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(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 subpart, 
whether or not they are considered re-
search for other purposes. For example, 
some demonstration and service pro-
grams may include research activities. 

(e) 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 

(2) Identifiable private information. 
(3) ‘‘Intervention’’ includes both 

physical procedures by which data are 
gathered (for example, venipuncture) 
and manipulations of the subject or the 
subject’s environment that are per-
formed for research purposes. Inter-
action includes communication or 
interpersonal contact between investi-
gator and subject. ‘‘Private informa-
tion’’ includes information about be-
havior that occurs in a context in 
which an individual can reasonably ex-
pect that no observation or recording 
is taking place, and information which 
has been provided for specific purposes 
by an individual and which the indi-
vidual can reasonably expect will not 
be made public (for example, a medical 
record). Private information must be 
individually identifiable (i.e., the iden-
tity of the subject is or may readily be 
ascertained by the investigator or asso-
ciated with the information) in order 
for obtaining the information to con-
stitute research involving human sub-
jects. 

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

(g) 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 re-
quirements. 

(h) 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. 

(i) Research involving intentional expo-
sure of a human subject means a study of 
a substance in which the exposure to 
the substance experienced by a human 
subject participating in the study 
would not have occurred but for the 
human subject’s participation in the 
study. 

(j) Person means any person, as that 
term is defined in FIFRA section 2(s) (7 
U.S.C. 136), except: 

(1) A federal agency that is subject to 
the provisions of the Federal Policy for 
the Protection of Human Subjects of 
Research, and 

(2) A person when performing human 
research supported by a federal agency 
covered by paragraph (j)(1) of this sec-
tion. 

§§ 26.1103–26.1106 [Reserved] 

§ 26.1107 IRB membership. 

(a) Each IRB shall have at least five 
members, with varying backgrounds to 
promote complete and adequate review 
of research activities which are pre-
sented for its approval. The IRB shall 
be sufficiently qualified through the 
experience and expertise of its mem-
bers, and the diversity of the members, 
including consideration of race, gender, 
and cultural backgrounds and sensi-
tivity to such issues as community at-
titudes, to promote respect for its ad-
vice and counsel in safeguarding the 
rights and welfare of human subjects. 
In addition to possessing the profes-
sional competence necessary to review 
specific research activities, the IRB 
shall be able to ascertain the accept-
ability of proposed research in terms of 
institutional commitments and regula-
tions, applicable law, and standards of 
professional conduct and practice. The 
IRB shall therefore include persons 
knowledgeable in these areas. If an IRB 
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regularly reviews research that in-
volves a vulnerable category of sub-
jects, such as prisoners or handicapped 
or mentally disabled persons, consider-
ation shall be given to the inclusion of 
one or more individuals who are knowl-
edgeable about and experienced in 
working with these subjects. 

(b) Every nondiscriminatory effort 
will be made to ensure that no IRB 
consists entirely of men or entirely of 
women, including the institution’s con-
sideration of qualified persons of both 
sexes, so long as no selection is made 
to the IRB on the basis of gender. No 
IRB may consist entirely of members 
of one profession. 

(c) Each IRB shall include at least 
one member whose primary concerns 
are in scientific areas and at least one 
member whose primary concerns are in 
nonscientific areas. 

(d) Each IRB shall include at least 
one member who is not otherwise affili-
ated with the institution and who is 
not part of the immediate family of a 
person who is affiliated with the insti-
tution. 

(e) No IRB may have a member par-
ticipate in the IRB’s initial or con-
tinuing review of any project in which 
the member has a conflicting interest, 
except to provide information re-
quested by the IRB. 

(f) An IRB may, in its discretion, in-
vite individuals with competence in 
special areas to assist in the review of 
issues which require expertise beyond 
or in addition to that available on the 
IRB. These individuals may not vote 
with the IRB. 

§ 26.1108 IRB functions and oper-
ations. 

In order to fulfill the requirements of 
this subpart each IRB shall: 

(a) Follow written procedures: 
(1) For conducting its initial and con-

tinuing review of research and for re-
porting its findings and actions to the 
investigator and the institution; 

(2) For determining which projects 
require review more often than annu-
ally and which projects need 
verification from sources other than 
the investigator that no material 
changes have occurred since previous 
IRB review; 

(3) For ensuring prompt reporting to 
the IRB of proposed changes in re-
search activity; and 

(4) For ensuring that changes in ap-
proved research, during the period for 
which IRB approval has already been 
given, may not be initiated without 
IRB review and approval except where 
necessary to eliminate apparent imme-
diate hazards to the human subjects. 

(b) Follow written procedures for en-
suring prompt reporting to the IRB, 
appropriate institutional officials, and 
the Environmental Protection Agency 
of: 

(1) Any unanticipated problems in-
volving risks to human subjects or oth-
ers; 

(2) Any instance of serious or con-
tinuing noncompliance with this sub-
part of the requirements or determina-
tions of the IRB; or 

(3) Any suspension or termination of 
IRB approval. 

(c) Except when an expedited review 
procedure is used (see § 26.1110), review 
proposed research at convened meet-
ings at which a majority of the mem-
bers of the IRB are present, including 
at least one member whose primary 
concerns are in nonscientific areas. In 
order for the research to be approved, 
it shall receive the approval of a ma-
jority of those members present at the 
meeting. 

§ 26.1109 IRB review of research. 

(a) An IRB shall review and have au-
thority to approve, require modifica-
tions in (to secure approval), or dis-
approve all research activities covered 
by this subpart. 

(b) An IRB shall require that infor-
mation given to subjects as part of in-
formed consent is in accordance with 
§ 26.1116. The IRB may require that in-
formation, in addition to that specifi-
cally mentioned in § 26.1116 be given to 
the subjects when, in the IRB’s judg-
ment, the information would meaning-
fully add to the protection of the rights 
and welfare of subjects. 

(c) An IRB shall require documenta-
tion of informed consent in accordance 
with § 26.1117. 
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