
[image: image1.emf]
Section 1:  Project and Reviewer Information  (To be completed by VA Central IRB Manager)
	VA Central IRB Number
	

	Title of Project
	

	Type of Review
	 FORMCHECKBOX 
  Expedited      FORMCHECKBOX 
   Convened Board   
If Expedited is checked above, one of the following must also be checked:

 FORMCHECKBOX 
 The Research Project for which this exception was submitted was previously approved under the expedited review process.   The research continues to pose no more than minimal risk to human participants and the modifications do not involve any procedures that do not meet the expedited review categories 1 through 7.  (See Section 5 for expedited review categories)
 FORMCHECKBOX 
 The Research Project for which this exception was submitted was previously approved by the convened IRB.  The modifications do not pose an increased risk to participants and the modifications constitute a minor change to previously approved research.

	PI/SC or LSI Exception
	 FORMCHECKBOX 
  PI/SC              FORMCHECKBOX 
   LSI     Site:  

	Exception Number
	

	Reviewer
	


If the assigned reviewer has a Conflict of Interest, do not proceed.  Check this box  FORMCHECKBOX 
  and return this form to the VA Central IRB Manager for this study.
Section 2:   Issues to be Considered                                                 
	All of the following questions must be answered.
	YES
	NO 
	N/A

	1. Does the investigator give an adequate rationale for the changes requested in the proposed exception?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	2.   Is approval from the sponsor required, and if so, has documentation been provided showing that the sponsor is in agreement with the request?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. If the request was submitted by the LSI, has the PI approved the request?


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Does this exception result in any change in the risk/benefit ratio for the participant(s)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Could these changes affect the willingness of the participant(s) to continue in the project?  
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. Is there an adequate plan for informing the participant(s) of these changes?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. Is the request limited to only one subject or a small group of subjects and/or is the request in some other way limited such that submission of an amendment is not required?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Section 3:   IRB Approval Criteria                                                 
	Check which, if any, of the below IRB approval criteria are affected by the proposed exception.

	1. The risks to the subjects have been minimized by:
	

	      (1) Using procedures which are consistent with sound research design 

           and which do not unnecessarily expose subjects to risk 
	 FORMCHECKBOX 


	      (2) Using procedures already being performed on the subjects for 

           diagnostic or treatment purposes whenever appropriate.
	 FORMCHECKBOX 


	2. The risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the knowledge that may reasonably be expected to result.
	 FORMCHECKBOX 


	3. The selection of subjects is equitable.
	 FORMCHECKBOX 


	4. Informed consent will be sought from each prospective subject or the subject’s legally authorized representative, in accordance with and to the extent required by 38 CFR 16.116.  Note.  This includes the submission of appropriate and adequately justified waiver requests which meet all approval criteria.
	 FORMCHECKBOX 


	5. If applicable, the informed consent contains all applicable elements to include appropriate blocks for signatures and dates.
	 FORMCHECKBOX 


	6. The informed consent form is consistent with the protocol and if applicable, the HIPAA authorization.
	 FORMCHECKBOX 


	7. Informed consent will be appropriately documented, in accordance with and to the extent required by 38 CFR 16.117.  Note: This includes the submission of an appropriate and justified request for waiver of documentation of informed consent which meets all approval criteria.
	 FORMCHECKBOX 


	8. When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects.
	 FORMCHECKBOX 


	9. When appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.
	 FORMCHECKBOX 


	10. VHA and VA information security policies pertaining to research have been implemented and are continually monitored to ensure compliance as set forth in VA Directive 6500 and its Handbooks.
	 FORMCHECKBOX 


	11. When some or all of the subjects are likely to be vulnerable to coercion or undue influence, such as children, prisoners, pregnant women, individuals lacking decision making capacity, economically or educationally disadvantaged persons, VA employees or students, and any others who may be at increased susceptibility to harm, additional safeguards are included in the study to protect the rights and welfare of these subjects.
	 FORMCHECKBOX 


	12. All real or potential conflicts of interest been managed, reduced, or eliminated.
	 FORMCHECKBOX 


	13. The investigators listed on the PI Application meet all required educational requirements for the protection of human subjects and are they qualified to conduct the research.
	 FORMCHECKBOX 


	Indicate whether the approval criteria to which this exception pertains continues to be met by checking one of the below boxes or indicate that the exception did not relate directly to any of the above criteria:

 FORMCHECKBOX 
   Criteria Still Met      FORMCHECKBOX 
  Criteria Not Met.  If not met, indicate in Section 4 what modifications are

                                                                           required in order to meet the criteria and secure approval.

 FORMCHECKBOX 
    Exception did not relate directly to any of the above criteria.



Section 4:   Reviewer Recommendation (Convened Board) or Reviewer Decision (Expedited Review)
	Please indicate the Recommendations or Decisions below depending on whether the exception is being reviewed using expedited review procedures or if will be reviewed at a convened meeting.

	  FORMCHECKBOX 
  For exceptions reviewed at a convened Board meeting check one of the 

       following:

 FORMCHECKBOX 
 Approval with no modifications.  All IRB approval criteria are still met or have been met.
 FORMCHECKBOX 
 Approval after minor modifications as described below are approved.  All IRB approval criteria are still met, or will have been met upon review and approval of required minor

     modifications.  Specify required modifications in item 3 below.
 FORMCHECKBOX 
 Defer.  Major modifications are required as described below requiring additional review of 

     responses by the convened IRB.  Specify required modifications in item 3 below.
 FORMCHECKBOX 
 Disapprove the exception.  Specify basis for disapproval in item 3 below.
 FORMCHECKBOX 
  For exceptions undergoing expedited review only:
      Check one of the following three boxes:

 FORMCHECKBOX 
   I agree that this exception is eligible for expedited review since this project was originally approved under the expedited review process, the research continues to pose no more than minimal risk to human participants and the requested changes do not involve any procedures that do not meet expedited review categories 1 through 7.  See Section V for expedited review categories.
 FORMCHECKBOX 
   Although this project did not qualify for expedited review, the modifications proposed do not pose an increased risk to participants and the modifications constitute only a minor change to the previously approved research.
 FORMCHECKBOX 
  This exception is not eligible for expedited review and must be scheduled for review by the convened IRB.  Please specify basis for referral to the convened IRB in next section below.
     If exception is eligible for expedited review, please check one of the following:
 FORMCHECKBOX 
  For PI/SC exceptions only:  No modifications required.  All IRB approval criteria are still
      met or have been met.  
 FORMCHECKBOX 
  For LSI exceptions only:  No modifications required.  All IRB approval criteria are still
      met or have been met.  The exception is approved.
 FORMCHECKBOX 
  Modifications required for approval.  Specify required modifications in next section below.
 FORMCHECKBOX 
  Deferred  for review by the convened IRB.  Specify reasons for deferral and any required modifications in next section below.



	Modifications or Reasons for Disapproval and/or Deferral to Convened IRB Meeting:
     
___________________________________                            _____________________________

Reviewer Signature                                                                  Date
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