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§150.459

(b) The Administrator may decide to
review an initial agency decision if it
appears from a preliminary review of
the decision (or from a preliminary re-
view of the record on which the initial
agency decision was based, if available
at the time) that:

(1) The ALJ made an erroneous inter-
pretation of law or regulation.

(2) The initial agency decision is not
supported by substantial evidence.

(3) The ALJ has incorrectly assumed
or denied jurisdiction or extended his
or her authority to a degree not pro-
vided for by statute or regulation.

(4) The ALJ decision requires clari-
fication, amplification, or an alter-
native legal basis for the decision.

(6) The ALJ decision otherwise re-
quires modification, reversal, or re-
mand.

(c) Within 30 days of the date of the
initial agency decision, the Adminis-
trator will mail a notice advising the
respondent of any intent to review the
decision in whole or in part.

(d) Within 30 days of receipt of a no-
tice that the Administrator intends to
review an initial agency decision, the
respondent may submit, in writing, to
the Administrator any arguments in
support of, or exceptions to, the initial
agency decision.

(e) This submission of the informa-
tion indicated in paragraph (d) of this
section must be limited to issues the
Administrator has identified in his or
her notice of intent to review, if the
Administrator has given notice of an
intent to review the initial agency de-
cision only in part. A copy of this sub-
mission must be sent to the other
party.

(f) After receipt of any submissions
made pursuant to paragraph (d) of this
section and any additional submissions
for which the Administrator may pro-
vide, the Administrator will affirm, re-
verse, modify, or remand the initial
agency decision. The Administrator
will mail a copy of his or her decision
to the respondent.

(g) The Administrator’s decision will
be based on the record on which the
initial agency decision was based (as
forwarded by the ALJ to the Adminis-
trator) and any materials submitted
pursuant to paragraphs (b), (d), and (f)
of this section.

45 CFR Subtitle A (10-1-23 Edition)

(h) The Administrator’s decision may
rely on decisions of any courts and
other applicable law, whether or not
cited in the initial agency decision.

§150.459 Judicial review.

(a) Filing of an action for review. Any
responsible entity against whom a final
order imposing a civil money penalty
is entered may obtain review in the
United States District Court for any
district in which the entity is located
or in the United States District Court
for the District of Columbia by doing
the following:

(1) Filing a notice of appeal in that
court within 30 days from the date of a
final order.

(2) Simultaneously sending a copy of
the notice of appeal by registered mail
to CMS.

(b) Certification of administrative
record. CMS promptly certifies and files
with the court the record upon which
the penalty was assessed.

(c) Standard of review. The findings of
CMS and the ALJ may not be set aside
unless they are found to be unsup-
ported by substantial evidence, as pro-
vided by 5 U.S.C. 706(2)(E).

§150.461 Failure to pay assessment.

If any entity fails to pay an assess-
ment after it becomes a final order, or
after the court has entered final judg-
ment in favor of CMS, CMS refers the
matter to the Attorney General, who
brings an action against the entity in
the appropriate United States district
court to recover the amount assessed.

§150.463 Final order not subject to re-
view.

In an action brought under §150.461,
the validity and appropriateness of the
final order described in §150.459 is not
subject to review.

§150.465 Collection and use of penalty
funds.

(a) Any funds collected under §150.461
are paid to CMS.

(b) The funds are available without
appropriation until expended.

(¢c) The funds may be used only for
the purpose of enforcing the PHS Act
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