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Human Research Protection Program

GUIDANCE FOR USING
Template for Human Research Protection Program Policies and Procedures for an Institution Relying Upon Another Institution’s IRB
I.  Answers to common questions.  
A.  What requirement does the institutional policies and procedures template fulfill?
Each institution engaged in research supported or conducted by the Air Force must furnish to the Research Oversight and Compliance Division (AF/SGRC) a formal document called an “Assurance” in which the institution stipulates that it will protect human subjects by complying with federal, DoD and Air Force human research protection requirements.  Each Assurance must include a statement of ethical principles serving as the foundation of the institution’s Human Research Protection Program (HRPP), as well as certain policies and procedures that detail the institution’s HRPP requirements and how these requirements will be implemented.  The template provides institutions with an example of human research protection policies and procedures that is acceptable to the Air Force.  See 32 CFR 219.103 and AFI 40-402.
B.  Why don’t the IRB’s policies and procedures fulfill this requirement? 

The focus of institutional policies and procedures is different from that of IRB policies and procedures, reflecting a different set of functions and related human research protection responsibilities.  The IRB reviews research to ensure the best interests of research subjects; the institution conducts research so as to maximize the safety of research subjects.  Further, while the institution has operational ability to direct its researchers, the IRB does not.  The policy and procedure requirements for IRB review of research conducted or supported by the USAF are outlined in 32 CFR 219.107 to 109 and in AFI 40-402.  This template only addresses HRPP duties of the institution engaged in such research.  
C.  Can the template be altered?
1.  Yes.   The template can be adopted in full, modified, as appropriate, or substituted by  the institution’s own HRPP policies and procedures .  However, to be acceptable to the Air Force, the policies and procedures must retain the core elements of 32 CFR 219.103(b), and should include sufficient detail on each topic heading of the attached template.    

2.  The institution may substitute existing policies for any or all of the template.  For example, the institution may substitute an existing, written conflict of interest policy for the one in the template (Part 1, Section J).  In order to substitute an existing policy for one in the template, that section must reference the existing policy and the existing policy must be available for review, upon request, with the entirety of the HRPP policies and procedures adopted by the institution.  
II.  Directions for adapting the agreement for the institution.
A.  The first page of the template should be printed on the letterhead of the institution.

B.  The template must be individualized to the adopting institution.  Replace the bracketed portion in the Introduction with the official name of the institution as it appears on the Air Force Issued DoD Assurance.  Optionally, the word “Institution” can be replaced with the name of the institution or abbreviations for the name of the institution throughout the document as appropriate.
C.  To comply with Part 2.D.4.b., ensure the institution has implemented procedures for dealing with allegations of research misconduct. 

D.  Part 2, Adoption of Policies and Procedures Document for Institution, must be completed by the same IO who serves as the signatory official on the institution’s Assurance.  
1.  Ensure all information requested in this section is provided.

2.  Ensure the IO signs above the signature block.

