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ENCLOSURE 2 
 

Human Research Protection Program Glossary 
 

Administrative Review-A review of a research protocol and supporting documents (e.g., 
safety review, scientific review, Institutional Review Board (IRB) minutes) related to the 
Department of Defense (DoD)-supported research involving human subjects which ensures the 
institution engaged in the research involving human subjects and has met the requirements of 
all applicable regulations and policies. This review is NOT an IRB review. 
 
Adverse Event- An adverse event is any untoward or unfavorable occurrence associated with 
the conduct of a research project, including any abnormal sign, symptom, or disease, 
temporally associated with the subject's participation in the research, whether or not considered 
related to the subject's participation in the research. Adverse events encompass both physical 
and psychological harms. 
 
Assent- An agreement by an individual not competent to give legally valid informed consent (e.g., a 
child or a cognitively impaired adult) to participate in research. 
 
Assurance -A formal, written, binding commitment that is submitted to a federal agency in which an 
institution promises to comply with applicable regulations governing research with human subjects and 
stipulates the procedures through which compliance will be achieved. 

Autonomy- Personal capacity to consider alternatives, make choices, and act without undue influence or 
the interference of others. 

Belmont Report - A statement of basic ethical principles governing research involving human subjects 
issued by the National Commission for the Protection of Human Subjects in 1978. 

Beneficence -An ethical principle in the Belmont Report that entails an obligation to protect persons from 
harm.  The principle of beneficence can be expressed in two general rules:  (1) do no harm; and (2) 
protect from harm by maximizing possible benefits and minimizing possible risks of harm. 

Benefit- A valued or desired outcome; an advantage. 

Best Practice -The methods and procedures employed by those institutions and/or individuals who are 
most experienced in a field and are the recognized leaders in terms of the quality of what they do.   In 
terms of human subjects protection, best practice refers to the models which should be emulated in 
designing research experiments that best protect the rights, privacy and dignity of the subjects or 
participants. 

Children - Persons who have not attained the legal age for consent to the procedures involved in 
research, as determined under the applicable law of the jurisdiction under which research is conducted.  

Cognitively impaired- Having either a psychiatric disorder (psychosis, dementia, etc.) or a 
developmental disorder (retardation) that affects cognitive or emotional functions to the extent that the 
capacity for judgment and reasoning is significantly diminished.  Others, including those under the 
influence of or dependent on drugs or alcohol, those suffering from degenerative diseases affecting the 



Encl2-2 
 

 

brain, terminally ill patients, and persons with severely disabling physical handicaps, may also be 
compromised in their ability to make decisions in their best interests. 

Competence- Technically, a legal term, used to denote capacity to act on one's own behalf; the ability to 
understand information presented, to appreciate the consequences  of acting (or not acting) on that 
information, and to make a choice. 

Common Rule- The regulation adopted by multiple federal departments and agencies for the protection 
of human subjects in research. The DoD’s implementation of the Common Rule is 32 Code of Federal 
Regulations (CFR) part 219; the Department of Health and Human Services’ implementation of the 
Common Rule is subpart A of 45 CFR part 46.  
 
Continuing Non-compliance- A pattern of non-compliance (see non-compliance) that suggests the 
likelihood that, without intervention, instances of non-compliance will recur. A repeated unwillingness to 
comply with this instruction or a persistent lack of knowledge of how to comply with this instruction. 
 
Debriefing -Giving subjects previously undisclosed information about the research project following 
completion of their participation in the research.  (Note that this usage, which occurs within the 
behavioral sciences, departs from standard English usage, in which debriefing involves obtaining rather 
than imparting information.) 

Deception- Withholding of information about a research project that might affect the subjects' decision to 
participate in the study.  In its mildest form, deception may involve simply withholding the research 
hypothesis from the subjects to avoid biasing the results.  More severe forms of deception may involve 
deceiving subjects about the purpose of the study, deceiving them about the status of other individuals 
who they believe to be subjects (confederates), and deceiving them about the status of individuals 
supposedly outside of the experiment.  In its most extreme form, subjects are not even made aware that 
they are participating in a research project until the experiment has concluded. All forms of deception 
violate the fundamental principle of autonomy-the individual’s right to self-determination, that is, to 
freely make a decision to participate or not participate based on full information about the nature of the 
research. The IRB approves deception research only if its use is carefully justified and when specified 
conditions are met that restore the autonomy to the individual by the conclusion of the experiment. 

DON-Conducted Research Involving Human Subjects- Research involving human subjects that is 
performed by DON personnel. DON-conducted research is one type of DON-supported research 
involving human subjects. See “engaged in research involving human subjects.”  
 
DON-Supported Research Involving Human Subject- Research involving human subjects for which 
the DON is providing at least some of the resources (see “research involving human subjects”). Resources 
may include but are 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. It includes both 
DON-conducted research involving human subjects and research involving human subjects conducted by 
a non-DON institution. An activity is not considered to be DON-supported when DON personnel have 
been formally granted authorization to pursue an outside activity that is separate from their DON position 
and which does not otherwise involve the DON. An activity is also not considered to be DON-supported 
when DON personnel are in an off-duty status or otherwise not working in a DON capacity or conducting 
research under a DoD-DON Assurance.  Additionally, legal transfer through sale or donation of a piece of 
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equipment from the DON to an outside organization, which would sever the relationship to the DON, 
would not be considered to be DON-supported if the transfer is not for the purpose of enabling a specific 
human subject research protocol. 
 
Engaged in Research Involving Human Subjects-An institution is engaged in research involving 
human subjects when its personnel are conducting activities covered by section 219.101(a) of reference 
(b) in this instruction. An institution that is funding, providing equipment, providing access to or 
information about potential human subjects (but not recruiting human subjects), providing data or 
specimens (either identifiable or not), or overseeing the research from a regulatory or compliance 
standpoint is not engaged in the research involving human subjects (but is supporting the research (see 
“DON-supported research involving human subjects”)). 

Equitable - Fair or just; used in the context of selection of subjects to indicate that the benefits and 
burdens of research are fairly distributed. 

Exempt- A project that does not require further review after initial consideration by the IRB or its 
designated review body.  The "Exempt" status is granted based on criteria specified in the federal 
regulations.   Research that is categorized as exempt by the IRB review includes research that does not 
involve directly or indirectly human subjects or any data about human subjects.  Unforeseeable risk 
includes "research involving the collection or study of existing data, documents, records, pathologic 
specimens, or diagnostic specimens, if these sources are publicly available or if the information is 
recorded by the investigator in such a manner that the subjects cannot be identified, directly or through 
identifiers linked to the subjects [emphasis added]" (Title 45 Code of Federal Regulations, Part 46 
Protection of Human Subjects}. Exempt Research involves human subjects where the only involvement 
of the human subjects in the research will be in one or more of the categories identified in section 
219.101(b) of reference (b). 

Exemption Determination Official (EDO)- Serves as a local Human Research Protection Program 
(HRPP) official designated by the Institutional Official (IO) for the purposes of reviewing the institution’s 
proposed activities with humans and making official determinations regarding whether an activity (1) is 
research involving human subjects, (2) meets exemption criteria per reference (b), section 219.101(b), or 
(3) is research involving human subjects that requires IRB review. EDOs must be federal employees or 
Service Members who are sufficiently qualified through training or experience to be able to ascertain the 
acceptability of a proposed activity, while being sufficiently removed from the activity to avoid the 
appearance of a conflict of interest. 

Expedited Review - Review of proposed research by the IRB chair or a designated voting member or 
group of voting members rather than by the entire IRB.  Federal rules permit expedited review for certain 
kinds of research involving no more than minimal risk and for minor changes in approved research. 

Full Board Review- Review of proposed research at a convened meeting at which a majority of the 
membership of the IRB is present, including at least one member whose primary concerns are in non- 
scientific areas.  For the research to be approved, it must receive the approval of a majority of those 
members present at the meeting. 
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Guardian -An individual who is authorized under applicable state or local law to give permission on 
behalf of a child to participate in research. 

Focus Groups,-A form of structured interviews, typically with 6-12 subjects, who are part of a data 
collection effort to explain, understand, and capture opinions, beliefs, opinions, and characteristics  of a 
particular issue or subject. 

Human Subjects- a living individual about whom an investigator, whether professional or student 
conducting research: (1) obtains information or biospecimens through intervention or interaction with the 
individual, and uses, studies, or analyzes the information or biospecimens; or (2) obtains, uses, studies, 
analyzes, or generates identifiable private information or identifiable biospecimens. 

Intervention- 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. 

Interaction-includes communication or interpersonal contact between investigator and subject. 

Informed Consent- A person's voluntary agreement, based upon an adequate knowledge and 
understanding of relevant information, to participate in research or to undergo a diagnostic, therapeutic or 
preventive procedure.  In giving informed consent, subjects may not waive or appear to waive any of their 
legal rights, or release or appear to release the investigator, the sponsor, the institution or agents thereof 
from liability for negligence. 

Institutional Official (IO)- The senior person authorized to establish and responsible to maintain the 
HRPP for the DON institution. The IO is a senior military or civilian official with the authority to commit 
the institution to comply with Federal, DoD, and Component requirements. The IO is responsible for its 
institutions’ federal assurance and the IRBs internal to the institution, if these elements are part of the 
HRPP. The IO heads the DON institution’s HRPP. The IO, often a Flag-, General, or Senior Executive 
Service (SES)-level official, frequently serves as the Commander, Commanding Officer, Officer in 
Charge, or Senior Official at an institution. 

Institutional Review Board (IRB) -A specially constituted review body established or designated by an 
entity to protect the welfare of human subjects recruited to participate in biomedical or behavioral 
research. 

IRB- See Institutional Review Board. 

Justice- An ethical principle discussed in the Belmont Report requiring fairness in distribution of burdens 
and benefits; often expressed in terms of treating persons of similar circumstances or characteristics 
similarly. 

Legally Authorized Representative - an individual or judicial or other body authorized under applicable 
law to consent on behalf of a prospective subject to the subject's participation in the procedure(s) involved 
in the research. If there is no applicable law addressing this issue, legally authorized representative means 
an individual recognized by institutional policy as acceptable for providing consent in the nonresearch 
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context on behalf of the prospective subject to the subject's participation in the procedure(s) involved in 
the research. 

Minimal Risk - A risk is minimal where the probability and magnitude of harm or discomfort anticipated 
in the proposed research are not greater, in and of themselves, than those ordinarily encountered in daily 
life or during the performance of routine physical, physiological or psychological examinations or tests.  

Non-Exempt Research Involving Human Subjects-An activity that meets the definitions of research 
and human subject but does not meet the criteria where the only involvement of the human subjects in the 
research are in one or more of the categories identified in section 219.101(b) of reference (b). 
 
Non-Compliance- Non-compliance is a deliberate or inadvertent departure from or failure to comply 
with the federal regulations, DoD directives, DON and SECNAV instructions, or Institutional Review 
Board (IRB) requirements for the protection of human subjects in research. Additional information on 
allegations of non-compliance (serious and continuous non-compliance) and research misconduct can be 
found in Section 22 of this policies and procedures manual. 

OHRP- Office of Human Research Protections- An office within the U.S. Department of Health and 
Human Services. 

OPRR- Office for the Protection from Research Risks- A former office within the U.S. Department of 
Health and Human Services that was elevated to the Office of Human Research Protections (OHRP) 
within the Office of Public Health and Science (OPHS) in 2000. 

Principal Investigator -The scientist or scholar with primary responsibility for the design and conduct of 
a research project and the performance of the research team.  

Prisoner- An individual involuntarily confined in a penal institution, including persons:  (1) sentenced 
under a criminal or civil statute; (2) detained pending arraignment, trial or sentencing; {3) detained in 
other facilities (e.g., for drug detoxification or treatment of alcoholism) under statutes or commitment 
procedures providing such alternatives to criminal prosecution or incarceration in a penal institution.  
Includes military personnel in either civilian or military custody or detainment. 

Privacy - Control over the extent, timing, and circumstances of sharing oneself (physically, behaviorally, 
or intellectually) with others. 

Private information- 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 which has been 
provided for specific purposes by an individual and which the individual can reasonably expect will not 
be made public. In an academic and training environment like the Naval Academy, numerous examples of 
“private information” exist. These include, but are not limited to: academic records, MIDS data on 
identifiable individuals, admissions information on identifiable candidates, medical records or physical 
readiness test records, and any database (generated internally or externally) that contains names, Social 
Security Numbers (SSN), alpha numbers or any other uniquely identifying labels for living human beings. 
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Protected Population -The scope of the IRB extends to of all members of the US Naval Academy 
community, military and civilian, who are subjects or potential subjects of research that is sanctioned or 
authorized by USNA.  This includes, but is not limited to: 

1.   The Brigade of Midshipmen; 
2.   All faculty, including resident, visiting faculty, civilian, and military; 
3.   All civilian employees in all pay grades; 
4.   All military personnel assigned to the USNA Complex; 
5.   All civilian contract employees who are engaged in work connected to or in support of USNA 
      activities; 
6.   All permanent residents of USNA, including their families; 
7.   Candidates, sponsor families, and any other guests who are participating in USNA sectioned 

activities  
      or functions; 
8.   Any population connect to or associated with USNA who are not otherwise covered by IRB   
      protections from other DoD/DoN research 
 

Protocol- The formal design or plan of an experiment or research activity; specifically, the plan submitted 
to an IRB for review and to an agency for research support.  The protocol includes a description of the 
research design or methodology to be employed, the eligibility requirements for prospective subjects and 
controls, the experimental procedures, and the proposed methods of analysis that will be performed on the 
collected data. 

 
Research- a systematic investigation, including research development, testing, and evaluation, designed to 
develop or contribute to generalizable knowledge. Activities that meet this definition constitute research 
for purposes of this policy, whether or not they are conducted or supported under a program that is 
considered research for other purposes. For example, some demonstration and service programs may 
include research activities. For purposes of this part, the following activities are deemed not to be research: 

(1) Scholarly and journalistic activities (e.g., oral history, journalism, biography, literary criticism, 
legal research, and historical scholarship), 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, including the collection and testing of information or 
biospecimens, conducted, supported, requested, ordered, required, or authorized by a public health 
authority. Such activities are limited to those 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 (including trends, signals, risk factors, patterns in diseases, or increases in 
injuries from using consumer products). Such activities include those associated with providing timely 
situational awareness and priority setting during the course of an event or crisis that threatens public 
health (including natural or man-made disasters). 

(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. 
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Respect for Persons- An ethical principle discussed in the Belmont Report requiring that individual 
autonomy be respected and that persons with diminished autonomy be protected. 

 
Review (of Research) -The concurrent oversight of research on a periodic basis by an IRB. In addition to 
reviews at least annually, as mandated by federal regulations, reviews may also, if deemed appropriate, be 
conducted on a continuous or periodic basis. 

 
Risk- The probability of harm or injury (physical, psychological, social or economic) occurring as a result 
of participation in a research study.  Both the probability and magnitude of possible harm may vary from 
minimal to significant.  Federal regulations define only "minimal risk." 
 
Serious Non-compliance- Failure of a person, group, or institution to act in accordance with this instruction 
and its references such that the failure could adversely affect the rights, safety, or welfare of a human 
subject; place a human subject at increased risk of harm; cause harm to a human subject; affect a human 
subject’s willingness to participate in research; or damage or compromise the scientific integrity of research 
data. 

 
Survey- A survey is a form of data collection that asks subjects about attitudes, opinions, perceptions, and 
characteristics generally used as a part of a larger research study. 
 
Unanticipated Problems- Any incident, experience, or outcome that meets ALL three of the following 
conditions:  
a. Is unexpected (in terms of nature, severity, or frequency) given the procedures described in the research 
protocol documents (e.g., the IRB-approved research protocol and informed consent document) and the 
characteristics of the human subject population being studied.  
b. Is related or possibly related to participation in the research (in this instruction, possibly related means 
there is a reasonable possibility that the incident, experience, or outcome may have been caused by the 
procedures involved in the research).  
c. Suggests that the research places human subjects or others at a greater risk of harm (including physical, 
psychological, economic, or social harm) than was previously known or recognized, even if no harm has 
actually occurred. 

 
Voluntary- Free of coercion, duress, or undue inducement.  Used in the research context to refer to a 
subject's decision to participate, not participate, or to continue to participate in a research activity. 


