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42 C.F.R.§ 493.1844

Appeals procedures.

(a) General rules. (1) The provisions of this section apply to all laboratories and prospective laboratories that
are dissatisfied with any initial determination under paragraph (b) of this section.

(2) Hearings are conducted in accordance with procedures set forth in subpart D of part 498 of this chapter,
except that the authority to conduct hearings and issue decisions may be exercised by ALJs assigned to, or
detailed to, the Departmental Appeals Board.

(3) Any party dissatisfied with a hearing decision is entitled to request review of the decision as specified in
subpart E of part 498 of this chapter, except that the authority to review the decision may be exercised by the
Departmental Appeals Board.

(4) When more than one of the actions specified in paragraph (b) of this section are carried out concurrently,
the laboratory has a right to only one hearing on all matters at issue.

(b) Actions that are initial determinations. The following actions are initial determinations and therefore are
subject to appeal in accordance with this section:

(1) The suspension, limitation, or revocation of the laboratory's CLIA certificate by CMS because of
noncompliance with CLIA requirements.

(2) The denial of a CLIA certificate.

(3) The imposition of alternative sanctions under this subpart (but not the determination as to which
alternative sanction or sanctions to impose).

(4) The denial or cancellation of the laboratory's approval to receive Medicare payment for its services.

(c) Actions that are not initial determinations. Actions that are not listed in paragraph (b) of this section are not
initial determinations and therefore are not subject to appeal under this section. They include, but are not
necessarily limited to, the following:
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