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(a) EPA has obtained the views of the
Human Studies Review Board con-
cerning the proposal to rely on the oth-
erwise unacceptable data,

(b) EPA has provided an opportunity
for public comment on the proposal to
rely on the otherwise unacceptable
data,

(c) EPA has determined that relying
on the data is crucial to a decision that
would impose a more stringent regu-
latory restriction that would improve
protection of public health, such as a
limitation on the use of a pesticide,
than could be justified without relying
on the data, and

(d) EPA publishes a full explanation
of its decision to rely on the otherwise
unacceptable data, including a thor-
ough discussion of the ethical defi-
ciencies of the underlying research and
the full rationale for finding that the
standard in paragraph (c) of this sec-
tion was met.
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§27.1 Basis and purpose.

(a) Basis. This part implements the
Program Fraud Civil Remedies Act of
1986, Public Law No. 99-509, sections
6101-6104, 100 Stat. 1874 (October 21,
1986), to be codified at 31 U.S.C. 3801-
3812. 31 U.S.C. 3809 of the statute re-
quires each authority head to promul-
gate regulations necessary to imple-
ment the provisions of the statute.

(b) Purpose. This part (1) establishes
administrative procedures for imposing
civil penalties and assessments against
persons who make, submit, or present,
or cause to be made, submitted, or pre-
sented, false, fictitious, or fraudulent
claims or written statements to the
Environmental Protection Agency, and
(2) specifies the hearing and appeal
rights of persons subject to allegations
of liability for such penalties and as-
sessments.

§27.2 Definitions.

Administrative Law Judge means an
administrative law judge in the Au-
thority appointed pursuant to 5 U.S.C.
3105 or detailed to the Authority pursu-
ant to 5 U.S.C. 3344.

Administrator means the Adminis-
trator of the United States Environ-
mental Protection Agency.

Authority means the United States
Environmental Protection Agency.
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