DON HRPP Joint Research Agreement between [institution name] and [institution name}


Department of Navy
Human Research Protection Program
(DON HRPP)
Joint Research / Review Agreement
Between
[Institution Name]
And
[Institution Name]
This Joint Research / Review Agreement establishes an arrangement between the named institutions for the review, approval, conduct, monitoring, and oversight of the human subject research listed in this agreement.
1. Names of Institutions.
[Name of Institution]

DoD Assurance Number:  DoD N-


Expiration Date:
DON IRB Number:  


Federalwide Assurance Number:


Expiration Date:

OHRP IRB Registration Number:
  



And 
[Name of Institution]

DoD Assurance Number:  DoD N-


Expiration Date: 
DON IRB Number:  

Federalwide Assurance Number: [if applicable]  
Expiration Date: 

OHRP IRB Registration Number: [if applicable]

2. Research Covered by this Agreement.
[Indicate what research is covered by this agreement. For example, all research conducted at the institution, specific research protocol(s), or groups of protocols. For specific research protocols list the protocol number, protocol title, principal investigator name, and any other relevant information.] 
3. Institutional Responsibility.
Both institutions are equally responsible for monitoring and overseeing the conduct of the research by their investigators in accordance with all applicable federal laws and regulations (32 CFR 219 and 45 CFR 46, Subparts B, C, and D), Department of Defense (DoD) directives, Department of Navy (DON) instructions, state laws, local guidance, the terms and conditions of its Department of Defense - Navy Assurance, and its Office for Human Research Protections (OHRP)-approved Federalwide Assurance [if applicable].
Both institutions acknowledge that DoD 6025.18R (Health Information Privacy Instruction) and the Health Insurance Portability and Accountability Act (HIPAA) at 45 CFR Parts 160 and 164 govern the use and disclosure of protected health information and, as appropriate, will comply will these requirements.
Both institutions agree that all data accrued/generated at the DON institutions, become the property of the Department of the Navy.  Upon execution of this agreement, data may be exchanged between the participating institutions.  
Both institutions’ personnel will share authorship, as appropriate and agreed upon, on any publications or presentations derived from this research.   In those situations, each institution will use established procedures for prior clearance of all publications and presentations resulting from the research in accordance with DON policies and instructions. The procedures should verify that any materials compiled or published by DON personnel include:  the appropriate DoD-DON disclosures and disclaimers stating that the opinions or assertions are those of the writer and are not to be construed as official or reflecting the views and opinions of the Department of the Navy, Department of Defense, or the U. S. Government; a statement of ethical (institutional review board (IRB)) approval of research involving human subjects; acknowledgement of DoD, DON or other support, and a security and policy review.
Both institutions will permit, upon request, the inspection of appropriate clinical facilities and other research areas by agencies charged with the responsibility for oversight of human research protection, the accreditation of the institution, and proper management of the research.
4. Review of Research by Institutional Review Board(s) (IRB).
The federal regulations (32 CFR 219), DoD Directive 3126.2 series, SECNAVINST 3900 series, and the terms of this agreement, allow an institution to rely upon IRB(s) from another institution.  

The IRB(s) from [name of institution(s) with the IRB(s) OR both Institution’s IRBs] will review and oversee the conduct of the human subject research covered by this agreement in accordance with all applicable federal laws and regulations, DoD directives, DON instructions, state laws, and local guidance.
a.   [Name of Institution with the reviewing IRB and/or performing the research] will:
1) Verify that all personnel involved in reviewing, approving, conducting, and overseeing the research have completed the required research ethics training, including the protection of human research subjects.

2)  Verify the privileges, and as applicable, verify the license, of those physicians and other health care providers, and scientists, who would be participating in direct patient-subject management.

3)  Conduct or verify that the research has been approved by an independent scientific review process.

4) Provide the initial and continuing review and oversight of the research to satisfy all applicable requirements. 
5) Provide the [institution’s designated office or IRB] and the Principal Investigator(s) a copy of the IRB’s review and determinations concerning the research.  Provide a copy of the finalized agreement if the agreement pertains only to the Principal Investigator’s specific research protocol(s).
6) Provide relevant sections of the IRB meeting minutes to [institution’s designated office, IRB, for institution relying on IRB].  

7) Conduct the research according to the roles and responsibilities outlined in the approved protocol and listed below:
a) Report any unanticipated problems involving risks to subjects or others and adverse events, and serious or continuing non-compliance to appropriate IRB, institutional officials, and /or sponsor.
b)  Ensure the privacy of subjects and the confidentiality of the research data as described in Institutional Responsibilities, paragraph 3 above.
c)  Roles and responsibilities of each institution and investigator(s) are: [Be specific and complete in describing the roles and responsibilities of each institution and investigator.] For example:
-  Recruit subjects

-  Obtain and document, as appropriate, informed consent from research subjects
-  Study design and general coordination of research

-  Data analysis

-  Performance, analysis, and interpretation of tests 

-  Perform the laboratory assays, x, y, z including providing supplies and technical support at no cost

-  Provide access and recruit eligible subjects
-  Provide pharmacy support for the storage, inventory and dispensing of all investigational drugs used in the research
-  Oversee the research specific procedures 
-  Publication or presentation preparation

8) Maintain current copies of the IRB approved research protocol (initial review, continuing review, amendments, adverse events reports, and final report), all communications with the IRB, the finalized agreement, and other relevant information in accordance with DON record keeping requirements.

9) Include a copy of this agreement in the research protocol submission for DON HRPP headquarters-level, administrative review. [If research is also DHHS-supported, add: “Make this agreement available to the Office of Human Research Protections (OHRP), if requested.”]
b.  [Name of Institution performing the research and relying on IRB of institution listed in paragraph 4a for review OR performing the research and using their own IRB ] will:
1) Ensure that all personnel involved in reviewing, approving, conducting, and overseeing the research have completed the required research ethics training, including the protection of human research subjects.

2) Ensure the privileges, and as applicable, verify the license, of those physicians and other health care providers, and scientists, who would be participating in direct patient-subject management.
3) Conduct or verify that the research has been approved by an independent scientific review process.

4) Accept the reviewing IRB’s review and oversight. OR Provide the initial and continuing review and oversight of the research to satisfy all applicable requirements. 
5) Conduct the research according to the roles and responsibilities outlined in the approved protocol and listed below:

a) Report any unanticipated problems involving risks to subjects or others and adverse events, and serious or continuing non-compliance to appropriate IRB, institutional officials, and /or sponsor.
b)  Ensure the privacy of subject and the confidentiality of the research data as described in paragraph 3 above.
c)  [Be specific and complete in describing the roles and responsibilities of each institution and investigator.] For example:

-  Recruit subjects

-  Obtain and document, as appropriate, informed consent from research subjects
-  Study design and general coordination of research

-  Data analysis

-  Performance, analysis, and interpretation of tests 

-  Perform the laboratory assays, x, y, z including providing supplies and technical support at no cost

-  Provide access and recruit eligible subjects

-  Provide pharmacy support for the storage, inventory and dispensing of all investigational drugs used in the research

-  Oversee the research specific procedures 
-  Publication or presentation preparation

6) Maintain current copies of the IRB approved research protocol (initial review, continuing review, amendments, adverse events reports, and final report), all communications with the IRB, the finalized agreement, and other relevant information in accordance with DON record keeping requirements.

7) Include a copy of this agreement in research protocol submission for DON HRPP headquarters-level, administrative review. [If research is also DHHS-supported, add: “Make this agreement available to the Office of Human Research Protections (OHRP), if requested.”]

5. Liability.  
[If both institutions are federal, use this paragraph]   Because both institutions are instrumentalities of the United States, all claims will be handled in accordance with the Federal Tort Claims Act (FTCA) and all federal health care providers acting within the scope of this agreement will be covered by the Gonzales Act and the Federal Employees Liability Reform and Tort Compensation Act.  Both institutions will cooperate in the investigation of any FTCA claims.  In the event that a claim or lawsuit is filed, or that an adverse medical outcome requires an investigation, the institution with responsibility for the site where the alleged negligence occurred will be responsible for investigating the allegations and adjudicating the claim or lawsuit.   

[If one institution is non-federal, use this paragraph]   Indemnify and hold harmless the United States Government, its agents and employees from any and all claims, demands, liability, and loss or injury caused by negligence, wrongful acts, or omissions of its staff and employees, occurring in the performance of this agreement.  
6. Effective Dates. 
This agreement is effective as of the date signed by both parties and expires [add specific date, generally three (3) years or, if the agreement is only for a specific research protocol, upon review of the final report for the research by the designated IRB(s)].  This agreement should be reviewed annually on the anniversary date, and can be modified, cancelled, or renegotiated. 
7. Amendments and Termination.
 This agreement can be modified, cancelled, or renegotiated upon mutual consent, at any time if necessary, through an amendment signed by authorized agents.  Amendments must be submitted to the DON HRPP.
The Surgeon General of the Navy has the right to terminate this agreement for reasonable cause, failure of the institutions to comply with the terms of the agreement, and in the event of war or national emergency.
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