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(v) The test was reasonable and medi-
cally necessary for the treatment of an
illness.

[71 FR 69786, Dec. 1, 2006, as amended at 72
FR 66402, Nov. 27, 2007; 82 FR 52636, Nov. 13,
2017; 82 FR 59496, Dec. 14, 2017; 84 FR 61490,
Nov. 12, 2019; 85 FR 86301, Dec. 29, 2020]

§414.522 Payment for new advanced
diagnostic laboratory tests.

(a) The payment rate for a new
ADLT—

(1) During the new ADLT initial pe-
riod, is equal to its actual list charge.

(2) Prior to the new ADLT initial pe-
riod, is determined by the Medicare Ad-
ministrative Contractor based on infor-
mation provided by the Ilaboratory
seeking new ADLT status for its lab-
oratory test.

(b) After the new ADLT initial pe-
riod, the payment rate for a new ADLT
is equal to the weighted median estab-
lished under the payment methodology
described in §414.507(b).

(c) If, after the new ADLT initial pe-
riod, the actual list charge of a new
ADLT is greater than 130 percent of the
weighted median established under the
payment methodology described in
§414.507, CMS will recoup the difference
between the ADLT actual list charge
and 130 percent of the weighted me-
dian.

(d) If CMS does not receive any appli-
cable information for a new ADLT by
the last day of the second quarter of
the new ADLT initial period, the pay-
ment rate for the test is determined ei-
ther by the gapfilling or crosswalking
method as described in §414.508(b)(1)
and (2).

[81 FR 41100, June 23, 2016]

§414.523 Payment for laboratory spec-
imen collection fee and travel al-
lowance.

(a) Specimen collection fee and travel
allowance. In addition to the payment
amounts provided under this subpart
for CDLTs, new CDLTs, and new
ADLTs, CMS pays a specimen collec-
tion fee, as set forth in paragraph (a)(1)
of this section, and a travel allowance,
as set forth in paragraph (a)(2) of this
section.

(1) Payment for specimen collection. Ex-
cept as provided in paragraph (a)(1)(v)
of this section and subject to the an-
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nual update in paragraph (a)(1)(iv) of
this section, beginning January 1, 2023,
CMS pays $8.57 for all specimens col-
lected in one patient encounter, where
the specimen(s) is:

(i) Used to perform a CDLT paid
under this subpart G;

(ii) Collected by a trained technician
from a Medicare beneficiary who is——

(A) Homebound as described in 42
CFR 424.22(a)(1)(ii).

(B) A non-hospital inpatient, but
only when no qualified personnel are
available at the facility to collect the
specimen;

(iii) Of the following type—

(A) Blood specimen collected through
venipuncture.

(B) A urine sample collected by cath-
eterization.

(iv) Beginning January 1, 2024, CMS
updates the specimen collection fee
amount under paragraph (a)(1) of this
section for each calendar year by the
percent change in the Consumer Price
Index for All Urban Consumers (CPI-U)
(U.S. city average) for the 12-month pe-
riod ending June 30th of the year pre-
ceding the update year.

(v) For a specimen collected from a
Medicare beneficiary.

(2) Payment for travel allowance—(i)
General requirement. CMS pays a travel
allowance, as calculated under para-
graph (a)(2)(iii) of this section, where
the specimen is one for which a speci-
men collection fee is paid under para-
graph (a)(1) of this section.

(ii) Travel allowance basis. CMS pays a
travel allowance on the following
bases:

(A) Flat-rate travel allowance. The
flat-rate travel allowance applies when
the trained technician travels 20 eligi-
ble miles or less (calculated in accord-
ance with paragraph (a)(2)(iii)(A) of
this section) to and from one location
for specimen collection from one or
more Medicare beneficiaries; or

(B) Per-mile travel allowance. The per-
mile travel allowance applies when:

(I) The trained technician travels
more than 20 eligible miles (calculated
in accordance with paragraph
(a)(2)(iii)(A) of this section) to and
from one location for specimen collec-
tion from one or more Medicare bene-
ficiaries; or
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