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agricultural chemical or environ-
mental contaminant at or below the
level found to be safe, by the Food and
Drug Administration or approved by
the Environmental Protection Agency
or the Food Safety and Inspection
Service of the U.S. Department of Agri-
culture.

(7) Storage or maintenance for sec-
ondary research for which broad con-
sent is required: Storage or mainte-
nance of identifiable private informa-
tion or identifiable biospecimens for
potential secondary research use if an
IRB conducts a limited IRB review and
makes the determinations required by
§46.111(a)(8).

(8) Secondary research for which
broad consent is required: Research in-
volving the use of identifiable private
information or identifiable biospeci-
mens for secondary research use, if the
following criteria are met:

(i) Broad consent for the storage,
maintenance, and secondary research
use of the identifiable private informa-
tion or identifiable biospecimens was
obtained in accordance with
§46.116(a)(1) through (4), (a)(6), and (d);

(ii) Documentation of informed con-
sent or waiver of documentation of
consent was obtained in accordance
with §46.117;

(iii) An IRB conducts a limited IRB
review and makes the determination
required by §46.111(a)(7) and makes the
determination that the research to be
conducted is within the scope of the
broad consent referenced in paragraph
(d)(8)(1) of this section; and (iv) The in-
vestigator does not include returning
individual research results to subjects
as part of the study plan. This provi-
sion does not prevent an investigator
from abiding by any legal requirements
to return individual research results.

(Approved by the Office of Management and
Budget under Control Number 0990-0260)

§46.105-46.106 [Reserved]

§46.107 IRB membership.

(a) Bach IRB shall have at least five
members, with varying backgrounds to
promote complete and adequate review
of research activities commonly con-
ducted by the institution. The IRB
shall be sufficiently qualified through
the experience and expertise of its
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members (professional competence),
and the diversity of its members, in-
cluding race, gender, and cultural
backgrounds and sensitivity to such
issues as community attitudes, to pro-
mote respect for its advice and counsel
in safeguarding the rights and welfare
of human subjects. The IRB shall be
able to ascertain the acceptability of
proposed research in terms of institu-
tional commitments (including policies
and resources) and regulations, appli-
cable law, and standards of professional
conduct and practice. The IRB shall
therefore include persons Kknowledge-
able in these areas. If an IRB regularly
reviews research that involves a cat-
egory of subjects that is vulnerable to
coercion or undue influence, such as
children, prisoners, individuals with
impaired decision-making capacity, or
economically or educationally dis-
advantaged persons, consideration
shall be given to the inclusion of one or
more individuals who are knowledge-
able about and experienced in working
with these categories of subjects.

(b) 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.

(c) 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.

(d) 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.

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

§46.108 IRB functions and operations.

(a) In order to fulfill the require-
ments of this policy each IRB shall:

(1) Have access to meeting space and
sufficient staff to support the IRB’s re-
view and recordkeeping duties;
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