
45 C.F.R. § 46.101
To what does this policy apply?

(a) Except as detailed in § 46.104, this policy applies to all research involving human subjects conducted,
supported, or otherwise subject to regulation by any Federal department or agency that takes appropriate
administrative action to make the policy applicable to such research. This includes research conducted by
Federal civilian employees or military personnel, except that each department or agency head may adopt
such procedural modifications as may be appropriate from an administrative standpoint. It also includes
research conducted, supported, or otherwise subject to regulation by the Federal Government outside the
United States. Institutions that are engaged in research described in this paragraph and institutional
review boards (IRBs) reviewing research that is subject to this policy must comply with this policy.

(b) [Reserved]

(c) Department or agency heads retain final judgment as to whether a particular activity is covered by this

policy and this judgment shall be exercised consistent with the ethical principles of the Belmont Report. [1]

(d) Department or agency heads may require that specific research activities or classes of research activities
conducted, supported, or otherwise subject to regulation by the Federal department or agency but not
otherwise covered by this policy comply with some or all of the requirements of this policy.

(e) Compliance with this policy requires compliance with pertinent federal laws or regulations that provide
additional protections for human subjects.

(f) This policy does not affect any state or local laws or regulations (including tribal law passed by the official
governing body of an American Indian or Alaska Native tribe) that may otherwise be applicable and that
provide additional protections for human subjects.
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