
Section 13:  Determinations of Non-Research, Non-Engagement, and Administrative Reviews 
of USNA Supported Research 

13.1 Determinations of Non-Research 

a. Consistent with Reference (g), determinations that a proposed activity is not research 
with human subjects, and therefore not subject to oversight by the USNA HRPP, must be made 
by an experienced HRPP professional.  As a matter of USNA policy, such determinations are 
made by the USNA IRB Chair or Vice Chair in consultation with the USNA HRPP staff. 
 
b. To obtain a formal determination that a proposed activity does not meet the definition of 
research with human subjects, as defined in Sections (2) and (3) of this Manual, investigators 
must submit a summary of their proposed activities to the HRPP Office.  This summary should 
include some or all of the following, as appropriate: a description of the proposed activities, the 
nature of any interaction or intervention with human subjects, the type of data to be collected and 
the degree to which such data is identifiable, and the intended purpose of the proposed activity.   

 

c. The level of detail necessary to make a determination as to the research status of a 
proposed activity will vary from case to case.  The summary may be quite short, for example, if 
the nature of the proposed activities makes it clear that they do not satisfy the definition of 
research with human subjects.  For example, if an investigator intends to write a biography of a 
prominent individual and seeks to interview associates of that individual, the proposed activity 
would unambiguously fall under the exclusion for scholarly and journalistic activities, and a 
short summary would suffice.  In other cases, more extensive information, including survey 
instruments, interview scripts, or other supporting documentation may be necessary to make a 
determination of non-research.  Investigators are encouraged to consult with the USNA HRPP 
office if they have questions about the amount of information necessary to make a determination 
for a particular project. 

 

d. After the USNA HRPP Office receives a summary of the proposed activity, the HRPP 
Office will review the summary to ensure that it provides sufficient information to make a 
correct determination regarding its research status.  If it does not, the HRPP Office will contact 
the investigator to request additional information about their proposed activities.  Once sufficient 
information is obtained, the USNA HRPP Staff will make a recommendation to the USNA IRB 
Chair or Vice-Chair regarding the appropriate classification of the proposed activity. 

 

e. The USNA IRB Chair or Vice-Chair will review the summary of the proposed activity 
and the recommendation of the USNA HRPP Staff.  Based on that review, the USNA Chair or 
Vice-Chair will determine one of the following: 

 

 1. Not research: The proposed activity does not satisfy the definition of research in 
Reference (b), in that it does not constitute a systematic investigation designed to produce 
generalizable knowledge. 
 



 2. Not research with human subjects: The proposed activity is research, but does not 
involve interaction or intervention with living individuals or the use of private identifiable 
information or identifiable biospecimens for research purposes. 
 
 3. Research with human subjects: The proposed activity does meet the definition of 
research with human subjects. 
 
 The USNA IRB Chair or Vice-Chair will document this determination with a 
memorandum informing the investigator of the determination.  This memorandum will include a 
brief summary of the rationale underlying the determination made.  The USNA HRPP Office 
will provide a copy of this memorandum to the investigator. 
 
f. Investigators will not conduct any proposed activities until they receive written 
determination that their project is either not research or not research with human subjects.   
Investigators must retain a copy of this determination for their records.  If investigators seek to 
change their proposed activities in a way that could potentially lead to a change in the status of 
the proposed research, they must request a new determination via the USNA HRPP office.  If a 
proposed activity is determined to constitute research with human subjects, investigators will be 
invited to submit a protocol for review in accordance with the policies and procedures in this 
manual, and may not begin any research activities until that protocol has been reviewed by the 
USNA IRB and approved by the Superintendent. 
 
g. Activities that have been determined to not be research with human subjects are not 
subject to continuing oversight by the USNA HRPP and do not require approval from the 
Superintendent in his or her role as Institutional Official of the USNA HRPP.  Such activities 
may be subject to other DoD, DON, and USNA regulations, including but not limited to privacy, 
records management, and information technology regulations, and may require approvals on that 
basis.  It is the responsibility of investigators to ensure that they comply with all relevant 
regulations and receive any necessary approvals before beginning activities that do not constitute 
research with human subjects. 

 

13.2 Determination of Non-Engagement  

a. USNA personnel who seek to collaborate with investigators conducting research with 
human subjects at other institutions, but who will limit their participation to activities that do not 
engage USNA in the proposed research, must obtain a determination from the USNA HRPP that 
they are not engaged in human subjects research.  As a matter of USNA policy, such 
determinations are made by the USNA IRB Chair or Vice Chair in consultation with the USNA 
HRPP Office. 

 

b. Investigators who seek a determination from the USNA HRPP that they are not engaged 
in human subjects research must submit a summary of the proposed research and a description of 
their role in the proposed research.  In most cases, participation of USNA personnel as research 
collaborators will constitute DoD support of human subjects research as defined in Reference 
(g), even if the USNA personnel are not themselves engaged in human subjects research.  As a 



result, an administrative review of the proposed research as described in Section 13.3 below will 
also be necessary.  The summary of the proposed research and of the role of USNA personnel as 
collaborators in that research must be sufficiently detailed to permit the USNA IRB Chair or 
Vice-chair to determine whether USNA will be engaged in the proposed research. 

 

c. After the USNA HRPP Office receives a summary of the proposed research and the role 
of USNA personnel as research collaborators, the HRPP Office will review the summary to 
ensure that it provides sufficient information to make a correct determination as to whether 
USNA would be engaged in the proposed research.  If it does not provide sufficient information, 
the HRPP Office will contact the USNA personnel requesting a determination to obtain 
additional information about their role in the proposed research.  Once sufficient information is 
obtained, the USNA HRPP Staff will make a recommendation to the USNA IRB Chair or Vice-
Chair regarding the appropriate classification. 

 

d. The USNA IRB Chair or Vice-Chair will review the summary of the proposed research, 
the role of USNA personnel in the proposed research, and the recommendation of the USNA 
HRPP Staff.  Based on that review, the USNA Chair or Vice-Chair will determine one of the 
following: 

 

 1. Not engaged: The participation of USNA personnel as collaborators in the 
proposed research does not engage USNA in human subjects research, and so submission of a 
protocol for review and approval at USNA is not required.   
 
 2. Engaged: The participation of USNA personnel as collaborators in the proposed 
research does engage USNA in human subjects research, and so submission of a protocol  for 
review and approval at USNA is required.   
 
 The USNA IRB Chair or Vice-Chair will document this determination with a 
memorandum informing the investigator of the determination.  This memorandum will include a 
brief summary of the rationale underlying the determination made.  The USNA HRPP Office 
will provide a copy of this memorandum to the investigator.   
 
e. USNA personnel seeking a determination of non-engagement will not conduct any 
proposed activities until they receive written determination that their role in the proposed 
research does not engage USNA in research with human subjects, and that the appropriate 
administrative review of the proposed research has been completed.     Investigators must retain a 
copy of this determination for their records.  If investigators seek to change their role in the 
proposed research in a way that could potentially lead to USNA being engaged in human 
subjects research, they must request a new determination via the USNA HRPP office.   
 
13.3 Administrative Review of USNA-supported Research 

a. As defined in Reference (g), USNA supports human subject research when it provides at 
least some of the resources to be used by investigators engaged in human subjects research at 
other institutions.  These resources may include but are not limited to funding, facilities, 



equipment, research personnel, access to or information about DoD populations for recruitment, 
or identifiable information or biospecimens.   USNA is required to conduct an administrative 
review of the research protocol and supporting documents related to USNA-supported research 
with human subjects before any support may be provided.  As a matter of policy, this 
administrative review is conducted by the USNA Chair or Vice-Chair in consultation with the 
USNA HRPP Office. 

 

b. If the proposed USNA support for human subjects research arises from the participation 
of USNA personnel as research collaborators, such USNA personnel are responsible for the 
submission of the necessary documentation from the other engaged institution(s) to enable the 
administrative review. 

 

 1. If USNA personnel supporting research with human subjects would be engaged in 
research with human subjects as part of the proposed research protocol, submission of 
documentation for administrative review from other engaged institution(s) is in addition  to the 
submission of a protocol for review and approval by the USNA IRB. 

 

 2. If  USNA personnel supporting research with human subjects would not be 
engaged in research with human subjects as part of the proposed research protocol, submission 
of documentation for administrative review must be accompanied by a request for a 
determination of non-engagement as described above. 

 

c. If the proposed USNA support for human subjects research does not involve the 
participation of USNA personnel as research collaborators, the principal investigator for the 
proposed research protocol is responsible for the submission of the necessary documentation 
from the other engaged institution(s) to enable the administrative review, provided that the 
proposed research does not require the participation of USNA personnel as research 
collaborators. 
 
d. If the proposed USNA-supported research is exempt research with human subjects, the 
investigator seeking an administrative review must provide sufficient information to enable the 
USNA HRPP Office and the IRB Chair or Vice-Chair to determine whether the proposed 
research protocol meets all of the requirements for exempt research.  When the non-USNA 
institution(s) engaged in the exempt research require independent determinations of exempt 
status, a copy of the protocol submitted to the HRPP(s) at the institution(s) and documentation of 
the determinations from the institution(s) will generally be sufficient.  For research protocols 
proposed by investigators from institutions that allow for self-determination of exempt status, a 
description of the proposed research comparable to the protocol required for review of exempt 
research at USNA will be required. 
 
e. If the proposed USNA-supported research is non-exempt research with human subjects, 
the investigator seeking an administrative review must provide the following information for 
each non-USNA institution engaged in the non-exempt research with human subjects: 

 



 1. Documentation that the institution holds a Federal assurance appropriate for the 
research in question. 

 

 2. A copy of the research protocol submitted for review at the engaged institution 
and documentation of the approval of the protocol. 

 

 3. Documentation that the engaged institution will provide the opportunity to review 
IRB-approved substantive changes to the research protocol before they are implemented. 

 

 4. Documentation that the engaged institution will conduct continuing review of the 
research protocol when required by regulation or the characteristics of the proposed study. 

 

 5. Documentation that the investigator(s) and the engaged institution(s) agree to 
comply with DoD and DON-specific policies for the conduct of non-exempt research with 
human subjects. 
 
f. The USNA HRPP Office will review the documentation submitted for administrative 
review for completeness.  If any additional information is required, the USNA HRPP Office will 
contact the investigators or the HRPP of the engaged institution(s) to obtain the necessary 
documentation. 
 
g. Once the documentation necessary for administrative review is complete, the USNA 
HRPP office will provide the documentation to the USNA IRB Chair or Vice-Chair along with a 
recommendation for concurrence or disagreement with the determination the engaged 
institution(s).  The IRB Chair or Vice-Chair will review the materials and make the following 
determinations: 
 
 1. If the administrative review is being conducted for exempt research with human 
subjects, the IRB Chair or Vice-Chair must concur or disagree with the determination of  the 
engaged institution(s). 

 2. If the administrative review is being conducted for non-exempt research with 
human subjects, the IRB Chair or Vice-Chair must do the following: (1) confirm that the 
engaged institution(s) have appropriate Federal assurances that incorporate DoD specific 
requirements for research with human subjects if appropriate, (2) concur in the IRB 
determination of the risk level of the proposed research, (3) concur in the decision of the IRB of 
the engaged institution that the proposed research satisfies all of the requirements for the 
approval of non-exempt research with human subjects, (4) for research that was reviewed using 
expedited procedures, concur that the proposed research was eligible for expedited review, and 
(5) confirm that the engaged institutions will conduct continuing review of approved protocols 
and will provide the opportunity to review proposed substantive changes to approved protocols 
before implementation. 

 



h. If the IRB Chair or Vice Chair concurs in the determinations made by the engaged 
institution(s), this concurrence will be documented in the form of a written memorandum to the 
USNA personnel participating as research collaborators and/or the principal investigator from a 
non-USNA institution, as appropriate.  No USNA support may be provided prior to the receipt of 
documentation that the administrative review has been successfully completed. 
  


