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amount based on either of the fol-
lowing: 

(1) Crosswalking. Crosswalking is used 
if it is determined that a new CDLT is 
comparable to an existing test, mul-
tiple existing test codes, or a portion of 
an existing test code. 

(i) CMS assigns to the new CDLT 
code, the local fee schedule amounts 
and national limitation amount of the 
existing test. 

(ii) Payment for the new CDLT code 
is made at the lesser of the local fee 
schedule amount or the national limi-
tation amount. 

(2) Gapfilling. Gapfilling is used when 
no comparable existing CDLT is avail-
able. 

(i) In the first year, Medicare Admin-
istrative Contractor-specific amounts 
are established for the new CDLT code 
using the following sources of informa-
tion to determine gapfill amounts, if 
available: 

(A) Charges for the CDLT and routine 
discounts to charges; 

(B) Resources required to perform the 
CDLT; 

(C) Payment amounts determined by 
other payors; and 

(D) Charges, payment amounts, and 
resources required for other tests that 
may be comparable or otherwise rel-
evant. 

(ii) In the second year, the test code 
is paid at the national limitation 
amount, which is the median of the 
contractor-specific amounts. 

(iii) For a new CDLT for which a new 
or substantially revised HCPCS code 
was assigned on or before December 31, 
2007, after the first year of gapfilling, 
CMS determines whether the con-
tractor-specific amounts will pay for 
the test appropriately. If CMS deter-
mines that the contractor-specific 
amounts will not pay for the test ap-
propriately, CMS may crosswalk the 
test. 

(b) For a new CDLT that is assigned 
a new or substantially revised HCPCS 
code on or after January 1, 2018, CMS 
determines the payment amount based 
on either of the following until applica-
ble information is available to estab-
lish a payment amount under the 
methodology described in § 414.507(b): 

(1) Crosswalking. Crosswalking is used 
if it is determined that a new CDLT is 

comparable to an existing test, mul-
tiple existing test codes, or a portion of 
an existing test code. 

(i) CMS assigns to the new CDLT 
code, the payment amount established 
under § 414.507 of the comparable exist-
ing CDLT. 

(ii) Payment for the new CDLT code 
is made at the payment amount estab-
lished under § 414.507. 

(2) Gapfilling. Gapfilling is used when 
no comparable existing CDLT is avail-
able. 

(i) In the first year, Medicare Admin-
istrative Contractor-specific amounts 
are established for the new CDLT code 
using the following sources of informa-
tion to determine gapfill amounts, if 
available: 

(A) Charges for the test and routine 
discounts to charges; 

(B) Resources required to perform the 
test; 

(C) Payment amounts determined by 
other payors; 

(D) Charges, payment amounts, and 
resources required for other tests that 
may be comparable or otherwise rel-
evant; and 

(E) Other criteria CMS determines 
appropriate. 

(ii) In the second year, the CDLT 
code is paid at the median of the Medi-
care Administrative Contractor-spe-
cific amounts. 

[81 FR 41100, June 23, 2016] 

§ 414.509 Reconsideration of basis for 
and amount of payment for a new 
clinical diagnostic laboratory test. 

For a new CDLT, the following recon-
sideration procedures apply: 

(a) Reconsideration of basis for pay-
ment. (1) CMS will receive reconsider-
ation requests in written format for 60 
days after making a determination of 
the basis for payment under 
§ 414.506(d)(2) regarding whether CMS 
should reconsider the basis for pay-
ment and why a different basis for pay-
ment would be more appropriate. If a 
requestor recommends that the basis 
for payment should be changed from 
gapfilling to crosswalking, the re-
questor may also recommend the code 
or codes to which to crosswalk the new 
test. 

(2)(i) A requestor that submitted a 
request under paragraph (a)(1) of this 
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section may also present its reconsid-
eration request at the public meeting 
convened under § 414.506(c), provided 
that the requestor requests an oppor-
tunity to present at the public meeting 
as part of its written submission under 
paragraph (a)(1) of this section. 

(ii) If the requestor presents its re-
consideration request at the public 
meeting convened under § 414.506(c), 
members of the public may comment 
on the reconsideration request verbally 
at the public meeting and may submit 
written comments after the public 
meeting (within the timeframe for pub-
lic comments established by CMS). 

(3) Considering reconsideration re-
quests and other comments received, 
CMS may reconsider its determination 
of the basis for payment. As the result 
of such a reconsideration, CMS may 
change the basis for payment from 
crosswalking to gapfilling or from 
gapfilling to crosswalking. 

(4) If the basis for payment is revised 
as the result of a reconsideration, the 
new basis for payment is final and is 
not subject to further reconsideration. 

(b) Reconsideration of amount of pay-
ment—(1) Crosswalking. (i) For 60 days 
after making a determination under 
§ 414.506(d)(2) of the code or codes to 
which a new test will be crosswalked, 
CMS receives reconsideration requests 
in written format regarding whether 
CMS should reconsider its determina-
tion and the recommended code or 
codes to which to crosswalk the new 
test. 

(ii)(A) A requestor that submitted a 
request under paragraph (b)(1)(i) of this 
section may also present its reconsid-
eration request at the public meeting 
convened under § 414.506(c), provided 
that the requestor requests an oppor-
tunity to present at the public meeting 
as part of its written submission under 
paragraph (b)(1)(i) of this section. 

(B) If a requestor presents its recon-
sideration request at the public meet-
ing convened under § 414.506(c), mem-
bers of the public may comment on the 
reconsideration request verbally at the 
public meeting and may submit writ-
ten comments after the public meeting 
(within the timeframe for public com-
ments established by CMS). 

(iii) Considering comments received, 
CMS may reconsider its determination 

of the amount of payment. As the re-
sult of such a reconsideration, CMS 
may change the code or codes to which 
the new test is crosswalked. 

(iv) If CMS changes the basis for pay-
ment from gapfilling to crosswalking 
as a result of a reconsideration, the 
crosswalked amount of payment is not 
subject to reconsideration. 

(2) Gapfilling. (i) By April 30 of the 
year after CMS makes a determination 
under § 414.506(d)(2) or paragraph (a)(3) 
of this section that the basis for pay-
ment for a CDLT will be gapfilling, 
CMS posts interim Medicare Adminis-
trative Contractor-specific amounts on 
the CMS Web site. 

(ii) For 60 days after CMS posts in-
terim Medicare Administrative Con-
tractor-specific amounts on the CMS 
Web site, CMS will receive public com-
ments in written format regarding the 
interim Medicare Administrative Con-
tractor-specific amounts. 

(iii) After considering the public 
comments, CMS will post final Medi-
care Administrative Contractor-spe-
cific amounts on the CMS Web site. 

(iv) For 30 days after CMS posts final 
Medicare Administrative Contractor- 
specific payment amounts on the CMS 
Web site, CMS will receive reconsider-
ation requests in written format re-
garding whether CMS should recon-
sider the final Medicare Administra-
tive Contractor-specific payment 
amount and median of the Medicare 
Administrative Contractor-specific 
payment amount for the CDLT. 

(v) Considering reconsideration re-
quests received, CMS may reconsider 
its determination of the amount of 
payment. As the result of a reconsider-
ation, CMS may revise the median of 
the Medicare Administrative Con-
tractor-specific payment amount for 
the CDLT. 

(3) For both gapfilled and 
crosswalked new tests, if CMS revises 
the amount of payment as the result of 
a reconsideration, the new amount of 
payment is final and is not subject to 
further reconsideration. 

(c) Effective date. If CMS changes a 
determination as the result of a recon-
sideration, the new determination re-
garding the basis for or amount of pay-
ment is effective January 1 of the year 
following reconsideration. Claims for 
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services with dates of service prior to 
the effective date will not be reopened 
or otherwise reprocessed. 

(d) Jurisdiction for reconsideration deci-
sions. Jurisdiction for reconsidering a 
determination rests exclusively with 
the Secretary. A decision whether to 
reconsider a determination is com-
mitted to the discretion of the Sec-
retary. A decision not to reconsider an 
initial determination is not subject to 
administrative or judicial review. 

[72 FR 66401, Nov. 27, 2007, as amended at 73 
FR 2432, Jan. 15, 2008; 81 FR 41100, June 23, 
2016] 

§ 414.510 Laboratory date of service 
for clinical laboratory and pathol-
ogy specimens. 

The date of service for either a clin-
ical laboratory test or the technical 
component of physician pathology 
service is as follows: 

(a) Except as provided under para-
graph (b) of this section, the date of 
service of the test must be the date the 
specimen was collected. 

(b)(1) If a specimen was collected 
over a period that spans 2 calendar 
days, then the date of service must be 
the date the collection ended. 

(2) In the case of a test performed on 
a stored specimen, if a specimen was 
stored for— 

(i) Less than or equal to 30 calendar 
days from the date it was collected, the 
date of service of the test must be the 
date the test was performed only if— 

(A) The test is ordered by the pa-
tient’s physician at least 14 days fol-
lowing the date of the patient’s dis-
charge from the hospital; 

(B) The specimen was collected while 
the patient was undergoing a hospital 
surgical procedure; 

(C) It would be medically inappro-
priate to have collected the sample 
other than during the hospital proce-
dure for which the patient was admit-
ted; 

(D) The results of the test do not 
guide treatment provided during the 
hospital stay; and 

(E) The test was reasonable and 
medically necessary for the treatment 
of an illness. 

(ii) More than 30 calendar days before 
testing, the specimen is considered to 
have been archived and the date of 

service of the test must be the date the 
specimen was obtained from storage. 

(3) In the case of a chemotherapy sen-
sitivity test performed on live tissue, 
the date of service of the test must be 
the date the test was performed only 
if— 

(i) The decision regarding the specific 
chemotherapeutic agents to test is 
made at least 14 days after discharge; 

(ii) The specimen was collected while 
the patient was undergoing a hospital 
surgical procedure; 

(iii) It would be medically inappro-
priate to have collected the sample 
other than during the hospital proce-
dure for which the patient was admit-
ted; 

(iv) The results of the test do not 
guide treatment provided during the 
hospital stay; and, 

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

(4) For purposes of this section, 
‘‘chemotherapy sensitivity test’’ means 
a test identified by the Secretary as a 
test that requires a fresh tissue sample 
to test the sensitivity of tumor cells to 
various chemotherapeutic agents. The 
Secretary identifies such tests through 
program instructions. 

(5) In the case of a molecular pathol-
ogy test performed by a laboratory 
other than a blood bank or center, a 
test designated by CMS as an ADLT 
under paragraph (1) of the definition of 
an advanced diagnostic laboratory test 
in § 414.502, a test that is a cancer-re-
lated protein-based Multianalyte As-
says with Algorithmic Analyses, or the 
test described by CPT code 81490, the 
date of service of the test must be the 
date the test was performed only if— 

(i) The test was performed following 
a hospital outpatient’s discharge from 
the hospital outpatient department; 

(ii) The specimen was collected from 
a hospital outpatient during an en-
counter (as both are defined in § 410.2 of 
this chapter); 

(iii) It was medically appropriate to 
have collected the sample from the 
hospital outpatient during the hospital 
outpatient encounter; 

(iv) The results of the test do not 
guide treatment provided during the 
hospital outpatient encounter; and 
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