
Section 6: Engagement in and Support of Research with Human Subjects 

6.1 Engagement in Non-Exempt Research with Human Subjects  

a. USNA engages in non-exempt research with human subjects whenever one or more of its 
personnel conduct activities covered by Section 101(1) of Reference (b) or by Reference (g).  
When USNA engages in non-exempt research, it does so in accordance with the terms of its 
Assurance.  All such research must be reviewed by the USNA IRB and approved by the 
Superintendent in accordance with the procedures in this Manual prior to the commencement of 
any research activities involving human subjects.  Likewise, when USNA engages in non-exempt 
research with human subjects, such research is subject to the continuing oversight of the USNA 
IRB and USNA HRPP as provided in the Manual. 

 

b. Engagement in non-exempt research depends on the participation of USNA personnel as 
investigators, not as research subjects.  Participation of USNA personnel or other USNA 
protected populations as research subjects does not, by itself, engage USNA in non-exempt 
research with human subjects.   

 

c. As a matter of policy, however, USNA personnel must act as the principal investigator or 
as a co-investigator whenever a proposed research protocol targets one or more USNA protected 
populations, either because all subjects of the proposed research are intended to be drawn from a 
USNA protected population, or because the research protocol intends to compare a USNA 
population to other populations in the study.  By virtue of this requirement, USNA will be 
engaged in non-exempt research with human subjects whenever a proposed non-exempt research 
protocol targets a USNA protected population. 

 

d. With limited exceptions, USNA engages in non-exempt research with human subjects 
whenever one or more of its personnel: 

 

 1. Receive an award through a grant, contract, or cooperative agreement directly 
from any Federal agency subject to the Common Rule for the non-exempt human subjects 
research, even where all activities involving human subjects are carried out by employees or 
agents of another institution. 
 
 2. intervene for research purposes with any human subjects of the research by 
performing invasive or noninvasive procedures. 
 
 3. intervene for research purposes with any human subject of the research by 
manipulating the environment, unless that intervention qualifies for exemption under Reference 
(b). 
 
 4. interact for research purposes with any human subject of the non-exempt research. 
 
 5. obtain the informed consent of human subjects for the research. 
 



 6. obtain for research purposes identifiable private information or identifiable 
biological specimens from any source for non-exempt research. If USNA personnel obtain 
identifiable private information or identifiable specimens for non-exempt human subjects 
research, then USNA is engaged in the research, even if USNA personnel do not directly interact 
or intervene with human subjects. In general, obtaining identifiable private information or 
identifiable specimens includes, but is not limited to observing or recording private behavior; 
using, studying, or analyzing for research purposes identifiable private information or 
identifiable specimens provided by another institution; and using, studying, or analyzing for 
research purposes identifiable private information or identifiable specimens already in the 
possession of the investigators. 
 
e. USNA is not engaged in non-exempt research with human subjects under the terms of its 
Assurance if the participation of USNA as an institution or USNA Personnel is limited to: 
 
 1. Providing equipment or facilities to investigators from a non-USNA institution 
who are engaged in non-exempt research with human subjects. 
 
 2. Releasing data or specimens, either identifiable or not, pertaining to the subjects 
of the research, to investigators from a non-USNA institution who are engaged in non-exempt 
research with human subjects.  Access to such data, however, may be subject to other legal, 
regulatory and policy restrictions even if USNA would not be engaged in the proposed research.  

 

 3. Providing access to potential subjects, either by informing potential subjects of 
the availability of the research, information about the research itself, or contact information for 
the non-USNA investigators, provided that no USNA personnel actively recruit participants for 
the study or administer informed consent to prospective participants. 
 
 4. Analyzing de-identified data shared by investigators at a non-USNA institution 
who collected the data through non-exempt research with human subjects. 

 

 5. Providing advice or expertise to non-USNA investigators developing a proposal 
for non-exempt research with human subjects, provided that the USNA personnel do not 
participate in any of the activities listed above in Section 6.1.d. 
 
 6. Author or co-author a paper, book, journal article, or presentation based on the 
results of non-exempt research with human subjects, provided that the USNA personnel do not 
participate in any of the activities listed above in Section 6.1.d. 

 

f. In general, whenever USNA personnel participate in any activity that would engage 
USNA in research with human subjects as part of a larger protocol, it is the policy of USNA to 
review the entire protocol to ensure that it satisfies the regulatory requirements of Reference (b) 
as implemented in References (g) and (i).  That notwithstanding, only the activities of USNA 
personnel are conducted under the terms of the USNA Assurance unless otherwise specified.  
Additional details on the review and oversight of such collaborative research are provided in 
Section 26 of this Manual. 



 
6.2 “Engagement” in Exempt Research 

a. The concept of engagement as set forth in Reference (b) applies only to non-exempt 
research with human subjects, since only non-exempt research triggers the regulatory 
requirements of the Common Rule.  However, Reference (g) and Reference (i) require that DoD 
institutions, including USNA, exercise certain oversight responsibilities over exempt research.   

 

b. In general, USNA will apply the same principles to determine whether USNA is 
“engaged” in exempt research with human subjects as it uses to determine whether USNA is 
engaged in non-exempt research with human subjects, as described above in Section 6.1.d and 
6.1.e. 
 
 


