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Purpose

This policy serves as a guide for commonly used terminology describing human subject
research activities. It is not intended to include all HHS, FDA, or other agency
definitions.
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HHS Regulations (45 CFR 46)

https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-
46/revised-common-rule-regulatory-text/index.html#46.102

(a) Certification means the official notification by the institution to the supporting
Federal department or agency component, in accordance with the requirements of


https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/revised-common-rule-regulatory-text/index.html#46.102
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/revised-common-rule-regulatory-text/index.html#46.102
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this policy, that a research project or activity involving human subjects has been
reviewed and approved by an IRB in accordance with an approved assurance.

(b) Clinical trial means research study in which one or more human subjects are
prospectively assigned to one or more interventions (which may include placebo or
other control) to evaluate the effects of the interventions on biomedical or
behavioral health-related outcomes.

(c) Department or agency head means the head of any Federal department or
agency, for example, the Secretary of HHS, and any other officer or employee of
any Federal department or agency to whom the authority provided by these
regulations to the department or agency head has been delegated.

(d) Federal department or agency refers to a federal department or agency (the
department or agency itself rather than its bureaus, offices or divisions) that takes
appropriate administrative action to make this policy applicable to the research
involving human subjects it conducts, supports, or otherwise regulates (e.g., the
U.S. Department of Health and Human Services, the U.S. Department of Defense,
or the Central Intelligence Agency).

(e)(1) Human subject means 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

(i1) Obtains, uses, studies, analyzes, or generates identifiable private

information or identifiable biospecimens.
(2) 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.
(3) Interaction includes communication or interpersonal contact between
investigator and subject.
(4) 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 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).
(5) Identifiable private information is private information for which the
identity of the subject is or may readily be ascertained by the investigator
or associated with the information.
(6) An identifiable biospecimen is a biospecimen for which the identity of
the subject is or may readily be ascertained by the investigator or
associated with the biospecimen.
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(f) Institution means any public or private entity, or department or agency
(including federal, state, and other agencies).

(g) IRB means an institutional review board established in accord with and for the
purposes expressed in this policy.

(h) IRB approval means the determination of the IRB that the research has been
reviewed and may be conducted at an institution within the constraints set forth by
the IRB and by other institutional and federal requirements.

(i) Legally authorized representative means 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 context on behalf of the prospective subject to the subject’s
participation in the procedure(s) involved in the research. (For research taking
place in Missouri, see Missouri Statute Chapter 431, Section 431.064).

(j) Minimal risk means that the probability and magnitude of harm or discomfort
anticipated in the research are not greater in and of themselves than those
ordinarily encountered in daily life or during the performance of routine physical
or psychological examinations or tests.

(k) Public health authority means an agency or authority of the United States, a
state, a territory, a political subdivision of a state or territory, an Indian tribe, or a
foreign government, or a person or entity acting under a grant of authority from or
contract with such public agency, including the employees or agents of such public
agency or its contractors or persons or entities to whom it has granted authority,
that is responsible for public health matters as part of its official mandate.

(1) Research means 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.

(m) Written, or in writing, for purposes of this part, refers to writing on a tangible
medium (e.g., paper) or in an electronic format.

HHS Regulations — 45 CFR 46 Subpart B Additional Protections for Pregnant
Women, Human Fetuses and Neonates Involved in Research

https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-
46/common-rule-subpart-b/index.html#46.202



https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/common-rule-subpart-b/index.html#46.202
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/common-rule-subpart-b/index.html#46.202
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(a) Dead fetus means a fetus that exhibits neither heartbeat, spontaneous
respiratory activity, spontaneous movement of voluntary muscles, nor pulsation of
the umbilical cord.

(b) Delivery means complete separation of the fetus from the woman by expulsion
or extraction or any other means.

(c) Fetus means the product of conception from implantation until delivery.
(d) Neonate means a newborn.

(e) Nonviable neonate means a neonate after delivery that, although living, is not
viable.

(f) Pregnancy encompasses the period of time from implantation until delivery. A
woman shall be assumed to be pregnant if she exhibits any of the pertinent
presumptive signs of pregnancy, such as missed menses, until the results of a
pregnancy test are negative or until delivery.

(g) Secretary means the Secretary of Health and Human Services and any other
officer or employee of the Department of Health and Human Services to whom
authority has been delegated.

(h) Viable, as it pertains to the neonate, means being able, after delivery, to
survive (given the benefit of available medical therapy) to the point of
independently maintaining heartbeat and respiration. The Secretary may from time
to time, taking into account medical advances, publish in the FEDERAL
REGISTER guidelines to assist in determining whether a neonate is viable for
purposes of this subpart. If a neonate is viable then it may be included in research
only to the extent permitted and in accordance with the requirements of the pre-
2018 requirements or the 2018 requirements, as applicable, and subpart D of this
part.

HHS Regulations — 45 CFR 46 Subpart C Additional Protections Pertaining to
Biomedical and Behavioral Research Involving Prisoners as Subjects

https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-
46/common-rule-subpart-c/index.html

(c) Prisoner means any individual involuntarily confined or detained in a penal
institution. The term is intended to encompass individuals sentenced to such an
institution under a criminal or civil statute, individuals detained in other facilities
by virtue of statutes or commitment procedures which provide alternatives to
criminal prosecution or incarceration in a penal institution, and individuals
detained pending arraignment, trial, or sentencing.


https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/common-rule-subpart-c/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/common-rule-subpart-c/index.html
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(d) Minimal risk is the probability and magnitude of physical or psychological
harm that is normally encountered in the daily lives, or in the routine medical,
dental, or psychological examination of healthy persons.

HHS Regulations — 45 CFR 46 Subpart D Additional Protections for Children
Involved as Subjects in Research

https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-
46/common-rule-subpart-d/index.html#46.402

(a) Children are persons who have not attained the legal age for consent to

treatments or procedures involved in the research, under the applicable law of the

jurisdiction in which the research will be conducted.

(b) Assent means a child's affirmative agreement to participate in research. Mere

failure to object should not, absent affirmative agreement, be construed as assent.

(c) Permission means the agreement of parent(s) or guardian to the participation of

their child or ward in research.

(d) Parent means a child's biological or adoptive parent.

(e) Guardian means an individual who is authorized under applicable State or local

law to consent on behalf of a child to general medical care.
FDA Regulations (21 CFR 50) — Relevant to IRB review

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-
50/subpart-A/section-50.3

(c) Clinical investigation means any experiment that involves a test article and one

or more human subjects and that either is subject to requirements for prior

submission to the Food and Drug Administration under section 505(i) or 520(g) of
the act, or is not subject to requirements for prior submission to the Food and Drug

Administration under these sections of the act, but the results of which are
intended to be submitted later to, or held for inspection by, the Food and Drug
Administration as part of an application for a research or marketing permit. The

term does not include experiments that are subject to the provisions of part 58 of

this chapter, regarding nonclinical laboratory studies.

(d) Investigator means an individual who actually conducts a clinical investigation,
i.e., under whose immediate direction the test article is administered or dispensed
to, or used involving, a subject, or, in the event of an investigation conducted by a

team of individuals, is the responsible leader of that team.


https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/common-rule-subpart-d/index.html#46.402
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/common-rule-subpart-d/index.html#46.402
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-50/subpart-A/section-50.3
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-50/subpart-A/section-50.3
https://www.ecfr.gov/current/title-21/part-58
https://www.ecfr.gov/current/title-21/part-58
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(e) Sponsor means a person who initiates a clinical investigation, but who does not
actually conduct the investigation, i.e., the test article is administered or dispensed
to or used involving, a subject under the immediate direction of another individual.
A person other than an individual (e.g., corporation or agency) that uses one or
more of its own employees to conduct a clinical investigation it has initiated is
considered to be a sponsor (not a sponsor-investigator), and the employees are
considered to be investigators.

(f) Sponsor-investigator means an individual who both initiates and actually
conducts, alone or with others, a clinical investigation, i.e., under whose immediate
direction the test article is administered or dispensed to, or used involving, a
subject. The term does not include any person other than an individual, e.g.,
corporation or agency.

(g) Human subject means an individual who is or becomes a participant in
research, either as a recipient of the test article or as a control. A subject may be
either a healthy human or a patient.

(h) Institution means any public or private entity or agency (including Federal,
State, and other agencies). The word facility as used in section 520(g) of the act is
deemed to be synonymous with the term institution for purposes of this part.

(i) Institutional review board (IRB) means any board, committee, or other group
formally designated by an institution to review biomedical research involving
humans as subjects, to approve the initiation of and conduct periodic review of
such research. The term has the same meaning as the phrase institutional review
committee as used in section 520(g) of the act.

(j) Test article means any drug (including a biological product for human use),
medical device for human use, human food additive, color additive, electronic
product, or any other article subject to regulation under the act or under sections
351 and 354-360F of the Public Health Service Act (42 U.S.C. 262 and 263b-
263n).

(k) Minimal risk means that the probability and magnitude of harm or discomfort
anticipated in the research are not greater in and of themselves than those
ordinarily encountered in daily life or during the performance of routine physical
or psychological examinations or tests.

(1) Legally authorized representative means 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.

(m) Family member means any one of the following legally competent persons:
Spouse; parents; children (including adopted children); brothers, sisters, and


https://www.govinfo.gov/link/uscode/42/262
https://www.govinfo.gov/link/uscode/42/263b
https://www.govinfo.gov/link/uscode/42/263b
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spouses of brothers and sisters; and any individual related by blood or affinity
whose close association with the subject is the equivalent of a family relationship.

(n) Assent means a child's affirmative agreement to participate in a clinical
investigation. Mere failure to object should not, absent affirmative agreement, be
construed as assent.

(o) Children means persons who have not attained the legal age for consent to
treatments or procedures involved in clinical investigations, under the applicable
law of the jurisdiction in which the clinical investigation will be conducted.

(p) Parent means a child's biological or adoptive parent.

(q) Ward means a child who is placed in the legal custody of the State or other
agency, institution, or entity, consistent with applicable Federal, State, or local law.

(r) Permission means the agreement of parent(s) or guardian to the participation of
their child or ward in a clinical investigation.

(s) Guardian means an individual who is authorized under applicable State or local
law to consent on behalf of a child to general medical care.

FDA Regulations 21 CFR 56 — In addition to 21 CFR 50 and relevant to IRB review

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-56

(c) Clinical Investigation: The terms research, clinical research, clinical study,
study, and clinical investigation are deemed to be synonymous for purposes of this
part.

(d) Emergency use means the use of a test article on a human subject in a life-
threatening situation in which no standard acceptable treatment is available, and in
which there is not sufficient time to obtain IRB approval.

(m) IRB approval means the determination of the IRB that the clinical
investigation has been reviewed and may be conducted at an institution within the
constraints set forth by the IRB and by other institutional and Federal
requirements.

FDA Regulations 21 CFR 312 — When differs from other FDA definitions and
relevant to IRB review

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-D/part-312

Clinical investigation means any experiment in which a drug is administered or
dispensed to, or used involving, one or more human subjects. For the purposes of


https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-56
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-D/part-312

SOP - Definitions
Page 8 of 18

this part, an experiment is any use of a drug except for the use of a marketed drug
in the course of medical practice.

Contract research organization means a person that assumes, as an independent
contractor with the sponsor, one or more of the obligations of a sponsor, e.g.,
design of a protocol, selection or monitoring of investigations, evaluation of
reports, and preparation of materials to be submitted to the Food and Drug
Administration.

FDA means the Food and Drug Administration.

IND means an investigational new drug application. For purposes of this part,
“IND” is synonymous with “Notice of Claimed Investigational Exemption for a
New Drug.”

Independent ethics committee (IEC) means a review panel that is responsible for
ensuring the protection of the rights, safety, and well-being of human subjects
involved in a clinical investigation and is adequately constituted to provide
assurance of that protection. An institutional review board (IRB), as defined in §
56.102(g) of this chapter and subject to the requirements of part 56 of this chapter,
is one type of IEC.

Investigational new drug means a new drug or biological drug that is used in a
clinical investigation. The term also includes a biological product that is used in
vitro for diagnostic purposes. The terms “investigational drug” and
“investigational new drug” are deemed to be synonymous for purposes of this part.

Investigator means an individual who actually conducts a clinical investigation
(i.e., under whose immediate direction the drug is administered or dispensed to a
subject). In the event an investigation is conducted by a team of individuals, the
investigator is the responsible leader of the team. “Subinvestigator” includes any
other individual member of that team.

Marketing application means an application for a new drug submitted under
section 505(b) of the act or a biologics license application for a biological product
submitted under the Public Health Service Act.

Sponsor means a person who takes responsibility for and initiates a clinical
investigation. The sponsor may be an individual or pharmaceutical company,
governmental agency, academic institution, private organization, or other
organization. The sponsor does not actually conduct the investigation unless the
sponsor is a sponsor-investigator. A person other than an individual that uses one
or more of its own employees to conduct an investigation that it has initiated is a
sponsor, not a sponsor-investigator, and the employees are investigators.


https://www.ecfr.gov/current/title-21/section-56.102#p-56.102(g)
https://www.ecfr.gov/current/title-21/section-56.102#p-56.102(g)
https://www.ecfr.gov/current/title-21/part-56
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Sponsor-Investigator means an individual who both initiates and conducts an
investigation, and under whose immediate direction the investigational drug is
administered or dispensed. The term does not include any person other than an
individual. The requirements applicable to a sponsor-investigator under this part
include both those applicable to an investigator and a sponsor.

Subject means a human who participates in an investigation, either as a recipient of
the investigational new drug or as a control. A subject may be a healthy human or

a patient with a disease.

FDA Regulations — 21 CFR 812 — When differs from other FDA definitions and
relevant to IRB review

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-812

(d) Implant means a device that is placed into a surgically or naturally formed
cavity of the human body if it is intended to remain there for a period of 30 days or
more. FDA may, in order to protect public health, determine that devices placed in
subjects for shorter periods are also “implants” for purposes of this part.

(e) Institution means a person, other than an individual, who engages in the
conduct of research on subjects or in the delivery of medical services to individuals
as a primary activity or as an adjunct to providing residential or custodial care to
humans. The term includes, for example, a hospital, retirement home, confinement
facility, academic establishment, and device manufacturer. The term has the same
meaning as “facility” in section 520(g) of the act.

(f) Institutional review board (IRB) means any board, committee, or other group
formally designated by an institution to review biomedical research involving
subjects and established, operated, and functioning in conformance with part 56.
The term has the same meaning as “institutional review committee” in section
520(g) of the act.

(g) Investigational device means a device, including a transitional device, that is
the object of an investigation.

(h) Investigation means a clinical investigation or research involving one or more
subjects to determine the safety or effectiveness of a device.

(1) Investigator means an individual who actually conducts a clinical investigation,
i.e., under whose immediate direction the test article is administered or dispensed
to, or used involving, a subject, or, in the event of an investigation conducted by a
team of individuals, is the responsible leader of that team.

(j) Monitor, when used as a noun, means an individual designated by a sponsor or
contract research organization to oversee the progress of an investigation. The


https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-812
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monitor may be an employee of a sponsor or a consultant to the sponsor, or an
employee of or consultant to a contract research organization. Monitor, when used
as a verb, means to oversee an investigation.

(k) Noninvasive, when applied to a diagnostic device or procedure, means one that
does not by design or intention:
(1) Penetrate or pierce the skin or mucous membranes of the body, the ocular
cavity, or the urethra, or
(2) enter the ear beyond the external auditory canal, the nose beyond the nares,
the mouth beyond the pharynx, the anal canal beyond the rectum, or the vagina
beyond the cervical os. For purposes of this part, blood sampling that involves
simple venipuncture is considered noninvasive, and the use of surplus samples
of body fluids or tissues that are left over from samples taken for
noninvestigational purposes is also considered noninvasive.

(1) Person includes any individual, partnership, corporation, association, scientific
or academic establishment, Government agency or organizational unit of a
Government agency, and any other legal entity.

(m) Significant risk device means an investigational device that:
(1) Is intended as an implant and presents a potential for serious risk to the
health, safety, or welfare of a subject;
(2) Is purported or represented to be for a use in supporting or sustaining
human life and presents a potential for serious risk to the health, safety, or
welfare of a subject;
(3) Is for a use of substantial importance in diagnosing, curing, mitigating, or
treating disease, or otherwise preventing impairment of human health and
presents a potential for serious risk to the health, safety, or welfare of a subject;
or
(4) Otherwise presents a potential for serious risk to the health, safety, or
welfare of a subject.

(n) Sponsor means a person who initiates, but who does not actually conduct, the
investigation, that is, the investigational device is administered, dispensed, or used
under the immediate direction of another individual. A person other than an
individual that uses one or more of its own employees to conduct an investigation
that it has initiated is a sponsor, not a sponsor-investigator, and the employees are
investigators.

(o) Sponsor-investigator means an individual who both initiates and actually
conducts, alone or with others, an investigation, that is, under whose immediate
direction the investigational device is administered, dispensed, or used. The term
does not include any person other than an individual. The obligations of a sponsor-
investigator under this part include those of an investigator and those of a sponsor.
(p) Subject means a human who participates in an investigation, either as an
individual on whom or on whose specimen an investigational device is used or as a
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control. A subject may be in normal health or may have a medical condition or
disease.

(q) Termination means a discontinuance, by sponsor or by withdrawal of IRB or
FDA approval, of an investigation before completion.

(r) Transitional device means a device subject to section 520(1) of the act, that is, a
device that FDA considered to be a new drug or an antibiotic drug before May 28,
1976.

(s) Unanticipated adverse device effect means any serious adverse effect on health
or safety or any life-threatening problem or death caused by, or associated with, a
device, if that effect, problem, or death was not previously identified in nature,
severity, or degree of incidence in the investigational plan or application (including
a supplementary plan or application), or any other unanticipated serious problem
associated with a device that relates to the rights, safety, or welfare of subjects.

FDA Regulations — 21 CFR 814 — When differs from other FDA definitions and
relevant to IRB review

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-814

(c) IDE means an approved or considered approved investigational device
exemption under section 520(g) of the act and parts 812 and 813.

(k) Reasonable probability means that it is more likely than not that an event will
occur.

(1) Serious, adverse health consequences means any significant adverse experience,
including those which may be either life-threatening or involve permanent or long
term injuries, but excluding injuries that are nonlife-threatening and that are
temporary and reasonably reversible.

(m) HDE means a premarket approval application submitted pursuant to this
subpart seeking a humanitarian device exemption from the effectiveness
requirements of sections 514 and 515 of the act as authorized by section 520(m)(2)
of the act.

(n) HUD (humanitarian use device) means a medical device intended to benefit
patients in the treatment or diagnosis of a disease or condition that affects or is
manifested in not more than 8,000 individuals in the United States per year.

(q) Unique device identifier (UDI) means an identifier that adequately identifies a
device through its distribution and use by meeting the requirements of § 830.20 of
this chapter. A unique device identifier is composed of:


https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-814
https://www.ecfr.gov/current/title-21/section-830.20
https://www.ecfr.gov/current/title-21/section-830.20
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(1) A device identifier—a mandatory, fixed portion of a UDI that identifies the
specific version or model of a device and the labeler of that device; and

(2) A production identifier—a conditional, variable portion of a UDI that
identifies one or more of the following when included on the label of the
device:

(1) The lot or batch within which a device was manufactured;

(i1) The serial number of a specific device;

(i11) The expiration date of a specific device;

(iv) The date a specific device was manufactured.

(v) For an HCT/P regulated as a device, the distinct identification code required
by § 1271.290(c) of this chapter.

(r) Universal product code (UPC) means the product identifier used to identify an
item sold at retail in the United States.

(s) Pediatric patients means patients who are 21 years of age or younger (that is,
from birth through the twenty-first year of life, up to but not including the twenty-
second birthday) at the time of the diagnosis or treatment.

(t) Readily available means available in the public domain through commonly used
public resources for conducting biomedical, regulatory, and medical product
research.

Department of Defense 32 CFR 219

DoD Addendum: A DoD Addendum to the institution’s existing FWA is one of
many methods that can be used to inform institutions (Institutional Officials and
IRB chairs) of DoD research requirements that differ from the OHRP-approved
FWA. These may include designation of the relied-upon IRB(s), an outline of
requirements specific to a given DoD Component. The DoD Addendum is
effective as long as the FWA is in force.

DoD Components: refers collectively to the organizational entities within the
DoD that are subject to the human subjects protections laid out in Department of
Defense Directive 3216.02. These entities include the Office of the Secretary of
Defense, the Military Departments, the Chairman of the Joint Chiefs of Staff, the
Combatant Commands, the Office of the Inspector General of the Department of
Defense, the Defense Agencies, the DoD Field Activities, and all other
organizational entities within the DoD.

Prisoner of War: refers to any person captured, detained, held, or otherwise under
the control of DoD personnel (military and civilian, or contractor employee). Such
persons include: Enemy Prisoners, Civilian Internees, Retained Persons, and
Lawful and Unlawful Enemy Combatants. This definition excludes DoD personnel
being held for law enforcement purposes.


https://www.ecfr.gov/current/title-21/section-1271.290#p-1271.290(c)
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Research Involving a Human Being as an Experimental Subject: defined as an
activity, for research purposes, where there is an intervention or interaction with a
human being for the primary purpose of obtaining data regarding the effect of the
intervention or interaction [32 CFR 219.102(f), reference (c)]. Examples include,
but are not limited to, a physical procedure, a drug, a manipulation of the subject
or subject’s environment, the withholding of an intervention that would have been
undertaken if not for the research purpose.

Research Monitor: refers to a physician, dentist, psychologist, nurse, or other
healthcare provider designated to oversee a specific protocol that involves more
than minimal risk, especially issues of individual subject/patient management and
safety. The research monitor functions independently of the research team and
shall possess sufficient educational and professional experience to serve as the
subject/patient advocate.

Support of a study: generally means the provision of funding, personnel, facilities,
and all other resources. Under this definition, studies that may be wholly funded
internally or by a non-DoD component, such as an agency within the Department
of Health and Human Services, but focus, for example, on a health concern
prevalent in military populations may still fall under DoD purview. Such studies
may, for example, require the commitment of military personnel as subjects or the
use of DoD data resources.

AAHRPP states the definition of minimal risk in 32 CFR 219 does not include the
inherent occupational risks that certain participants face in their everyday life, such
as those: (1) Encountered by Service members, law enforcement, or first responders
while on duty. (ii) Resulting from or associated with high-risk behaviors or
pursuits. (ii1) Experienced by individuals whose medical conditions involve
frequent tests or constant pain. These risks should also be considered.

MU HRPP/IRB-Specific Definitions
Allegation of noncompliance: An unproven assertion of noncompliance.

Administrative Hold: A voluntary action by an investigator to temporarily or
permanently stop some or all approved research activities in response to a request
by the convened IRB or IRB designee to take such action. Administrative holds are
not suspensions or terminations.

Biological products: include a wide range of products such as vaccines, blood and
blood components, allergenics, somatic cells, gene therapy, tissues, and
recombinant therapeutic proteins. Biologics can be composed of sugars, proteins,
or nucleic acids or complex combinations of these substances, or may be living
entities such as cells and tissues. (FDA webpage)
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Biomedical Research: Research that is conducted to increase fundamental
knowledge and understanding of the physical, chemical and functional
mechanisms of human life processes and diseases.

Clinical Study: Where outcomes are being measured for one or more human
subject. This would include NIH defined interventional clinical trials as well as
clinical studies (i.e., observational study) in which a drug, device or procedure are
administered to patients independent of the research where the research only
involves the collection of outcome data (cohort studies, case-controlled studies,
cross-sectional studies, etc.).

Coded: Identifying information (such as name) that would enable the investigator
to readily ascertain the identity of the individual to whom the private information
pertain has been replaced with a code (number, letter, symbol, or any combination)
and a key to decipher the code exists, enabling linkage of the identifying
information to the private information.

Compensation: Any payment to a study participant which may be in the form of
cash, credit, voucher, or gift. Payment to research participants in studies is not
considered a benefit; rather, it should be considered compensation for time and
inconvenience associated with participation in research activities, or recruitment.
Payments may be in the form of cash or non-cash.

Confidentiality: The ethical or legal right that information is considered private
and will be held secret unless consent is provided permitting disclosure.

Continuing noncompliance: The systematic and habitual disregard of restrictions,
procedures, stipulations, or decisions of the IRB.

Data Use Agreement (DUA): The HIPAA Privacy Rule, which protects an
individual's medical records and other health information, defines a data use
agreement as an agreement into which the covered entity enters with the intended
recipient of a limited data set that establishes the ways in which the information in
the limited data set may be used and how it will be protected. A data transfer or
data transfer and use agreement is a binding contract in which one party agrees to
provide access to a data set or database and defines how the data may be used.

Deception: Deliberately giving false information about some aspect of the research
to the subject.

De-Identified: Data that are stripped of all identifying information, and there is no
way the data could be linked back to an individual through a key or other coding
method. Best practice when de-identifying data is to use the safe harbor

method where all HIPAA identifiers are removed.


https://privacyruleandresearch.nih.gov/pr_08.asp
https://www.hhs.gov/hipaa/for-professionals/privacy/special-topics/de-identification/index.html#standard
https://www.hhs.gov/hipaa/for-professionals/privacy/special-topics/de-identification/index.html#standard
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Electronic Signature: Electronic signature means a computer data compilation of
any symbol or series of symbols executed, adopted, or authorized by an individual
to be the legally binding equivalent of the individual's handwritten signature (21
CFR 11.3). An electronic signature would need to be trustworthy, reliable, and
generally equivalent to paper records and handwritten signatures executed on

paper.

Engagement: An institution or individual is typically engaged in human subject
research when they obtain: (1) data about the subjects of the research through
intervention or interaction with them; (2) identifiable private information about the
subjects of the research; or (3) the informed consent of human subjects for the
research. Two primary paths include:
* Responsible for a portion of the study (for example: only assisting UM
investigators in data collection, data analysis, and/or consent)
* Conduct the entire protocol at external site (the external site will conduct
this study at their site and requests MU IRB to be their Reviewing IRB)
HHS Guidance on Engagement: https://www.hhs.gov/ohrp/regulations-
and-policy/guidance/guidance-on-engagement-of-institutions/index.html

Expiration of approval: If an investigator has failed to provide continuing review
information to the MU IRB or the MU IRB has not reviewed and approved a
research study by the continuing review date specified by the MU IRB, such
research is said to have expired approval.

Finding of noncompliance: After an MU HRPP/IRB investigation into the
allegation, it has been determined to be a proven assertion of noncompliance.

Generalizable Knowledge: Investigations designed to develop or contribute to
generalizable knowledge are those designed to draw general conclusions, inform
policy, or generalize findings beyond a single individual or an internal program
(e.g., publications or presentations.) However, research results do not have to be
published or presented to qualify the experiment or data gathering as research. The
intent to contribute to "generalizable (scholarly) knowledge" makes an experiment
or data collection research, regardless of publication.

MU IRB Designee: The MU IRB Chair or Co-Chair, MU IRB Vice-Chair, MU
IRB Director, Intuitional Official, or a person designated to temporarily assume the
role of one of those persons.

Identified: 1dentifying information (such as name) enables the investigator to
readily ascertain the identity of the individual to whom the private information
pertain.

Informed Consent: An ongoing process that starts with recruitment where a subject
voluntarily agrees, based upon adequate knowledge and understanding of relevant


https://www.hhs.gov/ohrp/regulations-and-policy/guidance/guidance-on-engagement-of-institutions/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/guidance-on-engagement-of-institutions/index.html
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information, to participate in research or to undergo a diagnostic, therapeutic, or
preventive procedure.

Interpreter: Someone who mediates between speakers of different languages.

Key Personnel: All persons obtaining (1) data about the subjects of the research
through intervention or interaction with them; (2) identifiable private information
or biospecimens about the subjects of the research; or (3) the informed consent of
human subjects for the research. All key personnel must be listed on the MU IRB
application and have up-to-date MU IRB training.

Material Transfer Agreement (MTA): A MTA is required to transfer or receive
materials from an outside entity. The MTA defines the rights of the provider and
the recipient with respect to the materials and any derivatives. Biological materials,
such as reagents, cell lines, plasmids and vectors, are the most frequently
transferred items, but MTAs also might be necessary for engineering samples,
chemical compounds, software and other research materials.

Noncompliance: Failure to follow the federal regulations with respect to
protection of human subjects in research or failure to follow the determination of
the IRB with respect to conduct of the research as approved by the IRB. For VA
studies, this includes failure to follow the requirements of VHA Handbook 1200.5.

Phases of Clinical Investigations/Research (NIH):

e Phase I: Researchers test a drug or treatment in a small group of people
(20-80) for the first time. The purpose is to study the drug or treatment to
learn about safety and identify side effects.

e Phase Il: The new drug or treatment is given to a larger group of people
(100-300) to determine its effectiveness and to further study its safety.

e Phase IlI: The new drug or treatment is given to large groups of people
(1,000-3,000) to confirm its effectiveness, monitor side effects, compare it
with standard or similar treatments, and collect information that will allow
the new drug or treatment to be used safely.

e Phase IV: After a drug or treatment is approved by the FDA and made
available to the public, researchers track its safety in the general
population, seeking more information about a drug or treatment’s benefits,
and optimal use.

Privacy: Freedom from unauthorized intrusion or the state of being let alone and
able to keep certain personal information to oneself.

Protected Health Information (PHI): Protected health information means
individually identifiable health information under HIPAA regulations.



SOP - Definitions
Page 17 of 18

Recruitment: To solicit, communicate, question a potential subject with the
intention of enrolling them into a research project under the jurisdiction of the
University of Missouri.

Remote Consent: Remote consent is when potential participants are not physically
present to go over the consent document and to sign/return the written consent
document. The consent process is conducted remotely with all parties reviewing
the consent document. The consent document is securely sent and returned, signed
and dated via mail, fax, or email and must be returned before enrollment proceeds.

Research (scientific) misconduct: fabrication, falsification, plagiarism or other
practices that seriously deviate from those that are commonly accepted within the
academic community for proposing, performing, or reviewing research, or
reporting research results. Misconduct does not include honest error or honest
differences in interpretations or judgments of data.

Collected Rules -420.010 Research Dishonesty
http://www.umsystem.edu/ums/departments/gc/rules/research/420/010.shtml

Serious noncompliance: Noncompliance that increases risk to participants, affects
the rights, safety and/or welfare of subjects, affects the integrity of the study, or
affects subject’s willingness to participate in the study.

Site Initiation Visit (SIV): A SIV is a review prior to enrollment of participants into
a research study to ensure compliance related training, documents, and processes
are in order and the study and study personnel are appropriately prepared to begin
enrollment following the IRB approved protocol. SIVs can come from external
entities such as sponsors or from internal compliance partners or a designated IRB.

Social/Behavioral/Educational (SBE) Research: Research that encompasses a
range of methodologies and seeks to answer questions to improve our
understanding of human behavior, attitudes, beliefs, and interactions as well as
social and economic systems, organizations, and institutions.

Standard of Care (SOC)/Routine Care: When a drug, device, procedure, test,
questionnaire, or other clinical activity is administered to patients independent of
the research. Any activities or modification of activities which are protocol-driven
are considered research and not SOC/Routine Care.

Sub-study: These are studies where subjects enrolled in the main study may be
asked to participate in a related study under the same IRB to collect more data to
support the research hypothesis.

Suspension: A directive of the convened IRB or IRB designee either to temporarily
or permanently stop some or all previously approved research activities short of
stopping permanently some previously approved research activities. Suspended
protocols remain open and require continuing review.


http://www.umsystem.edu/ums/departments/gc/rules/research/420/010.shtml
http://www.umsystem.edu/ums/departments/gc/rules/research/420/010.shtml
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Systematic Investigation: A "systematic investigation" is an activity that involves a
prospective plan that incorporates data collection, either quantitative or qualitative,
and data analysis to answer a question.

Termination: A directive of the convened IRB or IRB designee to stop
permanently all activities in a previously approved research protocol. Terminated
protocols are considered closed and no longer require continuing review.

Translation: Written communication in a second language having the same
meaning as the written communication in a first language.

VA Investigator: A VA investigator is any individual who conducts research while
acting under a VA appointment, including full and part-time employees, without
compensation (WOC) employees, or individuals appointed or detailed to VA under
the Intergovernmental Personnel Action (IPA) of 1970 (5 U.S.C 3371 et seq.).
Individuals working under a contract with VA cannot conduct research as VA
investigators under a WOC appointment while simultaneously working as a
contractor. NOTE: Trainees can serve as a co- or sub-investigator but must have a
VA PI sufficiently experienced in the area of the trainee’s research interest to serve
as the PI. Trainee research activities are further discussed in VHA Directive
1200.02(1), Research Business Operations, dated March 10, 2017.

Witness: Impartial third party to observe the consent process who ensures the
information presented orally to the participant is the same as presented in the
written document, no coercion has occurred, and in the event the participant cannot
physically sign the consent, they witnessed affirmation on the part of the
participant.



