
Section 26: Research Collaborations 

26.1  General Information:   Collaborative Research with Human Subjects 
 
a. Collaborative research projects are those that involve more than one institution or 
command.  Department of the Navy (DON) commands and activities may collaborate with each 
other, with other DoD agencies, with non-defense agencies, and/or with non-federal institutions.  
 
b. Collaborative research projects are defined as USNA-supported research when USNA 
provides at least some of the resources, including, but not limited to, funding, facilities, 
equipment, personnel (investigators or other personnel performing tasks identified in the research 
protocol), access to or information about DON personnel for recruitment or identifiable data or 
specimens from living individuals.   

 

c. Collaborative research projects are defined as USNA-conducted research when the 
involvement of USNA personnel as investigators results in USNA being engaged in research 
with human subjects, as defined in Section13 of this manual.  Per reference (i) of enclosure (1), 
all USNA-conducted collaborative research projects are also USNA-supported collaborative 
research projects. 
 
d. Any research grants, contracts, cooperative agreements, Cooperative Research and 
Development Agreements (CRADAs), or other transactions that formalize a collaborative 
research project between USNA and any other institution must include the additional DoD and 
DON requirements for the protection of human subjects in the research. 
 
e. The procedures for review of collaborative research are quite complicated. The policies 
set forth in this section address the most common scenarios, but are not exhaustive.  In the event 
that a proposed collaborative research project is not covered in this section, the USNA HRPP 
Office will work with the investigators to ensure that all appropriate reviews and approvals are in 
place before the proposed research can begin.   
 
26.2 USNA-Supported Collaborative Research in which USNA is not Engaged 
 
a. When a collaborative research project proposes to use USNA resources, but USNA 
would not be engaged in the research, the USNA HRPP will review the proposed research to 
ensure that it complies with the requirements for DoD/DoN-supported research as listed in 
references (g) and (i) of enclosure (1).   

 
b. If the proposed collaborative research project is either not research with human subjects 
or is Exempt research with human subjects, the USNA IRB Chair or Vice-Chair will conduct an 
Administrative Review, following the procedures in Section 3 of this manual, of the 
determination made by the institution conducting the proposed research. 
 
 1. When the institution that will conduct the proposed research requires an 
independent review of non-research or Exempt status, the research protocol submitted to that 



institution and documentation of the institution’s approval are typically adequate to enable an 
Administrative Review of the proposed research. 

 
 2. When the institution that will conduct the proposed research allows investigators 
to self-determine non-research or Exempt status, the investigator must submit a protocol to the 
USNA HRPP following the procedures in Section 13 for determinations of non-research or 
Section 16 for Exempt research, as appropriate. 

 
 3. The USNA Chair or Vice-Chair must concur with the determination of the 
institution conducting the proposed activity that it is either not research with human subjects, or 
is Exempt research with human subjects before USNA may provide support to the proposed 
research. 

 
c. If the proposed collaborative research project is non-exempt research with human 
subjects, the USNA IRB Chair or Vice-Chair will conduct an Administrative Review, following 
the procedures in Section 3 of this manual, of the IRB review made by the institution conducting 
the proposed research.  This review will: 
 
 1. Confirm that the institution has a Federal assurance appropriate for the research in 
question. 
 
 2. Review the research protocol and accept the IRB determination of level of risk 
and approval of the study for compliance with this Instruction. 
 
 3. Review and accept IRB-approved substantive changes to an approved research 
protocol before they are implemented. 
 
 4. Ensure the IRB conducts an appropriate continuing review at least annually if 
required; by reference (b) of Enclosure (1). 
 
 5. When the research involving human subjects is being conducted in a foreign 
country, confirm all applicable national laws and requirements of the foreign country have been 
met and confirm the IRB considered the cultural sensitivities in the setting where the research 
will take place. 

    
d. When USNA support includes research personnel who are participating in the research in 
some way, but whose participation does not engage USNA in research with human subjects, 
those USNA personnel must obtain a determination of non-engagement as outline in Section 6 of 
this manual. 

 
e. In addition, when USNA support involves access to USNA populations as potential 
research subjects, the non-USNA investigators proposing the research must obtain written 
institutional approval from USNA Senior Leadership as appropriate to the proposed research 
subjects.  This could include the Superintendent, the Academic Dean and Provost, the 
Commandant of Midshipmen, the NAPS Academic Dean, the Director of the Office of 
Institutional Research, the Athletic Director, or another appropriate member of the Senior 



Leadership Team.  The appropriate individual to grant approval for a proposed study will be 
determined on a case-by-case basis by the USNA HRPP Director and the relevant members of 
the Senior Leadership Team. 

 
f. If (1) the USNA Chair or Vice-Chair concurs with the determination of the institution 
conducting the proposed activity that it is either not research with human subjects, or is Exempt 
research with human subjects, or has satisfied the requirements for IRB review of non-exempt 
research with human subjects, (2) the USNA Chair or Vice-Chair determines that no USNA 
personnel are engaged in the proposed research, and (3) an appropriate member of the USNA 
Senior Leadership Team has authorized access to USNA populations as potential research 
subjects (if relevant), then USNA may provide support to the proposed research project.  No 
support shall be provided until all of the necessary reviews have been completed. 
  

26.3  USNA-Conducted Collaborative Research 

a. When USNA personnel propose to engage in research with human subjects as 
investigators in collaboration with investigators from other DoD or non-DoD institutions, the 
research would be both USNA conducted collaborative research and USNA supported 
collaborative research.  As a result, the USNA investigators must submit their research for 
approval following the normal procedures for the review of research with human subjects 
outlined in this manual.  In addition, the USNA HRPP must conduct an Administrative Review 
of the IRB approvals for all other engaged institutions involved in the proposed research, as 
specified in Section 26.2.   

b. As a matter of policy, the USNA IRB reviews protocols that propose collaborative 
research with human subjects as a whole, rather than just the elements of protocols in which 
USNA personnel would be engaged in research with human subjects. That notwithstanding, 
investigators in collaborative research projects operate under the Assurance of their own 
institution, unless USNA and the collaborating institution(s) have entered into an Institutional 
Agreement for IRB Review.   

c. For activities that are not research with human subjects, or are Exempt research with 
human subjects, USNA investigators must request a determination of non-research as outlined in 
Section 13, or submit an Exempt protocol as provided in Section 16.  Since these processes result 
in independent determinations of the status of the proposed research by the USNA IRB Chair or 
Vice-Chair, it is not necessary to conduct additional Administrative Reviews of the analogous 
determinations made by collaborating institutions.  However, for completeness, USNA 
investigators are requested to provide the USNA HRPP Office with copies of any determinations 
of non-research or of Exempt status from collaborating institutions. 

d. For non-exempt research with human subjects, USNA investigators must submit a 
protocol for review by the USNA IRB and approval by the Superintendent as provided in Section 
17.  In addition, USNA investigators must provide documentation that the proposed research has 
been reviewed and approved by each of the collaborating institutions, so that the USNA IRB 
Chair or Vice-Chair can conduct an Administrative Review to ensure that all requirements for 



USNA-supported research are satisfied, as outlined in Section 26.2 above, unless USNA and the 
collaborating institution(s) have entered into an Institutional Agreement for IRB Review.   

 1. For non-exempt collaborative research with human subjects, the proposed 
research protocol must be approved in the same form by all collaborating institutions. 

 2. No research under a collaborative research protocol may begin until all 
collaborating institutions have completed the necessary reviews in accordance with their own 
policies and procedures.  As allowed by reference (i), USNA may approve proposed 
collaborative research contingent upon its approval by the IRBs at collaborating institutions, but 
no research may begin until the USNA HRPP receives documentation that the necessary 
approvals have been obtained. 

 3. When the proposed non-exempt research protocol involves collaboration between 
USNA and other DoD institutions, and the collaborating institutions perform parallel reviews of 
the proposed research rather than entering into an Institutional Agreement for IRB Review, the 
USNA HRPP Office will provide written justification for parallel reviews to the Director, DON 
HRPP for his or her situational awareness.  This notification is not required for collaborative 
research between USNA and non-DoD institutions. 

e. For USNA-conducted collaborative research involving USNA populations as research 
subjects, approval of the proposed research by the Superintendent will constitute institutional 
approval for participation in the proposed research.   

26.4 USNA-Conducted Research Supported by other DoD Institutions 

a. When USNA is engaged in research with human subjects in which other DoD institutions 
provide access to potential research subjects, the USNA HRPP will ensure that the investigators 
have received written DoD institutional approval before allowing the research to begin. 

b. In addition, the USNA HRPP Office will notify the relevant HRPP of the DoD institution 
supporting the proposed research to allow them to conduct an Administrative Review consistent 
with references (g) and (i) of Enclosure (1).  For example, if USNA investigators propose to 
conduct research on Marine Corps personnel not assigned to the Naval Academy, USNA HRPP 
will contact HQ USMC HRPP to notify them of the proposed research and allow them to 
conduct their own Administrative Review. 

26.5  Conditions of Approval for All Collaborative Projects 
 
a.  As a condition of approval to conduct the collaborative research, each of the 
investigators must agree to adhere, in general, to all USNA policies and regulations, and in 
particular, to the Human Research Protection Program (HRPP) policies defined in this policies 
and procedures manual. 
 
b.  The Academy’s IRB must confirm that all research collaborators (as institutions and as 
investigators) hold current Assurance approvals prior to recruiting and enrolling human subjects 
in the non-exempt research with human subjects. This requirement applies to all academic 
personnel, Naval personnel, subcontractors and sub-grantees, etc., who may participate in the 



project. The type and approval authority of an Assurance, along with the institution’s 
identification information, must be recorded in the Academy’s IRB records for the protocol. 
 
26.5  Recordkeeping 
 
a.  It is the responsibility of each of the collaborating investigators and the Academy’s 
HRPP office to record the Assurance identification information, date of issue, and approval 
authority for each participating institution on the project 
 
b.  The tracking number and approval number assigned to a research protocol during the 
Academy’s IRB process must be recorded on all files maintained on an approved study by the PI 
for the project and by the Academy’s HRPP office.  
 
 


