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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: The purpose of this Recurring Update Notification (RUN) is to
provide instructions for the quarterly update to the clinical laboratory fee schedule. This RUN applies to
chapter 16, section 20.

EFFECTIVE DATE: October 1, 2024
*Unless otherwise specified, the effective date is the date of service.
IMPLEMENTATION DATE: October 7, 2024

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: 12721 | Date: July 18, 2024 | Change Request: 13717 |

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

EFFECTIVE DATE: October 1, 2024
*Unless otherwise specified, the effective date is the date of service.

IMPLEMENTATION DATE: October 7,2024

I.  GENERAL INFORMATION

A. Background: The purpose of this Recurring Update Notification (RUN) is to provide 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 (CLFS)

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.

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

On November 16, 2023, Section 502 of the Further Continuing Appropriations and Other Extensions Act of
2024 was passed and delayed data reporting requirements for clinical diagnostic laboratory tests (CDLTs)
that are not advanced diagnostic laboratory tests, and it also delayed the phase-in of payment reductions
under the CLFS from private payor rate implementation.

o The next data reporting period will be from January 1, 2025 — March 31, 2025 and based on the
original data collection period of January 1, 2019 through June 30, 2019.

e A 0% payment reduction will be applied for CY 2024 so that a CDLT that is not an ADLT may not
be reduced compared to the payment amount for that test in CY 2023, and for CYs 2025-2027
payment may not be reduced by more than 15 percent per year compared to the payment amount
established for a test the preceding year.

o After the next data reporting period, there is a three-year data reporting cycle for CDLTs that are not
ADLTs, (that is 2028, 2031, etc.).

Advanced Diagnostic Laboratory Tests (ADLTS)

e Please refer to the following CMS website for additional information regarding these tests:
https://www.cms.gov/medicare/clinical-laboratory-fee-schedule/adlt-information

New Codes Effective October 1, 2024

Proprietary Laboratory Analysis (PLAs) and Additional New Codes



Please see table attached to the Transmittal entitled ""CY2024 CLFS Quarter 4 Updates," Tab "New
Codes Effective 10-1-24." The listed new codes were added to the national HCPCS file with an effective
date of October 1, 2024 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). MAC:s 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.

Deleted Codes Effective October 1, 2024

Please see table attached to the Transmittal entitled "CY2024 CLFS Quarter 4 Updates," Tab "Deleted
Codes Effective 10-1-24." The listed codes are being deleted with a delete date of October 1, 2024.

The table includes the code, long descriptor and the delete date of the code.
II. BUSINESS REQUIREMENTS TABLE

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

Number | Requirement Responsibility
A/BMAC | DME | Shared-System Maintainers | Other
B | HHH FISS | MCS | VMS | CWF
MAC
13717.1 Contractors shall be aware | X | X X

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.

13717.1.1 | In instances where XX
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 codes until they
appear on the CLFS file
and/or, for Part A claims,
the IOCE.

13717.2 Contractors shall not search | X | X
their files to either retract




Number

Requirement

Responsibility

A/B MAC

A | B | HHH

DME

MAC

Shared-System Maintainers

FISS | MCS | VMS | CWF

Other

payment or retroactively
pay claims; however,
contractors should adjust
claims if they are brought
to their attention.

13717.3

The contractor shall use the
cloud fee schedule to
determine the payment
limit for claims for
separately payable
Medicare Part B laboratory
tests processed or
reprocessed on or after
October 1, 2024.

13717.4

A/B MAC Parts A and B
contractors shall retrieve
and download to the
mainframe a copy of the
CY 2024 Clinical
Laboratory Fee Schedule
data files from the CMS
cloud fee file API on or
after June 1, 2024.

DRaaS-
CACHE
Data
Center

I11.

PROVIDER EDUCATION TABLE

Number

Requirement

Responsibility

A/B
MAC

A | B | HHH

DME

MAC

CEDI

13717.5

Medicare Learning Network® (MLN): CMS will developand | X | X
release national provider education content and market it
through the MLN Connects® newsletter shortly after we issue
the CR. MAC:s shall link to relevant information on your
website and follow IOM Pub. No. 100-09 Chapter 6, Section
50.2.4.1 for distributing the newsletter to providers. When you
follow this manual section, you don’t need to separately track
and report MLN content releases. You may supplement with
your local educational content after we release the newsletter.

IVv.

SUPPORTING INFORMATION




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

"Should" denotes a recommendation.

X-Ref Recommendations or other supporting information:
Requirement
Number

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

V. CONTACTS

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 October 1, 2024

Proprietary Laboratory Analysis (PLAS)

The following new codes have been added to the national HCPCS file wnn " eﬂec\we date of October 1 2024 and do not need to bs manually added to the HCPCS files by the MACs. However, these new codes are contractor-priced
the

(where applicable) until they are nationally priced and

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

Social Security Act § 1833(h)(8), § 1834A(c) and § 1834(A)().

Laboratory o Long Descriptor Short Descriptor T0S | Effective Date
etabolism, p deficit
R e e oo FePrt | oa7eu ryperaciviy dorder [ADHD), schvzophrema) il b, bucca\ v, phamacogenonic ganabping | RX METAS PSYC 4GENECYP208| 5 1000112024
gones and DO and oot hencps
h lism, Y (eg, m: ', gener ttention deficit
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OneOme, LLC, OneOme, LLC of 14 genes and CYP2D copy number variant analysis, ncluding impacied gene-drug interaciions and RX
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Oncology (non-smallcal lung cancer), DNA and RNA, digital PCR analysis of € genes (EGFR, KRAS, BRAF.
Lung HOPCRTM, Protean BioDiagnostics, ALK, ROS1, RET, NTRK 1/2/3, ERBBZ, and MET) in formalin-ixed paraffin-embedded (FFPE) tissue, | ONC NSCLC DNABRNA DPCR
04780 5 1000172024
Protean BioDiagnostics interrogation for nd reported as 9GENS
varianis for therapv selection
‘ALZpath pTau217, Neurocode USA. Inc, TAU PHOSPHORYLATED
Tau217, Neurocode 04700 Tau, phosphorylated, pTau217 oo 5 1000172024
Boctae, Viusos, Fungus,and Paasto
omic Sequencing, Spinal Flid Infectious disease (bacteria, viruses, fungi, and parasites), cerebrospinal luid (CSF), metagenomic next-
(MSCSF) Vg i Loy Deveopod | 480U generation sequencing (DNA and RNA), bicinformatic analysis, with positve pathogen identification | N O1 DS CSF METAGNGS ALYS| 5 Torot/2024
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Laboratory Developed Tost SFLT1PLGF
fealures within 2 weeks
Giprofloxacin Susceptbilly of Neisseria
o e B oo | odsay | lectiousdisease (Neisseria gonothosse),sensiiy, profosacn resistance (ayA SI1F point mutaton). | (105 NG GYRASOTF PTMUT| 5 -
o oral recta, or vaginal swab, algorithm reported as probabilty o fluoroquinolone resistance
Macrolde Resistance of Mycoplasma | 0., | Infct eritalum), (235 FRNA oral, ectal,or | NFGTDSMGEN 23S RRNAPT | ¢ Lo0t2024
genitalum, MedArbor Diagnostics, SpeeDx, inc| vaginal swab, aigorithm reported as probabilty of macrolide resistance MUt
o umon), DNA and RNA by soqvening e portfor
Caris AssureTM, Caris MP, inc dibfa Caris Lifl e i NG SOLTUM oS
Sciences®), Caris MP, Inc dibfa Caris Life | 045U 5 1000172024
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Sciences®
uttona b
" ncology (pan-solid tumor analysis of tumor resentin cell-
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e Toon 04860 | free circulating tumor DNA, algorithm reported as quanmalws asuroment of menyaton 2 2 corlat o heTouA 5 1000172024
o umon), DA targeted g panel of 84 genes,
Nortstar Selectr, BilonToOne Laboratory. | o4g71 | itercgation o seq ' gene copy number and losses, gene | ONC SOLTUMCFCONATGSAR | 1000172024
and microsatellte instabilty
Obstetrics (fetal antigen noninvasive prenatal test), celirae DNA sequence analysis for detection of fetal
UNITY Petal Arigen™hl NIPL DINOnTOOMe | 04881, | presence or absence of 1 or more ofthe Rh C. , D, E, Duffy (Fya), or Kell () antigen n alloimmunized | OB FETAL AGNIPT CFONAALYS | 5 1010112024
i i pregnancios,reporied as selecied aniigen(s) detected or not detected
Obstetics test),collree DNA of 1 or more targets (eq.
y " CFTR, SNINT, HBB, HBAT, HBA2) to identiy paternally nheritod pathogenic varians, and relative mutation-
T R e oo o 2 | 0489U | dosage analysis based on molocular counts {0 determine fetal nheriance of matoral mutation, algorthm | OB SGNIPT CFONASEQALYS 1+ 5 1000172024
g4 g reported as a fetal risk score for the condition (eg, cystic fibrosis, spinal muscular atrophy, beta
fincluding sickle cell diseasel, alpha thalassemia)
‘CELLSEARCH® Circulating Melanoma Cell Oncology (cutaneous or uveal melanoma), circulating tumor cel selecton, oo oA
(CMC) Test, Menarini Silcon Biosystems Inc, | 040U |~ enumeration based on differental CD148, high molecular-iweight melanomasssociated antigen, CD34 and 5 1000172024
co146
Menarini Sicon Biosvstems Inc 45 brotein biomarkers. perioheral biood
CELLSEARCH® ER Circulating Tumor Cell Oncology (solid tumor), irculating tumor cell selection, ONG SOL TUM CTC SLOT ER
(CTC-ER,) Test, Menarini Siicon Biosystems | 041U | on differential epithalia cell adhosion molecule (EpCAM), cylokeratins 8, 18, and 19, GDA5 protein biomarkers, R 5 1000172024
Inc, Menarini Slcon Biosystems Inc ‘and quaniifiation of estrogen receptor (ER) prolein biomarker-exprossing call, peripheral biood
CELLSEARCH® PDL1 Circulating Tumor Cell Oncology (solid tumor), circulating tumor cell slection,
(CTCPD-L1) Test, Menarini Silcon Biosystems| 0492U [ on difterentia epithelal cel achesion molecule (EpCAM), cytokeratins 8, 18, and 19, CDAS protein biomarkers,| ONC SOL TUM CTC SLCTN PD-L1| 5 1000172024
Inc, Menarini Silicon Biosystems Inc ‘and quantication of PD-L1 protein biomarkerexpressing cels, peripheral blood
Transplartaton mediin. auariicalon o dororderived oofes DNA (GDNA)usingreigereraton | TRNSPL VED QUAN DD-CFONA
ProsporaTM, NateraTM 04930 uencino. plasma. repor donorderived cell-ree DNA s 1000172024
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Oncology (prostate), analysis o circulating plasma proteins (1PSA, IPSA, KLK2, PSPS4, and GDF15), germiine
Stockholm3, BioAgiytx Diagnostics 04950 | polygenic risk score (60 variant), cinical information (age, family history of prostate cancer, pror negative | ONC PRSTOALYS CROGPLSM | 1000112024
prostata biopsy), algorithm roported s isk oflikelinood of detecting clinically signiicant prostate cancer
Oncology (colorectal), oel-free DNA, & genes for mutations, 7 genes for methylation by real-ime RT-PCR, and
ColoScapeTM PLUS, DiaCarta, Inc, DiaCarta. | 4061, | "4 proteins by enzyme-linked immunosorbent assay, blood, reported positive or negative for colorectal cancer | ONC CLRCT CFONA 87 GENES | 5 1010112024
/anced adenomari
; Oncology (prostate). mRNA ganeoxpression profilng by real-ime RT-POR of 6 genes (FOXM1. MO, y
OncohssureTh Prostate. DiaCarta, 6. | 497y | MTUS1, TTC218, ALAS1, and PPP2CA). uiizing formalinfired parafin-embedided (FFPE) tissue, aigortim | ONC PRETSLENART-PCR 5 1000172024
J oot s o st cancer
Oncology (colorectal, ing for ethytation pattern in
OpliSeqTlh Calorecta) Gancer NS Panel. | 04980 | 45 genes, blood, and formalin- e parafin-ambeddsd (FFPE) tssus, repur\ S variants and metyaton | ONC CLRCT NGS MUT DETC 5 1010112024
Carta, Inc, DiaCarla, Inc 43GEN
oatter with interoretation
OptiSeqTM Dual Cancer Panel Kit, DiaCarta, | 00, | Oncology (colorectal and lung), ONA from (FFPE) tissue, ONC GLRCTALNG DNANGS R L0102
Inc, DiaCarta, Inc sequencing of 8 genes (NRAS, EGFR, CTNNB1, PIKACA, APC, BRAF, KRAS, and TP53), mutation detection 8GENES
GClamp® Plox VEXAS UBAT Mutation Test, | oo ergeted variant analysis (VA41T, | AUTOINFLAV DS VEXAS SYND | 5 P—
iaCarta.inc. DiaCarta. Inc AT L o Tt B 107 100 118 o, S SO0 NA
auanmmm Colorectal Cancer Triage Test, ONC CLRC BLD QUAN MEAS
M Colorecta Cancer I 0501U Oncolog , blood, quaniitative of celliee DNA (cfDNA) oba 5 1000172024
Human papilomavirus (HPV), EG/E7 markers for high-risk types (16, 16, 31, 33, 35, 39, 45, 51, 52, 56, 56, 59,
QuantiVirusTM HPV EG/E7 mRNA Testfor | o501 | 66 and 68), cervical cells, branched-chain capture bridzaion repotedasnegabe o posive forigh risk | HPV E6/E7 MRK HIRSKTYPCRV | 5 1010112024
Cervical Cancer, DiaCarta, Inc, DiaCarta, Inc
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hole blood or plasma. laorithm reported as cancor detected or not datected WisHMC
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Test, Oncocyle Corporation, Oncocyte | 05080 | polymorphisms (SNPs), plasma, and urine, reported as percentag celroe | TRNSPLIMED DOCFONA40 5 1000172024
Corporation DNA with sk fo active reiection
Transplantation medicine, quantiication of donor-derived cell-ree DNA sing Up 1o 12 single-nucleotide. -
VitaGraftTM Kidney Subsequent, Oncacyte | - o5001; | poymorphisms (SNPs) previously identified, plasma, reported as percentage of donor-derived cell-ree DNA | TRNSPLJ MED DDCFDNA<12 5 1010112024
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PuISTSM, Tempus Al,Inc, Tempus Al Inc | 05100 five slgodihimic anawsls of 16 genes from praviouslyseat Py 5 1000172024
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response predicton for each drug 3+
fedicine. LLC)
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; s ambodted (FFRE) tebue ropaiod e ncressnd o ocressed rababily o eoch omarr
iED]). T adalimumab
Procise ADLTM, ProciseDx Inc 05140 | (ADL) lovls i venous serum n patons undergoing aGalimumab therapy, resus eparted a6 a numerical | G11BD 1A QUAN DETER ADLLVL | 5 1000172024
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MyGenVar Pharmacogenomics Test, Geisinger| D1 metabolism,whol bood, pharmacogercic geropin f 40 genes and VP20 copynumber vaiar | RX METAB RXGENOMIC GNOTYP
Medical Laboratories, Geisinger Medical | 05160 s 100112026
alores, Ocls ysis, reported as metabolizer stau: w0
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Phenomics HealthTM Inc RX
medications
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medications
S torin doprossion. and anxioty, LOMISIVS, plasma, 110 or
Syncviowd painPlus, Phanomics HoalliTM | sg | it ittt CONET quamalws ard quantative tharapauhc minimal ffcive rangeof prescribed. non| THER RX MNTR MEDS PIDA 110+ 5 1000112024
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auantitative therapeutic minimally effective ranae of prescribed and dications

Additional Codes

The following new code has been added to the national HCPCS file and does not need to be manually added to the HCPCS files by the MACS. However, this new code is 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)(1).

Laboratory CPT [Long Descriptor ‘Short Descriptor T0S |Effective Date
Codo
; ; ’ Oncology (central nervous system), analysis of 30000 DNA methylaton loci by methylation array, uizing DNA
Epignostix GNS Tumor Methylation Classifer. | gopqp tumor tissue, diagnostic algorithm reported as probabily of matching a reference tumor ONC CNSALYS30000DNALOCI | 5 0710112024

Heidelberg Epignostix GmbH

extracted from
subclass




Deleted Codes Effective October 1, 2024

The following codes are being deleted with a deletion date of October 1, 2024.

CPT Code Long Descriptor Delete Date
0167U Gonadotropin, chorionic (hCG), immunoassay with direct optical observation, blood 10/01/2024
0396U Obstetrics (pre-implantation genetic testing), evaluation of 300000 DNA single-nucleotide polymorphisms (SNPs) by microarray, |10/01/2024

embryonic tissue, algorithm reported as a probability for single-gene germline conditions
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