Department of the Navy Human Research Protection Program

Department of Defense (DOD) Individual Investigator Agreement
Directions for Institutions and Unaffiliated Investigators 

Who must submit a DoD Individual Investigator Agreement?
Individuals (civilian or military) generally become 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)]

All personnel engaged in DON-supported or DON-conducted research, development, test or evaluation with human subjects will conduct the research under a valid Assurance (32 Code of Federal Regulations (CFR), Part 219).  Any individual who is engaged in human subject research and is not a direct employee of an assured institution will enter into an agreement with an assured institution by means of a DoD Individual Investigator Agreement.  

Definitions of “research” and “human subject” are provided in 32 CFR 219.102.  DoD Instruction 3216.02, Glossary, provides further definition and explanation.

The scope of human research protections applies to all biomedical and social-behavioral research involving human subjects conducted by Navy and Marine Corps activities or personnel, involving naval military personnel and DON employees as research subjects, or supported by naval activities through any agreement  (e.g., contract, grant, cooperative agreement, or other arrangement), regardless of the source of funding, funding appropriation, nature of support, performance site, or security classification. It also applies to human subject research using DON property, facilities, or assets. [SECNAVINST 3900.39D, paragraph 4a(1)]
Additional DON-specific requirements and definitions are outlined in SECNAVINST 3900.39D.

This agreement is applicable only to the research listed in the Scope (Part 1C of the Agreement) and does not apply to other research in which the institution or unaffiliated investigator may be engaged or involved.  

Step-by-Step Directions
1.  Complete the Agreement as follows: (All sections must be typed) 


Part 1:  Agreement Information 
a.  Update the template footer with the Investigator’s last name and the date.
b.  Complete sections A and B.  
For a list of institutions with DoD Navy Assurances see the DON HRPP website at https://med.navy.mil/bumed/humanresearch/resource/AssuranceInformation/Pages/default.aspx
For a list of institutions with FWAs, see the Office for Human Research Protections (OHRP) website at http://www.hhs.gov/ohrp/assurances/assurances/index.html
c.  Complete section C.  If you have any questions about the scope of the agreement, please contact DON HRPP.  
Part 2:  Investigator Responsibilities
a.  HRPP Policies and Procedures:  The investigator must understand the terms of the institution’s Assurance that are relevant to their responsibilities.  

For the relevant regulations listed in paragraphs A, B, and C of this Agreement, see the DON HRPP website at https://med.navy.mil/bumed/humanresearch/Pages/default.aspx
In addition, be sure to contact the Assured institution for their HRPP policies and procedures.
b.  Education and Training Requirements:  The Investigator must complete education and training required by DON HRPP, the institution, and the IRB prior to initiating research covered under this Agreement.
For information about DON HRPP education and training requirements, see the DON HRPP website.
In addition, be sure contact the Assured institution for its specific training requirements. 

Part 3:  Assured Institution’s Responsibilities
The Assured institution will apply the terms of its Assurance to the Investigator and any research within the scope of this Agreement.

Part 4:  Agreement between an Investigator and an Assured Institution  

Complete the information and obtain the signatures of your employer and the Institutional Official of the Assured institution. 
a.  Section A:  Investigator:  Investigator completes the requested contact information (must be typed) and signs and dates the agreement.  Do not insert multiple signature blocks here – each unaffiliated investigator must complete a separate Agreement.
b.  Section B:  Acknowledgement by Investigator’s Employer:  The investigator should obtain the contact information and signature of their employer to acknowledge that the employee is entering into this agreement with another institution.  For DON personnel, the employer generally is the Commander, Commanding Officer, or Officer-in-Charge. 
The investigator’s Commander, Commanding Officer, or Officer-in-Charge may require additional research protections or safeguards, or other requirements.  These additional requirements should be described in this section.

c.  Section C:  Institutional Official of the Assured Institution:  The Institutional Official of the assured institution (i.e., the official who signed the DoD or Federal Assurance) completes the requested contact information and signs and dates the agreement.

The investigator, the investigator’s employer, or the official of the assured Institution may unilaterally terminate this agreement upon written notification to other signatories.

2.  Submit to DON HRPP
a. Signed Agreement 
b. Copy of Training Completion
c. Route to DON HRPP via email at usn.ncr.bumedfchva.mbx.don-hrpp@mail.mil 
3.  DON HRPP Review of the Agreement  

The Director, DON HRPP will review the Agreement, assign a DoD-Navy IIA number, sign, and date the Agreement.  A signed electronic copy will be sent to the Investigator and the Institutional Official of the assured institution.

The unaffiliated investigator must not engage in the research until the IRB and the Assured institution have approved the research, this agreement is signed by all parties, and the investigator receives a fully-signed copy from DON HRPP. 
4.  Investigator and Institutional Responsibilities After Endorsement
Investigators and Institutions are responsible for prompt submission of changes to this Agreement.  If the Institution’s DoD or Federal Assurance expires, all research being conducted by the investigator under this Agreement must stop.  The Navy Surgeon General may permit, if requested, specific research to continue if suspending the research would endanger research subjects.  No grace period is permitted for renewal of this Agreement.
Failure to comply with the terms of this Agreement or the institution’s Assurance may result in restriction, suspension, or termination of investigator’s ability to conduct human subject research.

5.  Record Keeping

The institution with the Assurance will maintain a copy of this Agreement and all documents supporting the institution’s HRPP in accordance with the terms of this Agreement.  These documents will be available for review by the Navy Surgeon General, DON HRPP, and the institution named in the Agreement. 

Investigators will maintain a copy of this Agreement and it will be available for review by the DON HRPP.
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