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This form is used by the Regulatory Advisors to the VA Central IRB to document their review of human participants research in accordance with and other federal requirements to ensure regulatory compliance.

 FORMCHECKBOX 
   Interim Review      FORMCHECKBOX 
  Final Review

I.   Protocol Identification (To be completed by VA Central IRB Coordinator)
	Title of Project:  

VA Central IRB Number:  
Principal Investigator/Study Chair: 
Name of Regulatory Reviewer:  



II.  Regulatory Issues for Review:  (To be completed by Regulatory Advisor)
The following regulatory issues need to be reviewed and verified for each study: 

	Item

	Yes
	No
	N/A

	1.  Does this study qualify for expedited review?  If yes, please indicate category:  ___________.
	   FORMCHECKBOX 

	 FORMCHECKBOX 

	

	2.  Do all investigators listed in Section 1 of the VA Central IRB Form 108 have an appropriate VA appointment to conduct research at the VA?
	   FORMCHECKBOX 

	    FORMCHECKBOX 

	    

	3.  Are additional safeguards for vulnerable populations addressed per regulation if applicable?
	   FORMCHECKBOX 

	    FORMCHECKBOX 

	     FORMCHECKBOX 


	4.  Has the use of private identifiable information been adequately covered in regards to obtaining informed consent and HIPAA authorization and/or requesting appropriate waivers?
	   FORMCHECKBOX 

	    FORMCHECKBOX 

	    

	5.  Does any payment to participants meet the regulatory guidelines in VHA Handbook 1200.05?
	   FORMCHECKBOX 

	    FORMCHECKBOX 

	     FORMCHECKBOX 


	6.  If there are any references to future use of specimens and data, has this been addressed per VHA Handbook 1200.05 and VHA Handbook 1200.12?
	   FORMCHECKBOX 

	    FORMCHECKBOX 

	     FORMCHECKBOX 


	7.  For drug and/or device studies, has the investigator obtained appropriate documentation from FDA?
	   FORMCHECKBOX 

	    FORMCHECKBOX 

	     FORMCHECKBOX 


	8.  Are all sites listed by the PI/SC in Section 12 engaged in research per the submitted protocol application?


	   FORMCHECKBOX 

	    FORMCHECKBOX 

	    

	9.  Are there any sites not listed in Section 12, other than a designated Coordinating Center that has submitted a VA Central IRB Form 108b, engaged in research?
	   FORMCHECKBOX 

	    FORMCHECKBOX 

	    


III.   Regulatory Issues Requiring Comment and/or Discussion (To be completed by VA 
       Central IRB Regulatory Advisor)

	a.  Regulatory Issues Requiring Attention by Investigator  

      List all regulatory issues that need to be addressed by the PI/SC prior to review by the VA     

     Central IRB.  If any of the checklist items in Section 1 was answered “No” a comment must be 

     provided in this section. 
Study Document, Page, Section, and/or Paragraph #

Regulatory Citation
Issue that Needs to be Addressed
    Additional rows may be added as needed.
b.  Suggestions for Consideration by Other Reviewers:  

     Complete for consideration by Other Reviewers, i.e., Primary, Secondary and Informed 

     Consent Reviewer – while not regulatory in nature, these are issues that require

     discussion by the convened IRB or a response by the reviewer.
Study Document, Page, Section, and/or Paragraph #

Issue Requiring Further Discussion and Review by the Convened IRB or the Primary Reviewer 
    Additional rows may be added as needed.



III.  Regulatory Advisor Recommendations
	a.  Select one or more of the following:

 FORMCHECKBOX 
    There are no regulatory issues that need to be addressed by the investigator.  Any 

        suggestions should be forwarded to the Reviewers.

 FORMCHECKBOX 
    Regulatory issues as indicated must be addressed by the study team before the 

        project can be approved by the VA Central IRB and regulatory re-review is required.  


 FORMCHECKBOX 
    Regulatory issues must be addressed by convened IRB, or for expedited review, by

        Reviewers for resolution and/or referral to study team.

Signature of Regulatory Reviewer                                             Date  

Printed Name of Regulatory Reviewer                                             


Regulatory Advisor Documentation of Review
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