
130 

45 CFR Subtitle A (10–1–07 Edition) § 46.102 

1 Institutions with HHS-approved assur-
ances on file will abide by provisions of title 
45 CFR part 46 subparts A–D. Some of the 
other Departments and Agencies have incor-
porated all provisions of title 45 CFR part 46 
into their policies and procedures as well. 
However, the exemptions at 45 CFR 46.101(b) 
do not apply to research involving prisoners, 
subpart C. The exemption at 45 CFR 
46.101(b)(2), for research involving survey or 
interview procedures or observation of public 

behavior, does not apply to research with 
children, subpart D, except for research in-
volving observations of public behavior when 
the investigator(s) do not participate in the 
activities being observed. 

procedures normally followed in the 
foreign countries to protect human 
subjects may differ from those set 
forth in this policy. [An example is a 
foreign institution which complies 
with guidelines consistent with the 
World Medical Assembly Declaration 
(Declaration of Helsinki amended 1989) 
issued either by sovereign states or by 
an organization whose function for the 
protection of human research subjects 
is internationally recognized.] In these 
circumstances, if a department or 
agency head determines that the proce-
dures prescribed by the institution af-
ford protections that are at least 
equivalent to those provided in this 
policy, the department or agency head 
may approve the substitution of the 
foreign procedures in lieu of the proce-
dural requirements provided in this 
policy. Except when otherwise required 
by statute, Executive Order, or the de-
partment or agency head, notices of 
these actions as they occur will be pub-
lished in the FEDERAL REGISTER or will 
be otherwise published as provided in 
department or agency procedures. 

(i) Unless otherwise required by law, 
department or agency heads may waive 
the applicability of some or all of the 
provisions of this policy to specific re-
search activities or classes of research 
activities otherwise covered by this 
policy. Except when otherwise required 
by statute or Executive Order, the de-
partment or agency head shall forward 
advance notices of these actions to the 
Office for Human Research Protec-
tions, Department of Health and 
Human Services (HHS), or any suc-
cessor office, and shall also publish 
them in the FEDERAL REGISTER or in 
such other manner as provided in de-
partment or agency procedures.1 

[56 FR 28012, 28022, June 18, 1991; 56 FR 29756, 
June 28, 1991, as amended at 70 FR 36328, 
June 23, 2005] 

§ 46.102 Definitions. 
(a) Department or agency head means 

the head of any federal department or 
agency and any other officer or em-
ployee of any department or agency to 
whom authority has been delegated. 

(b) Institution means any public or 
private entity or agency (including fed-
eral, state, and other agencies). 

(c) Legally authorized representative 
means an individual or judicial or 
other body authorized under applicable 
law to consent on behalf of a prospec-
tive subject to the subject’s participa-
tion in the procedure(s) involved in the 
research. 

(d) Research means a systematic in-
vestigation, including research devel-
opment, testing and evaluation, de-
signed to develop or contribute to gen-
eralizable knowledge. Activities which 
meet this definition constitute re-
search for purposes of this policy, 
whether or not they are conducted or 
supported under a program which is 
considered research for other purposes. 
For example, some demonstration and 
service programs may include research 
activities. 

(e) Research subject to regulation, and 
similar terms are intended to encom-
pass those research activities for which 
a federal department or agency has 
specific responsibility for regulating as 
a research activity, (for example, In-
vestigational New Drug requirements 
administered by the Food and Drug Ad-
ministration). It does not include re-
search activities which are inciden-
tally regulated by a federal department 
or agency solely as part of the depart-
ment’s or agency’s broader responsi-
bility to regulate certain types of ac-
tivities whether research or non-re-
search in nature (for example, Wage 
and Hour requirements administered 
by the Department of Labor). 

(f) Human subject means a living indi-
vidual about whom an investigator 
(whether professional or student) con-
ducting research obtains 

(1) Data through intervention or 
interaction with the individual, or 
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(2) Identifiable private information. 

Intervention includes both physical pro-
cedures by which data are gathered (for 
example, venipuncture) and manipula-
tions of the subject or the subject’s en-
vironment that are performed for re-
search purposes. Interaction includes 
communication or interpersonal con-
tact between investigator and subject. 
Private information includes informa-
tion about behavior that occurs in a 
context in which an individual can rea-
sonably expect that no observation or 
recording is taking place, and informa-
tion which has been provided for spe-
cific purposes by an individual and 
which the individual can reasonably 
expect will not be made public (for ex-
ample, a medical record). Private infor-
mation must be individually identifi-
able (i.e., the identity of the subject is 
or may readily be ascertained by the 
investigator or associated with the in-
formation) in order for obtaining the 
information to constitute research in-
volving human subjects. 

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

(h) IRB approval means the deter-
mination of the IRB that the research 
has been reviewed and may be con-
ducted at an institution within the 
constraints set forth by the IRB and by 
other institutional and federal require-
ments. 

(i) Minimal risk means that the prob-
ability and magnitude of harm or dis-
comfort anticipated in the research are 
not greater in and of themselves than 
those ordinarily encountered in daily 
life or during the performance of rou-
tine physical or psychological exami-
nations or tests. 

(j) Certification means the official no-
tification by the institution to the sup-
porting department or agency, in ac-
cordance with the requirements of this 
policy, that a research project or activ-
ity involving human subjects has been 
reviewed and approved by an IRB in ac-
cordance with an approved assurance. 

§ 46.103 Assuring compliance with this 
policy—research conducted or sup-
ported by any Federal Department 
or Agency. 

(a) Each institution engaged in re-
search which is covered by this policy 
and which is conducted or supported by 
a federal department or agency shall 
provide written assurance satisfactory 
to the department or agency head that 
it will comply with the requirements 
set forth in this policy. In lieu of re-
quiring submission of an assurance, in-
dividual department or agency heads 
shall accept the existence of a current 
assurance, appropriate for the research 
in question, on file with the Office for 
Human Research Protections, HHS, or 
any successor office, and approved for 
federalwide use by that office. When 
the existence of an HHS-approved as-
surance is accepted in lieu of requiring 
submission of an assurance, reports 
(except certification) required by this 
policy to be made to department and 
agency heads shall also be made to the 
Office for Human Research Protec-
tions, HHS, or any successor office. 

(b) Departments and agencies will 
conduct or support research covered by 
this policy only if the institution has 
an assurance approved as provided in 
this section, and only if the institution 
has certified to the department or 
agency head that the research has been 
reviewed and approved by an IRB pro-
vided for in the assurance, and will be 
subject to continuing review by the 
IRB. Assurances applicable to federally 
supported or conducted research shall 
at a minimum include: 

(1) A statement of principles gov-
erning the institution in the discharge 
of its responsibilities for protecting the 
rights and welfare of human subjects of 
research conducted at or sponsored by 
the institution, regardless of whether 
the research is subject to federal regu-
lation. This may include an appro-
priate existing code, declaration, or 
statement of ethical principles, or a 
statement formulated by the institu-
tion itself. This requirement does not 
preempt provisions of this policy appli-
cable to department- or agency-sup-
ported or regulated research and need 
not be applicable to any research ex-
empted or waived under § 46.101 (b) or 
(i). 
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