
Section 3: Activities that are not research 
3.1 Introduction  
 
a. Almost all activities at the Naval Academy involve interaction with people or the 
collection of identifiable data about them.  The vast majority of these activities, however, do not 
constitute research with human subjects because they do not constitute systematic investigations 
designed to develop or contribute to generalizable knowledge.  Instead, these activities are 
intended to further the Naval Academy’s mission to develop midshipmen morally, mentally, and 
physically, and to enable the operations of the institution in support of that mission.   
 
b. This section identifies categories of activities that are not considered research with human 
subjects under the relevant federal regulations.  It also defines categories of activities commonly 
undertaken at USNA that have been determined by the USNA IRB to not constitute research 
with human subjects.  The non-research activities identified in this section are not exhaustive, but 
are itemized to provide clarity to USNA personnel potentially engaged in research with human 
subjects.  
 
3.2 Activities defined by regulation as non-research with human subjects  
 
a. In accordance with Reference (b), the following categories of activities are not research 
with human subjects for the purpose of the USNA Human Research Protection Program: 
 
 1. Scholarly and journalistic activities, including the collection and use of 
information, that focus directly on the specific individuals about whom the information is 
collected.   
 
 2. Public health surveillance activities necessary to allow a public health authority to 
identify, monitor, assess, or investigate potential public health signals, onsets of disease 
outbreaks, or conditions of public health importance. 
 
 3. Collection and analysis of information, biospecimens, or records by or for a 
criminal justice agency for activities authorized by law or court order solely for criminal justice 
or criminal investigative purposes. 
 
 4. Authorized operational activities (as determined by each agency) in support of 
intelligence, homeland security, defense, or other national security missions. 
 
b. In accordance with Reference (b), the Department of Defense has determined that certain 
activities do not constitute research with human subjects for the purpose of the USNA Human 
Research Protection Program.  The activities relevant to USNA include: 
 
 1. Activities carried out solely for the purposes of diagnosis, treatment, or 
prevention of injury or disease in Service Members and other mission essential personnel under 
force health protection programs of the DoD, as well as all authorized health and medical 
activities as part of the reasonable practice of medicine or other health professions undertaken for 
the sole purpose of patient treatment. 



 2. Activities performed for the sole purpose of medical quality assurance consistent 
with section 1102 of Title 10, U.S.C. 
 
 3. Activities performed solely for assessing compliance of individuals and 
organizations with requirements applicable to military, civilian, contractor personnel or to 
organizational units, including such activities as occupational drug testing, occupational health 
and safety reviews, network monitoring, and monitoring for compliance with requirements for 
protection of classified information. 
 
 4. Activities, including program evaluation, customer satisfaction surveys, user 
surveys, outcome reviews, student end-of-course critiques, and other methods, designed solely to 
assess the performance of DoD programs where the results of the evaluation are only for the use 
of Government officials responsible for the operation or oversight of the program being 
evaluated and are not intended for generalized use beyond such program. 
 
3.3 Activities determined by USNA IRB to not constitute research with human subjects 
 
a. In addition to the activities defined by regulation as not research with human subject, as 
summarized in Section 3.2, the USNA IRB has determined that for the purposes of the USNA 
Human Research Protection Program, the following categories of activities do not constitute 
research with human subjects: 
 
 1. Activities performed to educate students, including but not limited to lectures, 
discussions, individual or group projects, written assignments, and exams, that are consistent 
with accepted pedagogical approaches for instruction. 
 
 2. Activities to improve the physical fitness or athletic ability of individuals 
consistent with accepted approaches for training and coaching. 
 
 3. Activities to provide professional training for service members or for civilian 
employees or contractors at USNA. 
 
 4. Creation and use of administrative records containing identifiable personal 
information that are necessary for the effective operation of the Naval Academy.  This includes 
the use of MIDS to create and store student records and AIS for admissions records. 
 
 5. Collection and analysis or information or records for use solely in the context of 
the honor or conduct systems or other disciplinary systems that do not have a criminal justice or 
criminal investigation purpose.   
 
3.4 Applicability of other laws, regulations, and policies 
 
a. While the activities described in the Sections 3.2 and 3.3 do not meet the definition of 
research with human subjects under the Common Rule and are therefore not covered by this 
policy, they may be subject to a number of other laws, regulations, or DON or USNA policies.  
These may include the Privacy Act, the HIPAA Privacy Rule, DoD and DON records 



management and information technology instructions, among others.  USNA personnel must 
comply with all applicable regulations. 
 
b. In all activities, USNA personnel must follow the highest ethical standards, regardless of 
whether those activities constitute research with human subjects. 
 
3.5 Secondary analysis of data collected for non-research purposes 
 
a. Secondary analysis of data obtained from the activities described in Sections 3.2 and 3.3 
may constitute research with human subjects if the proposed analysis is a systematic 
investigation intended to produce generalizable knowledge.  In that case, the proposed activities 
must be reviewed in accordance with the procedures in this policies and procedures manual 
before any research-related activities using data collected for non-research purposes may begin. 
 
b. If any of the activities described in Sections 3.2 and 3.3 are carried out with the intention 
of using the resulting data in a systematic investigation intended to produce generalizable 
knowledge, the proposed research must be reviewed in accordance with the procedures in this 
policies and procedures manual before any activities are undertaken, including the activities 
listed in Sections 3.2 and 3.3.  For example, if an instructor introduces a new pedagogical 
technique for the purpose of systematically evaluating its effectiveness compared to existing 
techniques and intends to make inferences about the effectiveness of the new technique in other 
populations, that would constitute research with human subjects and would have to be reviewed 
prior to introducing the new technique in the classroom.   
 
3.6 Assessment activities 
 
 USNA engages in an active program of assessment, both for internal purposes and to 
meet the requirements of external accreditors or organizations such as the Middle States 
Commission on Higher Education, ABET, the NCAA, and others.  As these assessment activities 
are designed to evaluate the performance of the Naval Academy as an institution, they do not 
constitute research with human subjects and therefore are not subject to the requirements of this 
policies and procedures manual.  If in the course of an assessment activity, however, an 
investigator intends to generalize the findings of a study beyond the Naval Academy, it would 
potentially constitute research with human subjects and would be subject to this policy.  As such, 
the investigator would need to obtain a determination that the proposed activity is not research or 
submit a protocol for review under the procedures described in this manual. 
 
3.7 Quality assurance or process improvement activities 
 
 Likewise, USNA engages in activities designed to ensure the quality of its operations or 
to improve the processes by which they are conducted. As these studies focus on the business 
practices of the Naval Academy, they do not constitute research with human subjects and 
therefore are not subject to the requirements of this policies and procedures manual.  If in the 
course of a quality assurance or process improvement activity, however, an investigator intends 
to generalize the findings of a study beyond the Naval Academy, it would potentially constitute 
research with human subjects and would be subject to this policy.  As such, the investigator 



would need to obtain a determination that the proposed activity is not research or submit a 
protocol for review under the procedures described in this manual. 
 
3.8 Responsibility of Investigators to Ensure Proper Review 
 
a. It is the ultimate responsibility of investigators to ensure that they do not conduct 
research with human subjects without appropriate review.  The categories of activities identified 
as not constituting research with human subjects are provided for the guidance of potential 
researchers. 
 
b. In the event of any doubt about the status of a proposed investigation, it is incumbent on 
investigators to obtain a formal determination as to the status of their proposed activities.  
Consistent with Reference (i), investigators may not make such a determination themselves, but 
must seek a determination from an HRPP subject matter expert.  The procedure for obtaining a 
determination of non-research are outlined in Section 13 of this policies and procedures manual.  
 


