§ 2441. Definitions. For the purposes of this article: 1. "Human
subj ect” shall nmean any individual who may be exposed to the possibility
of injury, including physical, psychological or social injury, as a
consequence of participation as a subject in any research, devel opnent,
or related activity which departs fromthe application of those
establ i shed and accepted net hods necessary to neet his needs or which
i ncreases the ordinary risk of daily life including the reecognized
ri sks inherent in a chosen occupation or field of service.

2. "Human research" neans any nedi cal experinents, research, or
scientific or psychol ogical investigation, which utilizes human subjects
and whi ch invol ves physical or psychol ogical intervention by the
researcher upon the body of the subject and which is not required for
t he purposes of obtaining information for the diagnosis, prevention, or
treatment of disease or the assessnent of nedical condition for the
direct benefit of the subject. Human research shall not, however, be
construed to nmean the conduct of biological studies exclusively
utilizing tissue or fluids after their renmoval or withdrawal froma
human subject in the course of standard nedical practice, or to include
epi dem ol ogi cal investigations.

3. "Fluid" nmeans a normal body excretion or any fluid formed by nornal
or pat hol ogi cal body processes obtained during diagnostic or therapeutic
procedures conducted for the benefit of the human subject.

4. "Tissue" neans part or all of any organ of a hunman subject renoved
during a diagnostic or therapeutic procedure conducted for the benefit
of the human subject.

5. "Voluntary infornmed consent” neans the legally effective know ng
consent of an individual or his legally authorized representative, so
situated as to be able to exercise free power of choice wthout undue
i nducenment or any el enent of force, fraud, deceit, duress or other form
of constraint or coercion. Wth regard to the conduct of human research,
the basic elenents of information necessary to such consent include:

(a) a fair explanation to the individual of the procedures to be
foll owed, and their purposes, including identification of any procedures



whi ch are experi nment al

(b) a description of any attendant disconforts and risks reasonably to
be expect ed;

(c) a description of any benefits reasonably to be expected,

(d) a disclosure of any appropriate alternative procedures that m ght
be advant ageous for the individual;

(e) an offer to answer any inquiries by the individual concerning the
procedures; and

(f) an instruction that the individual is free to withdraw his consent
and to discontinue participation in the human research at any tine
Wi t hout prejudice to him

6. "Researcher"” neans any person |licensed under title VII1 of the
education |aw to perform di agnosis, treatnent, nedical services,
prescription or therapeutic exercises with regard to or upon human
bei ngs, or any other person deened appropriately conpetent and qualified
by a human research review conmttee as provided by section twenty-four
hundred forty-four of this chapter.



