Department of the Navy Human Research Protection Program
Institutions Engaged in Research with Human Subjects
and Relying on Another Institution’s IRB

Directions for Getting an Assurance for a Command without an IRB
Introduction
Who must submit a DoD Assurance?
All DoD Institutions that will be or are engaged in research with human subjects must hold a valid Assurance. To obtain an Assurance or reinstate an inactive Assurance, a command must submit a DoD Assurance application. [Note: A DoD Assurance is for use only by DoD institutions.  Extramural performers or collaborators should obtain an Addendum to their Federalwide Assurance. See the DoD-Navy Addendum to FWA template and directions.]

An institution generally becomes engaged in human subject research when its employees (civilian or military) intervene or interact with living individuals for research purposes, or obtain individually identifiable private information for research purposes. [Title 32 Code of Federal Regulations (CFR), Part 219.101(a), §102(d), and §102(f)]
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.
Step-by-Step Directions
The “Assurance without IRB” package is for commands and institutions that wish to conduct research with human subjects and will rely on another command’s IRB for review and recommendation.  
This package includes the following directions:
1. Step 1 - Training:  Information about training requirements.
2. Step 2 - Documents:  Assurance Application, Institutional Agreement for IRB Review (IAIR), Command HRPP Policy and Procedures template, and Command Roles and Responsibilities Chart template are included.
3. Step 3 - Package:  List of documents to include in the Assurance package. 
4. Step 4 - Routing:  How to route and submit the Assurance package to DON HRPP.
Step 1:  Training
The DON HRPP is pleased to provide commands with access to the Collaborative Institutional Training Initiative (CITI) training program.  This web-based training program meets DoD and DON requirements for research ethics training, including human research protection training.  The DON HRPP Training and Education guidance and directions to the CITI training program are posted on the DON HRPP website (http://www.med.navy.mil/bumed/humanresearch/Pages/default.aspx).  The required training must be fulfilled by individuals as follows:

1. Institutional Official:  Complete the training for “Senior Navy and Command Leadership,” print completion certificate, and attach certificate to the Assurance submission.  

2. Executive Officer/Deputy Officer in Charge:  Complete the training for “Senior Navy and Command Leadership,” print completion certificate, and attach certificate to the Assurance submission.  

3. Human Research Protection – Point of Contact (HRP-POC):  Complete the training for “DON HRPP and IRB Support Staff,” print completion certificate, and attach certificate to the Assurance submission. 

4. Investigators, Research, and HRPP personnel:  Investigators and other command research personnel must complete appropriate training prior to submitting research protocols to the CO for endorsement and forwarding to the command with the reviewing IRB.
Step 2:  Documents  
Complete the following documents. These templates can be found under the “Forms & Templates” tab on the DON HRPP website at http://www.med.navy.mil/bumed/humanresearch/Pages/default.aspx All information, except signatures, must be typed.
Please note that the Command requesting the Assurance is labeled as Command-1; the Command providing IRB review and recommendation is labeled as Command-2.
1. DoD-N Assurance without IRB NEW-RENEWAL Template:  Command requesting the Assurance [Command-1]:
a. Fill in the gray boxes for Command-1.

b. “Description of the Institution” should include any organizational activities or components that may be geographically separate, but remain under the jurisdiction of the institution named in the issuing Assurance.

c. In Part 4, complete the table for any and all IRBs not associated with this institution which will review research for Command-1.  (Note: An Institutional Agreement for IRB Review (IAIR) must be completed for each IRB listed in Table 1)

d. In Part 5, add any other relevant Command policies or SOPs, however, no additional policies or SOPs are required if the DON HRPP-provided Policy-Procedure template is used.
e. In Part 6, the IO and HRP-POC sign the DoD Navy Assurance.
2. Institutional Agreement for IRB Review (IAIR) Template:  Command requesting Assurance [Command-1]: 

a. Fill in the gray boxes for Command-1.
b. In Part 4, Section A, the IO and HRP-POC sign the agreement.

c. Route IAIR to Command providing IRB Review [Command-2] for signature before final submission to DON HRPP

3. Command HRPP Policies and Procedures for Initiating, Monitoring, and Completing Research with Human Subjects: [Note: Command must have Policies and Procedures, but are not required to use the DON HRPP-provided template.] Command requesting Assurance [Command-1]: 

a. Change the yellow highlighted sections to Command-1 information.
b. Change the blue highlighted sections to Command with the reviewing IRB – Command-2 information.
c. Adjust the wording highlighted in green. 

d. Add version number and date to footer or in margin.
e. Designate an individual or position as HRP POC.

f. Either the IO or HRP POC sign the document.
4. Command Roles and Responsibilities Chart:  Protocol Submission Process and Chain of Communication:  Command requesting Assurance [Command-1]:
a. Adjust to fit command processes.
b. Change footer to include command’s name and current date.
Step 3:  Package
Submit the following documents, as a package, as described in Step 4:
1. Signed DoD Navy Assurance Application
2. Training Certificates for IO, XO, and HRP POC
3. Command HRPP Policy and Procedure
4. Command Roles and Responsibilities Chart
5. Signed Institutional Agreement for IRB Review (IAIR).  
 Step 4:  Routing
Submit the entire Assurance package to DON HRPP via email at usn.ncr.bumedfchva.mbx.don-hrpp@mail.mil.
For assistance, please contact DON HRPP at the above email address or 703-681-9629.
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