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(v) If the Determining Authority
non-concurs with the CBIC rec-
ommendation, the Determining Au-
thority may return the claim for fur-
ther processing or the Determining Au-
thority may:

(A) Write a determination granting
(in whole or in part) a claim for dam-
ages or denying a claim in its entirety;

(B) Direct the CBIC to write said de-
termination for the Determining
Authority’s signature; or

(C) Return the claim to the CBIC
with further instructions.

(vi) The Determining Authority’s de-
termination is final and not subject to
administrative or judicial review.

(g) Timeframe for determinations. (1)
Every effort will be made to make a de-
termination within 120 days of initial
receipt of the claim for damages by the
CBIC or the receipt of additional infor-
mation that was requested by the
CBIC, whichever is later.

(2) In the case of more complex cases,
or in the event of a large workload, a
decision will be issued as soon as prac-
ticable.

(h) Notification to claimant of damage
determination. The CBIC must mail the
Determining Authority’s determina-
tion to the claimant by certified mail
return receipt requested, at the address
provided in the claim.

[74 FR 62011, Nov. 25, 2009]

§414.426 Adjustments to competitively
bid payment amounts to reflect
changes in the HCPCS.

If a HCPCS code for a competitively
bid item is revised after the contract
period for a competitive bidding pro-
gram begins, CMS adjusts the single
payment amount for that item as fol-
lows:

(a) If a single HCPCS code for an
item is divided into two or more
HCPCS codes for the components of
that item, the sum of single payment
amounts for the new HCPCS codes
equals the single payment amount for
the original item. Contract suppliers
must furnish the components of the
item and submit claims using the new
HCPCS codes.

(b) If a single HCPCS code is divided
into two or more separate HCPCS
codes, the single payment amount for
each of the new separate HCPCS codes

42 CFR Ch. IV (10-1-24 Edition)

is equal to the single payment amount
applied to the single HCPCS code. Con-
tract suppliers must furnish the items
and submit claims using the new sepa-
rate HCPCS codes.

(c) If the HCPCS codes for compo-
nents of an item are merged into a sin-
gle HCPCS code for the item, the single
payment amount for the new HCPCS
code is equal to the total of the sepa-
rate single payment amounts for the
components. Contract suppliers must
furnish the item and submit claims
using the new HCPCS code.

(d) If multiple HCPCS codes for simi-
lar items are merged into a single
HCPCS code, the items to which the
new HCPCS codes apply may be fur-
nished by any supplier that has a valid
Medicare billing number. Payment for
these items will be made in accordance
with Subpart C or Subpart D.

[72 FR 18085, Apr. 10, 2007]

Subpart G—Payment for Clinical
Diagnostic Laboratory Tests

SOURCE: 71 FR 69786, Dec. 1, 2006, unless
otherwise noted.

§414.500 Basis and scope.

This subpart implements provisions
of 1833(h)(8) of the Act and 1834A of the
Act—procedures for determining the
basis for, and amount of, payment for a
clinical diagnostic laboratory test
(CDLT).

[81 FR 41098, June 23, 2016]

§414.502 Definitions.

For purposes of this subpart—

Actual list charge means the publicly
available rate on the first day the new
advanced diagnostic laboratory test
(ADLT) is obtainable by a patient who
is covered by private insurance, or
marketed to the public as a test a pa-
tient can receive, even if the test has
not yet been performed on that date.

Advanced diagnostic laboratory test
(ADLT) means a clinical diagnostic lab-
oratory test (CDLT) covered under
Medicare Part B that is offered and fur-
nished only by a single laboratory and
not sold for use by a laboratory other
than the single laboratory that de-
signed the test or a successor owner of
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