
Section 2: Research 
 

2.1         Research 

a.            For the purposes of the USNA HRPP, an activity constitutes “research” as defined by 
reference (32 CFR 219.102) if it is a “systematic investigation, including research development, 
testing, and evaluation, designed to develop or contribute to generalizable 
knowledge.”   Proposed activities must satisfy both elements of this definition to be considered 
research.  Reference (b) and the implementing regulations in references (g) and (i) do not provide 
definitions of a “systematic investigation” or “generalized knowledge”.  This section sets forth 
USNA policy regarding the interpretation of these terms to provide guidance in determining 
whether a proposed activity is subject to the requirements of the USNA HRPP. 

b.            An activity is considered a “systematic investigation” if it involves the collection of 
information or data from two or more cases in an organized and consistent way, analyzes the 
data from those cases using quantitative or qualitative methods, and draws conclusions based on 
that analysis.  Research activities may include experiments, surveys, focus groups, structured 
interviews, observational studies, and any other procedures that produce standardized 
quantitative or qualitative information across multiple observations.  

1.            Case studies, in which information about a single case is collected and reported 
because of its unique or unusual characteristics, are not systematic investigations and are 
therefore not considered research as defined by reference (b).        

c.             An activity contributes to “generalizable knowledge” if it would contribute to or 
advance an established body of knowledge, if the results would be expected to apply to a 
population beyond the particular subjects about whom the data was collected or the site of data 
collection, or if the results are intended to be replicated in other settings.  

                1.            A proposed activity may be generalizable, and thus constitute research under 
this definition, even if it does not use a formal probability sampling framework to generalize 
from a sample to a population. 

                2.            A proposed activity may be generalizable, and thus constitute research under 
this definition, regardless of the sample size proposed by the investigator.  Very small samples, 
however, may indicate a lack of generalizability and thus may be taken into account as part of an 
overall determination as to whether the proposed activity constitutes research. 

                3.            A proposed activity may be generalizable, and thus constitute research under 
this definition, even if the results are not intended to be shared by the investigators via 
presentations, publications, or other means of communication.  The intended use of the findings 
of the proposed activity are another factor that is taken into account as part of an overall 
determination as to whether the proposed activity constitutes research. 

                4.            In general, pilot studies and other activities designed to evaluate the validity 
and reliability of research methods are considered to contribute to generalizable 
knowledge. While the results of the pilot study itself may not be generalizable, pilot studies are 



intended to prepare for further research that will be generalizable, and thus contribute to 
generalizable knowledge. 

d.            Proposed activities that are both systematic investigations and develop or contribute to 
generalizable knowledge are considered research under this policy, even if they are not 
considered research for other purposes.  This includes activities conducted as development, 
testing, evaluation, and assessment, if they meet the definition of research in reference (b), as 
further elaborated in this section. 

2.2  Research Involving Human Subjects 

a. Research involving human subjects includes any activity that meets the definition of 
research in Section 2.1 and which involve human subjects, defined by 32 CFR 219.102 as “a 
living individual about whom an investigator (whether professional or student) conducting 
research: 

(i) Obtains information or biospecimens through intervention or interaction with the individual, 
and uses, studies, or analyzes the information or biospecimens; or 

(ii) Obtains, uses, studies, analyzes, or generates identifiable private information or identifiable 
biospecimens.” 

Proposed activities that satisfy the definition of research with human subjects must comply with 
the regulations in reference (c) of Enclosure 1 unless they are considered Exempt as set forth in 
Section 4 of this manual. 

b.  For the purposes of determining whether human subjects are involved in research, the 
term “intervention” as defined in reference (c) of Enclosure 1 “includes both physical procedures 
by which information or biospecimens are gathered (e.g., venipuncture) and manipulations of the 
subject or the subject's environment that are performed for research purposes.” 

c. Likewise, the term “interaction” as defined in reference (c) of Enclosure 1 “includes 
communication or interpersonal contact between investigator and subject.”  Such interactions 
may take place in person or remotely, via electronic communication or in writing.   

d. The term “private information” as defined in reference (c) of Enclosure 1 “includes 
information about behavior that occurs in a context in which an individual can reasonably expect 
that no observation or recording is taking place, and information that has been provided for 
specific purposes by an individual and that the individual can reasonably expect will not be made 
public (e.g., a medical record).” 

e. The term “identifiable private information” as defined in reference (c) of Enclosure 1 is 
“private information for which the identity of the subject is or may readily be ascertained by the 
investigator or associated with the information.”  Private information will be considered 
identifiable if there is a reasonable probability that the investigator or any other individual with 
access to the information would be able to re-identify the individual from whom the information 
was obtained, even in the absence of uniquely identifying information.  For example, a dataset 
containing no Personally Identifiable Information may be identifiable and thus be considered 



research with human subjects if it contains sufficient demographic and contextual information to 
permit the re-identification of at least some subjects. 

f.  The term “identifiable biospecimen” as defined in reference (c) of Enclosure 1 is a 
biospecimen for which the identity of the subject is or may readily be ascertained by the 
investigator or associated with the biospecimen. 

g.  To be considered research with human subjects, the information obtained through 
interaction or intervention with individuals must be information about those individuals, not 
other types of information.  For example, a survey of elementary school principals that asked for 
information about their schools, such as the number of students, the number of teachers, the size 
of the budget, and other institutional characteristics would not constitute research with human 
subjects, even though the investigator is interacting with the principals by administering the 
survey.  On the other hand, if the survey asked principals whether they believed that their school 
had adequate resources, it would constitute research with human subjects because it asks for 
information about the opinions of the respondents themselves. 

 
2. 3 Research Involving a Human Being as an Experimental Subject.  

a. Research involving a human being as an experimental subject is a subset of research 
involving human subjects.  It is defined as any activity, for research purposes, where there is an 
intervention or interaction with a living individual for the primary purpose of obtaining data 
regarding the effect of the intervention or interaction.  This definition relates only to the 
application of section 980 of Title 10, U.S.C., which imposes limitations on waivers of informed 
consent for such research when conducted by the Department of Defense.  This definition does 
not include activities that are not considered research involving human subjects, activities that 
meet the exemption criteria at section 219.101(b) of reference (b), and research involving the 
collection or study of existing data, documents, records, or specimens from living individuals. 

2.4 Non-Research with Human Subjects 

a. A proposed project is not considered research provided that none of the activities meet 
the definition of research set forth in Section 2.1.  Such a project will be classified as “Not 
Research” for the purposes of the USNA HRPP. 

b.  A proposed project that is considered research under Section 2.1 will not be considered 
research with human subjects provided that none of the activities involve human subjects as 
defined in Section 2.2.  Such a project will be classified as “Not Research with Human Subjects” 
for the purposes of the USNA HRPP. 

c. Section 3 of this manual identifies categories of activities that are not considered research 
with human subjects, either by regulation in references (c) and (i) of Enclosure (1) or by the 
determination of the USNA IRB. 

d. For any other proposed activities that potentially constitute research with human subjects, 
the investigator may not make an independent decision regarding the appropriate classification of 



the project.  Consistent with reference (i) of Enclosure (1), the determination of whether a 
proposed project constitutes research with human subjects must be made by the USNA IRB 
Chair or Vice-Chair.  Investigators who believe that their proposed projects are either not 
research or not research with human subjects must request a formal determination via the USNA 
HRPP Office using the procedures set forth in Section 13 of this manual.   

2.5 Classified Research 

a. Per reference (i) of Enclosure (1), classified research projects with human subjects are 
subject to additional review requirements, including approval from the Secretary of Defense 
(SECDEF), before any aspect of the project can begin.   

b. The USNA HRPP Office and the USNA IRB will not review protocols that propose 
classified projects that meet the definition of research with human subjects, due to a lack of 
personnel with appropriate clearances in the USNA HRPP Office and on the USNA IRB.   

c. Investigators who seek to conduct classified research with human subjects must initiate 
discussions with the USNA HRPP Office far in advance of the planned start date for the project.  
The USNA HRPP Office will coordinate with the Superintendent and with DON HRPP to 
identify a DoN IRB with the appropriate resources and expertise to review classified research 
with human subjects and to execute any necessary agreements to effectuate that review.    
Investigators must allow sufficient time for alternative IRB review arrangements to be made, for 
the review to be conducted, and for the processing of the approval request in the Office of the 
Secretary of Defense.  Poor planning, failure to allow sufficient time for the multi-level review 
and/or delays in the review process do not warrant proceeding with the proposed project without 
the approval of the Secretary of Defense.  Questions about the timeline for submissions that 
require SECDEF review and approval should be directed to the USNA HRPP Office. 

 
 


