	HIV Prevention Trials Network 

Protection of Human Subjects

Assurance Identification/Certification/Declaration
(Common Federal Rule)

	Research activities involving human subjects may not be conducted or supported by the Departments and Agencies adopting the Common Rule (56FR28003, June 18, 1991) unless the activities are exempt from or approved in accordance with the common rule.  This applies to all HPTN-funded research.  See section 101(b) the common rule for exemptions. Institutions submitting applications or proposals for support must submit certification or appropriate Institutional Review Board (IRB) review and approval to the Department or Agency in accordance with the common rule. 

	1.  Name of HPTU Principal Investigator

	2. Protocol Number and Title 


	3. Assurance Status of this Project (Respond to one of the following)
 This Assurance, on file with Department of Health and Human Services, covers this activity: 

       ADVANCE \u 2Assurance identification no.                                                     (The prefix for this number may be M-, T- or FWA-)
IRB name ________________________________________________ and identification no.                                                     (if applicable).
 This Assurance, on file with (agency/dept)_______________________________________________________________, covers this activity. 

        Assurance identification no._____________________ IRB identification no.________________________(if applicable) 



	ADVANCE \u 24.  Other applicable Assurances:  List any other assurances held by your institution that may be applicable to this activity.


Assurance identification no. _________________________________________________________

IRB name ________________________________________________ and identification no.                                                     (if applicable)

Assurance identification no. _________________________________________________________

IRB name ________________________________________________ and identification no.                                                     (if applicable)


	5. Certification of IRB Review (Respond to one of the following IF you have an Assurance on file) 

 This activity has been reviewed and approved by the IRB in accordance with the terms of the assurance(s) referenced above.

       (date)________________ by:   Full IRB Review or   Expedited Review 

 This activity contains multiple projects, some of which have not been reviewed. The IRB has granted approval on condition that all projects


covered by the common rule will be reviewed and approved before they are initiated and that appropriate further certification will be submitted.

	6. Comments


	7. The official signing below certifies that the information provided above is correct and that, as required, future reviews will be performed and certification will be provided.
	8. Name and Address of Institution 



	9. Phone No. (with area code)

	10. Fax No. (with area code)
	

	11. Name of Official


	12. E-mail address

	13. Title



	14. Signature


	15. Date


Based on HHS/NIH OPTIONAL FORM 310 

