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POLICY:

The IRB shall review all new and continuing research projects that meet
federal and state definitions of research involving human participants and
that fall within Children’s jurisdiction.

DEFINITIONS:

The federal definition of research: Research means a systematic investigation,
including research development, testing and evaluation, designed to develop or
contribute to generalizable knowledge. [45 CFR 46.102(d)]

The federal definition of human subject: Human subject means a living individual
about whom an investigator (whether professional or student) conducting research

obtains
(1) data through intervention or interaction with the individual, or

(2) identifiable private information.

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 performed for research purposes.

Interaction includes communication or interpersonal contact between investigator and
subject.
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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 which has been provided for specific purposes by an
individual and which the individual can reasonably expect will not be made public
(for example, a medical record). Private information must be individually
identifiable (i.e., the identity of the subject is or may readily be ascertained by the
investigator or associated with the information) in order for obtaining the
information to constitute research involving human subjects. [45 CFR 46.102(f)]

A deceased person shall be considered a human participant of research if the
research uses private identifiable health information of the deceased person.
[Washington state law RCW 70.02.140 and the Federal Privacy Rule 45 CFR

164.502(f)].

PROCEDURE:

2.1 Children’s IRB shall review all research involving human subjects that falls
within its jurisdiction. Any research that involves one or more of the following
falls within Children’s jurisdiction:

A. Use of Children’s patients or their private information;

B. Use of Children’s facilities;

C. Children’s receives funding (private, public or corporate) to conduct the
research;

D Children’s workforce in connection with their institutional responsibilities

are conducting or directing the research.

2.2 Odessa Brown Children’s Clinic is a named component over which Children’s
has legal authority. [Children’s federal wide assurance, FWA 00002443] Any
reference to Children’s thereby includes Odessa Brown Children’s Clinic.

2.3 Children's institutional officials may enter into institutional agreements for IRB

review with other duly constituted IRBs that have a federal wide assurance and
the experience necessary to review research involving children.
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