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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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