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SUBJECT: Quarterly Update for Clinical Laboratory Fee Schedule (CLFS) and Laboratory Services
Subject to Reasonable Charge Payment

I. SUMMARY OF CHANGES: This Recurring Update Notification (RUN) provides instructions for the
quarterly update to the clinical laboratory fee schedule. This RUN applies to chapter 16, section 20.

EFFECTIVE DATE: April 1, 2022
*Unless otherwise specified, the effective date is the date of service.
IMPLEMENTATION DATE: April 4, 2022

Disclaimer for manual changes only: The revision date and transmittal number apply only to red
italicized material. Any other material was previously published and remains unchanged. However, if this
revision contains a table of contents, you will receive the new/revised information only, and not the entire
table of contents.

II. CHANGES IN MANUAL INSTRUCTIONS: (N/A if manual is not updated)
R=REVISED, N=NEW, D=DELETED-Only One Per Row.

R/N/D CHAPTER / SECTION / SUBSECTION / TITLE
N/A N/A

ITI. FUNDING:

For Medicare Administrative Contractors (MACs):

The Medicare Administrative Contractor is hereby advised that this constitutes technical direction as defined
in your contract. CMS does not construe this as a change to the MAC Statement of Work. The contractor is
not obligated to incur costs in excess of the amounts allotted in your contract unless and until specifically
authorized by the Contracting Officer. If the contractor considers anything provided, as described above, to
be outside the current scope of work, the contractor shall withhold performance on the part(s) in question
and immediately notify the Contracting Officer, in writing or by e-mail, and request formal directions
regarding continued performance requirements.

IV. ATTACHMENTS:

Recurring Update Notification



Attachment - Recurring Update Notification

\ Pub. 100-04 | Transmittal:11221 \ Date: January 27, 2022 | Change Request: 12612

SUBJECT: Quarterly Update for Clinical Laboratory Fee Schedule (CLFS) and Laboratory Services
Subject to Reasonable Charge Payment

EFFECTIVE DATE: April 1, 2022

*Unless otherwise specified, the effective date is the date of service.
IMPLEMENTATION DATE: April 4, 2022

I. GENERAL INFORMATION

A. Background: This Recurring Update Notification (RUN) provides instructions for the quarterly
update to the clinical laboratory fee schedule. This RUN applies to chapter 16, section 20.

B. Policy: Clinical Laboratory Fee Schedule

Advanced Diagnostic Laboratory Tests (ADLTS)

e Please refer to the following Centers for Medicare & Medicaid Services (CMS) website for
additional information regarding these tests: https:/www.cms.gov/Medicare/Medicare-Fee-for-
Service-Payment/ClinicalLabFeeSched/PAMA-Regulations.html#ADLT tests.

Next CLFS Data Reporting Period for Clinical Diagnostic Laboratory Tests--DELAYED

On December 10, 2021, the “Protecting Medicare and American Farmers from Sequester Cuts Act” (S. 610)
delayed the reporting requirement under Section 1834A of the Act and also delayed the application of the
15% phase-in reduction.

e Section 1834A of the Act, as established by Section 216(a) of the Protecting Access to Medicare Act
of 2014 (PAMA), required significant changes to how Medicare pays for Clinical Diagnostic
Laboratory Tests (CDLTs) under the CLFS. The CLFS final rule “Medicare Clinical Diagnostic
Laboratory Tests Payment System Final Rule” (CMS-1621-F) was published in the Federal Register
on June 23, 2016. The CLFS final rule implemented section 1834A of the Act. Under the CLFS final
rule, reporting entities must report to CMS certain private payer rate information (applicable
information) for their component applicable laboratories. The data collection period (the period
where applicable information for an applicable laboratory is obtained from claims for which the
laboratory received final payment during the period) was from January 1, 2019 through June 30,
2019.

e The next data reporting period of January 1, 2023 through March 31, 2023, will be based on the
original data collection period of January 1, 2019 through June 30, 2019.

e After the next data reporting period, there is a three-year data reporting cycle for CDLTs that are not
ADLTs, (that is 2026, 2029, etc.).

e The statutory phase-in of payment reductions resulting from private payor rate implementation is
extended, that is, through CY 2025. There is a 0.0 percent reduction for CY 2021 and CY 2022, and
payment may not be reduced by more than 15 percent for CY's 2023 through 2025.

Clinical Laboratory Fee Schedule Beginning January 1, 2018




e Effective January 1, 2018, CLFS rates are based on weighted median private payor rates as required
by the Protecting Access to Medicare Act (PAMA) of 2014.

e The Part B deductible and coinsurance do not apply for services paid under the clinical laboratory fee
schedule.

e For more details, visit PAMA Regulations, at https:/www.cms.gov/Medicare/Medicare-Fee-for-
Service-Payment/ClinicalLabFeeSched/PAMA-Regulations.html.

e Access to Data File: The quarterly clinical laboratory fee schedule data file shall be retrieved
electronically through CMS’ mainframe telecommunications system. Under normal circumstances,
CMS will make the updated CLFS data file available to Parts A and B Medicare Administrative
Contractors (MACs) approximately 6 weeks prior to the beginning of each quarter. For example, the
updated file will typically be made available for download and testing on or before approximately
February 15th for the April 1st release. Internet access to the quarterly clinical laboratory fee
schedule data file shall be available at https:/www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/ClinicalLabFeeSched/index.html. Other interested parties, such as the Medicaid State
agencies, the Indian Health Service, the United Mine Workers, and the Railroad Retirement Board,
shall use the Internet to retrieve the quarterly clinical laboratory fee schedule. It will be available in
multiple formats: Excel, text, and comma delimited.

e Pricing Information: The clinical laboratory fee schedule includes separately payable fees for
certain specimen collection methods (codes 36415, P9612, and P9615). The fees are established in
accordance with section 1833(h)(4)(B) of the Act. Also note additional specimen collection codes
may be listed below during the PHE.

New Codes Effective April 1, 2022

Proprietary Laboratory Analysis (PLAs)

Please see table attached to the Transmittal entitled ""New Codes Effective April 1, 2022*", Tab "New
Codes". The listed new codes were added to the national Healthcare Common Procedure Coding System
(HCPCS) file with an effective date of April 1, 2022 and do not need to be manually added to the HCPCS
files by the MACs. However, these new codes are contractor-priced (where applicable) until they are
nationally priced and undergo the CLFS annual payment determination process in accordance with the
Social Security Act § 1833(h)(8), § 1834A(c) and § 1834(A)(f). MACs shall only price PLA codes for
laboratories within their jurisdiction.

The table includes the laboratory, long descriptor, short descriptor, and type of service (TOS) of each new
code.

II. BUSINESS REQUIREMENTS TABLE

"Shall" denotes a mandatory requirement, and "should"” denotes an optional requirement.

Number | Requirement Responsibility
A/BMAC | DM Shared-System Oth
E Maintainers er
A | B| HH FIS | MC | VM | CW
H | MA| S S S F
C
12612.1 Contractors shall be aware that the X| X VD
CLFS will be released quarterly, as C
needed, and establish hours to
accommodate retrieval and
implementation of the quarterly CLFS
data file.




Number | Requirement Responsibility
A/BMAC | DM Shared-System Oth
E Maintainers er
A|B| HH FIS | MC | VM | CW
H | MA| S S S F
C

12612.1.1 | CMS shall notify contractors by email CM
approximately six weeks prior to the S
beginning of the quarter when the
CLFS data file is ready for download.

CMS shall provide the file name.

12612.2 Contractors shall retrieve and load for X VD
testing and claims processing C
purposes the April 2022 quarterly
CLFS data file from the CMS
mainframe approximately six weeks
prior to the beginning of the quarter.

12612.2.1 | Contractors shall note that two CLFS X VD
data files will be available. C

Contractors shall use the file that they
prefer. The CLFS data file name will
be in the following format:

Date File #1:
MUO00.@BF12394.CLAB.VyyyyQr.U
PDTONLY

Data File #2:
MUO00.@BF12394.CLAB.VyyyyQr.F
ULLREPL

Note: Data File #1 includes the
changes only file (i.e., the changes
from the previous quarter). Data File
#2 includes the full replacement file.
The naming convention of the file is
such that “yyyy” equals the calendar
year (for example, V2020) and “r”
equals the release number (for
example, Q3 reflects Quarter 3 or July
release) with January = 1, April =2,
July = 3, and October = 4

For example, for the April release or
the 2nd quarter release of 2022, the
data file names are listed below:

Data File #1:
MUO00.@BF12394.CLAB.V2022Q2.F
ULLREPL

Data File #2:
MUO00.@BF12394.CLAB.V2022Q2.




Number

Requirement

Responsibility

A/B MAC

A

B

HH
H

DM

Shared-System
Maintainers

FIS
S

MC | VM
S S

Oth
er

UPDTONLY

12612.2.2

Contractors shall notify CMS of
successful receipt via e-mail to

price file receipt@cms.hhs.gov
stating the name of the file received
and the entity for which it was
received (e.g., SSM or A/B MAC Part
B name and number).

VD

12612.2.3

Contractors shall address any
questions/concerns regarding the
content of the files and/or specific
HCPCS codes contained within by
emailing
CLFS_Inquiries@cms.hhs.gov.

VD

12612.3

A/B MAC Part B contractors shall
determine the reasonable charge for
the codes identified as paid under the
reasonable charge basis (**NOTE** -
This requirement is applicable to the
January quarterly release CR only).

12612.4

A/B MAC Part A contractors shall
determine payment on a reasonable
cost basis when these services are
performed for hospital-based renal
dialysis facility patients (**NOTE** -
This requirement is applicable to the
January quarterly release CR only).

12612.5

Contractors shall be aware of any new
Advanced Diagnostic Laboratory Test
(ADLT) codes, and/or CPT/HCPCS
codes (including their TOS
designation(s) and Effective date),
and/or any deleted/terminated codes
as applicable listed in this Change
Request and shall update their systems
as necessary to accept/delete/terminate
them.

12612.5.1

In instances where Medicare covered
CLFS procedure codes do not yet
appear on the quarterly CLFS file or
the quarterly Integrated Outpatient
Code Editor (IOCE) update,
contractors shall locally price the




Number | Requirement Responsibility
A/BMAC | DM Shared-System Oth
E Maintainers er
A|B| HH FIS | MC | VM | CW
H | MA| S S S F
C
codes until they appear on the CLFS
file and/or, for Part A claims, the
IOCE.
12612.6 Contractors shall not search their files | X | X
to either retract payment or
retroactively pay claims; however,
contractors should adjust claims if
they are brought to their attention.
III. PROVIDER EDUCATION TABLE
Number | Requirement Responsibility
A/B DME | CEDI
MAC
MAC
A | B | HHH
12612.7 | Medicare Learning Network® (MLN): CMS will market XX

provider education content through the MLN Connects®
newsletter shortly after CMS releases the CR. MACs shall
follow IOM Pub. No. 100-09 Chapter 6, Section 50.2.4.1
instructions for distributing the MLN Connects newsletter
information to providers and link to relevant information on
your website. You may supplement MLN content with your
local information after we release the MLN Connects
newsletter. Subscribe to the “MLN Connects” listserv to get
MLN content notifications. You don’t need to separately
track and report MLN content releases when you distribute
MLN Connects newsletter content per the manual section
referenced above.

IV.  SUPPORTING INFORMATION

Section A: Recommendations and supporting information associated with listed requirements: N/A

"Should" denotes a recommendation.

X-Ref

Number

Requirement

Recommendations or other supporting information:

Section B: All other recommendations and supporting information: N/A




V. CONTACTS

Pre-Implementation Contact(s): Laura Ashbaugh, 410-786-1113 or laura.ashbaugh2@cms.hhs.gov ,
Glenn McGuirk, 410-786-5723 or Glenn.McGuirk@cms.hhs.gov

Post-Implementation Contact(s): Contact your Contracting Officer's Representative (COR).
VI. FUNDING

Section A: For Medicare Administrative Contractors (MACs):

The Medicare Administrative Contractor is hereby advised that this constitutes technical direction as defined
in your contract. CMS does not construe this as a change to the MAC Statement of Work. The contractor is
not obligated to incur costs in excess of the amounts allotted in your contract unless and until specifically
authorized by the Contracting Officer. If the contractor considers anything provided, as described above, to
be outside the current scope of work, the contractor shall withhold performance on the part(s) in question
and immediately notify the Contracting Officer, in writing or by e-mail, and request formal directions
regarding continued performance requirements.

ATTACHMENTS: 1



New Codes Effective April 1, 2022

Proprietary Laboratory Analysis (PLAs)

The following new codes have been added to the national HCPCS file with an effective date of April 1, 2022 and do not need to be manually added to the HCPCS files by the MACs. However, these new codes are contractor-priced (where
applicable) until they are nationally priced and undergo the CLFS annual payment determination process in accordance with the Social Security Act § 1833(h)(8), § 1834A(c) and § 1834(A)(f).

MACs shall only price PLA codes for laboratories within their jurisdiction.

Laboratory CPT Long Descriptor Short Descriptor TOS Effective Date
Code
" " - " Oncology (minimal residual disease [MRD]), next-generation targeted sequencing analysis, cell-free DNA, initial
Invitae FC.M Tissue F'ro_ﬁllng ar_1d MRD Base_hne 0306U (baseline) assessment to determine a patient specific panel for future comparisons to evaluate for MRD ONC MRD NXT-GNRJ ALYS 1ST 5 04/01/22
Assay, Invitae Corporation, Invitae Corporation . . . N
(Do not report 0306U in conjunction with 0307U)
Oncology (minimal residual disease [MRD]), next-generation targeted sequencing analysis of a patient-specific
Invitae PQM MRD Monltorlngj Invitae 0307U panel, cell-free DNA, subsequent assessment with to patient to ONC MRD NXT-GNRJ ALYS SBSQ 5 04/01/22
Corporation, Invitae Corporation evaluate for MRD
(Do not report 0307U in conjunction with 0306U)
HART CADhs®, Prevencio, Inc, Prevencio, Inc |0308U C_ardlol_ogy (coronary artery disease [CAD]), ana}lyms of 3 proteins (r_ugh sensitivity [hs] (ro_pomn, adiponectin, and |CRD CAD ALYS 3 PRTN PLSM 5 04/01/22
kidney injury molecule-1 [KIM-1]), plasma, algorithm reported as a risk score for obstructive CAD ALG
Cardiology (cardiovascular disease), analysis of 4 proteins (NT-proBNP, osteopontin, tissue inhibitor of
HART CVE®, Prevencio, Inc, Prevencio, Inc 0309U metalloproteinase-1 [TIMP-1], and kidney injury molecule-1 [KIM-1]), plasma, algorithm reported as a risk score |CRD CV DS ALY 4 PRTN PLM ALG 5 04/01/22
for major adverse cardiac event
HART KD®, Prevencio, Inc, Prevencio, Inc 0310U Pediatrics (vasculitis, K_awasakl disease [K_D]), analysis of 3 biomarkers (NTproBNP, C-reactive protein, and T- PED VSCLTS KD ALYS 3 BMRKS 5 04/01/22
uptake), plasma, algorithm reported as a risk score for D
Accelerate PhenoTest® BC kit, AST Infectious disease (bacterial), quantitative antimicrobial susceptibility reported as phenotypic minimum inhibitory
configuration, Accelerate Diagnostics, Inc, 0311U concentration (MIC)-based antimicrobial susceptibility for each organisms identified QECT DS BCT QUAN ANTMCRB 5 04/01/22
Accelerate Diagnostics, Inc (Do not report 0311U in conjunction with 87076, 87077, 0086U)
Autoil e di (eg, ic lupus erythematosus [SLE]), analysis of 8 IgG autoantibodies and 2 cell-
Avise® Lupus, Exagen Inc, Exagen Inc 0312U bound compler_ner_n act_lvatlon products using enzyme-linked immunosorbent immunoassay (ELISA), flow AIDS SLE ALYS 8 IGG AUTOANT 5 04/01/22
cytometry and indirect immunofluorescence, serum, or plasma and whole blood, individual components reported
along with an algorithmic SLE-likelihood assessment
PancreaSeq® Genomic Classifier, Molecular Oncology (pancreas), DNA and mRNA next-generation sequencing analysis of 74 genes and analysis of CEA
and Genomic Pathology Laboratory, University |0313U (CEACAMS) gene expression, pancreatic cyst fluid, algorithm reported as a categorical result (ie, negative, low |ONC PNCRS DNA&MRNA SEQ 74 5 04/01/22
of Pittsburgh Medical Center probability of neoplasia or positive, high probability of neoplasia)
- . Oncology (cutaneous melanoma), mRNA gene expression profiling by RT-PCR of 35 genes (32 content and 3
™
D_eC|s_|oan® DiffDx Me_langma, Castle 0314U housekeeping), utilizing formalin-fixed paraffin-embedded (FFPE) tissue, algorithm reported as a categorical ONC CUTAN MLNMA MRNA 35 5 04/01/22
Biosciences, Inc, Castle Biosciences, Inc . A N : GENE
result (ie, benign, intermediate, malignant)
. o Oncology (cutaneous squamous cell carcinoma), mRNA gene expression profiling by RT-PCR of 40 genes (34
geusmnp@scc, Castle Biosciences, Inc, 03151 | content and 6 housekeeping), utiizing formalin-fixed paraffin-embedded (FFPE) tissue, algorithm reported as a |ONC CUTAN SQ CLL CAMRNA40| 5 04/01/22
astle Biosciences, Inc ) ) .
categorical risk result (ie, Class 1, Class 2A, Class 2B)
Lyme B°fre"a Ngnotrap@ Urine Antigen Test, 0316U Borrelia burgdorferi (Lyme disease), OspA protein evaluation, urine B BRGDRFERILYME DS OSPA 5 04/01/22
Galaxy Diagnostics Inc EVL
LungLB®, LungLife AI®, LungLife AI® 0317U Oncqlogy (lung cancer), fou_r»probe FISH (3929, 3p22.1, v10q22‘3. 1(_)cen) assay, whole blood, predictive ONC LUNG CA 4-PRB FISH 5 04/01/22
algorithmgenerated evaluation reported as decreased or increased risk for lung cancer ASSAY
EpiSign Complete, Greenwood Genetic Center [0318U Pediatrics (congenital epigenetic disorders), whole genome methylation analysis by microarray for 50 or more PED WHL GEN MTHYLTN ALYS 5 04/01/22
genes, blood 50+
Clarava™ , Verici Dx, Verici Dx, Inc 0319U Nephrology (renal !ran;plant). RNA expression by select transcrlp!om_e sequencing, using pretransplant NEPH RNA PRETRNSPL PERPH 5 04/01/22
peripheral blood, algorithm reported as a risk score for early acute rejection BLD
Tuteva™ , Verici Dx, Verici Dx, Inc 0320U Ne;_)hrology (renal (ran_splant), RNA expres_smn by select transcnp(ome_seq_uencmg, using posttransplant NEPH RNA PSTTRNSPL PERPH 5 04/01/22
peripheral blood, algorithm reported as a risk score for acute cellular rejection BLD
. N " - Infectious agent detection by nucleic acid (DNA or RNA), genitourinary pathogens, identification of 20 bacterial
Bndge Urinary Trac? Infec!_|0n Delgctlon and 0321U and fungal organisms and identification of 16 associated antibiotic-resistance genes, multiplex amplified probe IADNA GU PTHGN 20BCT&FNG 5 04/01/22
Resistance Test, Bridge Diagnostics technique ORG
NPDX ASD Test Panel lll, Stemina Biomarker Neurology (autism spectrum disorder [ASD]), quantitative measurements of 14 acyl carnitines and microbiome- NEURO ASD MEAS 14 ACYL
Discovery d/b/a NeuroPointDX, Stemina 0322U derived metabolites, liquid chromatography with tandem mass spectrometry (LC-MS/MS), plasma, results 5 04/01/22

Biomarker Discovery d/b/a NeuroPointDX

reported as negative or positive for risk of metabolic subtypes associated with ASD

CARN
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