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Protocol Oversight Review Form
— For HIV Clinical Vaccine Trials, Including Exemption from the NIH Guidelines —
	Date Submitted to IRB:
	[Enter Date]

	Title of IRB Protocol: 
	[Enter IRB Protocol Title - This form is for HIV Clinical Vaccine Trials Only]

	Name of Principal 

Investigator:
	[Enter name of PI on protocol]

	School:
	[UAB School]

	Department:
	[UAB Department]

	Division:
	[UAB Division, if applicable]

	Signature of Principal Investigator: 
	


	Review Process for HIV Clinical Vaccine Trials

	 FORMCHECKBOX 

	Review of UAB Institutional Biosafety Committee is complete.

	 FORMCHECKBOX 

	Scientific review by a member of the UAB Vaccine Trials Project Review Panel is complete and addressed the NIH Guidelines criteria for exemption (Appendix M-VI-A) from Requirements for Protocol Submission, Review and Reporting – Human Gene Transfer Experiments, with these findings:

	
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	The induction or enhancement of an immune response to a vector-encoded microbial immunogen is the major goal.

	
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	Such an immune response has been demonstrated in model systems.

	
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	Persistence of the vector-encoded immunogen is not expected.

	 FORMCHECKBOX 

	The proposed research meets the three criteria above and therefore qualifies for exemption from the NIH Guidelines. 


I am a member of the Vaccine Trials Project Review Panel and have reviewed the research named above for scientific integrity. The review also determined that the research qualifies for exemption from the NIH Guidelines For Research Involving Recombinant DNA Molecules (April 2002). 

	Name of Vaccine Trials Project

Review Panel Member (type or print): 
	[Enter Name of Panel Member]

	Title (Dean, Director, etc.) and Dept./Div.
	[Enter Title and Dept/Div of Panel Member]

	Signature of Panel Member:


	

	Date of signature:


	


(See “Vaccine Trials Project Review Panel” in the UAB IRB Guidebook for a list of panel members.) 

� Please print the Protocol Oversight Review Form on departmental letterhead (without this text box). �  
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