of subjects required?
	YES      NO     N/A  FORMCHECKBOX 
     FORMCHECKBOX 
     FORMCHECKBOX 



	Additional Comments:

     


	Risk Level

	 FORMCHECKBOX 
   Minimal Risk 

 FORMCHECKBOX 
   Greater than Minimal Risk 


	Prospect of Benefit for the Research Participant

	 FORMCHECKBOX 
   Prospect for direct benefit to participant

 FORMCHECKBOX 
   Little prospect for benefit to the participant, but likely to yield generalizable knowledge

 FORMCHECKBOX 
   No prospect for direct benefit to participants, but likely to yield generalizable knowledge

 FORMCHECKBOX 
   No prospect for direct benefit to participants and unlikely to yield generalizable knowledge 


IRB Reviewer’s Recommendation: 

 FORMCHECKBOX 
   APPROVE with no changes
 FORMCHECKBOX 
   MODIFICATIONS required (include details) to secure IRB approval with subsequent review by:       FORMCHECKBOX 
  Full Committee   FORMCHECKBOX 
  Administrative Review
 FORMCHECKBOX 
   TABLE pending substantive changes 

 FORMCHECKBOX 
   DISAPPROVE
REVIEWER’S SIGNATURE: _____________________________________                    Date: _________________
	 FORMCHECKBOX 
  Expedited review (no signature required)
Final Approval (if reviewed by full committee):
____________________________________________                                    _______________________ 

IRB Chair Signature







                  Date


IRB Received:








Version 7/26/12                                                                                                                                                                        Page 1 of 4
Version 11/26/12                                                                                                                                                                     Page 2 of 4

