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Department of Defense

Human Research Protection Program

DIRECTIONS FOR SUBMITTING AN
AIR FORCE ISSUED DOD INDIVIDUAL INVESTIGATOR AGREEMENT
I.   Who must submit a DoD Individual Investigator Agreement?
A.   All personnel engaged in DoD-supported or -conducted research, development, test or evaluation (hereinafter referred to as research) with human subjects will conduct the research in accordance with their Institution’s Assurance (per 32 Code of Federal Regulations (CFR), Part 219).  Any individuals who are engaged in human subject research and are not an employee of an institution will enter into an agreement with an assured institution by means of a DoD Individual Investigator Agreement (or an equivalent).  
B.   Individuals (civilian or military) becomes engaged in human subject research when they intervene or interact with living individuals for research purposes, or obtain individually identifiable private information for research purposes. [32 Code of Federal Regulations (CFR), Part 219.101(a), §102(d), and §102(f)]
C.   Complete definitions of “research” and “human subject” are provided in 32 CFR 219.102.  The definition of “research” is not restricted by other considerations such as location of research, DoD funding source, DoD funding appropriation, nature of DoD support, DoD program budget activity (e.g., Major Force Program 6, Research and Development, or Major Force Program 8, Defense Health Program), program title, or security classification.  
D.   Additional DoD Component-specific requirements and Component-specific definitions, for example, defining “engaged” may be outlined in Part 3 of the DoD Assurance document.
II.  Directions for Completing the Agreement
Part 1 
AGREEMENT INFORMATION 

The first page will be printed on letterhead of the Institution with the Assurance.

A.   Institution with the Assurance:  
1.   Insert the Institution’s official name as it appears on their Assurance.  

2.   Insert the Institution’s DoD Assurance number.  

3.   If the Institution holds a Federalwide Assurance (FWA) from DHHS OHRP, provide the Institution’s FWA number. 

B.   Investigator:  Insert the name of the Investigator.

C.   Scope:  
1.   Check the appropriate box.  Confer with the DoD Component sponsor, which makes a final determination on the scope.  
2.   This Agreement is applicable only to the research specified and does not apply to other research in which the investigator may be involved.  
Part 2 
INVESTIGATOR RESPONSIBILITIES
The Investigators will maintain copies of or electronic access to the federal regulations, instructions, and other guidance cited in the Institution’s Assurance that are relevant to his responsibilities.   Investigators will read and understand the terms of the Assurance that are relevant to their responsibilities.  

The Investigator will complete any education and training required by the Institution and the IRB prior to initiating research covered under this Agreement and attach documentation of education and training to this Agreement.
Part 3 

ASSURED INSTITUTION’S RESPONSIBILITIES

This institution will apply the terms of its Assurance to the Investigator and the research as specified in Part 1C of this Agreement.
Part 4 
AGREEMENT BETWEEN AN INVESTIGATOR AND AN ASSURED INSTITUTION
Part 4 will be signed and dated, and may be submitted electronically.

The Investigator or an official of the assured Institution may unilaterally terminate this agreement upon written notification to other signatories.

A.   Investigator Agreement:
The Investigator will sign and date the Agreement and provide the requested contact information.  

B.   Employer Acknowledgement (if applicable):  
An appropriate official in the Investigator’s organization will also sign and date Agreement and provide the requested contact information.  This signature acknowledges that the organizational official is aware of this Agreement entered into by the employee.  
C.   Institutional Official Agreement:

The Institutional Official of the assured institution (i.e., the official who signed the Assurance) will sign and date the Agreement and provide the requested contact information.
III.  Signing the Agreement
The Investigator and the appropriate supervisor, if applicable, will sign the Agreement first.  The Investigator sends the signed Agreement to the Institutional Official of the assured institution for signature.  
IV.  Submission and Review of the Agreement 
Contact the DoD Component of the Investigator and the assured Institution, as applicable, for guidance on submitting the completed agreement.  

V.  Investigator and Institutional Responsibilities After Approval
A.   Institutions are responsible for prompt submission, as required above, of changes to this Agreement.  If this Agreement expires or an Institution’s Assurance expires, all research being conducted by the Investigator under this Agreement will stop.  The DoD Component Official responsible for the DoD Component HRPP may permit specific research to continue if suspending the research would endanger the research subjects.  No grace period is permitted for renewal of this Agreement.
B.   Failure to comply with the terms of this Agreement or the institution’s assurance may result in restriction, suspension, or termination of the institution’s Assurance, and therefore restriction, suspension, or termination of the institution and Investigator’s ability to conduct human subject research.
VI.  Record Keeping
Institutions with the Assurance will maintain all documents supporting the HRPP in accordance with the terms of this Agreement.  These documents will be available for review by the DoD. 
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