AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

Centers for Medicare & Medicaid Services, HHS

(b) The on-the-record review process
is based only on evidence presented
during the reconsideration review.

(c) The independent CMS official con-
siders the recommendation of the re-
consideration official and makes a
final agency determination.

§425.808 Effect of independent CMS
official’s decision.

(a) The decision of the independent
CMS official is final and binding.

(b) The reconsideration review proc-
ess under this subpart must not be con-
strued to negate, diminish, or other-
wise alter the applicability of existing
laws, rules, and regulations or deter-
minations made by other government
agencies.

§425.810 Effective date of decision.

(a) If the initial determination deny-
ing an ACO’s application to participate
in the Shared Savings Program is
upheld, the application will remain de-
nied based on the effective date of the
original notice of denial.

(b) If the initial determination to ter-
minate an agreement with an ACO is
upheld, the decision to terminate the
agreement is effective as of the date in-
dicated in the initial notice of termi-
nation.

(c) If the initial determination to ter-
minate an ACO is reversed, the ACO is
reinstated into the Shared Savings
Program, retroactively back to the
original date of termination.
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Subpart A—General Provisions

§426.100 Basis and scope.

(a) Basis. This part implements sec-
tions 1869(f)(1) and (f)(2) of the Act,
which provide for the review of LCDs,
NCDs, and certain determinations that
are deemed to be NCDs by statute.

(b) Scope. This subpart establishes
the requirements and procedures for
the review of LCDs and NCDs.

§426.110 Definitions.

For the purposes of this part, the fol-
lowing definitions apply:

Aggrieved party means a Medicare
beneficiary, or the estate of a Medicare
beneficiary, who—

(1) Is entitled to benefits under Part
A, enrolled under Part B, or both (in-
cluding an individual enrolled in fee-
for-service Medicare, in a Medicare +
Choice plan, or in another Medicare
managed care plan);

(2) Is in need of coverage for a service
that is denied based on an applicable
LCD (in the relevant jurisdiction) or an
NCD, regardless of whether the service
was received; and

(3) Has obtained documentation of
the need by the beneficiary’s treating
physician.

Board means the Departmental Ap-
peals Board.

Clinical and scientific experts mean ex-
perts that are consulted by the ALJ or
Board as independent and impartial in-
dividuals, with significant experience
and/or published work, pertaining to
the subject of the review.

Contractor means a carrier (including
a Durable Medical Equipment Regional
Carrier), or a fiscal intermediary (in-
cluding a Regional Home Health Inter-
mediary) that has jurisdiction for the
LCD at issue.

Deemed NCD means a determination
that the Secretary makes, in response
to a request for an NCD under section
1869(f)(4)(B) and (C) of the Act, that no
national coverage or noncoverage de-
termination is appropriate, or the Sec-
retary’s failure to meet the deadline
under section 1869(f)(4)(A)(iv) of the
Act.

New evidence means clinical or sci-
entific evidence that was not pre-
viously considered by the contractor or
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