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	Molecular Detection Codes

	U0001
	Cdc 2019 novel coronavirus (2019-ncov) real-time rt-pcr diagnostic panel

	02/13/2020/ eff 02/04/20
	$35.91
	$135
	· Use for CDC test kit
	


	U0002
	2019-ncov coronavirus, sars-cov-2/2019-ncov (covid-19), any technique, multiple types or subtypes (includes all targets), non-cdc
	03/05/2020/ eff 02/04/20
	$51.31
	$193
	· Use for methods not specified by U0001 or 87635.
· Can use this code in place of 87635 for time being. 
· If test kit allows "point of care" type use, can apply modifier QW
	





	87635
	Infectious agent detection by nucleic acid (DNA or RNA); severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]), amplified probe technique
	03/13/2020
	$51.31 (published 5/19/20)
	$193
	· If test kit allows "point of care" type use, can apply modifier QW

Appropriate for 
· Abbott ID Now (Lab 7901)
· Cepheid Xpert Xpress
· BioFire Torch 
· Cepheid GeneXpert

	





	87636
	Infectious agent detection by nucleic acid (DNA or RNA); severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]) and influenza virus types A and B, multiplex amplified probe technique
	Created 10/6/2020
	FirstCoast $142.63
	$392
	· Refer to the Molecular testing panel codes below for additional PLA codes for specific test kits.
	


	87637
	Infectious agent detection by nucleic acid (DNA or RNA); severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]), influenza virus types A and B, and respiratory syncytial virus, multiplex amplified probe technique
	Created 10/6/2020
	FirstCoast $142.63
	$392
	· Refer to the Molecular testing panel codes below for additional PLA codes for specific test kits
	


	U0003
	Infectious agent detection by nucleic acid (DNA or RNA); severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]), amplified probe technique, making use of high throughput technologies as described by CMS-2020-01-R
	04/14/2020
	$1000
($75 as of 01/01/2021)
	$375
	· High throughput technology is an automated instrument that can process at least 200 specimens a day.  Examples as of 4/14 include:
· Roche cobas 6800 System,
· Roche cobas 8800 System
· Abbott m2000 System
· Hologic Panther Fusion System
· GeneXpert Infinity System
· NeuMoDx 288 Molecular
· NeuMoDx 96 Molecular
· Use for tests that would have been identified by 87635

Appropriate for: 
· Abbott RealTime SARS-CoV-2 assay (Lab 7887)
· Warde in-house COVWD using Abbott m2000
· Quest (Warde COV19)
· NxtGn reference lab used by West MI using ThermaFisher QuantStudio 

	


	U0004
	2019-nCoV Coronavirus, SARS-CoV-2/2019-nCoV (COVID-19), any technique, multiple types or subtypes (includes all targets), non-CDC, making use of high throughput technologies as described by CMS-2020-01-R.
	04/14/2020
	$100
($75 as of 01/01/2021)
	$375
	· High throughput technology is an automated instrument that can process at least 200 specimens a day.  Examples as of 4/14 include:
· Roche cobas 6800 System,
· Roche cobas 8800 System
· Abbott m2000 System
· Hologic Panther Fusion System
· GeneXpert InfinitySystem
· NeuMoDx 288 Molecular
· Use for tests that would have been identified by U0002

	


	U0005
	
	Effective 01/01/2021
	$25
	$25
	· 
	

	
	
	
	
	
	
	

	
	Molecular Testing Panel Codes that include COVID-19

	0202U
	Infectious disease (bacterial or viral respiratory tract infection), pathogen specific nucleic acid (DNA or RNA), 22 targets including severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2), qualitative RT-PCR, nasopharyngeal swab, each pathogen reported as detected or not detected
	05/20/2020
	MAC priced until further notice
FirstCoast $416.78

	$1,146
	· Code describes a multiplex amplified probe test that provides qualitative identification of 22 respiratory viral and bacterial pathogens from a single specimen obtained using nasopharyngeal swabs.
· PLA Code: BioFire® Respiratory Panel 2.1
· CMS recognized the code in CR11815 dated June 12, 2020
· Several MACs have LCDs that indicate these large respiratory viral panels are non-covered.
	


	0223U
	Infectious disease (bacterial or viral respiratory tract infection), pathogen-specific nucleic acid (DNA or RNA), 22 targets including severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2), qualitative RT-PCR, nasopharyngeal swab, each pathogen reported as detected or not detected
	06/25/2020
	MAC priced until further notice
FirstCoast $416.78


	$1,146
	· Describes a novel type of fully automated molecular assay that provides simultaneous qualitative detection and identification of multiple respiratory pathogens based on viral and bacterial nucleic acids obtained via nasopharyngeal swabs.
· To report a PLA code, the analysis performed must fulfill the code descriptor and must be the test represented by the proprietary name listed in Appendix O. Codes 0223U will be listed in Appendix O as follows:
· QIAstat-Dx Respiratory SARS-CoV-2 Panel, QIAGEN Sciences, QIAGEN GMbHb 
· Several MACs have LCDs that indicate these large respiratory viral panels are non-covered.
	


 

	0225U
	Infectious disease (bacterial or viral respiratory tract infection) pathogen-specific DNA and RNA, 21 targets, including severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2), amplified probe technique, including multiplex reverse transcription for RNA targets, each analyte reported as detected or not detected
	08/10/2020
	MAC priced until further notice
FirstCoast $416.78

	$1,146
	· PLA code: ePlex® Respiratory Pathogen Panel 2, GenMark Dx, GenMark Diagnostics, Inc
· CMS recognized the code in CR11937/Trans 10318 dated 08/21/2020
· Several MACs have LCDs that indicate these large respiratory viral panels are non-covered.
	
 




	0240U
	Infectious disease (viral respiratory tract infection), pathogen-specific RNA, 3 targets (severe acute respiratory syndrome coronavirus 2 [SARS-CoV-2], influenza A, influenza B), upper respiratory specimen, each pathogen reported as detected or not detected
	Created 10/6/2020
	FirstCoast $142.63
	$392
	· PLA code: Xpert® Xpress SARS-CoV-2/ Flu/RSV (SARS-CoV-2 & Flu targets only), Cepheid 

	


	0241U
	Infectious disease (viral respiratory tract infection), pathogen-specific RNA, 4 targets (severe acute respiratory syndrome coronavirus 2 [SARS-CoV-2], influenza A, influenza B, respiratory syncytial virus [RSV]), upper respiratory specimen, each pathogen reported as detected or not detected
	Created 10/6/2020
	FirstCoast $142.63
	$392
	· PLA code:  Xpert® Xpress SARS-CoV-2/ Flu/RSV (all targets), Cepheid 

	


	
	

	
	Antigen Testing Codes

	87426
	Infectious agent antigen detection by immunoassay technique, (eg, enzyme immunoassay [EIA], enzyme-linked immunosorbent assay [ELISA], fluorescence immunoassay [FIA], immunochemiluminometric assay [IMCA]) qualitative or semiquantitative; severe acute respiratory syndrome coronavirus (e.g., SARS-CoV, SARS-CoV-2 [COVID-19])
	06/25/2020
	MAC priced until further notice
FirstCoast $45.23

	$170
	· This code and testing is not specific for SARS-CoV-2. Current assays are not able to distinguish between SARS-CoV and SARS-CoV-2.
· BD Veritor System

	

 

	87428
	Infectious agent antigen detection by immunoassay technique, (eg, enzyme immunoassay [EIA], enzyme-linked immunosorbent assay [ELISA], fluorescence immunoassay [FIA], immunochemiluminometric assay [IMCA]) qualitative or semiquantitative; severe acute respiratory syndrome coronavirus (eg, SARS-CoV, SARS-CoV-2 [COVID-19]) and influenza virus types A and B
	Created 11/10/2020
	
	$170
	· This code and testing is not specific for SARS-CoV-2. Current assays are not able to distinguish between SARS-CoV and SARS-CoV-2.

	


	87811
	Infectious agent antigen detection by immunoassay with direct optical (ie, visual) observation; severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19])
	Created 10/6/2020
	FirstCoast $41.38
	$62
	· BinaxNow COVID-19 Ag Card
	


	
	
	
	
	
	
	

	
	

	
	Antibody Testing Codes

	86328
	Immunoassay for infectious agent antibody(ies), qualitative or semiquantitative, single step method (eg, reagent strip); severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19])
	04/10/2020
	$45.23 (published 05/19/20)
	$170
	· Use for single step methods
· Report only once for a reagent strip assay, even if multiple antibody classes are detected.
	


	86769
	Antibody; severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19])
	04/10/2020
	$42.13 (published 05/19/20)
	$158
	· Use for multiple step methods
· Equipment verified
· Diasorin Liaison XL
	


	86413
	Severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]) antibody, quantitative
	09/08/2020
	FirstCoast $42.13
	$169
	· Used for quantitative antibody testing
· CMS recognized this conde in CR 11937/Trans 10367 dated 09/24/2020
	
 



	86408
	Neutralizing antibody, severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]); screen
	08/10/2020
	MAC priced until further notice
FirstCoast $42.13

	$158
	· CMS recognized the code in CR11937/Trans 10318 dated 08/21/2020
	





	86409
	Neutralizing antibody, severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]);titer
	08/10/2020
	MAC priced until further notice
FirstCoast $105.33

	$395
	· CMS recognized the code in CR11937/Trans 10318 dated 08/21/2020
	





	0224U
	Antibody, severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]), includes titer(s), when performed
	06/25/2020
	MAC priced until further notice
FirstCoast $42.13

	$158
	· Describes qualitative and quantitative detection of antibodies in serum and plasma. The test may aid in determining whether an individual suspected of significant exposure or prior infection with SARS-CoV-2 virus has a high titer of IgG antibodies against this virus when performed.
· To report a PLA code, the analysis performed must fulfill the code descriptor and must be the test represented by the proprietary name listed in Appendix O. Codes 0224U will be listed in Appendix O as follows:
· COVID-19 Antibody Test, Mt Sinai, Mount Sinai Laboratory
· Do not report 0224U in conjunction with 86769

	

 

	0226U
	Surrogate viral neutralization test (sVNT), severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]), ELISA, plasma, serum
	08/10/2020
	MAC priced until further notice
FirstCoast $42.28
	$159
	· PLA Code: Tru-ImmuneTM, Ethos Laboratories, GenScript® USA Inc
· CMS recognized the code in CR11937/Trans 10318 dated 08/21/2020
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COVID-19 FAQs

Diagnostic Laboratory Services

1. Question: How does Medicare pay for clinical diagnostic laboratory tests?

Answer: Medicare Part B, which includes a variety of outpatient services, covers medically
necessary clinical diagnostic laboratory tests when a doctor or other practitioner orders them.
Medically necessary clinical diagnostic laboratory tests are generally not subject to
coinsurance or deductible.

2. Question: Has CMS created any Healthcare Common Procedure Coding System (HCPCS) codes
for COVID-19 laboratory testing?

Answer: Yes, CMS has created two codes in response to the urgent need to bill for these
services. The codes are: U0001, CDC 2019-nCoV Real-Time RT-PCR Diagnostic Panel and
U0002, 2019-nCoV Coronavirus, SARS-CoV-2/2019-nCoV (COVID-19), any technique, multiple
types or subtypes (includes all targets), non-CDC. Both codes are effective 2/4/2020 and will
be available in the Medicare claims processing system on 4/1/2020. Please visit
https://www.cms.gov/newsroom/press-releases/cms-develops-additional-code-coronavirus-
lab-tests

Laboratories can begin billing for the performance of these tests using these codes
immediately via standard Fee-for-service billing practices. Medicare Administrative
Contractors (MACs) are being instructed to hold claims submitted for these tests using these
codes until the first week of April, at which time claims will be released so the adjudication
process can continue.

3. Question: Are there other CPT codes available to bill for COVID-19 laboratory testing?

Answer: Yes. The American Medical Association (AMA) Current Procedural Terminology (CPT)
Editorial Panel has created CPT code 87635 (Infectious agent detection by nucleic acid (DNA or
RNA); severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease
[COVID-19]), amplified probe technique) Please visit https://www.ama-assn.org/press-
center/press-releases/new-cpt-code-announced-report-novel-coronavirus-test

4. Question: Are all of these codes available for laboratories to use to bill Medicare?
Answer: Yes. The CMS HCPCS codes will be available on the HCPCS and Clinical Laboratory
Fee Schedule (CLFS) file beginning April 1, 2020 for dates of service on or after February 4,

2020. The AMA CPT code, 87635 will also be available on the HCPCS and CLFS file beginning
April 1, 2020 for dates of service on or after March 13, 2020.
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5. Question: My laboratory uses the CDC test kit; what code should we use to bill Medicare?

Answer: The appropriate code to use would be HCPCS Code U0001 (CDC 2019-nCoV Real-
Time RT-PCR Diagnostic Panel).

6. Question: My laboratory does not use the CDC test kit; what code should we use to bill
Medicare?

Answer: If your laboratory uses the method specified by CPT 87635, the appropriate code to
use would be CPT 87635. If your laboratory has a test that uses a method not described by
CPT 87635, the appropriate code to use would be HCPCS Code U0002.

7. Question: What code should we use to bill Medicare if new types of COVID-19 tests are
created in the future?

Answer: The appropriate code to use would be HCPCS Code U0002 for COVID-19 test
methods that are not specified by either U0001 or 87635. CMS will continue to monitor the
types of COVID-19 testing methods and adjust coding as necessary depending on the
methodology.

8. Question: How will Medicare pay for COVID-19 testing on the CLFS?

Answer: Local Medicare Administrative Contractors (MACs) are responsible for developing
the payment amount for claims they receive for these newly created HCPCS codes and the CPT
code in their respective jurisdictions until Medicare establishes national payment rates on the
CLFS. Please see https://www.cms.gov/files/document/mac-covid-19-test-pricing.pdf for
more information on current MAC payment rates. For more information on CMS’s procedures
for public consultation on payment for new clinical diagnostic laboratory tests on the CLFS,
please see https://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/ClinicalLabFeeSched/Laboratory_Public_Meetings

9. Question: My laboratory does not use the CDC test kit and will have a delay in implementing
the CPT code 87635 in our billing system. May we bill Medicare using U0002?

Answer: Yes. For the time being laboratories may continue to use U0002 to bill Medicare for
tests described by the CPT code. We will provide advance notice if this changes.

Physicians’ Services

1. Question: Does Medicare pay for a doctor or non-physician practitioner (NPP) to furnish care
in a beneficiary’s home?

Answer: Medicare pays for evaluation and management (E/M) and other services furnished in
a beneficiary’s home by a physician or NPP. Additionally, Medicare makes payment for a

Page 2 Updated 3/23/20



https://www.cms.gov/files/document/mac-covid-19-test-pricing.pdf

https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/ClinicalLabFeeSched/Laboratory_Public_Meetings

https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/ClinicalLabFeeSched/Laboratory_Public_Meetings



number of non-face-to-face services that can be used to assess and manage a beneficiary’s
conditions. These include: care management services, remote patient monitoring services, and
communication technology based services.

2. Question: Can the distant site practitioner furnish Medicare telehealth services from their
home? Or do they have to be in a medical facility?

Answer: There are no payment restrictions on distant site practitioners furnishing Medicare

telehealth services from their home. Individual providers may use their MAC hotline number

to verbally update their practice location over the phone and would be effective immediately
so practitioners could continue providing care without a disruption.

Please see the FAQs regarding the 1135 telehealth waiver at:
https://edit.cms.gov/files/document/medicare-telehealth-frequently-asked-questions-fags-
31720.pdf

Home Health

1. Question: For purposes of the statutory requirement that a patient have a face-to-face
encounter with a physician or an allowed non-physician practitioner in order to qualify for
Medicare home health care, can this encounter occur via telehealth during a pandemic
outbreak of an infectious disease?

Answer: The face-to-face encounter, as described at 1814(a)(2)(C) and 1835(a)(2)(A) of the
Social Security Act, can be performed via telehealth in accordance with the requirements
under 1834(m)(4)(C) of the Social Security Act. Under the expansion of telehealth under the
1135 waiver, beneficiaries are able to use telehealth technologies with their doctors and
practitioners from home (or other originating site) for the face-to-face encounter to qualify for
Medicare home health care.

Please see the FAQs regarding the 1135 telehealth waiver at:
https://edit.cms.gov/files/document/medicare-telehealth-frequently-asked-questions-fags-
31720.pdf

Hospital Services

1. Question: During an emergency, will Medicare allow payment for care provided at a site not
considered part of a healthcare facility (which are informally termed “alternative care sites”
(ACSs)) for patients who are not critically ill? For example, if local hospitals are almost at
capacity during an emergency and the few beds remaining must be reserved for patients
needing ventilators and critical care, will Medicare pay for non-critical care provided at an
ACS, such as a school gymnasium?

Answer: Even in the absence of an 1135 waiver, a hospital may add a remote location that
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provides inpatient services, provided that the remote location satisfies the requirements to be
provider-based to the hospital’s main campus. The remote location must satisfy all provider
based requirements at 42 CFR 413.65, including the location requirements at 42 CFR
413.65(e)(3), in addition to the Hospital Conditions of Participation (CoPs). As soon as it adds
an additional location, the hospital would be expected to file an amended Form CMS 855A
with its Medicare Administrative Contractor. CMS generally requires a survey of compliance
with all CoPs at all new inpatient locations, but also has discretion to waive the onsite survey
in this area. An onsite survey is not required for the provider-based designation. Once
approved, subsequent surveys of the hospital will include any provider based locations.

Question: Will a hospital be eligible for additional payment for rendering services to patients
that remain in the hospital in the case where they continue to need medical care but at less
than an acute level and those services are unavailable at any area SNFs because of an
emergency, including the COVID-19 infection?

Answer: A physician may certify or recertify the need for continued hospitalization if the
physician finds that the patient could receive proper treatment in a SNF, but no bed is
available in a participating SNF. Medicare will pay the DRG rate and any cost outliers for the
entire stay until the Medicare patient can be moved to an appropriate facility.

Question: Are hospitals that are paid by Medicare through the Inpatient Prospective Payment
System (IPPS) going to be paid using a special payment method? If not, is there a special
Diagnostic Related Group (DRG) that IPPS hospitals will be reimbursed for this situation?

Answer: Normal prospective payment procedures apply to those hospitals reimbursed under
the IPPS. There is no special DRG for COVID-19.

Question: We have a Medicare psychiatric patient that can't be placed in the distinct part
inpatient psychiatric facility (IPF) unit because all patients are quarantined due to COVID-19.
Can we still bill under the IPF unit provider number even though they are in a hospital acute
care unit bed?

Answer: If the patient is not in the IPPS excluded IPF unit, even if the patient is a psychiatric
patient, and as long as the placement of the patient in the hospital’s acute care bed is not
inappropriate to his/her condition, the hospital will receive IPPS payment for that patient's
care. Billing under the IPF unit’s provider number is not allowed.

Question: Will Medicare provide additional payment if a patient needs to be isolated or
quarantined in a private room?

Answer: There may be times when beneficiaries with the virus need to be quarantined in a
hospital private room to avoid infecting other individuals. These patients may not meet the
need for acute inpatient care any longer but may remain in the hospital for public health
reasons. Hospitals having both private and semiprivate accommodations may not charge the
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patient a differential for a private room, if the private room is medically necessary. Patients
who would have been otherwise discharged from the hospital after an inpatient stay but are
instead remaining in the hospital under quarantine would not have to pay an additional
deductible for quarantine in a hospital.

If a Medicare beneficiary is a hospital inpatient for medically necessary care, Medicare will pay
the DRG rate and any cost outliers for the entire stay until the Medicare patient is discharged.
The DRG rate (and cost outliers as applicable) includes payment for when a patient needs to be
isolated or quarantined in a private room.

6. Question: Can a provider having both private and semiprivate accommodations charge the
patient a differential for a private room where isolation of a beneficiary is required?

Answer: A provider having both private and semiprivate accommodations may not charge the
patient a differential for a private room if the private room is medically necessary.

Drugs & Vaccines Under Part B

1. Question: Will Medicare Part B pay for vaccinations of Medicare beneficiaries?

Answer: Medicare Part B pays for preventive Hepatitis B vaccinations for high-and
intermediate-risk beneficiaries and also for influenza and pneumococcal vaccinations for all
Medicare beneficiaries. Medicare Part B will also pay for medically reasonable and necessary
vaccinations of beneficiaries against a microbial agent or its derivatives (e.g., tetanus toxin,
Hepatitis A) following likely exposure in accordance with normal Medicare coverage rules.

Under current law, once a vaccine becomes available for COVID-19, Medicare will cover the
vaccine under Part D. All Part D plans will be required to cover the vaccine.

2. Question: If new drugs are created to treat COVID-19, can they be billed?

Answer: New drugs that are covered under Medicare Part B, including new antiviral drugs, can
be paid by the Medicare Administrative Contractors until they receive a code and are on the
pricing files. New drugs that are covered under Medicare Part D can be billed to the
beneficiary’s Part D plan.

3. Question: If a State distributes CDC's Strategic National Stockpile (SNS) drugs to hospitals
(https://www.phe.gov/about/sns/Pages/default.aspx), what are the Medicare billing rules?
How should hospitals handle billing for services that involve the use of SNS provided drugs?

Answer: For services rendered to Medicare beneficiaries, standard Medicare billing rules
apply. Based on existing policy, providers may not seek reimbursement for no cost items such
as SNS drugs. Specifically, the policy is described in the CMS Internet Only Manual Pub. 100-
04, Chapter 32, Section 67 which states that provider may not seek reimbursement for no cost
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items as noted in Section 1862(a)(2) of the Social Security Act.

4. Question: Will Medicare Part B cover a 90-day supply of drugs in the event that a pandemic
occurs, when such drugs are needed for a patient’s chronic condition?

Answer: With respect to drugs covered under Part B, with the exception of
immunosuppressive drugs -- which are generally limited to a 30-day supply — but including
drugs that need to be administered through Durable Medical Equipment, local MACs have
discretion to pay for a greater-than-30-day supply of drugs. When considering whether to pay
for a greater-than-30- day supply of drugs, MACs will take into account the nature of the
particular drug, the patient’s diagnosis, the extent and likely duration of disruptions to the
drug supply chain during an emergency, and other relevant factors that would be applicable
when making a local determination as to whether, on the date of service, an extended supply
of the drug was reasonable and necessary.

With respect to immunosuppressive drugs, although Medicare would customarily not pay for
more than a 30-day supply because dosage frequently diminishes over a period of time and it
is not uncommon for the physician to change the prescription from one drug to another. In
the event of an emergency, local MACs may consider allowing payment for a medically
necessary, greater-than-30-day supply of Medicare-covered, immunosuppressive drugs on a
case-by-case basis taking local considerations into account.

5. Question: Can a Medicare beneficiary receive more than a 30-day supply of Medicare Part B
covered drugs during an emergency?

Answer: In most situations where there are specific limits on coverage of additional quantities
or time limited coverage periods that are 30 days or less, Medicare Part B does not pay for
additional quantities. For example, oral anti-emetic drugs are covered only when they are
used immediately before, at, or within 48 hours after administration of an anticancer
chemotherapeutic agent. For immunosuppressive drugs, claims processing contractors will
generally not consider a supply of immunosuppressive drugs in excess of 30 days to be
reasonable and necessary and will deny payment, unless there are special circumstances.
Information on exceptions for special circumstances would be made available by the local
MAC that processes a provider or supplier’'s immunosuppressive drug claims.

Source: https://www.cms.gov/Regulations-and-
Guidance/Guidance/Manuals/Downloads/clm104c17.pdf
See section 80.3.3, Special Requirements for Immunosuppressive Drugs)

Ambulance Services

1. Question: If the ambulance crew provides treatment but does not transport anyone, can the
company bill Medicare for the services provided?
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Answer: No. Medicare law prohibits payment for an ambulance service unless the transport
of a Medicare beneficiary has taken place. However, when a physician or NPP furnishes
services from an ambulance, he or she may bill for those services under the Medicare
Physician Fee Schedule, assuming that the services furnished were in accordance with
applicable state law and services are within his or her scope of practice requirements.

Question: How will ambulance services be paid when patients are moved from hospital to
hospital or other approved locations?

Answer: Medicare will pay for ambulance transportation according to the usual payment
guidelines. Ambulance transportation charges for patients who were evacuated from and
returned to originating hospitals should be included on the inpatient claims submitted by the
originating hospitals. Payment will be included in the diagnostic related group (DRG) payment
amounts made to hospitals paid under the prospective payment system.

Question: If a beneficiary who is living at home and using a stationary oxygen unit, has to be
transported to another location by ambulance (because other means of transportation are
contraindicated), can Medicare pay for any portable oxygen necessary to transport the
beneficiary?

Answer: Medicare’s payment to ambulance suppliers and providers for ambulance transports
includes payment for all necessary supplies, including oxygen, provided during the transport.
Thus, if the transport is a Medicare-covered service (e.g., the beneficiary must be transported
by ambulance to a covered destination because other means of transportation are
contraindicated), then no separate payment for furnishing oxygen would be available.

However, if the transport does not qualify as a Medicare-covered service, then payment under
Part B may be made to a Durable Medical Equipment supplier for furnishing portable oxygen
when supplemental oxygen is needed for the beneficiary during the transport.

Question: In emergency/disaster situations, how does CMS define an “approved destination”
for ambulance transports and would it include alternate care centers, field hospitals and other
facilities set up to provide patient care in response to the emergency/disaster?

Answer: CMS defines “approved destination” at 42 CFR § 410.40(f), Origin and Destination
requirements. Medicare can only pay for ambulance transportation when it meets the Origin
and Destination Requirements and all other coverage requirements. These requirements
specify that an appropriate destination is one of the following:

e Hospital;

e (Critical Access Hospital (CAH);

e Skilled Nursing Facility (SNF);

e Beneficiary’s home;

e Dialysis facility for ESRD patient who requires dialysis.
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Beneficiaries residing in a SNF, who are receiving Part B benefits only, are eligible for
ambulance transport to one additional “approved destination,” that is, from a SNF to the
nearest supplier of medically necessary services not available at the SNF where the
beneficiary is a resident. For SNF residents receiving Medicare Part A benefits, this type of
ambulance service is subject to SNF consolidated billing.!

A physician’s office is not a covered destination. However, under certain circumstances an
ambulance transport may temporarily stop at a physician’s office without affecting the
coverage status of the transport.

Should a facility that would normally be the nearest appropriate facility be unavailable during
an emergency/disaster, Medicare may pay for transportation to another facility so long as
that facility meets all Medicare requirements and is still the nearest facility that is available
and equipped to provide the needed care for the illness or injury involved.

42 CFR 410.40 allows Medicare to pay for an ambulance transport (provided that
transportation by any other means is contraindicated by the patient’s condition and all other
Medicare requirements are met) from any point of origin to the nearest hospital, CAH, or SNF
that is capable of furnishing the required level and type of care for the beneficiary’s illness or
injury. The hospital or CAH must have available the type of physician or physician specialist
needed to treat the beneficiary’s condition.

However, Medicare payment for an ambulance transport to an alternative care site may be

Lin the Balanced Budget Act of 1997, Congress mandated that payment for the majority of services provided to beneficiaries in a Medicare covered
SNF stay be included in a bundled prospective payment made through the Part A Medicare Administrative Contractor (MAC) to the SNF. These
bundled services had to be billed by the SNF to the Part A MAC in a consolidated bill. No longer would entities that provided these services to
beneficiaries in a SNF stay be able to bill separately for those services. Medicare beneficiaries can either be in a Part A covered SNF 1 In the
Balanced Budget Act of 1997, Congress mandated that payment for the majority of services provided to beneficiaries in a Medicare covered SNF
stay be included in a bundled prospective payment made through the Part A Medicare Administrative Contractor (MAC) to the SNF. These bundled
services had to be billed by the SNF to the Part A MAC in a consolidated bill. No longer would entities that provided these services to beneficiaries
in a SNF stay be able to bill separately for those services. Medicare beneficiaries can either be in a Part A covered SNF stay which includes medical
services as well as room and board, or they can be in a Part B non-covered SNF stay in which the Part A benefits are exhausted, but certain medical
services are still covered though room and board is not.

The consolidated billing requirement confers on the SNF the billing responsibility for the entire package of care that residents receive during a
covered Part A SNF stay and physical, occupational, and speech therapy services received during a non-covered stay. Exception: There are a limited
number of services specifically excluded from consolidated billing, and therefore, separately payable.

For Medicare beneficiaries in a covered Part A stay, these separately payable services include:

ephysician's professional services;

ecertain dialysis-related services, including covered ambulance transportation to obtain the dialysis services;

ecertain ambulance services, including ambulance services that transport the beneficiary to the SNF initially, ambulance services that transport the
beneficiary from the SNF at the end of the stay (other than in situations involving transfer to another SNF), and roundtrip ambulance services
furnished during the stay that transport the beneficiary offsite temporarily in order to receive dialysis, or to receive certain types of intensive or
emergency outpatient hospital services;

eerythropoietin for certain dialysis patients;

ecertain chemotherapy drugs;

ecertain chemotherapy administration services;

eradioisotope services; and

ecustomized prosthetic devices.

For Medicare beneficiaries in a non-covered stay, only therapy services are subject to consolidated billing. All other covered SNF services for these
beneficiaries can be separately billed to and paid by the Medicare contractor.
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available if the alternative care site is determined to be part of an institutional provider
(hospital, CAH or SNF) that is an approved destination for an ambulance transport under 42
CFR

§ 410.40. If the alternative care site is part of an institutional provider (hospital, CAH or SNF)
that is an approved destination under 42 CFR § 410.40 for an ambulance transport, Medicare
will pay for the transport on the same basis as it would to any other approved destination.

Physicians, non-physician practitioners, and suppliers should contact their Part B MAC or
Durable Medical Equipment (DME) MAC with questions about SNF consolidated billing. There
is also additional information about SNF consolidated billing on the CMS Medicare Learning
Network (MLN) Publications webpage.

Institutional providers should contact their Part A MAC with questions about SNF consolidated

billing. There is also additional information about SNF consolidated billing on the CMS
Medicare Learning Network (MLN) Publications webpage.

Medicare Payment to Facilities Accepting Government Resources

1. Question: Can a skilled nursing facility accept Federal, State, or local government resources
(e.g., supplies and staffing assistance) to help with the COVID-19 emergency and still bill
Medicare?

Answer: Although Medicare usually doesn’t allow payment for services that are paid for by a
governmental entity, there is an exception for services furnished as a means of controlling
infectious diseases (see 42 CFR 411.8(b)(4)).

2. Question: Does Medicare pay health care providers such as hospices, hospitals and skilled
nursing facilities separately for personal protective equipment and supplies necessary to
prevent the spread of infectious disease?

Answer: Medicare payments for health care services include the supplies necessary to
appropriately provide the service, including any personal protective equipment and supplies
appropriate for the patient's condition and treatment. There are not separate payments for
those supplies. However, additional resources for infection control, such as supplies or
staffing assistance, may be made available from other local, state, or federal government
agencies. Although Medicare usually doesn’t allow payment for services that are paid for by a
governmental entity, there is an exception for services furnished as a means of controlling
infectious diseases (see 42 CFR 411.8(b)(4)).

Oxygen

1. Question: Does Medicare cover home use of oxygen for patients diagnosed with COVID-19?

Page 9 Updated 3/23/20





Answer: Yes, we are exercising enforcement discretion to cover medically necessary home
use of oxygen for patients diagnosed with COVID-19 during the emergency.

CMS is currently reviewing NCDs and LCDs to identify and remove barriers to beneficiaries

with COVID-19 receiving home oxygen and we hope to have more information on this process
soon.
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CMS Transmittal 10066 COVID U0002-87635 with QW Modifier 042420.pdf
C M S M an ual Syste m Department of Health &

Human Services (DHHS)

Pub 100-20 One-Time Notification Centers for Medicare &
Medicaid Services (CMS)
Transmittal 10066 Date: April 24, 2020

Change Request 11765

SUBJECT: Addition of the QW maodifier to Healthcare Common Procedure Coding System (HCPCS)
code U0002 and 87635

I. SUMMARY OF CHANGES: This change informs Medicare contractors about the addition of the QW
modifier to Healthcare Common Procedure Coding System (HCPCS) codes U0002 (2019-nCoV Coronavirus,
SARS-CoV-2/2019-nCoV (COVID-19), any technique, multiple types or subtypes (includes all targets), non-
CDC) and 87635 [Infectious agent detection by nucleic acid (DNA or RNA); severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]), amplified probe technique]. This One Time
Notification applies to Chapter 16, Section 70.9.

EFFECTIVE DATE: March 20, 2020
*Unless otherwise specified, the effective date is the date of service.
IMPLEMENTATION DATE: May 8, 2020

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.

I1. 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
I11. 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:

One Time Notification





Attachment - One-Time Notification

| Pub. 100-20 | Transmittal: 10066 | Date: April 24, 2020 | Change Request: 11765 |

SUBJECT: Addition of the QW maodifier to Healthcare Common Procedure Coding System (HCPCS)
code U0002 and 87635

EFFECTIVE DATE: March 20, 2020
*Unless otherwise specified, the effective date is the date of service.
IMPLEMENTATION DATE: May 8, 2020

I.  GENERAL INFORMATION

A. Background: The Clinical Laboratory Improvement Amendments (CLIA) regulations require a facility
to be appropriately certified for each test performed. To ensure that Medicare & Medicaid only pay for
laboratory tests performed in certified facilities, each claim for a HCPCS code that is considered a CLIA
laboratory test is currently edited at the CLIA certificate level.

The Healthcare Common Procedure Coding System (HCPCS) code U0002 [2019-nCoV Coronavirus, SARS-
CoV-2/2019-nCoV (COVID-19), any technique, multiple types or subtypes (includes all targets), non-CDC],
and 87635 [Infectious agent detection by nucleic acid (DNA or RNA); severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]), amplified probe technique] were included in
CMS transmittal 1U7670, change request 11681.

On February 4, 2020, the Secretary of the Department of Health and Human Services (HHS) determined,
pursuant to section 564 of the Federal Food, Drug and Cosmetic (FD&C) Act, that there is a significant
potential for a public health emergency that has a significant potential to affect national security or the health
and security of United States citizens living abroad and that involves a novel (new) coronavirus (nCoV) first
detected in Wuhan City, Hubei Province, China in 2019 (2019-nCoV). The virus is now named SARS-CoV-2,
which causes the illness COVID-19.

Currently there is no Food and Drug Administration (FDA)-approved or cleared test to diagnose or detect
COVID-19. The FDA has issued several Emergency Use Authorizations (EUAS) for the use of new diagnostic
test to detect the SARS-CoV-2 virus. During public health emergencies declared under section 564 of the
FD&C Act, the FDA is able to issue EUAs when certain criteria are met that allows for the use and distribution
of potentially life-saving medical products to diagnose, treat, or prevent the disease, which can include
diagnostic tests.

FDA does not categorize tests authorized under an EUA. Instead, the settings in which an EUA authorized test
may be used are described in the Letter of Authorization and, as discussed in the Guidance for Industry and
Other Stakeholders: Emergency Use Authorization of Medical Products and Related Authorities, the FDA may
determine that a test shall be deemed to be in a particular category. The terms "patient care settings outside of
the clinical laboratory environment,” "near patient testing,” and “point of care" are mentioned in some EUAsS,
Policy for Diagnostic Tests for Coronavirus Disease-2019, and generally refer to settings that are equipped with
the instrumentation and appropriately trained personnel necessary to perform the test, and may include settings
such as hospitals, physician offices, urgent care, outreach clinics, and temporary patient care settings. In cases
where these terms are used in EUAs, FDA has deemed such test to be appropriate for use in a CLIA waived
setting for the time period of the emergency. These terms generally do not apply to home specimen collection or
at home testing unless otherwise specified.





Those tests listed on the FDA’s Emergency Use Authorizations for COVID-19 website under the Test Kit
Manufacturers and Commercial Laboratories Table that include the terms "patient care settings outside of the
clinical laboratory environment,” "near patient testing,"” or "point of care™ in the EUA can be used by facilities
having a current CLIA certificate of waiver. On March 20, 2020, FDA issued the first EUA containing the
previous terms. HCPCS code U0002 and 87635 must have the modifier QW to be recognized as a test that can
be performed in a facility having a CLIA certificate of waiver.

This One Time Notification applies to Chapter 16, Section 70.9.

B. Policy: The CLIA regulations require a facility to be appropriately certified for each test performed. To
ensure that Medicare and Medicaid only pay for laboratory tests in a facility with a valid, current CLIA
certificate, laboratory claims are currently edited at the CLIA certificate level.

1. BUSINESS REQUIREMENTS TABLE

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

Number | Requirement Responsibility
A/B D| Shared- Other
MAC | M| System
E | Maintainers
A|B|H FIMV|C
HIM I |C|M W
HIA|S|S|S|F
Cls
11765.1 | The Medicare contractor shall permit the use of code X
U0002QW for claims submitted by facilities with a
valid, current CLIA certificate of waiver with dates of
service on or after March 20, 2020.
11765.2 | The Medicare contractor shall permit the use of code X
87635QW for claims submitted by facilities with a
valid, current CLIA certificate of waiver with dates of
service on or after March 20, 2020.
11765.3 | Contractors need not search their files to either retract X
payment for claims already paid or to retroactively pay
claims. However, contractors shall adjust claims
brought to their attention.






I11.  PROVIDER EDUCATION TABLE

Number Requirement Responsibility
A/B D|C
MAC M| E
E|D
A|[B|H I
H| M
HIA
C
11765.4 MLN Article: CMS will make available an MLN Matters provider education X

article that will be marketed through the MLN Connects weekly newsletter
shortly after the CR is released. MACs shall follow IOM Pub. No. 100-09
Chapter 6, Section 50.2.4.1, instructions for distributing MLN Connects
information to providers, posting the article or a direct link to the article on your
website, and including the article or a direct link to the article in your bulletin or
newsletter. You may supplement MLN Matters articles with localized
information benefiting your provider community in billing and administering the
Medicare program correctly. Subscribe to the “MLN Matters” listserv to get
article release notifications, or review them in the MLN Connects weekly
newsletter.

IV. SUPPORTING INFORMATION
Section A: Recommendations and supporting information associated with listed requirements:

"Should" denotes a recommendation.

X-Ref Recommendations or other supporting information:
Requirement
Number

N/A

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

V. CONTACTS

Pre-Implementation Contact(s): Kathleen Todd, 410-786-3385 or kathleen.todd@cms.hhs.gov
Post-Implementation Contact(s): Contact your Contracting Officer's Representative (COR).

V1. FUNDING

Section A: For Medicare Administrative Contractors (MACSs):

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: 0





		II. BUSINESS REQUIREMENTS TABLE

		X-Ref 

		Requirement

		Number
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SPECIAL EDITION

AMA Fact Sheet: Reporting Severe Acute
Respiratory Syndrome Coronavirus (SARS-CoV-2)
Laboratory Testing

Due to the emergent nature of the public health
concern surrounding novel coronavirus testing,
the American Medical Association (AMA) Current
Procedural Terminology (CPT®) Editorial Panel
convened a special meeting and approved a new,
specific CPT code to describe laboratory testing
for severe acute respiratory syndrome corona-
virus 2 (SARS-CoV-2). Note: Per the World Health
Organization, the official name of the virus is
severe acute respiratory syndrome coronavirus 2
(SARS-CoV-2), while the name of the disease it
causes is coronavirus disease (COVID-19).

The AMA expedited the publication of this

new CPT code to the AMA website on Friday,
March 13, 2020, at https://www.ama-assn.org/
practice-management/cpt/cpt-releases-new-
coronavirus-covid-19-code-description-testing.
This code is effective immediately for use in
reporting this testing service. Note that code 87635
is not in the CPT 2020 publication; however, it will
be included in the CPT 2021 code set in

the Microbiology subsection of the Pathology and
Laboratory section.

Microbiology

87635 Infectious agent detection by nucleic acid (DNA or
RNA); severe acute respiratory syndrome coronavirus
2 (SARS-CoV-2) (Coronavirus disease [COVID-19]),
amplified probe technique

Use of code 87635 will help to efficiently report
and track testing services related to SARS-CoV-2
and will streamline the reporting and reim-
bursement for this test in the United States. For
Medicare claims, the Centers for Medicare &
Medicaid Services (CMS) has established two new
Healthcare Common Procedure Coding System
(HCPCS) codes for coronavirus testing. HCPCS
code U0001 is used specifically for CDC testing
laboratories to test patients for SARS-CoV-2 and
to track new cases of the virus. HCPCS code
U0002 is intended for laboratories to report non-
CDC laboratory tests for SARS-CoV-2/2019-nCoV
(COVID-19). Therefore, to meet the needs of the
CDC safety-monitoring programs and to track the

continued on next page
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specific testing performed, it is important that the
appropriate code is listed on claim forms. For more
information on CMS’ response to COVID-19, visit
https://www.cms.gov/newsroom.

Clinical Example (87635)

A 47-year-old male presents to the emergency
department with fever, cough, and shortness of
breath. The physician or other qualified health care
professional (QHP) suspects the patient may have
coronavirus (COVID-19). Respiratory swabs are
collected and sent to the laboratory.

Description of Procedure (87635)

Place specimens (eg, nasopharyngeal or
oropharyngeal swab, sputum, lower respiratory tract
aspirate, bronchoalveolar lavage, and
nasopharyngeal wash or aspirate or nasal aspirate)
into specimen-transport containers. Use oligo-
nucleotide primers and probes for detection of
severe acute respiratory syndrome coronavirus 2
(SARS-CoV-2) (formally known as 2019-nCoV), and
any pan-coronavirus types or subtypes if included,
to identify viral gene target(s). Isolate and purify
ribonucleic acid (RNA) from the speciments,
followed by molecular amplification and analysis.
Send the test result (positive, negative,
inconclusive) to the patient’s physician or other
QHP and report or refer to the appropriate public
health officials, as indicated.

The following are a few common questions and
answers regarding the SARS-CoV-2 (COVID-19)
test in relation to the use of the new CPT code
87635.

Question: When is this code available for reporting?
Can this CPT code be used to bill for testing that
occurred in February?

Answer: Code 87635 is available effective imme-
diately in the CPT code set and available for
reporting beginning March 13, 2020. Contact your
third-party payer to determine their guidelines
regarding applicability for retroactive billing and
reimbursement.

Question: Should CPT code 87635, a HCPCS Level 11
code, or both be reported if the test for COVID-19 is
performed?

Answer: The appropriate code to be reported is
dependent upon the payer to which the claim is
being submitted. If the claim is submitted to a payer
that requires CPT codes, then code 87635 should be
reported. Conversely, if the payer requires use of the
HCPCS Level II code, the HCPCS Level II code
should be reported. CPT and HCPCS codes should
not both be reported on the same claim.

Contact your local third-party payer directly to
determine their specific reporting guidelines.
Further guidance from CMS on the reporting of
HCPCS Level II codes can be found at https://
www.cms.gov/files/document/03092020-covid-19-
fags-508.pdf.

Question: Is reporting of the SARS-CoV-2 (COVID-
19) testing handled differently if other services are
performed on the same date?

Answer: No, other provided services should be
reported as appropriate according to CPT guide-
lines. Note that the new code describes a laboratory
testing procedure, and therefore, guidelines
regarding the appropriate reporting of laboratory
tests do apply for this code.

Question: Codes already exist in the Pathology and
Laboratory section of the CPT code set for corona-
virus. What is the difference between the new code
87635 and the other CPT codes that state corona-
virus in their descriptor (ie, 87631, 87632, 87633,
0098, 0099U, 0100U1)?

Answer: Existing codes 87631, 87632, and 87633 are
used for nucleic acid assays that detect multiple
respiratory viruses in a multiplex reaction (ie, single
procedure with multiple results). Similarly, proprie-
tary laboratory analyses (PLA) codes 0098U, 0099,
and 0100U are used to identify multiple types or
subtypes of respiratory pathogens. In contrast, code
87635 is for the detection of SARS-CoV-2 (COVID-19)
and any pan-coronavirus types or subtypes, and it
can be reported with tests from multiple manufac-
turers using the stated technique.
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Question: Is code 87635 required to be reported in
conjunction with any of the other CPT test codes that
mention coronavirus, namely code 87631, 87632,
87633, 0098U, 0099U, or 0100U? Would they ever be
used together?

Answer: Code 87635 does not require reporting of an
additional CPT code for this service. There are no
known restrictions on the reporting of code 87635,
if performed as a separate assay, with code 87631,
87632, 87633, 0098U, 0099U, or 0100U. Codes
selected should accurately describe the ser-vice
provided.

Question: [n the “Interim Guidelines for Collecting,
Handling, and Testing Clinical Specimens from
Persons Under Investigation (PUIs) for Coronavirus
Disease 2019 (COVID-19)” published on March 9,
2020, the CDC recommends collecting both naso-
pharyngeal and oropharyngeal swabs from the upper
respiratory system for initial diagnostic testing If

a laboratory is requested to test multiple separate
specimens for the same virus, on the same patient, on
the same day, how should this be reported?

Answer: Report code 87635, Infectious agent detec-
tion by nucleic acid (DNA or RNA); severe acute
respiratory syndrome coronavirus 2 (SARS-CoV-2)
(Coronavirus disease [COVID-19]), amplified probe
technique, and a second unit of code 87635,
appended with modifier 59, Distinct Procedural
Service. Per CPT reporting guidelines for microbi-
ology codes, when separate assays are performed on
multiple specimens, modifier 59 should be used to
indicate that the results represent the separate
services performed.

Stay informed and updated with the AMA on the
coronavirus COVID-19 by visiting the AMA web-
site at https://www.ama-assn.org/delivering-care/
public-health/covid-19-2019-novel-coronavirus-
resource-center-physicians.

Can’t find an answer to your question?

If the answer to a specific question cannot be found in this edition,
the CPT Network is your resource for CPT coding answers. A variety of
subscription packages are available. This service is complimentary to
AMA member physicians.

Learn more or register at cptnetwork.com.
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CMS Transmittal 10066 COVID U0002-87635 with QW Modifier 042420.pdf
C M S M an ual Syste m Department of Health &

Human Services (DHHS)

Pub 100-20 One-Time Notification Centers for Medicare &
Medicaid Services (CMS)
Transmittal 10066 Date: April 24, 2020

Change Request 11765

SUBJECT: Addition of the QW maodifier to Healthcare Common Procedure Coding System (HCPCS)
code U0002 and 87635

I. SUMMARY OF CHANGES: This change informs Medicare contractors about the addition of the QW
modifier to Healthcare Common Procedure Coding System (HCPCS) codes U0002 (2019-nCoV Coronavirus,
SARS-CoV-2/2019-nCoV (COVID-19), any technique, multiple types or subtypes (includes all targets), non-
CDC) and 87635 [Infectious agent detection by nucleic acid (DNA or RNA); severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]), amplified probe technique]. This One Time
Notification applies to Chapter 16, Section 70.9.

EFFECTIVE DATE: March 20, 2020
*Unless otherwise specified, the effective date is the date of service.
IMPLEMENTATION DATE: May 8, 2020

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.

I1. 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
I11. 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:

One Time Notification





Attachment - One-Time Notification

| Pub. 100-20 | Transmittal: 10066 | Date: April 24, 2020 | Change Request: 11765 |

SUBJECT: Addition of the QW maodifier to Healthcare Common Procedure Coding System (HCPCS)
code U0002 and 87635

EFFECTIVE DATE: March 20, 2020
*Unless otherwise specified, the effective date is the date of service.
IMPLEMENTATION DATE: May 8, 2020

I.  GENERAL INFORMATION

A. Background: The Clinical Laboratory Improvement Amendments (CLIA) regulations require a facility
to be appropriately certified for each test performed. To ensure that Medicare & Medicaid only pay for
laboratory tests performed in certified facilities, each claim for a HCPCS code that is considered a CLIA
laboratory test is currently edited at the CLIA certificate level.

The Healthcare Common Procedure Coding System (HCPCS) code U0002 [2019-nCoV Coronavirus, SARS-
CoV-2/2019-nCoV (COVID-19), any technique, multiple types or subtypes (includes all targets), non-CDC],
and 87635 [Infectious agent detection by nucleic acid (DNA or RNA); severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]), amplified probe technique] were included in
CMS transmittal 1U7670, change request 11681.

On February 4, 2020, the Secretary of the Department of Health and Human Services (HHS) determined,
pursuant to section 564 of the Federal Food, Drug and Cosmetic (FD&C) Act, that there is a significant
potential for a public health emergency that has a significant potential to affect national security or the health
and security of United States citizens living abroad and that involves a novel (new) coronavirus (nCoV) first
detected in Wuhan City, Hubei Province, China in 2019 (2019-nCoV). The virus is now named SARS-CoV-2,
which causes the illness COVID-19.

Currently there is no Food and Drug Administration (FDA)-approved or cleared test to diagnose or detect
COVID-19. The FDA has issued several Emergency Use Authorizations (EUAS) for the use of new diagnostic
test to detect the SARS-CoV-2 virus. During public health emergencies declared under section 564 of the
FD&C Act, the FDA is able to issue EUAs when certain criteria are met that allows for the use and distribution
of potentially life-saving medical products to diagnose, treat, or prevent the disease, which can include
diagnostic tests.

FDA does not categorize tests authorized under an EUA. Instead, the settings in which an EUA authorized test
may be used are described in the Letter of Authorization and, as discussed in the Guidance for Industry and
Other Stakeholders: Emergency Use Authorization of Medical Products and Related Authorities, the FDA may
determine that a test shall be deemed to be in a particular category. The terms "patient care settings outside of
the clinical laboratory environment,” "near patient testing,” and “point of care" are mentioned in some EUAsS,
Policy for Diagnostic Tests for Coronavirus Disease-2019, and generally refer to settings that are equipped with
the instrumentation and appropriately trained personnel necessary to perform the test, and may include settings
such as hospitals, physician offices, urgent care, outreach clinics, and temporary patient care settings. In cases
where these terms are used in EUAs, FDA has deemed such test to be appropriate for use in a CLIA waived
setting for the time period of the emergency. These terms generally do not apply to home specimen collection or
at home testing unless otherwise specified.





Those tests listed on the FDA’s Emergency Use Authorizations for COVID-19 website under the Test Kit
Manufacturers and Commercial Laboratories Table that include the terms "patient care settings outside of the
clinical laboratory environment,” "near patient testing,"” or "point of care™ in the EUA can be used by facilities
having a current CLIA certificate of waiver. On March 20, 2020, FDA issued the first EUA containing the
previous terms. HCPCS code U0002 and 87635 must have the modifier QW to be recognized as a test that can
be performed in a facility having a CLIA certificate of waiver.

This One Time Notification applies to Chapter 16, Section 70.9.

B. Policy: The CLIA regulations require a facility to be appropriately certified for each test performed. To
ensure that Medicare and Medicaid only pay for laboratory tests in a facility with a valid, current CLIA
certificate, laboratory claims are currently edited at the CLIA certificate level.

1. BUSINESS REQUIREMENTS TABLE

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

Number | Requirement Responsibility
A/B D| Shared- Other
MAC | M| System
E | Maintainers
A|B|H FIMV|C
HIM I |C|M W
HIA|S|S|S|F
Cls
11765.1 | The Medicare contractor shall permit the use of code X
U0002QW for claims submitted by facilities with a
valid, current CLIA certificate of waiver with dates of
service on or after March 20, 2020.
11765.2 | The Medicare contractor shall permit the use of code X
87635QW for claims submitted by facilities with a
valid, current CLIA certificate of waiver with dates of
service on or after March 20, 2020.
11765.3 | Contractors need not search their files to either retract X
payment for claims already paid or to retroactively pay
claims. However, contractors shall adjust claims
brought to their attention.






I11.  PROVIDER EDUCATION TABLE

Number Requirement Responsibility
A/B D|C
MAC M| E
E|D
A|[B|H I
H| M
HIA
C
11765.4 MLN Article: CMS will make available an MLN Matters provider education X

article that will be marketed through the MLN Connects weekly newsletter
shortly after the CR is released. MACs shall follow IOM Pub. No. 100-09
Chapter 6, Section 50.2.4.1, instructions for distributing MLN Connects
information to providers, posting the article or a direct link to the article on your
website, and including the article or a direct link to the article in your bulletin or
newsletter. You may supplement MLN Matters articles with localized
information benefiting your provider community in billing and administering the
Medicare program correctly. Subscribe to the “MLN Matters” listserv to get
article release notifications, or review them in the MLN Connects weekly
newsletter.

IV. SUPPORTING INFORMATION
Section A: Recommendations and supporting information associated with listed requirements:

"Should" denotes a recommendation.

X-Ref Recommendations or other supporting information:
Requirement
Number

N/A

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

V. CONTACTS

Pre-Implementation Contact(s): Kathleen Todd, 410-786-3385 or kathleen.todd@cms.hhs.gov
Post-Implementation Contact(s): Contact your Contracting Officer's Representative (COR).

V1. FUNDING

Section A: For Medicare Administrative Contractors (MACSs):

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: 0
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		Requirement
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COVID-19 October Update

As we approach the season for influenza (flu) and
respiratory syncytial virus (RSV) infections, clini-
cians need to be able to rapidly distinguish these
two seasonal infections from infections caused by
severe acute respiratory syndrome coronavirus 2
(SARS-CoV-2). Ordinarily, a test panel that evalu-
ates these four viruses would be reported using
Current Procedural Terminology (CPT®) code 87631,
Infectious agent detection by nucleic acid (DNA or
RNA); respiratory virus (eg, adenovirus, influenza
virus, coronavirus, metapneumovirus, parainflu-
enza virus, respiratory syncytial virus, rhinovirus),
includes multiplex reverse transcription, when
performed, and multiplex amplified probe technique,
multiple types or subtypes, 3-5 targets.

However, as the coronavirus 2019 (COVID-19)
pandemic continues to progress, the need to be able
to distinguish the tests for influenza A, influenza

B, and RSV that include SARS-CoV-2 from those
that do not has become apparent. The CPT Editorial
Panel (Panel) acknowledged that such codes would
represent a fragmentation of an existing service
(87631); however, the substantive need created by the
unique circumstances of the SARS-CoV-2 pandemic
provides justification to create specific codes to des-
ignate such respiratory viral panels.

The Panel also approved revised guidelines to cor-
rect and clarify reporting of infectious agent antigen

studies in the Microbiology subsection in the
Pathology and Laboratory section of the CPT code set.
To address the urgent clinical need to report testing,
the Panel expedited the publication of these additional
codes to the AMA website on October 6, 2020, at
https:/www.ama-assn.org/practice-management/
cpt/covid-19-coding-and-guidance. These codes are
effective immediately for use in reporting these
laboratory tests.

Infectious-Agent Detection

For a list of the new and revised codes specific to
laboratory testing for SARS-CoV-2 and the new and
revised parenthetical notes and guidelines to cor-
rect and clarify reporting of infectious agent antigen
studies, see the following.

Immunology

86317 Immunoassay for infectious agent
antibody, quantitative, not otherwise
specified

» (For immunoassay techniques for
non-infectious agent antigens, see
83516, 83518, 83519, 83520) «

continued on next page
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» (For infectious agent antigen
detection by immunoassay
technique, see 87301-87451. For
infectious agent antigen detection by
immunoassay technique with direct
optical [ie, visual] observation, see
87802-87899)«

(For particle agglutination
procedures, use 86403)

Microbiology

87250 Virus isolation; inoculation of
embryonated eggs, or small animal,
includes observation and dissection

87255 including identification by non-

immunologic method, other than
by cytopathic effect (eg, virus
specific enzymatic activity)

»These codes are intended for primary source only.
For similar studies on culture material, refer to codes
87140-87158. Infectious agents by antigen detection,
immunofluorescence microscopy, or nucleic acid probe
techniques should be reported as precisely as possible.
The molecular pathology procedures codes (81161,
81200-81408) are not to be used in combination with or
instead of the procedures represented by 87471-87801.
The most specific code possible should be reported.

If there is no specific agent code, the general method-
ology code (eg, 87299, 87449, 87797, 87798, 87799,
87899) should be used. For identification of antibodies
to many of the listed infectious agents, see 86602-
86804. When separate results are reported for different
species or strain of organisms, each result should

be coded separately. Use modifier 59 when separate
results are reported for different species or strains that
are described by the same code. <

»When identifying infectious agents on primary
source specimens (eg, tissue, smear) microscopically
by direct/indirect immunofluorescent assay [IFA]
techniques, see 87260-87300. When identifying
infectious agents on primary source specimens or
derivatives via non-microscopic immunochemical
techniques with fluorescence detection (ie, fluo-
rescence immunoassay [FIA]), see 87301-87451,
87802-87899. When identifying infectious agents on
primary source specimens using antigen detection by
immunoassay with direct optical (ie, visual) observa-
tion, see 87802-87899.4

A new guideline for correct reporting of infectious
agent antigen primary source studies using micro-
scopic direct/indirect immunofluorescent assay (IFA)
techniques vs immunoassay with direct optical (ie,
visual) observation and primary source specimen or
derivative studies using non-microscopic immuno-
chemical techniques with fluorescence detection was
added to the Microbiology subsection. The paren-
thetical note following code 86317 was revised with
the addition of instructions for correct reporting of
infectious agent antigen detection by immunoassay
technique performed with and without direct optical
observation.

Microbiology

A87301 Infectious agent antigen detection
by immunoassay technique, (eg,
enzyme immunoassay [EIA], enzyme-
linked immunosorbent assay [ELISA],
fluorescence immunoassay [FIA],
immunochemiluminometric assay
[IMCA]) qualitative or semiquantitative;
adenovirus enteric types 40/41

A87305 Aspergillus

A87320 Chlamydia trachomatis

AB87324 Clostridium difficile toxin(s)

A87327 Cryptococcus neoformans
(For Cryptococcus latex agglutination,
use 86403)

AB87328 cryptosporidium

A87329 giardia

A87332 cytomegalovirus

A87335 Escherichia coli 0157
(For giardia antigen, use 87329)

AB87336 Entamoeba histolytica dispar

group

AB87337 Entamoeba histolytica group

AB87338 Helicobacter pylori, stool

AB87339 Helicobacter pylori
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AB87340

A87341

A87350

A87380

A87385

A87389

AB87390

A87391

AB87400

AB87420

AB87425

AB87426

AB7427
AB87430
AB87449

AB87451

(For H. pylori, stool, use 87338. For
H. pylori, breath and blood by mass
spectrometry, see 83013, 83014. For
H. pylori, liquid scintillation counter,
see 78267, 78268)

hepatitis B surface antigen
(HBsAg)

hepatitis B surface antigen
(HBsAQ) neutralization

hepatitis Be antigen (HBeAg)
hepatitis, delta agent
Histoplasma capsulatum

HIV-1 antigen(s), with HIV-1 and
HIV-2 antibodies, single result

HIV-1

HIV-2

Influenza, A or B, each
respiratory syncytial virus
rotavirus

severe acute respiratory
syndrome coronavirus (eg,
SARS-CoV, SARS-CoV-2
[COVID-19])

Shiga-like toxin
Streptococcus, group A

not otherwise specified, each
organism

» (87450 has been deleted. For
infectious agent antigen detection

by immunoassay technique, see
87301-87451. For infectious agent
antigen detection by immunoassay
technique with direct optical [ie, visual]
observation, see 87802-87899) ¢

polyvalent for multiple organisms,
each polyvalent antiserum

87471

87635

87636

@87637

A387802

Infectious agent detection by nucleic
acid (DNA or RNA); Bartonella
henselae and Bartonella quintana,
amplified probe technique

severe acute respiratory
syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19]), amplified probe
technique

severe acute respiratory
syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19]) and influenza virus
types A and B, multiplex amplified
probe technique

severe acute respiratory
syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19)), influenza virus
types A and B, and respiratory
syncytial virus, multiplex
amplified probe technique

» (For nucleic acid detection of
multiple respiratory infectious
agents, not including severe acute
respiratory syndrome coronavirus 2
[SARS-CoV-2] [Coronavirus disease
{COVID-19}], see 87631, 87632,
87633)«

» (For nucleic acid detection of
multiple respiratory infectious
agents, including severe acute
respiratory syndrome coronavirus 2
[SARS-CoV-2] [Coronavirus disease
{COVID-19}] in conjunction with
additional target[s] beyond influenza
virus types A and B and respiratory
syncytial virus, see 87631, 87632,
87633)«

Infectious agent antigen detection by
immunoassay with direct optical (ie,
visual) observation; Streptococcus,
group B
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A87803 Clostridium difficile toxin A

#A87806 HIV-1 antigen(s), with HIV-1 and
HIV-2 antibodies

A87804 Influenza

87806 Code is out of numerical sequence.

See 87802-87903

A87807 respiratory syncytial virus

#@87811 severe acute respiratory
syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19])

A87808 Trichomonas vaginalis

A87809 adenovirus

A87810 Chlamydia trachomatis

A87850 Neisseria gonorrhoeae

A87880 Streptococcus, group A

A87899 not otherwise specified

New Codes and Updated
Microbiology Guidelines

With the creation of the three new Category I codes
by the Panel, code 87636 may now be used to report
combined respiratory virus multiplex testing for
either SARS-CoV-2 with influenza A and influenza
B, and code 87637 may be reported for SARS-CoV-2
with influenza A, influenza B, and RSV.

Code 87811 describes antigen detection of
SARS-CoV-2 by direct optical (ie, visual) observa-
tion. In order to create the new codes to report the
evolving methods of SARS-CoV-2 antigen testing,
the Panel also reviewed the guidelines and defi-
nitions in the Immunology and Microbiology
subsections.

In the Panel’s review of these guidelines, it was
discovered that there was overlap and confusion in

certain terms that are used to describe the method-
ologies employed in infectious agent antigen testing,
specifically the concepts surrounding immuno-
fluorescent technique, direct optical observation,
and use of single-step versus multiple-step tech-
niques. See the following discussion on these three
concepts.

Immunofluorescent Technique

Immunofluorescence is generally defined as a pro-
cedure to detect antigens in cellular contexts using
antibodies and tagged fluorescent markers. It is also
typically further clarified to indicate that fluorescence
is identified using microscopy.

A review of the creation of these codes and sub-
sequent codes in the family identified a lack of
clarification on the type of “immunofluorescent
technique” and the lack of specification regarding the
use of microscopy in the CPT code set. After careful
consideration of the historical information available,
it was determined that non-microscopic immunofluo-
rescent technique(s) should not be included in this
code family.

Direct Optical Observation

In contrast to the differentiation of work performed
based on detection methodologies (ie, by immunofluo-
rescence vs other immunologic techniques), the direct
optical observation codes distinguished the differ-
ences in the service provided based on how results are
observed. Although not specifically stated, when the
CPT codes for these tests were initially created, the
general understanding was that these immunoassays
were more akin to single-step methods and conducive
to point-of-care (POC) applications or testing (POCT)
(the prototype used was POCT rapid Strep screening).

The May 2009 issue of CPT® Assistant provided
some guidance regarding this in the article, “Coding
Brief: Rapid Influenza Virus A and B Testing (Code
87804).” The coding brief noted that direct optical
observation “is a testing platform that yields a typi-
cally qualitative result by producing a signal on the
reaction chamber that can be interpreted visually,
such as a colored band.” Note that this clarification
only applies to primary source infectious disease
codes, ie, it does not apply to drug testing codes.
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Single-Step vs Multiple-Step
Techniques

A historical review of the concepts of “single-step”
vs “multiple-step” methodologies for immunoassays
revealed a differentiation characterized primarily by
the amount of laboratory technologist manipulation
required. If a test required little in the way of manipu-
lation (eg, put the sample and reagent[s] together

in a single step), it was considered as a single-step
process. If it required multiple touch points, it was
considered as a multiple-step process. The advent of
automation and matrix processes (eg, lateral flow) that
allow multiple steps to occur within the analysis and
testing equipment, despite the fact that the operator
had a single touch point, has diminished the utility of
characterizing immunoassays into only one of these
categories. Although the concept of single-step and
multiple-step methodologies exists beyond the CPT
codes for primary source infectious disease, the Panel
felt that only these codes should be addressed at this
time due to the urgency to incorporate testing for the
COVID-19 pandemic.

Changes Related to the Three
Concepts

As a result of the findings regarding the three con-
cepts discussed above, the Panel also approved a
series of changes to several parenthetical notes,
revised and added new guidelines in the Microbiology
subsection, and created new code 87811.

Codes 87301-87430 were revised with the addition
of “fluorescence immunoassay” and removal of the
reference to a multiple-step method. Because code
87301 is a parent code and the changes were made
to its descriptor, the changes resulted in a revision
of all of its associated child codes. Code 87426,
which was approved for the CPT 2020 code set, was
revised as well.

Code 87449, previously a parent code, was revised
with the removal of the reference to a multiple-step
method. In addition, codes 87449 and 87451 are now
child codes under code 87301.

Code 87450 was deleted. In a review of the recent
utilization of this code, it appeared to be rarely used,
which led to the belief that it may have been reported
incorrectly. A parenthetical note was added following
code 87449 to clarify the appropriate reporting of

infectious agent antigen detection by immunoassay
technique and by immunoassay technique with direct
optical observation.

Codes 87802-87899 were revised with the addition
of “(ie, visual)” to the code descriptor to clarify the
definition of direct optical observation. Because code
87802 is a parent code and the changes were made to
its descriptor, the changes resulted in a revision of all
of its associated child codes.

All of these new and/or revised codes will con-
tinue to be valid and active after the Public Health
Emergency declaration is lifted. These codes are
intended to address the needs of payers, researchers,
and public health officials, so that they can specifi-
cally identify SARS-CoV-2 testing. Note that even
if a laboratory procedure produces multiple report-
able test results, only a single CPT code may be
reported for the procedure. If there is no CPT code
that describes the procedure, the laboratory should
report an unlisted procedure code with a single unit
of service.

Proprietary Laboratory Analyses

@0240U Infectious disease (viral respiratory
tract infection), pathogen-specific
RNA, 3 targets (severe acute
respiratory syndrome coronavirus 2
[SARS-CoV-2], influenza A, influenza
B), upper respiratory specimen, each
pathogen reported as detected or not
detected

@0241U Infectious disease (viral respiratory
tract infection), pathogen-specific
RNA, 4 targets (severe acute
respiratory syndrome coronavirus 2
[SARS-CoV-2], influenza A, influenza
B, respiratory syncytial virus [RSV]),
upper respiratory specimen, each
pathogen reported as detected or not
detected

Two PLA Codes
Established

Two PLA codes were established to report pro-
prietary POC testing for simultaneous qualitative
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detection and differentiation of SARS-CoV-2,
influenza A, influenza B, and RSV viral RNA that
are performed in the office by a physician or other
qualified health care professional (QHP). It is impor-
tant to note that the tests represented by these two
PLA codes employ the same cartridge and the assay
is performed with or without RSV, and the code
selection is differentiated by the number of targets
tested.

Alpha-
Numeric Code

Proprietary Name

and Clinical Laboratory or
Manufacturer

Per standard CPT convention, in addition to listing
codes 0240U and 0241U in the Pathology and
Laboratory section, these new PLA codes will be
included with the procedure’s proprietary name in
Appendix O in the CPT code set. To report a PLA
code, the analysis performed must fulfill the code
descriptor and must be the test represented by the
proprietary name listed in Appendix O. Codes 0240U
and 0241U will be listed in Appendix O as follows:

Code Descriptor

Flu/RSV (all targets), Cepheid«

» Xpert® Xpress SARS-CoV-2/ @0240U P Infectious disease (viral respiratory tract infection),

Flu/RSV (SARS-CoV-2 & Flu pathogen-specific RNA, 3 targets (severe acute

targets only), Cepheid < respiratory syndrome coronavirus 2 [SARS-CoV-2],
influenza A, influenza B), upper respiratory specimen,
each pathogen reported as detected or not detected «

» Xpert® Xpress SARS-CoV-2/ @0241U P Infectious disease (viral respiratory tract infection),

pathogen-specific RNA, 4 targets (severe acute
respiratory syndrome coronavirus 2 [SARS-CoV-2],
influenza A, influenza B, respiratory syncytial virus
[RSV]), upper respiratory specimen, each pathogen
reported as detected or not detected €

The following clinical examples and procedural
descriptions reflect typical clinical scenarios for
which it would be appropriate to report these codes.

Clinical Example (87636)

A 25-year-old female calls her health care profes-
sional’s health line after 2 days of fever, coughing,
runny nose, and muscle aches. The health care profes-
sional recommends collecting a nasal swab to test for
influenza and COVID-19 because of the overlapping
symptoms.

Description of Procedure
(87636)

Perform a multiplex reverse transcription polymerase
chain reaction (RT-PCR) assay for the simulta-

neous qualitative detection and differentiation of
SARS-CoV-2, influenza A, and influenza B using a
sample of the collected specimen. Provide the results
to the health care professional.

Clinical Example (87637)

A mother calls her health care professional’s health
line after her 2-year-old child has been having 2 days
of fever, coughing, runny nose, and muscle aches.
The health care professional recommends collecting a

nasal swab to test for influenza A, influenza B, respi-
ratory syncytial virus (RSV), and COVID-19 because
of the overlapping symptoms.

Description of Procedure
(87637)

Perform a multiplex reverse transcription polymerase
chain reaction (RT-PCR) assay for the simulta-

neous qualitative detection and differentiation of
SARS-CoV-2, influenza A, influenza B, and RSV
using a sample of the collected specimen. Provide the
results to the health care professional.

Clinical Example (87811)

A 25-year-old female calls her health care profes-
sional’s health line after 2 days of fever, coughing,
runny nose, and muscle aches. The health care profes-
sional recommends collecting a nasal swab to test for
COVID-19.

Description of Procedure
(87811)

Following the manufacturer’s instructions, add a
nasal swab specimen from the patient to a lateral flow
test system to detect SARS-CoV-2 antigen using an
immunochromatographic immunoassay. The operator
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who visually inspects the test cartridge reads the
result, noting the internal control and patient result.
Report the qualitative result to the ordering health
care professional.

Clinical Example (0240U)

A 14-year-old female, who has no underlying condi-
tions, presents with a two-day history of fever, sore
throat, and fatigue. The physician collects a naso-
pharyngeal swab and submits it for simultaneous
evaluation of SARS-CoV-2, influenza A, and influ-
enza B.

Description of Procedure
(0240U)

Add a sample of the collected specimen to the test
cartridge and load it onto the instrument for the
RT-PCR detection of viral RNA from SARS-CoV-2,
influenza A, and influenza B, if present. Report all

positive and negative results for each pathogen to the
ordering health care professional.

Clinical Example (0241U)

A 2-year-old child presents with a two-day history of
fever, sore throat, and fatigue. The physician collects
a nasopharyngeal swab and orders testing for simul-
taneous evaluation of SARS-CoV-2, influenza A,
influenza B, and RSV.

Description of Procedure
(0241U)

Add a sample of collected specimen to a test cartridge
and load it onto the automated instrument for the
RT-PCR detection of viral RNA from SARS-CoV-2,
influenza A, influenza B, and RSV, if present. Report
the qualitative results for the four targets to the
ordering health care professional.
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SPECIAL EDITION: October Update

COVID-19 October Update

As we approach the season for influenza (flu) and
respiratory syncytial virus (RSV) infections, clini-
cians need to be able to rapidly distinguish these
two seasonal infections from infections caused by
severe acute respiratory syndrome coronavirus 2
(SARS-CoV-2). Ordinarily, a test panel that evalu-
ates these four viruses would be reported using
Current Procedural Terminology (CPT®) code 87631,
Infectious agent detection by nucleic acid (DNA or
RNA); respiratory virus (eg, adenovirus, influenza
virus, coronavirus, metapneumovirus, parainflu-
enza virus, respiratory syncytial virus, rhinovirus),
includes multiplex reverse transcription, when
performed, and multiplex amplified probe technique,
multiple types or subtypes, 3-5 targets.

However, as the coronavirus 2019 (COVID-19)
pandemic continues to progress, the need to be able
to distinguish the tests for influenza A, influenza

B, and RSV that include SARS-CoV-2 from those
that do not has become apparent. The CPT Editorial
Panel (Panel) acknowledged that such codes would
represent a fragmentation of an existing service
(87631); however, the substantive need created by the
unique circumstances of the SARS-CoV-2 pandemic
provides justification to create specific codes to des-
ignate such respiratory viral panels.

The Panel also approved revised guidelines to cor-
rect and clarify reporting of infectious agent antigen

studies in the Microbiology subsection in the
Pathology and Laboratory section of the CPT code set.
To address the urgent clinical need to report testing,
the Panel expedited the publication of these additional
codes to the AMA website on October 6, 2020, at
https:/www.ama-assn.org/practice-management/
cpt/covid-19-coding-and-guidance. These codes are
effective immediately for use in reporting these
laboratory tests.

Infectious-Agent Detection

For a list of the new and revised codes specific to
laboratory testing for SARS-CoV-2 and the new and
revised parenthetical notes and guidelines to cor-
rect and clarify reporting of infectious agent antigen
studies, see the following.

Immunology

86317 Immunoassay for infectious agent
antibody, quantitative, not otherwise
specified

» (For immunoassay techniques for
non-infectious agent antigens, see
83516, 83518, 83519, 83520) «

continued on next page
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» (For infectious agent antigen
detection by immunoassay
technique, see 87301-87451. For
infectious agent antigen detection by
immunoassay technique with direct
optical [ie, visual] observation, see
87802-87899)«

(For particle agglutination
procedures, use 86403)

Microbiology

87250 Virus isolation; inoculation of
embryonated eggs, or small animal,
includes observation and dissection

87255 including identification by non-

immunologic method, other than
by cytopathic effect (eg, virus
specific enzymatic activity)

»These codes are intended for primary source only.
For similar studies on culture material, refer to codes
87140-87158. Infectious agents by antigen detection,
immunofluorescence microscopy, or nucleic acid probe
techniques should be reported as precisely as possible.
The molecular pathology procedures codes (81161,
81200-81408) are not to be used in combination with or
instead of the procedures represented by 87471-87801.
The most specific code possible should be reported.

If there is no specific agent code, the general method-
ology code (eg, 87299, 87449, 87797, 87798, 87799,
87899) should be used. For identification of antibodies
to many of the listed infectious agents, see 86602-
86804. When separate results are reported for different
species or strain of organisms, each result should

be coded separately. Use modifier 59 when separate
results are reported for different species or strains that
are described by the same code. <

»When identifying infectious agents on primary
source specimens (eg, tissue, smear) microscopically
by direct/indirect immunofluorescent assay [IFA]
techniques, see 87260-87300. When identifying
infectious agents on primary source specimens or
derivatives via non-microscopic immunochemical
techniques with fluorescence detection (ie, fluo-
rescence immunoassay [FIA]), see 87301-87451,
87802-87899. When identifying infectious agents on
primary source specimens using antigen detection by
immunoassay with direct optical (ie, visual) observa-
tion, see 87802-87899.4

A new guideline for correct reporting of infectious
agent antigen primary source studies using micro-
scopic direct/indirect immunofluorescent assay (IFA)
techniques vs immunoassay with direct optical (ie,
visual) observation and primary source specimen or
derivative studies using non-microscopic immuno-
chemical techniques with fluorescence detection was
added to the Microbiology subsection. The paren-
thetical note following code 86317 was revised with
the addition of instructions for correct reporting of
infectious agent antigen detection by immunoassay
technique performed with and without direct optical
observation.

Microbiology

A87301 Infectious agent antigen detection
by immunoassay technique, (eg,
enzyme immunoassay [EIA], enzyme-
linked immunosorbent assay [ELISA],
fluorescence immunoassay [FIA],
immunochemiluminometric assay
[IMCA]) qualitative or semiquantitative;
adenovirus enteric types 40/41

A87305 Aspergillus

A87320 Chlamydia trachomatis

AB87324 Clostridium difficile toxin(s)

A87327 Cryptococcus neoformans
(For Cryptococcus latex agglutination,
use 86403)

AB87328 cryptosporidium

A87329 giardia

A87332 cytomegalovirus

A87335 Escherichia coli 0157
(For giardia antigen, use 87329)

AB87336 Entamoeba histolytica dispar

group

AB87337 Entamoeba histolytica group

AB87338 Helicobacter pylori, stool

AB87339 Helicobacter pylori
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AB87340

A87341

A87350

A87380

A87385

A87389

AB87390

A87391

AB87400

AB87420

AB87425

AB87426

AB7427
AB87430
AB87449

AB87451

(For H. pylori, stool, use 87338. For
H. pylori, breath and blood by mass
spectrometry, see 83013, 83014. For
H. pylori, liquid scintillation counter,
see 78267, 78268)

hepatitis B surface antigen
(HBsAg)

hepatitis B surface antigen
(HBsAQ) neutralization

hepatitis Be antigen (HBeAg)
hepatitis, delta agent
Histoplasma capsulatum

HIV-1 antigen(s), with HIV-1 and
HIV-2 antibodies, single result

HIV-1

HIV-2

Influenza, A or B, each
respiratory syncytial virus
rotavirus

severe acute respiratory
syndrome coronavirus (eg,
SARS-CoV, SARS-CoV-2
[COVID-19])

Shiga-like toxin
Streptococcus, group A

not otherwise specified, each
organism

» (87450 has been deleted. For
infectious agent antigen detection

by immunoassay technique, see
87301-87451. For infectious agent
antigen detection by immunoassay
technique with direct optical [ie, visual]
observation, see 87802-87899) ¢

polyvalent for multiple organisms,
each polyvalent antiserum

87471

87635

87636

@87637

A387802

Infectious agent detection by nucleic
acid (DNA or RNA); Bartonella
henselae and Bartonella quintana,
amplified probe technique

severe acute respiratory
syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19]), amplified probe
technique

severe acute respiratory
syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19]) and influenza virus
types A and B, multiplex amplified
probe technique

severe acute respiratory
syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19)), influenza virus
types A and B, and respiratory
syncytial virus, multiplex
amplified probe technique

» (For nucleic acid detection of
multiple respiratory infectious
agents, not including severe acute
respiratory syndrome coronavirus 2
[SARS-CoV-2] [Coronavirus disease
{COVID-19}], see 87631, 87632,
87633)«

» (For nucleic acid detection of
multiple respiratory infectious
agents, including severe acute
respiratory syndrome coronavirus 2
[SARS-CoV-2] [Coronavirus disease
{COVID-19}] in conjunction with
additional target[s] beyond influenza
virus types A and B and respiratory
syncytial virus, see 87631, 87632,
87633)«

Infectious agent antigen detection by
immunoassay with direct optical (ie,
visual) observation; Streptococcus,
group B
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A87803 Clostridium difficile toxin A

#A87806 HIV-1 antigen(s), with HIV-1 and
HIV-2 antibodies

A87804 Influenza

87806 Code is out of numerical sequence.

See 87802-87903

A87807 respiratory syncytial virus

#@87811 severe acute respiratory
syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19])

A87808 Trichomonas vaginalis

A87809 adenovirus

A87810 Chlamydia trachomatis

A87850 Neisseria gonorrhoeae

A87880 Streptococcus, group A

A87899 not otherwise specified

New Codes and Updated
Microbiology Guidelines

With the creation of the three new Category I codes
by the Panel, code 87636 may now be used to report
combined respiratory virus multiplex testing for
either SARS-CoV-2 with influenza A and influenza
B, and code 87637 may be reported for SARS-CoV-2
with influenza A, influenza B, and RSV.

Code 87811 describes antigen detection of
SARS-CoV-2 by direct optical (ie, visual) observa-
tion. In order to create the new codes to report the
evolving methods of SARS-CoV-2 antigen testing,
the Panel also reviewed the guidelines and defi-
nitions in the Immunology and Microbiology
subsections.

In the Panel’s review of these guidelines, it was
discovered that there was overlap and confusion in

certain terms that are used to describe the method-
ologies employed in infectious agent antigen testing,
specifically the concepts surrounding immuno-
fluorescent technique, direct optical observation,
and use of single-step versus multiple-step tech-
niques. See the following discussion on these three
concepts.

Immunofluorescent Technique

Immunofluorescence is generally defined as a pro-
cedure to detect antigens in cellular contexts using
antibodies and tagged fluorescent markers. It is also
typically further clarified to indicate that fluorescence
is identified using microscopy.

A review of the creation of these codes and sub-
sequent codes in the family identified a lack of
clarification on the type of “immunofluorescent
technique” and the lack of specification regarding the
use of microscopy in the CPT code set. After careful
consideration of the historical information available,
it was determined that non-microscopic immunofluo-
rescent technique(s) should not be included in this
code family.

Direct Optical Observation

In contrast to the differentiation of work performed
based on detection methodologies (ie, by immunofluo-
rescence vs other immunologic techniques), the direct
optical observation codes distinguished the differ-
ences in the service provided based on how results are
observed. Although not specifically stated, when the
CPT codes for these tests were initially created, the
general understanding was that these immunoassays
were more akin to single-step methods and conducive
to point-of-care (POC) applications or testing (POCT)
(the prototype used was POCT rapid Strep screening).

The May 2009 issue of CPT® Assistant provided
some guidance regarding this in the article, “Coding
Brief: Rapid Influenza Virus A and B Testing (Code
87804).” The coding brief noted that direct optical
observation “is a testing platform that yields a typi-
cally qualitative result by producing a signal on the
reaction chamber that can be interpreted visually,
such as a colored band.” Note that this clarification
only applies to primary source infectious disease
codes, ie, it does not apply to drug testing codes.
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Single-Step vs Multiple-Step
Techniques

A historical review of the concepts of “single-step”
vs “multiple-step” methodologies for immunoassays
revealed a differentiation characterized primarily by
the amount of laboratory technologist manipulation
required. If a test required little in the way of manipu-
lation (eg, put the sample and reagent[s] together

in a single step), it was considered as a single-step
process. If it required multiple touch points, it was
considered as a multiple-step process. The advent of
automation and matrix processes (eg, lateral flow) that
allow multiple steps to occur within the analysis and
testing equipment, despite the fact that the operator
had a single touch point, has diminished the utility of
characterizing immunoassays into only one of these
categories. Although the concept of single-step and
multiple-step methodologies exists beyond the CPT
codes for primary source infectious disease, the Panel
felt that only these codes should be addressed at this
time due to the urgency to incorporate testing for the
COVID-19 pandemic.

Changes Related to the Three
Concepts

As a result of the findings regarding the three con-
cepts discussed above, the Panel also approved a
series of changes to several parenthetical notes,
revised and added new guidelines in the Microbiology
subsection, and created new code 87811.

Codes 87301-87430 were revised with the addition
of “fluorescence immunoassay” and removal of the
reference to a multiple-step method. Because code
87301 is a parent code and the changes were made
to its descriptor, the changes resulted in a revision
of all of its associated child codes. Code 87426,
which was approved for the CPT 2020 code set, was
revised as well.

Code 87449, previously a parent code, was revised
with the removal of the reference to a multiple-step
method. In addition, codes 87449 and 87451 are now
child codes under code 87301.

Code 87450 was deleted. In a review of the recent
utilization of this code, it appeared to be rarely used,
which led to the belief that it may have been reported
incorrectly. A parenthetical note was added following
code 87449 to clarify the appropriate reporting of

infectious agent antigen detection by immunoassay
technique and by immunoassay technique with direct
optical observation.

Codes 87802-87899 were revised with the addition
of “(ie, visual)” to the code descriptor to clarify the
definition of direct optical observation. Because code
87802 is a parent code and the changes were made to
its descriptor, the changes resulted in a revision of all
of its associated child codes.

All of these new and/or revised codes will con-
tinue to be valid and active after the Public Health
Emergency declaration is lifted. These codes are
intended to address the needs of payers, researchers,
and public health officials, so that they can specifi-
cally identify SARS-CoV-2 testing. Note that even
if a laboratory procedure produces multiple report-
able test results, only a single CPT code may be
reported for the procedure. If there is no CPT code
that describes the procedure, the laboratory should
report an unlisted procedure code with a single unit
of service.

Proprietary Laboratory Analyses

@0240U Infectious disease (viral respiratory
tract infection), pathogen-specific
RNA, 3 targets (severe acute
respiratory syndrome coronavirus 2
[SARS-CoV-2], influenza A, influenza
B), upper respiratory specimen, each
pathogen reported as detected or not
detected

@0241U Infectious disease (viral respiratory
tract infection), pathogen-specific
RNA, 4 targets (severe acute
respiratory syndrome coronavirus 2
[SARS-CoV-2], influenza A, influenza
B, respiratory syncytial virus [RSV]),
upper respiratory specimen, each
pathogen reported as detected or not
detected

Two PLA Codes
Established

Two PLA codes were established to report pro-
prietary POC testing for simultaneous qualitative
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detection and differentiation of SARS-CoV-2,
influenza A, influenza B, and RSV viral RNA that
are performed in the office by a physician or other
qualified health care professional (QHP). It is impor-
tant to note that the tests represented by these two
PLA codes employ the same cartridge and the assay
is performed with or without RSV, and the code
selection is differentiated by the number of targets
tested.

Alpha-
Numeric Code

Proprietary Name

and Clinical Laboratory or
Manufacturer

Per standard CPT convention, in addition to listing
codes 0240U and 0241U in the Pathology and
Laboratory section, these new PLA codes will be
included with the procedure’s proprietary name in
Appendix O in the CPT code set. To report a PLA
code, the analysis performed must fulfill the code
descriptor and must be the test represented by the
proprietary name listed in Appendix O. Codes 0240U
and 0241U will be listed in Appendix O as follows:

Code Descriptor

Flu/RSV (all targets), Cepheid«

» Xpert® Xpress SARS-CoV-2/ @0240U P Infectious disease (viral respiratory tract infection),

Flu/RSV (SARS-CoV-2 & Flu pathogen-specific RNA, 3 targets (severe acute

targets only), Cepheid < respiratory syndrome coronavirus 2 [SARS-CoV-2],
influenza A, influenza B), upper respiratory specimen,
each pathogen reported as detected or not detected «

» Xpert® Xpress SARS-CoV-2/ @0241U P Infectious disease (viral respiratory tract infection),

pathogen-specific RNA, 4 targets (severe acute
respiratory syndrome coronavirus 2 [SARS-CoV-2],
influenza A, influenza B, respiratory syncytial virus
[RSV]), upper respiratory specimen, each pathogen
reported as detected or not detected €

The following clinical examples and procedural
descriptions reflect typical clinical scenarios for
which it would be appropriate to report these codes.

Clinical Example (87636)

A 25-year-old female calls her health care profes-
sional’s health line after 2 days of fever, coughing,
runny nose, and muscle aches. The health care profes-
sional recommends collecting a nasal swab to test for
influenza and COVID-19 because of the overlapping
symptoms.

Description of Procedure
(87636)

Perform a multiplex reverse transcription polymerase
chain reaction (RT-PCR) assay for the simulta-

neous qualitative detection and differentiation of
SARS-CoV-2, influenza A, and influenza B using a
sample of the collected specimen. Provide the results
to the health care professional.

Clinical Example (87637)

A mother calls her health care professional’s health
line after her 2-year-old child has been having 2 days
of fever, coughing, runny nose, and muscle aches.
The health care professional recommends collecting a

nasal swab to test for influenza A, influenza B, respi-
ratory syncytial virus (RSV), and COVID-19 because
of the overlapping symptoms.

Description of Procedure
(87637)

Perform a multiplex reverse transcription polymerase
chain reaction (RT-PCR) assay for the simulta-

neous qualitative detection and differentiation of
SARS-CoV-2, influenza A, influenza B, and RSV
using a sample of the collected specimen. Provide the
results to the health care professional.

Clinical Example (87811)

A 25-year-old female calls her health care profes-
sional’s health line after 2 days of fever, coughing,
runny nose, and muscle aches. The health care profes-
sional recommends collecting a nasal swab to test for
COVID-19.

Description of Procedure
(87811)

Following the manufacturer’s instructions, add a
nasal swab specimen from the patient to a lateral flow
test system to detect SARS-CoV-2 antigen using an
immunochromatographic immunoassay. The operator
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who visually inspects the test cartridge reads the
result, noting the internal control and patient result.
Report the qualitative result to the ordering health
care professional.

Clinical Example (0240U)

A 14-year-old female, who has no underlying condi-
tions, presents with a two-day history of fever, sore
throat, and fatigue. The physician collects a naso-
pharyngeal swab and submits it for simultaneous
evaluation of SARS-CoV-2, influenza A, and influ-
enza B.

Description of Procedure
(0240U)

Add a sample of the collected specimen to the test
cartridge and load it onto the instrument for the
RT-PCR detection of viral RNA from SARS-CoV-2,
influenza A, and influenza B, if present. Report all

positive and negative results for each pathogen to the
ordering health care professional.

Clinical Example (0241U)

A 2-year-old child presents with a two-day history of
fever, sore throat, and fatigue. The physician collects
a nasopharyngeal swab and orders testing for simul-
taneous evaluation of SARS-CoV-2, influenza A,
influenza B, and RSV.

Description of Procedure
(0241U)

Add a sample of collected specimen to a test cartridge
and load it onto the automated instrument for the
RT-PCR detection of viral RNA from SARS-CoV-2,
influenza A, influenza B, and RSV, if present. Report
the qualitative results for the four targets to the
ordering health care professional.
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CMS Rulings Department of Health
and Human Services

Centers for Medicare &
Medicaid Services

Ruling No.: [CMS-2020-01-R] Date: April 14, 2020

CMS Rulings are decisions of the Administrator that serve as precedent final opinions and orders
and statements of policy and interpretation. They provide clarification and interpretation of complex
or ambiguous statutory or regulatory provisions relating to Medicare, Medicaid, Utilization and
Quality Control Peer Review, private health insurance, and related matters. They are published

under the authority of the Administrator of the Centers for Medicare & Medicaid Services (CMS).

CMS Rulings are binding on all CMS components, on all Department of Health and Human
Services components that adjudicate matters under the jurisdiction of CMS, and on the Social
Security Administration (SSA) to the extent that components of the SSA adjudicate matters under

the jurisdiction of CMS.

This Ruling articulates CMS policy concerning the designation and payment of certain clinical
diagnostic laboratory tests related to COVID-19 under the Medicare Part B Clinical Laboratory Fee
Schedule.

MEDICARE PROGRAM

Payment under Medicare Supplementary Medical Insurance (Part B) for clinical diagnostic laboratory
tests for the detection of SARS—CoV-2 or the diagnosis of the virus that causes COVID-19 making
use of high throughput technologies.

CITATIONS: Section 1833(h) of the Social Security Act (42 U.S.C. 1395I(h)),

Section 1834A of the Social Security Act (42 U.S.C. 1395m-1), and 42 CFR Part 414,

Subpart G.
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BACKGROUND

Medicare Part B items and services that are clinical diagnostic laboratory tests (CDLTSs) are
paid for on the Clinical Laboratory Fee Schedule in accordance with section 1833(h) and section
1834A of the Social Security Act (the Act). CMS and the Medicare Administrative Contractors
(MAC:s) that process Medicare claims for payment make payment based on the Act, regulations, and
CMS instructions or guidance. Sections 1833(h) and section 1834A of the Act contain provisions
outlining the process for determining payment amounts for CDLTs. CDLTSs are currently being
used to detect SARS—-CoV-2 or for the diagnosis of the virus that causes COVID-19 in many
settings, including nursing homes and other sites where Medicare beneficiaries obtain care or reside.
PAYMENT FOR LABORATORY TESTS FOR THE DETECTION OF SARS-COV-2 OR
THE DIAGNOSIS OF THE VIRUS THAT CAUSES COVID-19 MAKING USE OF HIGH
THROUGHPUT TECHNOLOGIES
CDLTs making use of high throughput technologies (as defined in this Ruling) and administered
during the ongoing emergency period defined in paragraph (1)(B) of section 1135(g) of the Act
beginning on or after March 18, 2020, for the detection of SARS—-CoV-2 or the diagnosis of the
virus that causes COVID-19, are new and involve high throughput machines (which are highly
sophisticated equipment) which require more intensive technician training (to ensure the role of
extremely skilled personnel) and more time intensive processes (to assure quality). A high
throughput technology uses a platform that employs automated processing of more than two
hundred specimens a day. Examples of high throughput technology as of April 14, 2020 include but
are not limited to technologies marketed on that date as the Roche cobas 6800 System, Roche cobas
8800 System, Abbott m2000 System, Hologic Panther Fusion System, GeneXpert Infinity System,
and NeuMoDx 288 Molecular. This training and these processes represent an increase in resources,
bringing the total resources required for these tests to $100 (a more accurate payment than the one

currently in use via contractor pricing). These tests are a type of CDLT currently paid for under
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Medicare Part B. Specifically, the following codes would identify these tests:

U0003: Infectious agent detection by nucleic acid (DNA or RNA); severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]), amplified probe technique, making
use of high throughput technologies as described by CMS-2020-01-R.

U0004: 2019-nCoV Coronavirus, SARS-CoV-2/2019-nCoV (COVID-19), any technique, multiple
types or subtypes (includes all targets), non-CDC, making use of high throughput technologies as
described by CMS-2020-01-R.

It is noted that U0003 should identify tests that would otherwise be identified by CPT code 87635

but for being performed with these high throughput technologies. It is further noted that U0004
should identify tests that would otherwise be identified by U0002 but for being performed with

these high throughput technologies. Finally, it is noted that neither U0003 nor U0004 should be used
for tests that detect COVID-19 antibodies.

CMS intends to promptly evaluate payment for relevant CDLTs for COVID-19 testing that make

use of high throughput technologies developed after this issuance upon request for payment at an

appropriate rate.

CONCLUSION
With regard to CDLTSs that make use of high throughput technologies (as defined in this Ruling), are
administered during the ongoing emergency period defined in paragraph (1)(B) of section 1135(qg)
of the Act beginning on or after March 18, 2020, for the detection of SARS-CoV-2 or the diagnosis
of the virus that causes COVID-19, and are a type of CDLT currently paid for under Medicare Part
B using CPT code 87635 or U0002, such tests, as identified using U0003 or U0004 as appropriate,
shall be paid for at the rate of $100. Payment for all other CDLTs remains at the current level.
CMS intends to promptly evaluate payment for relevant CDLTs for COVID-19 testing that make
use of high throughput technologies developed after this issuance upon request for payment at an

appropriate rate.
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MACs are hereby directed to engage in whatever processes are necessary to make determinations or
policies to process claims in accordance with this Ruling, including implementing any additional
Agency instructions which refer to effectuating this Ruling. This Ruling expires upon the expiration
of the ongoing emergency period defined in paragraph (1)(B) of section 1135(g) of the Act

beginning on or after March 18, 2020.
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EFFECTIVE DATE
This Ruling is effective April 14, 2020.

Dated: April 14, 2020

Qo o

Seema Verma
Administrator
Centers for Medicare & Medicaid Services
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and statements of policy and interpretation. They provide clarification and interpretation of complex
or ambiguous statutory or regulatory provisions relating to Medicare, Medicaid, Utilization and
Quality Control Peer Review, private health insurance, and related matters. They are published

under the authority of the Administrator of the Centers for Medicare & Medicaid Services (CMS).

CMS Rulings are binding on all CMS components, on all Department of Health and Human
Services components that adjudicate matters under the jurisdiction of CMS, and on the Social
Security Administration (SSA) to the extent that components of the SSA adjudicate matters under

the jurisdiction of CMS.

This Ruling articulates CMS policy concerning the designation and payment of certain clinical
diagnostic laboratory tests related to COVID-19 under the Medicare Part B Clinical Laboratory Fee
Schedule.

MEDICARE PROGRAM

Payment under Medicare Supplementary Medical Insurance (Part B) for clinical diagnostic laboratory
tests for the detection of SARS—CoV-2 or the diagnosis of the virus that causes COVID-19 making
use of high throughput technologies.

CITATIONS: Section 1833(h) of the Social Security Act (42 U.S.C. 1395I(h)),

Section 1834A of the Social Security Act (42 U.S.C. 1395m-1), and 42 CFR Part 414,

Subpart G.
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BACKGROUND

Medicare Part B items and services that are clinical diagnostic laboratory tests (CDLTSs) are
paid for on the Clinical Laboratory Fee Schedule in accordance with section 1833(h) and section
1834A of the Social Security Act (the Act). CMS and the Medicare Administrative Contractors
(MAC:s) that process Medicare claims for payment make payment based on the Act, regulations, and
CMS instructions or guidance. Sections 1833(h) and section 1834A of the Act contain provisions
outlining the process for determining payment amounts for CDLTs. CDLTSs are currently being
used to detect SARS—-CoV-2 or for the diagnosis of the virus that causes COVID-19 in many
settings, including nursing homes and other sites where Medicare beneficiaries obtain care or reside.
PAYMENT FOR LABORATORY TESTS FOR THE DETECTION OF SARS-COV-2 OR
THE DIAGNOSIS OF THE VIRUS THAT CAUSES COVID-19 MAKING USE OF HIGH
THROUGHPUT TECHNOLOGIES
CDLTs making use of high throughput technologies (as defined in this Ruling) and administered
during the ongoing emergency period defined in paragraph (1)(B) of section 1135(g) of the Act
beginning on or after March 18, 2020, for the detection of SARS—-CoV-2 or the diagnosis of the
virus that causes COVID-19, are new and involve high throughput machines (which are highly
sophisticated equipment) which require more intensive technician training (to ensure the role of
extremely skilled personnel) and more time intensive processes (to assure quality). A high
throughput technology uses a platform that employs automated processing of more than two
hundred specimens a day. Examples of high throughput technology as of April 14, 2020 include but
are not limited to technologies marketed on that date as the Roche cobas 6800 System, Roche cobas
8800 System, Abbott m2000 System, Hologic Panther Fusion System, GeneXpert Infinity System,
and NeuMoDx 288 Molecular. This training and these processes represent an increase in resources,
bringing the total resources required for these tests to $100 (a more accurate payment than the one

currently in use via contractor pricing). These tests are a type of CDLT currently paid for under
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Medicare Part B. Specifically, the following codes would identify these tests:

U0003: Infectious agent detection by nucleic acid (DNA or RNA); severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]), amplified probe technique, making
use of high throughput technologies as described by CMS-2020-01-R.

U0004: 2019-nCoV Coronavirus, SARS-CoV-2/2019-nCoV (COVID-19), any technique, multiple
types or subtypes (includes all targets), non-CDC, making use of high throughput technologies as
described by CMS-2020-01-R.

It is noted that U0003 should identify tests that would otherwise be identified by CPT code 87635

but for being performed with these high throughput technologies. It is further noted that U0004
should identify tests that would otherwise be identified by U0002 but for being performed with

these high throughput technologies. Finally, it is noted that neither U0003 nor U0004 should be used
for tests that detect COVID-19 antibodies.

CMS intends to promptly evaluate payment for relevant CDLTs for COVID-19 testing that make

use of high throughput technologies developed after this issuance upon request for payment at an

appropriate rate.

CONCLUSION
With regard to CDLTSs that make use of high throughput technologies (as defined in this Ruling), are
administered during the ongoing emergency period defined in paragraph (1)(B) of section 1135(qg)
of the Act beginning on or after March 18, 2020, for the detection of SARS-CoV-2 or the diagnosis
of the virus that causes COVID-19, and are a type of CDLT currently paid for under Medicare Part
B using CPT code 87635 or U0002, such tests, as identified using U0003 or U0004 as appropriate,
shall be paid for at the rate of $100. Payment for all other CDLTs remains at the current level.
CMS intends to promptly evaluate payment for relevant CDLTs for COVID-19 testing that make
use of high throughput technologies developed after this issuance upon request for payment at an

appropriate rate.





CMS-Ruling 2020-1-R

MACs are hereby directed to engage in whatever processes are necessary to make determinations or
policies to process claims in accordance with this Ruling, including implementing any additional
Agency instructions which refer to effectuating this Ruling. This Ruling expires upon the expiration
of the ongoing emergency period defined in paragraph (1)(B) of section 1135(g) of the Act

beginning on or after March 18, 2020.
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EFFECTIVE DATE
This Ruling is effective April 14, 2020.

Dated: April 14, 2020

Qo o

Seema Verma
Administrator
Centers for Medicare & Medicaid Services
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SPECIAL EDITION: May Update

Infectious Disease Testing for Bacterial
or Viral Respiratory Tract Infection

The American Medical Association (AMA) Current
Procedural Terminology (CPT®) Editorial Panel
continues to address the rapidly evolving labora-

tory testing for Severe Acute Respiratory Syndrome
Coronavirus 2 (SARS-CoV-2). The Executive
Committee of the CPT Editorial Panel has established
a new proprietary laboratory analysis (PLA) code to
describe a nucleic acid respiratory pathogen panel that
includes SARS-CoV-2 as one of the specified targets
of the panel. PLA codes describe proprietary clinical
laboratory analysis tests that can be provided either
by a sole-source laboratory or licensed or marketed

to multiple providing laboratories that are cleared or
approved by the Food and Drug Administration.

The AMA expedited the publication of this new PLA
code to the AMA website on Wednesday, May 20,
2020, at https:/www.ama-assn.org/practice-
management/cpt/covid-19-coding-and-guidance.

The new code describes a multiplex amplified probe
test that provides qualitative identification of mul-
tiple respiratory viral and bacterial pathogens from

a single specimen obtained using nasopharyngeal
swabs. The test contains nucleic acid targets for iden-

tifying 22 specific respiratory pathogens, including
SARS-CoV-2. The full list of targeted microorgan-
isms includes the following:

e Adenovirus

Coronavirus 229E

*  Coronavirus HKU1
*  Coronavirus NL63
*  Coronavirus OC43

* Severe Acute Respiratory Syndrome Coronavirus
2 (SARS-CoV-2)

e Human rhinovirus/enterovirus
¢ Human metapneumovirus
* Influenza A (subtype) H3

* Influenza A (subtype) H1

continued on next page
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e Influenza A (subtype) H1-2009
e Influenza A

e Influenza B

e Parainfluenza virus 1

* Parainfluenza virus 2

*  Parainfluenza virus 3

*  Parainfluenza virus 4

* Respiratory syncytial virus

*  Bordetella parapertussis (IS1001)
*  Bordetella pertussis (ptxP)

* Chlamydia pneumoniae

*  Mycoplasma pneumoniae

New code 0202U is effective immediately for
reporting this laboratory test. Note, code 0202U is

not included in the CPT 2020 code set, but it will

be included in the Proprictary Laboratory Analyses
subsection of the Pathology and Laboratory section of
the CPT 2021 code set.

Proprietary Laboratory

Analyses

@0202U Infectious disease (bacterial or viral
respiratory tract infection), pathogen-
specific nucleic acid (DNA or RNA),
22 targets including severe acute
respiratory syndrome coronavirus 2
(SARS-CoV-2), qualitative RT-PCR,
nasopharyngeal swab, each pathogen

reported as detected or not detected

In addition to listing code 0202U in the Pathology
and Laboratory section, PLA codes are also included
in Appendix O in the CPT code set with the proce-
dure’s proprietary name. To report a PLA code, the
analysis performed must fulfill the code descriptor
and must be the test represented by the proprietary
name listed in Appendix O. Code 0202U will be
listed in Appendix O as follows:

Proprietary Alpha-
Name Numeric
Code

Code Descriptor

and Clinical
Laboratory or
Manufacturer

BioFire® @0202U | Infectious disease
Respiratory (bacterial or viral

Panel 2.1 respiratory tract

(RP2.1), infection), pathogen-spe-
BioFire® cific nucleic acid (DNA or
Diagnostics, RNA), 22 targets including
BioFire® severe acute respiratory
Diagnostics, syndrome coronavirus 2

LLC (SARS-CoV-2), qualitative
RT-PCR, nasopharyngeal
swab, each pathogen
reported as detected or
not detected

The following clinical example and procedural
description reflect the typical clinical scenario for
which code 0202U would be appropriately reported.
Due to the recent development of these tests, clinical
indications are subject to further refinement as
knowledge about the test’s applicability to the novel
coronavirus evolves. The CPT Editorial Panel will
continue to review and may clarify these indications
as more information becomes available.

Clinical Example (0202U)

An 8l-year-old female presents to her primary care
physician with congestion, cough, and difficulty
breathing. The physician orders a molecular syn-
dromic respiratory panel.

Description of Procedure
(0202UV)

A sample of the patient’s nasopharyngeal-swab
specimen is placed in transport media and then added
into the BioFire® Respiratory Panel 2.1 reagent pouch
and analyzed. A report listing each pathogen as either
“detected’ or “not detected” is reviewed and reported
to the ordering physician.

Stay informed and updated with the AMA on the
coronavirus COVID-19 by visiting the AMA
website at https://www.ama-assn.org/delivering-
care/public-health/covid-19-2019-novel-coronavirus-
resource-center-physicians.
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Severe Acute Respiratory Syndrome
Coronavirus (SARS-CoV and SARS-
CoV-2) Laboratory Testing

As the coronavirus (COVID-19) pandemic continues
and responses to the disease continue to evolve,

the American Medical Association (AMA) Current
Procedural Terminology (CPT®) Editorial Panel
convened a special meeting to approve additional
codes specific to laboratory testing for severe acute
respiratory syndrome coronavirus 2 (SARS-CoV-2)
(Coronavirus disease [COVID-19]). To address the
ongoing clinical need to report testing, the CPT
Editorial Panel has added one new Category I code
(87426) to provide increased specificity for reporting
immunoassay antigen testing and two new proprie-
tary laboratory analyses (PLA) testing codes (0223U,
0224U). The AMA expedited the publication of these
CPT codes to the AMA website on Thursday, June
25, 2020, at https://www.ama-assn.org/practice-man-
agement/cpt/covid-19-coding-and-guidance. These
codes are effective immediately for use in reporting
these laboratory tests.

Microbiology

87301 Infectious agent antigen detection
by immunoassay technique, (eg,

enzyme immunoassay [EIA], enzyme-

linked immunosorbent assay [ELISA],

immunochemiluminometric assay [IMCA])

qualitative or semiquantitative, multiple-step

method; adenovirus enteric types 40/41
@®87426  severe acute respiratory syndrome
coronavirus (eg, SARS-CoV, SARS-
CoV-2 [COVID-19])

The new codes will allow for more accurate reporting
of immunoassay testing for SARS-Coronavirus
antigen. It is worth noting that the code is not spe-
cific for SARS-CoV-2, and it could be used for an
immunoassay that detects antigenic proteins for either
SARS-CoV or SARS-CoV-2. As the antigenic pro-
teins across the SARS-Coronavirus family are highly
conserved, the assays currently available are not
capable of distinguishing between SARS-CoV and
SARS-CoV-2.

continued on next page
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Proprietary Laboratory Analyses

¥@0223U

©0224U

Proprietary Name
and Clinical Laboratory or

Infectious disease (bacterial or viral
respiratory tract infection), pathogen-
specific nucleic acid (DNA or RNA),
22 targets including severe acute
respiratory syndrome coronavirus 2
(SARS-CoV-2), qualitative RT-PCR,
nasopharyngeal swab, each pathogen
reported as detected or not detected

» (For additional PLA code with
identical clinical descriptor, see
0202U. See Appendix O or the most
current listing on the AMA CPT
website to determine appropriate
code assignment) <

Antibody, severe acute respiratory
syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19]), includes titer(s), when
performed

» (Do not report 0224U in conjunction
with 86769)<

Alpha-
Numeric Code

Manufacturer

New PLA code 0223U describes a novel type
of fully automated molecular assay that pro-
vides simultaneous qualitative detection and
identification of multiple respiratory patho-
gens based on viral and bacterial nucleic
acids obtained via nasopharyngeal swabs.

New PLA code 0224U describes qualita-
tive and quantitative detection of antibodies
in serum and plasma. The test may aid in
determining whether an individual suspected
of significant exposure or prior infection
with SARS-CoV-2 virus has a high titer

of IgG antibodies against this virus when
performed.

In addition to listing codes 0223U and 0224U
in the Pathology and Laboratory section,
these new PLA codes will also be included
with the procedure’s proprietary name in
Appendix O in the CPT code set. To report

a PLA code, the analysis performed must ful-
fill the code descriptor and must be the test
represented by the proprietary name listed in
Appendix O. Codes 0223U and 0224U will
be listed in Appendix O as follows:

Code Descriptor

P QI Astat-Dx Respiratory
SARS-CoV-2 Panel, QITAGEN
Sciences, QITAGEN GMbH <

*@0223U

P Infectious disease (bacterial or viral respiratory tract
infection), pathogen-specific nucleic acid (DNA or RNA),

22 targets including severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2), qualitative RT-PCR,
nasopharyngeal swab, each pathogen reported as detected or
not detected €

» (For additional PLA code with identical clinical descriptor,
see 0202U. See Appendix O or the most current listing

on the AMA CPT website to determine appropriate code
assignment) <

»COVID-19 Antibody Test, Mt
Sinai, Mount Sinai Laboratory €

©0224U

»Antibody, severe acute respiratory syndrome coronavirus 2
(SARS-CoV-2) (Coronavirus disease [COVID-19]), includes
titer(s), when performed <

» (Do not report 0224U in conjunction with 86769)<
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The following clinical examples and procedural
descriptions reflect typical clinical scenarios when

it would be appropriate to report these new codes.
Due to the early utilization stage for these tests, clin-
ical indications are subject to further refinement as
knowledge of the novel coronavirus evolves. The CPT
Editorial Panel will continue to review indications
and may clarify these indications as more informa-
tion becomes available.

Clinical Example (87426)

A 50-year-old female presents to her physician’s
office with fever, cough, and shortness of breath. The
physician or other qualified health care professional
(QHP) suspects the patient may have COVID-19. A
nasopharyngeal swab is collected and submitted for
SARS-CoV-2 detection.

Description of Procedure
(87426)

Place the swab and swirl in a supplied reagent tube to
disrupt and release viral nucleoprotein antigen, and
transfer an aliqout of that sample to the test cassette
sample well. The sample cassette along with quality
control cassettes are placed in the analyzer, which
produces a qualitative result that is reported to the
ordering health care professional.

Clinical Example (0223U)

A 62-year-old male presents to the emergency
department with fever of 103.4°F, shortness of breath,
and headache for the past 24 hours, as well as a dry
cough and muscle pain for a week. The clinician
orders a molecular respiratory panel.

Description of Procedure
(0223U)

Transfer a nasopharyngeal swab sample to the
specimen cartridge and place the sample on the
QIAstat-Dx Analyzer System, which utilizes multi-
plex real time (RT) polymerase chain reaction (PCR).
The instrument generates a report that includes
results for each pathogen. Communicate the results
to the appropriate healthcare professional.

Clinical Example (0224U)

A 68-year-old male with a history of coronary artery
disease, aortic valve replacement, and lymphoma
presented to the emergency department with a 6-day
history of malaise, a non-productive cough, and
low-grade fevers (eg, 100.4° F/38° C). SARS-CoV-2
IgG antibody test was ordered to inform diagnosis of
a recent past infection (within 10-14 days) or con-
valescent phase of COVID-19. Serum or plasma is
collected from the patient for testing.

Description of Procedure
(0224U)

Use the patient’s sample serum or plasma on an
enzyme-linked immunosorbent assay (ELISA)
platform for both the qualitative and quantitative
detection of human IgG antibodies in serum or
plasma to SARS-CoV-2 receptor binding domain
and spike protein antigens. The results are reported
as negative or positive with titers for both IgG
antibodies.
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C M S M an ual SySte m Department of Health &

Human Services (DHHS)

Pub 100-04 Medicare Claims Processing Centers for Medicare &
Medicaid Services (CMS)
Transmittal 10217 Date: July 8, 2020

Change Request 11815

Transmittal 10174, dated June 12, 2020, is being rescinded and replaced by Transmittal 10217, dated,
July 8, 2020 to revise the policy section to include additional COVID-19 codes 87426, 0223U and 0224U.
All other information remains the same.

SUBJECT: Quarterly Update for Clinical Laboratory Fee Schedule 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: July 1, 2020
*Unless otherwise specified, the effective date is the date of service.
IMPLEMENTATION DATE: July 6, 2020

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.

Il. 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
I11. 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: 10217 | Date: July 8, 2020 | Change Request: 11815 \

Transmittal 10174, dated June 12, 2020, is being rescinded and replaced by Transmittal 10217, dated,
July 8, 2020 to revise the policy section to include additional COVID-19 codes 87426, 0223U and 0224U.
All other information remains the same.

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

EFFECTIVE DATE: July 1, 2020

*Unless otherwise specified, the effective date is the date of service.
IMPLEMENTATION DATE: July 6, 2020

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 CMS website for additional information regarding these tests:
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/Clinical LabFeeSched/PAMA-
Requlations.htmI#ADLT tests.

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

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 (CDLTSs) 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, 20109.

e Section 105 (a) of the Further Consolidated Appropriations Act, 2020 (FCAA) (Pub. L. 116-94, enacted
December 19, 2019) and section 3718 of the Coronavirus Aid, Relief, and Economic Security (CARES)
Act (Pub. L. 116-136, enacted March 27, 2020) made several revisions to the next data reporting period
for CDLTs that are not ADLTSs and the phase-in of payment reductions under the Medicare private
payor rate-based CLFS. In summary, revisions are as follows:

e The next data reporting period of January 1, 2022 through March 31, 2022, 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 CDLTSs that are
not ADLTSs, (that is 2025, 2028, etc.).



https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/ClinicalLabFeeSched/PAMA-Regulations.html#ADLT_tests
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e The statutory phase-in of payment reductions resulting from private payor rate implementation is
extended, that is, through CY 2024. There is a 0.0 percent reduction for CY 2021, and payment
may not be reduced by more than 15 percent for CY's 2022 through 2024.

Coronavirus-19 (COVID-19) Policy Updates

e Payment for Specimen Collection for Purposes of COVID-19 Testing

For the duration of the Public Health Emergency (PHE) for the COVID-19 pandemic and in an effort to be as
expansive as possible within the current authorities to have diagnostic testing available to Medicare
beneficiaries who need it, in the interim final rule with comment period (IFC), CMS-1744-1FC, Medicare and
Medicaid Programs; Policy and Regulatory Revisions in Response to the COVID-19 Public Health Emergency,
CMS changed the Medicare payment rules to provide payment to independent laboratories for specimen
collection from beneficiaries who are homebound or inpatients not in a hospital for COVID-19 testing under
certain circumstances. For more information on this policy update, please refer to
https://www.cms.gov/files/document/covid-final-ifc.pdf.

e Revisions to Ordering Requirements for Clinical Laboratory Diagnostic Testing

In the interim final rule with comment period, CMS-5531-1FC, Medicare and Medicaid Programs, Basic Health
Program, and Exchanges; Additional Policy and Regulatory Revisions in Response to the COVID-19 Public
Health Emergency and Delay of Certain Reporting Requirements for the Skilled Nursing Facility Quality
Reporting Program, on an interim basis for the duration of the PHE for the COVID-19 pandemic, CMS
removed the requirement that certain clinical diagnostic laboratory tests must be ordered by a treating physician
or non-physician practitioner (NPP). This will allow any healthcare professional authorized to do so under State
law to order COVID-19 diagnostic laboratory tests (including serological and antibody tests). Because the
symptoms for coronavirus, influenza and respiratory syncytial virus (RSV) are often the same, such that
concurrent testing for all three viruses is warranted, this interim policy also applies to influenza and RSV tests,
but only when they are furnished in conjunction with a medically necessary COVID-19 diagnostic laboratory
test to establish or rule out a COVID-19 diagnosis or identify an adaptive immune response to SARS-COV-2.
For more information on this policy update, please refer to https://www.cms.gov/files/document/covid-
medicare-and-medicaid-ifc2.pdf.

e Coverage of COVID-19 Serology Testing

In the interim final rule with comment period, CMS-5531-1FC, Medicare and Medicaid Programs, Basic Health
Program, and Exchanges; Additional Policy and Regulatory Revisions in Response to the COVID-19 Public
Health Emergency and Delay of Certain Reporting Requirements for the Skilled Nursing Facility Quality
Reporting Program, CMS finalized on an interim basis, that during the PHE for the COVID-19 pandemic,
Medicare will cover FDA-authorized COVID-19 serology tests as they are reasonable necessary under section
1862(a)(1)(A) of the Act for beneficiaries with known current or known prior COVID-19 infection or suspected
current or suspected past COVID-19 infection. CMS amended § 410.32(a)(3) to reflect this determination of
coverage. For more information on this policy update, please refer to
https://www.cms.gov/files/document/covid-medicare-and-medicaid-ifc2.pdf.
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e High Throughput Technologies

CMS issued CMS Ruling CMS-2020-01-R concerning payment under Medicare Supplementary Medical
Insurance (Part B) of certain clinical diagnostic laboratory tests for the detection of SARS-CoV-2 or the
diagnosis of the virus that causes COVID-19 making use of high throughput technologies. As described in
CMS Ruling CMS 2020-01-R, a high throughput technology uses a platform that employs automated
processing of more than two hundred specimens a day. For more information on this policy update, please refer
to https://www.cms.gov/files/document/cms-2020-01-r.pdf.

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/ClinicallLabFeeSched/PAMA-Reqgulations.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 A/B MAC contractors 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. 1t 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 below during the
PHE.

New Codes Effective April 1, 2020

Please note: MACs shall establish payment for CPT code 0014M, effective April 1, 2020. This code was
inadvertently left off the April 2020 CLFS CR. This code was added to the national HCPCS file with an
effective date of April 1, 2020 and therefore does not need to be manually added to the HCPCS files by the
MACs. This code will be included on the CLFS for the July 2020 (quarter 3) release. This new code is
contractor-priced (where applicable) until it is nationally priced and undergoes the CLFS annual payment
determination process in accordance with the Social Security Act § 1833(h)(8), 8 1834A(c) and 8 1834(A)(f).

e CPT Code 0014M
Long Descriptor: Liver disease, analysis of 3 biomarkers (hyaluronic acid [HA], procollagen 111 amino terminal

peptide [PIIINP], tissue inhibitor of metalloproteinase 1 [TIMP-1]), using immunoassays, utilizing serum,
prognostic algorithm reported as a risk score and risk of liver fibrosis and liver-related clinical events within 5
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years
Short Descriptor: LIVER DS ALYS 3 BMRK SRM ALG

Laboratory: Enhanced Liver Fibrosis™ (ELFTM) Test, Siemens Healthcare Diagnostics Inc/Siemens
Healthcare Laboratory LLC

TOS: 5

New Codes Effective April 10, 2020

As described above in the COVID-19 Policy Updates section, Coverage of COVID-19 Serology Testing, the
below listed new codes have been added to the national HCPCS file with an effective date of April 10, 2020 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 8 1833(h)(8), 8 1834A(c) and § 1834(A)(f).

e CPT Code: 86328
Long Descriptor: Immunoassay for infectious agent antibody, qualitative or semiquantitative, single step
method (eg, reagent strip); severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus
disease [COVID-19])
Short Descriptor: la nfct ab sarscov2 covid19

TOS: 5

e CPT Code: 86769
Long Descriptor: Antibody; severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus
disease [COVID-19])

Short Descriptor: Sars-cov-2 covid-19 antibody

TOS: 5

New Codes Effective April 14, 2020

Per the above discussion in the COVID-19 Policy Updates section, High Throughput Technologies, two new
HCPCS codes have been created for laboratories to bill under the Medicare Clinical Laboratory Fee Schedule
for the detection of SARS—-CoV-2 or the diagnosis of the virus that causes COVID-19 making use of these high
throughput technologies. The listed new codes have been added to the national HCPCS file with an effective
date of April 14, 2020 and do not need to be manually added to the HCPCS files by the MACs. Such tests, as
identified by U0003 and U0004, in accordance with CMS Ruling CMS-2020-01-R, shall be paid at the rate of
$100. These new codes are:





e Code: U0003

Long Descriptor: Infectious agent detection by nucleic acid (DNA or RNA); severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]), amplified probe technique, making use of
high throughput technologies as described by CMS-2020-01-R

Short Descriptor: Cov-19 amp prb hgh thruput

TOS: 5

e Code: U0004

Long Descriptor: 2019-nCoV Coronavirus, SARS-CoV-2/2019-nCoV (COVID-19), any technique, multiple
types or subtypes (includes all targets), non-CDC, making use of high throughput technologies as described by
CMS-2020-01-R

Short Descriptor: Cov-19 test non-cdc hgh thru

TOS: 5

New Codes Effective May 20, 2020

The listed new code will be added to the national HCPCS file with an effective date of May 20, 2020; however
until such time MAC’s may need to manually add it to the HCPCS files. Additionally, this new code is
contractor-priced (where applicable) until it is nationally priced and undergoes the CLFS annual payment
determination process in accordance with the Social Security Act § 1833(h)(8), 8 1834A(c) and 8§ 1834(A)(f).
MACs shall only price PLA codes for laboratories within their jurisdiction.

e Code: 0202U

Short Descriptor: Nfct ds 22 trgt sars-cov-2

TOS: 5

Long Descriptor: Infectious disease (bacterial or viral respiratory tract infection), pathogen-specific nucleic acid
(DNA or RNA), 22 targets including severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2),

qualitative RT-PCR, nasopharyngeal swab, each pathogen reported as detected or not detected

New Codes Effective June 25, 2020

The listed new code will need to be manually added to the national HCPCS file by the MACs with an effective
date of June 25, 2020. Additionally, this new code is contractor-priced (where applicable) until it is nationally
priced and undergoes the CLFS annual payment determination process in accordance with the Social Security





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

e Code:87426
Long Descriptor: Infectious agent antigen detection by immunoassay technique, (eg, enzyme immunoassay
[EIA], enzyme-linked immunosorbent assay [ELISA], immunochemiluminometric assay [IMCA]) qualitative or
semiquantitative, multiple-step method; severe acute respiratory syndrome coronavirus (eg, SARS-CoV, SARS-
CoV-2 [COVID-19])
Short Descriptor: CORONAVIRUS AG IA
TOS: 5
Proprietary Laboratory Analysis (PLAS)
The listed new codes will need to be manually added to the national HCPCS files by the MACs with an
effective date of June 25, 2020. Additionally, 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 8§ 1834(A)(f). MACs shall only price PLA codes for

laboratories within their jurisdiction.

e Code: 0223U

Laboratory Name: QIAstat-Dx Respiratory SARS CoV-2 Panel, QIAGEN Sciences, QIAGEN GmbH

Long Descriptor: Infectious disease (bacterial or viral respiratory tract infection), pathogen-specific nucleic acid
(DNA or RNA), 22 targets including severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2),
qualitative RT-PCR, nasopharyngeal swab, each pathogen reported as detected or not detected

Short Descriptor: NFCT DS 22 TRGT SARS-COV-2

TOS: 5

e Code: 0224 U

Laboratory Name: COVID-19 Antibody Test, Mt Sinai, Mount Sinai Laboratory

Long Descriptor: Antibody, severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus
disease [COVID-19]), includes titer(s), when performed

Short Descriptor: ANTIBODY SARS-COV-2 TITER(S
TOS: 5

New Codes Effective July 1, 2020

Proprietary Laboratory Analysis (PLAS)





Please see table attached to the Transmittal entitled "CY2020 CLFS Quarterly Updates”, Tab "New Codes
Effective 7-1-2020". The listed new codes have been added to the national HCPCS file with an effective date
of July 1, 2020 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. MACs shall only price
PLA codes for laboratories within their jurisdiction.

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

Revised Codes Effective July 1, 2020

Proprietary Laboratory Analysis (PLAS)

The laboratory name of the following existing code was changed effective July 1, 2020:

Existing code 0068U

Laboratory Name: MYCODART-PCR™ DualAmplification Real Time PCR Panel for 6 Candida species,
RealTime Laboratories, Inc/MycoDART, Inc, RealTime Laboratories, Inc

Deleted Codes Effective July 1, 2020
Existing code 0124U is being deleted.
Existing code 0125U is being deleted.
Existing code 0126U is being deleted.
Existing code 0127U is being deleted.
Existing code 0128U is being deleted.

1.  BUSINESS REQUIREMENTS TABLE

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

Number | Requirement Responsibility

A/B D Shared- Other
MAC | M| System

E | Maintainers
FIMV|C
I |[C| M W
S|S|S|F
S

A|B|H
H
H

orZ

11815.1 | Contractors shall be aware that the CLFS will be X| X VvDC
released quarterly, as needed, and establish hours to
accommodate retrieval and implementation of the
quarterly CLFS data file.

11815.1.1 | CMS shall notify contractors by email approximately CMS
six weeks prior to the beginning of the quarter when
the Clinical Laboratory Fee Schedule (CLFS) data file
is ready for download. CMS shall provide the file
name.






Number

Requirement

Responsibility

A/B
MAC

D
M
E

Shared-
System
Maintainers

A| B

H
H
H

or

FIMV|C
I C| M
S|S|S|F
S

w

Other

11815.2

Contractors shall retrieve and load for testing and
claims processing purposes the July 2020 quarterly
CLFS data file from the CMS mainframe
approximately six weeks prior to the beginning of the
quarter.

VDC

11815.2.1

Contractors shall note that the CLFS data file name
will be in the following format:

MUO00.@BF12394.CLAB.VyyyyQr

Note: 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 July release or the 3rd quarter
release of 2020, the data file name is the following:

MUO00.@BF12394.CLAB.V2020Q3

VDC

11815.2.2

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).

VDC

11815.2.3

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.

VDC

11815.3

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).

11815.4

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






Number

Requirement

Responsibility

A/B
MAC

D
M
E

Shared- Other
System

Maintainers
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H
H
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or

FIMV|C
| C| MW
S|S|S|F
S

to the January quarterly release CR only).

118155

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.

11815.5.1

In instances where Medicare covered CLFS procedure
codes do not yet appear on the quarterly CLFS file or
the quarterly Integrated Outpatient Code Editor
(I0CE) update, contractors shall locally price the
codes until they appear on the CLFS file and/or, for
Part A claims, the IOCE.

11815.6

Contractors shall not search their files to either retract
payment or retroactively pay claims; however,
contractors should adjust claims if they are brought to
their attention.

PROVIDER EDUCATION TABLE

Number Requirement Responsibility
A/B D|C
MAC M| E
E|D
A|[B|H I
H| M
HIA
C
11815.7 MLN Article: CMS will make available an MLN Matters provider education X | X

article that will be marketed through the MLN Connects weekly newsletter
shortly after the CR is released. MACs shall follow IOM Pub. No. 100-09
Chapter 6, Section 50.2.4.1, instructions for distributing MLN Connects
information to providers, posting the article or a direct link to the article on your
website, and including the article or a direct link to the article in your bulletin or
newsletter. You may supplement MLN Matters articles with localized
information benefiting your provider community in billing and administering the
Medicare program correctly. Subscribe to the “MLN Matters” listserv to get






Number Requirement Responsibility

—OomOo

A/B D
MAC M
E
A|B|H
HIM
HIA
C
article release notifications, or review them in the MLN Connects weekly
newsletter.

IV.  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

Pre-Implementation Contact(s): Rasheeda Arthur, 410-786-3434 or rasheeda.johnsonl@cms.hhs.gov , Laura
Ashbaugh, 410-786-1113 or laura.ashbaugh2@cms.hhs.gov

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

Section A: For Medicare Administrative Contractors (MACSs):

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 July 1, 2020

Proprietary Laboratory Analysis (PLAS)

The following new codes have been added to the national HCPCS file with an effective date of July 1, 2020 and do not need to be manually added to the HCPCS files by the MACs. However, these new codes
are contractor-priced until they are addressed at the annual Clinical Laboratory Public Meeting, which will take place in June or July 2020 as they were received after the 2019 public meeting.

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

Laboratory CPT Long Descriptor Short Descriptor TOS |Effective Date
Code
myChoice® CDx, 0172U Oncology (solid tumor as indicated by the label), somatic mutation analysis of BRCAL ONC SLD TUM ALYS BRCA1 5 July 1. 2020
Mvriad Genetics (BRCA1, DNA repair associated), BRCA2 (BRCA2, DNA repair associated) and analysis of |BRCA2 y L
Psych HealthPGx Panel, RPRD 0173U Psychiatry (ie, depression, anxiety), genomic analysis panel, includes variant analysis of 14 |PSYC GEN ALYS PANEL 14 5 July 1, 2020
Diagnostics, RPRD Diagnostics genes GENES v
LC-MS/MS Targeted Proteomic Assay, 0174U Oncology (solid tumor), mass spectrometric 30 protein targets, formalin- fixed paraffin- ONC SOLID TUMOR 30 PRTN 5 July 1. 2020
OncoOmicDx Laboratory, LDT embedded tissue, prognostic and predictive algorithm reported as likely, unlikely, or TRGT v
Genomind® Professional PGx Express™ 0175U Psychiatry (eg, depression, anxiety), genomic analysis panel, variant analysis of 15 genes |PSYC GEN ALYS PANEL 15 5 July 1, 2020
CORE, Genomind, Inc, Genomind, Inc GENES v
IBSchek *, Commonwealth Diagnostics Cytolethal distending toxin B (CdtB) and vinculin IgG antibodies by immunoassay (ie, CDTB&VINCULIN IGG ANTB IA
N 0176U 5 July 1, 2020
International, Inc, Commonwealth ELISA)
therascreen® PIK3CA RGQ PCR Kit, 0177U Oncology (breast cancer), DNA, PIK3CA (phosphatidylinositol-4,5-bisphosphate 3- kinase [ONC BRST CA DNA PIK3CA 11 5 July 1, 2020
QIAGEN, QIAGEN catalytic subunit alpha) gene analysis of 11 gene variants utilizing plasma, reported as v L
VeriMAP™ Peanut Sensitivity - Bead Peanut allergen-specific quantitative assessment of multiple epitopes using enzyme-linked |PEANUT ALLG ASMT EPI CLIN RX
) A 0178V |. = -~ e 5 July 1, 2020
Based Epitope Assay, AllerGenis immunosorbent assay (ELISA), blood, report of minimum eliciting exposure for a clinical
Resolution ctDx Lung”, Resolution 0179U Oncology (non-small cell lung cancer), cell-free DNA, targeted sequence analysis of 23 ONC NONSM CLL LNG CA ALYS 5 July 1, 2020
Bioscience, Resolution Bioscience, Inc genes (single nucleotide variations, insertions and deletions, fusions without prior 23 YL
Navigator ABO Sequencing, Grifols 0180U Red cell antigen (ABO blood group) genotyping (ABO), gene analysis Sanger/chain ABO GNOTYP ABO 7 EXONS 5 July 1. 2020
Immunohematology Center, Grifols termination/conventional sequencing, ABO (ABO, alpha 1-3-N- y L
Navigator CO Sequencing, Grifols 0181U Red cell antigen (Colton blood group) genotyping (CO), gene analysis, AQP1 (aquaporin 1 |CO GNOTYP AQP1 EXON 1 5 July 1, 2020
Immunohematology Center, Grifols [Colton blood group]) exon 1 YL
Navigator CROM Sequencing, Grifols Red cell antigen (Cromer blood group) genotyping (CROM), gene analysis, CD55 (CD55 CROM GNOTYP CD55 EXONS 1-
N 0182U 5 July 1, 2020
Immunohematology Center, Grifols molecule [Cromer blood group]) exons 1-10 10
Navigator DI Sequencing, Grifols 0183U Red cell antigen (Diego blood group) genotyping (DI), gene analysis, SLC4AL1 (solute carrier |DI GNOTYP SLC4A1 EXON 19 5 July 1, 2020
Immunohematology Center, Grifols family 4 member 1 [Diego blood group]) exon 19 v L
Navigator DO Sequencing, Grifols Red cell antigen (Dombrock blood group) genotyping (DO), gene analysis, ART4 (ADP- DO GNOTYP ART4 EXON 2
N 0184U | . 5 July 1, 2020
Immunohematology Center, Grifols ribosyltransferase 4 [Dombrock blood groupl) exon 2
Navigator FUT1 Sequencing, Grifols 0185U Red cell antigen (H blood group) genotyping (FUT1), gene analysis, FUT1 FUT1 GNOTYP FUT1 EXON 4 5 July 1, 2020
Immunohematology Center, Grifols (fucosyltransferase 1 [H blood group]) exon 4 YL
Navigator FUT2 Sequencing, Grifols Red cell antigen (H blood group) genotyping (FUT2), gene analysis, FUT2 FUT2 GNOTYP FUT2 EXON 2
- 0186U 5 July 1, 2020
Immunohematology Center, Grifols (fucosyltransferase 2) exon 2
Navigator FY Sequencing, Grifols 0187U Red cell antigen (Duffy blood group) genotyping (FY), gene analysis, ACKR1 (atypical FY GNOTYP ACKR1 EXONS 1-2 5 July 1, 2020
Immunohematology Center, Grifols chemokine receptor 1 [Duffy blood groupl) exons 1-2 v
Navigator GE Sequencing, Grifols Red cell antigen (Gerbich blood group) genotyping (GE), gene analysis, GYPC (glycophorin |GE GNOTYP GYPC EXONS 1-4
N 0188U . 5 July 1, 2020
Immunohematology Center, Grifols C [Gerbich blood group]) exons 1-4
Navigator GYPA Sequencing, Grifols 0189U Red cell antigen (MNS blood group) genotyping (GYPA), gene analysis, GYPA (glycophorin |GYPA GNOTYP NTRNS 1 5 EXON 5 July 1, 2020
Immunohematology Center, Grifols A [MNS blood group]) introns 1, 5, exon 2 2 YL
Navigator GYPB Sequencing, Grifols 0190U Red cell antigen (MNS blood group) genotyping (GYPB), gene analysis, GYPB (glycophorin |GYPB GNOTYP NTRNS 1 5 SEUX 5 July 1. 2020
Immunohematology Center, Grifols B [MNS blood groupl) introns 1, 5, pseudoexon 3 3 v
Navigator IN Sequencing, Grifols 0191U Red cell antigen (Indian blood group) genotyping (IN), gene analysis, CD44 (CD44 IN GNOTYP CD44 EXONS 2 3 6 5 July 1, 2020
Immunohematology Center, Grifols molecule [Indian blood group]) exons 2, 3, 6 YL
Navigator JK Sequencing, Grifols Red cell antigen (Kidd blood group) genotyping (JK), gene analysis, SLC14A1 (solute JK GNOTYP SLC14A1 EXON 9
- 0192V N ; o 5 July 1, 2020
Immunohematology Center, Grifols carrier family 14 member 1 [Kidd blood group]) gene promoter, exon 9
Navigator JR Sequencing, Grifols 0193U Red cell antigen (JR blood group) genotyping (JR), gene analysis, ABCG2 (ATP binding JR GNOTYP ABCG2 EXONS 2-26 5 July 1, 2020
Immunohematology Center, Grifols cassette subfamily G member 2 [Junior blood group]) exons 2- 26 YL
Navigator KEL Sequencing, Grifols Red cell antigen (Kell blood group) genotyping (KEL), gene analysis, KEL (Kell metallo- KEL GNOTYP KEL EXON 8
N 0194U N 5 July 1, 2020
Immunohematology Center, Grifols endopeptidase [Kell blood groupl) exon 8
Navigator KLF1 Sequencing, erfols 0195U KLF1 (Kruppel-like factor 1), targeted sequencing (ie, exon 13) KLF1 TARGETED SEQUENCING 5 July 1, 2020
Immunohematology Center, Grifols
Navigator LU Sequencing, Grifols Red cell antigen (Lutheran blood group) genotyping (LU), gene analysis, BCAM (basal cell |LU GNOTYP BCAM EXON 3
N 0196U - 5 July 1, 2020
Immunohematology Center, Grifols adhesion molecule [Lutheran blood groupl) exon 3
Navigator LW Sequencing, Grifols 0197U Red cell antigen (Landsteiner-Wiener blood group) genotyping (LW), gene analysis, ICAM4 |LW GNOTYP ICAM4 EXON 1 5 July 1, 2020
Immunohematology Center, Grifols (intercellular adhesion molecule 4 [Landsteiner-Wiener blood group]) exon 1 YL
Navigator RHD/CE Sequencing, Grifols 0198U Red cell antigen (RH blood group) genotyping (RHD and RHCE), gene analysis RHD&RHCE GNTYP RHD1- 5 July 1. 2020
Immunohematology Center, Grifols Sanger/chain termination/conventional sequencing, RHD (Rh blood group D antigen) exons |10&RHCES y L
Navigator SC Sequencing, Grifols 0199U Red cell antigen (Scianna blood group) genotyping (SC), gene analysis, ERMAP SC GNOTYP ERMAP EXONS 4 12 5 July 1, 2020
Immunohematology Center, Grifols (erythroblast membrane associated protein [Scianna blood groupl]) exons 4, 12 YL
Navigator XK Sequencing, Grifols Red cell antigen (Kx blood group) genotyping (XK), gene analysis, XK (X- linked Kx blood XK GNOTYP XK EXONS 1-3
N 0200U 5 July 1, 2020
Immunohematology Center, Grifols group) exons 1-3
Navigator YT Sequencing, Grifols 0201U Red cell antigen (Yt blood group) genotyping (YT), gene analysis, ACHE YT GNOTYP ACHE EXON 2 5 July 1, 2020

Immunohematology Center, Grifols

(acetylcholinesterase [Cartwright blood group]) exon 2
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SPECIAL EDITION: August Update

Severe Acute Respiratory Syndrome
Coronavirus (SARS-CoV-2) Laboratory
Testing

There is precedence for the the American Medical
Association (AMA) Current Procedural Terminology
(CPT®) Editorial Panel immediately releasing CPT
codes when an emergent issue arises. Due to the
coronarvirus disease (COVID-19) pandemic, this
mechanism was used in the spring of 2020 to approve,

revise, and release several CPT Category I codes. In
addition, new proprietary laboratory analyses (PLA)
codes were approved in May 2020 and June 2020. The
following table outlines the changes that were published
on the AMA’s website, and effective immediately fol-
lowing final approval by the CPT Editorial Panel.

COVID-19-Related CPT Category I Code Approvals through June 2020

Long Code Descriptor

Effective Date

®87635 Infectious agent detection by nucleic acid (DNA or RNA); severe acute respiratory syndrome March 13, 2020
coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]), amplified probe technique

AS86318 Immunoassay for infectious agent antibody(ies), qualitative or semiquantitative, single-step method | April 10, 2020
(eg, reagent strip);

#@86328 severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease April 10, 2020

[COVID-19])

P (For severe acute respiratory syndrome coronavirus 2 [SARS-CoV-2] [Coronavirus disease
{COVID-19}] antibody testing using multiple-step method, use 86769) <4

continued on next page

AMA
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COVID-19-Related CPT Category I Code Approvals through June 2020

Long Code Descriptor Effective Date

»The following codes (86602-86804) are qualitative or semiquantitative immunoassays performed | Revised

by multiple-step methods for the detection of antibodies to infectious agents. For immunoassays by Guidelines
single-step method (eg, reagent strips), see codes 86318, 86328. Procedures for the identification of Effective Date
antibodies should be coded as precisely as possible. For example, an antibody to a virus could be April 10, 2020
coded with increasing specificity for virus, family, genus, species, or type. In some cases, further
precision may be added to codes by specifying the class of immunoglobulin being detected. When
multiple tests are done to detect antibodies to organisms classified more precisely than the specificity
allowed by available codes, it is appropriate to code each as a separate service. For example, a test for
antibody to an enterovirus is coded as 86658. Coxsackie viruses are enteroviruses, but there are no
codes for the individual species of enterovirus. If assays are performed for antibodies to coxsackie

A and B species, each assay should be separately coded. Similarly, if multiple assays are performed
for antibodies of different immunoglobulin classes, each assay should be coded separately. When a
coding option exists for reporting IgM specific antibodies (eg, 86632), the corresponding nonspecific
code (eg, 86631) may be reported for performance of either an antibody analysis not specific for a
particular immunoglobulin class or for an IgG analysis. <

P (For the detection of antibodies other than those to infectious agents, see specific antibody [eg,
86021-86023, 86376, 86800, 86850-86870] or specific method [eg, 83516, 86255, 86256]).4

» (For infectious agent/antigen detection, see 87260-87899)«

86635 Antibody; Coccidioides Parenthetical Note
Effective Date
P (For severe acute respiratory syndrome coronavirus 2 [SARS-CoV-2] [Coronavirus disease April 10, 2020

{COVID-19}] antibody testing, see 86328, 86769)4

®86769 Antibody; severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease April 10, 2020
[COVID-19])

P (For severe acute respiratory syndrome coronavirus 2 [SARS-CoV-2] [Coronavirus disease
{COVID-19}] antibody testing using single-step method, use 86328)<«

*Note: Code 87426 below is a child code under parent code 87301. It is presented here in its entirety, ie, the long descriptor,
which includes the language from its parent code 87301.

@87426 Infectious agent antigen detection by immunoassay technique, (eg, enzyme immunoassay [EIA], April 10,2020
enzyme-linked immunosorbent assay [ELISA], immunochemiluminometric assay [IMCA])
qualitative or semiquantitative, multiple-step method; severe acute respiratory syndrome
coronavirus (eg, SARS-CoV, SARS-CoV-2 [COVID-19])

continued
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COVID-19-Related CPT PLA Code Approvals through June 2020

Proprietary Name
and Clinical
Laboratory or
Manufacturer

Effective Date

Long Code Descriptor

BioFire® Respiratory ¥@0202U
Panel 2.1 (RP2.1),
BioFire® Diagnostics, RNA), 22 targets including severe acute respiratory
BioFire® Diagnostics, syndrome coronavirus 2 (SARS-CoV-2), qualitative
LLC RT-PCR, nasopharyngeal swab, each pathogen

reported as detected or not detected

Infectious disease (bacterial or viral respiratory tract | May 20, 2020
infection), pathogen-specific nucleic acid (DNA or

» (For additional PLA code with identical clinical
descriptor, see 0223U. See Appendix O or the
most current listing on the AMA CPT website to
determine appropriate code assignment) €

QIAstat-Dx Respiratory | X@0223U
SARS-CoV-2 Panel,
QIAGEN Sciences,
QIAGEN GMbH

Infectious disease (bacterial or viral respiratory tract | June 25, 2020
infection), pathogen-specific nucleic acid (DNA or
RNA), 22 targets including severe acute respiratory
syndrome coronavirus 2 (SARS-CoV-2), qualitative
RT-PCR, nasopharyngeal swab, each pathogen
reported as detected or not detected

» (For additional PLA code with identical clinical
descriptor, see 0202U. See Appendix O or the
most current listing on the AMA CPT website to
determine appropriate code assignment) <

COVID-19 Antibody
Test, Mt Sinai, Mount
Sinai Laboratory

002240 Antibody, severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2) (Coronavirus disease

[COVID-19]), includes titer(s), when performed

June 25, 2020

» (Do not report 0224U in conjunction with 86769)<

As science moves from determining who is cur-
rently infected to who has had the infection (antibody Im mun 0|ogy
testing), the next step during the COVID-19 pandemic #@®86408 Neutralizing antibody, severe acute

is to determine who has mounted neutralizing anti-
bodies against the severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2) virus.

respiratory syndrome coronavirus 2
(SARS-CoV-2) (Coronavirus disease
[COVID-19]); screen

The CPT Editorial Panel convened a special meeting
to approve additional codes specific to laboratory
testing for COVID-19. To address the ongoing clinical
need to report testing, the CPT Editorial Panel
expedited the publication to the AMA website and
approved two new Category I codes and two new
PLA codes on Monday, August 10, 2020, at https://

#@86409 titer

Code 86408 was established for reporting
SARS-CoV-2 neutralizing antibody screen and
code 86409 for reporting SARS-CoV-2 neutralizing
antibody titer. Currently, no existing CPT codes

www.ama-assn.org/delivering-care/public-health/
covid-19-2019-novel-coronavirus-resource-center-
physicians. These codes are effective immediately
for use in reporting these laboratory tests.

are specifically for tests that measure a patient’s
SARS-CoV-2 neutralizing antibodies. There also are
not codes related to utilizing a cellular reporter system
to measure live virus infection of cells in culture.
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A cellular response to infection is measured through
the use of a cellular reporter system as a measure of
infection. These tests determine if antibodies present in
a patient specimen can directly block infection of cells
expressing the viral entry receptor on their surface.

Proprietary Laboratory

Analyses
@0225U Infectious disease (bacterial or

viral respiratory tract infection)
pathogen-specific DNA and RNA,

21 targets, including severe acute
respiratory syndrome coronavirus

2 (SARS-CoV-2), amplified probe
technique, including multiplex reverse
transcription for RNA targets, each
analyte reported as detected or not
detected

©0226U Surrogate viral neutralization test

(sVNT), severe acute respiratory

Proprietary Name Alpha-

and Clinical Laboratory or
Manufacturer

Numeric Code

syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19]), ELISA, plasma, serum

New code 0225U describes infectious agent detec-
tion by nucleic acid (DNA and RNA) by amplified
probe technique through polymerase chain reaction
and electrochemical detection that generates a result
of detected or not detected for each of the analytes.
Code 0226U describes a high-throughput quantita-
tive blocking ELISA assay to assess the patient’s viral
neutralization capacity to SARS-CoV-2.

In addition to listing codes 0225U and 0226U in the
Pathology and Laboratory section, these new PLA
codes will also be included with the procedure’s pro-
prietary name in Appendix O in the CPT code set.

To report a PLA code, the analysis performed must
fulfill the code descriptor and must be the test repre-
sented by the proprietary name listed in Appendix O.
Codes 0225U and 0226U will be listed in Appendix
O as follows:

Code Descriptor

P cPlex® Respiratory Pathogen @0225U »Infectious disease (bacterial or viral respiratory tract
Panel 2, GenMark Dx, GenMark infection) pathogen-specific DNA and RNA, 21 targets,
Diagnostics, Inc € including severe acute respiratory syndrome coronavirus
2 (SARS-CoV-2), amplified probe technique, including
multiplex reverse transcription for RNA targets, each analyte
reported as detected or not detected «
»Tru-Immune™, Ethos Laboratories, | @0226U P Surrogate viral neutralization test (sSVNT), severe
GenScript® USA Incd acute respiratory syndrome coronavirus 2 (SARS-CoV-2)
(Coronavirus disease [COVID-19]), ELISA, plasma, serum<

The following clinical examples and procedural
descriptions reflect typical clinical scenarios when it
would be appropriate to report these new codes.

Due to the early utilization stage for these tests,
clinical indications are subject to further refinement
as knowledge of the novel coronavirus evolves. The
CPT Editorial Panel will continue to review and
may clarify these indications as more information
becomes available.

Clinical Example (86408)

A 56-year-old female was discharged from the
hospital after a lengthy stay with severe COVID-
19, which was confirmed with molecular testing for

SARS-CoV-2. Two weeks after her recovery, she pres-
ents at a blood donation center for testing to determine
eligibility for convalescent plasma donation.

Description of Procedure
(86408)

Combine the patient’s serum, diluent, and pseudovi-
rion expressing the SARS-CoV-2 spike protein with
cultured cells in a multi-well plate. Following incuba-
tion period, add substrate, which will luminesce in
the presence of viral infection. Measure the signal

on a multi-well plate reader. Compare the specimen
measurements to the control specimen to generate a
qualitative result.
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Clinical Example (86409)

A 56-year-old female was discharged from the hospital
after a lengthy stay with severe COVID-19, which was
confirmed with molecular testing for SARS-CoV-2.
Two weeks after her recovery, she presents at a blood
donation center for testing to determine eligibility for
convalescent plasma donation.

Description of Procedure
(86409)

Incubate serial dilutions of patient’s sera with target
cells and pseudovirion expressing the SARS-CoV-2
spike protein. Measure antibody-neutralizing activity
using quantitative or semi-quantitative assessment
of the changes in the signal activity. Compare the
results to the control specimen and interpret and
report the results.

Clinical Example (0225U)

A 77-year-old female with hypertension and diabetes
presents with worsening fevers, cough, and respiratory
distress. A respiratory pathogen panel is ordered to
determine possible infectious causes for her findings.

Description of Procedure
(0225U)

Load a sample of a nasopharyngeal swab specimen
into the ePlex RP2 Panel cartridge and insert into
the instrument. Provide a result of detected or not
detected for each of 22 pathogens.

Clinical Example (0226U)

A 45-year-old male presents to his physician with
flu-like symptoms a few months ago. He did not get a

PCR viral test for SARS-CoV-2 but thinks he had it.
He is concerned with future exposure to COVID-19
and wants to know if he has immunity. Plasma is
submitted to assess the patient’s viral neutralization
capacity to SARS-CoV-2.

Description of Procedure
(0226U)

Subject plasma to a multistep-blocking ELISA assay.
The laboratory professional reads the absorbance,
interprets the findings, and sends a report specifying
the patient’s inhibition capacity to SARS-CoV-2 to
the ordering physician.

See the following question and answer regarding the
differences between the test represented in codes
86408 and 86409 and code 86328.

Question and Answer

Question: What is the difference between codes
86408 and 86409 and code 86328, which was
approved on April 10, 2020?

Answer: Code 86328 describes immunoassay for
infectious agent antibody(ies). Code 86408 was
established for reporting the SARS-CoV-2 neutral-
izing antibody screen and code 86409 SARS-CoV-2
neutralizing antibody titer. These tests are used to
determine if antibodies present in a patient specimen
can directly block infection of cells. An antibody
screen produces a present or absent result. Code
86328 describes only the presence of antibodies. In
contrast, codes 86408 and 86409 are used to report
tests that determine if the antibodies present can
block the COVID-19 virus infection.
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CMS Man ual Syste m Department of Health &

Human Services (DHHS)

Pub 100-04 Medicare Claims Processing Centers for Medicare &
Medicaid Services (CMS)
Transmittal 10318 Date: August 21, 2020

Change Request 11937

Transmittal 10265, dated August 7, 2020, is being rescinded and replaced by Transmittal 10318,
August 21, 2020, to revise the policy section to include additional COVID-19 codes 86408, 86409,
0225U and 0226U. All other information remains the same.

SUBJECT: Quarterly Update for Clinical Laboratory Fee Schedule 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: October 1, 2020
*Unless otherwise specified, the effective date is the date of service.
IMPLEMENTATION DATE: October 5, 2020

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.

Il. 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
I11. 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: 10318 | Date: August 21,2020 | Change Request: 11937 |

Transmittal 10265, dated August 7, 2020, is being rescinded and replaced by Transmittal 10318,
August 21, 2020, to revise the policy section to include additional COVID-19 codes 86408, 86409,
0225U and 0226U. All other information remains the same.

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

EFFECTIVE DATE: October 1, 2020

*Unless otherwise specified, the effective date is the date of service.
IMPLEMENTATION DATE: October 5, 2020

l. 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 Payment Amount for Specific Advanced Diagnostic Laboratory Tests (ADLTS)

e For dates of service beginning on or after April 1, 2020 through December 31, 2021, the
payment amount for the ADLT DecisionDx-Melanoma™ is equal to $7,193.00. The fee
schedule amount for DecisionDx-Melanoma™ reflects the weighted median of private payor
rates for the test, as determined from applicable information collected and reported to CMS
during the new ADLT initial period. Once this ADLT is assigned its own unique Healthcare
Common Procedure Coding System (HCPCS) code, meaning one that describes only a single
test, the HCPCS code and payment amount will be included on the CLFS file.

o Please refer to the following CMS website for additional information regarding these tests:
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/ClinicalLabFeeSched/PAMA-
Regulations.htmI#ADLT _tests.

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

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 Section 105 (a) of the Further Consolidated Appropriations Act, 2020 (FCAA) (Pub. L. 116-94,
enacted December 19, 2019) and section 3718 of the Coronavirus Aid, Relief, and Economic
Security (CARES) Act (Pub. L. 116-136, enacted March 27, 2020) made several revisions to the next
data reporting period for CDLTSs that are not ADLTSs and the phase-in of payment reductions under





the Medicare private payor rate-based CLFS. In summary, revisions are as follows:

e The next data reporting period of January 1, 2022 through March 31, 2022, 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 CDLTSs that
are not ADLTs, (that is 2025, 2028, etc.).

e The statutory phase-in of payment reductions resulting from private payor rate
implementation is extended, that is, through CY 2024. There is a 0.0 percent reduction for
CY 2021, and payment may not be reduced by more than 15 percent for CY's 2022 through
2024.

Coronavirus-19 (COVID-19) Policy Updates

e Payment for Specimen Collection for Purposes of COVID-19 Testing

For the duration of the Public Health Emergency (PHE) for the COVID-19 pandemic and in an effort to be
as expansive as possible within the current authorities to have diagnostic testing available to Medicare
beneficiaries who need it, in the interim final rule with comment period (IFC), CMS-1744-IFC, Medicare
and Medicaid Programs; Policy and Regulatory Revisions in Response to the COVID-19 Public Health
Emergency, CMS changed the Medicare payment rules to provide payment to independent laboratories for
specimen collection from beneficiaries who are homebound or inpatients not in a hospital for COVID-19
testing under certain circumstances. For more information on this policy update, please refer to
https://www.cms.gov/files/document/covid-final-ifc.pdf.

e Revisions to Ordering Requirements for Clinical Laboratory Diagnostic Testing

In the interim final rule with comment period, CMS-5531-1FC, Medicare and Medicaid Programs, Basic
Health Program, and Exchanges; Additional Policy and Regulatory Revisions in Response to the COVID-19
Public Health Emergency and Delay of Certain Reporting Requirements for the Skilled Nursing Facility
Quality Reporting Program, on an interim basis for the duration of the PHE for the COVID-19 pandemic,
CMS removed the requirement that certain clinical diagnostic laboratory tests must be ordered by a treating
physician or non-physician practitioner (NPP). This will allow any healthcare professional authorized to do
so under State law to order COVID-19 diagnostic laboratory tests (including serological and antibody tests).
Because the symptoms for coronavirus, influenza and respiratory syncytial virus (RSV) are often the same,
such that concurrent testing for all three viruses is warranted, this interim policy also applies to influenza
and RSV tests, but only when they are furnished in conjunction with a medically necessary COVID-19
diagnostic laboratory test to establish or rule out a COVID-19 diagnosis or identify an adaptive immune
response to SARS-COV-2. For more information on this policy update, please refer to
https://www.cms.gov/files/document/covid-medicare-and-medicaid-ifc2.pdf.

e Coverage of COVID-19 Serology Testing

In the interim final rule with comment period, CMS-5531-1FC, Medicare and Medicaid Programs, Basic
Health Program, and Exchanges; Additional Policy and Regulatory Revisions in Response to the COVID-19
Public Health Emergency and Delay of Certain Reporting Requirements for the Skilled Nursing Facility
Quality Reporting Program, CMS finalized on an interim basis, that during the PHE for the COVID-19
pandemic, Medicare will cover FDA-authorized COVID-19 serology tests as they are reasonable necessary
under section 1862(a)(1)(A) of the Act for beneficiaries with known current or known prior COVID-19
infection or suspected current or suspected past COVID-19 infection. CMS amended § 410.32(a)(3) to
reflect this determination of coverage. For more information on this policy update, please refer to





https://www.cms.gov/files/document/covid-medicare-and-medicaid-ifc2.pdf.

e High Throughput Technologies

CMS issued CMS Ruling CMS-2020-01-R concerning payment under Medicare Supplementary Medical
Insurance (Part B) of certain clinical diagnostic laboratory tests for the detection of SARS-CoV-2 or the
diagnosis of the virus that causes COVID-19 making use of high throughput technologies. As described in
CMS Ruling CMS 2020-01-R, a high throughput technology uses a platform that employs automated
processing of more than two hundred specimens a day. For more information on this policy update, please
refer to https://www.cms.gov/files/document/cms-2020-01-r.pdf.

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 A/B MAC contractors 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
below during the PHE.

Codes Effective June 25, 2020

Please note that since the issuing of Transmittal R10217CP, CR 11815, Quarterly Update for Clinical
Laboratory Fee Schedule and Laboratory Services Subject to Reasonable Charge Payment, the following
codes were added to the national HCPCS file with an effective date of June 25, 2020. The codes are
contractor-priced until they are nationally priced and undergo the CLFS annual payment determination
process in accordance with the Social Security Act 8 1833(h)(8), § 1834A(c) and § 1834(A)(f).

e (Code:87426

Long Descriptor: Infectious agent antigen detection by immunoassay technique, (eg, enzyme immunoassay
[EIA], enzyme-linked immunosorbent assay [ELISA], immunochemiluminometric assay [IMCA])
qualitative or semiquantitative, multiple-step method; severe acute respiratory syndrome coronavirus (eg,
SARS-CoV, SARS-CoV-2 [COVID-19])





Short Descriptor: CORONAVIRUS AG IA
TOS: 5

e Code: 0223U

Laboratory Name: QIAstat-Dx Respiratory SARS CoV-2 Panel, QIAGEN Sciences, QIAGEN GmbH
Long Descriptor: Infectious disease (bacterial or viral respiratory tract infection), pathogen-specific nucleic
acid (DNA or RNA), 22 targets including severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2),
qualitative RT-PCR, nasopharyngeal swab, each pathogen reported as detected or not detected

Short Descriptor: NFCT DS 22 TRGT SARS-COV-2

TOS: 5

e Code: 0224 U

Laboratory Name: COVID-19 Antibody Test, Mt Sinai, Mount Sinai Laboratory

Long Descriptor: Antibody, severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus
disease [COVID-19]), includes titer(s), when performed

Short Descriptor: ANTIBODY SARS-COV-2 TITER(S
TOS: 5

Codes Effective August 10, 2020

The listed new codes will be added to the national HCPCS file with an effective date of August 10, 2020 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.

e Code: 86408
Long Descriptor: Neutralizing antibody, severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2)
(Coronavirus disease [COVID-19]); screen
Short Descriptor: NEUTRLZG ANTB SARSCOV2 SCR
TOS: 5

e Code: 86409
Long Descriptor: Neutralizing antibody, severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2)

(Coronavirus disease [COVID-19]); titer

Short Descriptor: NEUTRLZG ANTB SARSCOV2 TITER





TOS: 5
Proprietary Laboratory Analysis (PLAS)

e Code: 0225U

Laboratory Name: ePlex® Respiratory Pathogen Panel 2, GenMark Dx, GenMark Diagnostics, Inc

Long Descriptor: Infectious disease (bacterial or viral respiratory tract infection) pathogen-specific DNA
and RNA, 21 targets, including severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2), amplified
probe technique, including multiplex reverse transcription for RNA targets, each analyte reported as
detected or not detected

Short Descriptor: NFCT DS DNA&RNA 21 SARSCOV?2

TOS: 5

e Code: 0226U

Laboratory Name: Tru-ImmuneTM, Ethos Laboratories, GenScript® USA Inc

Long Descriptor: Surrogate viral neutralization test (SVNT), severe acute respiratory syndrome coronavirus
2 (SARS-CoV-2) (Coronavirus disease [COVID-19]), ELISA, plasma, serum

Short Descriptor: SVNT SARSCOV2 ELISA PLSM SRM
TOS: 5

New Codes Effective October 1, 2020

The listed new codes will be added to the national HCPCS file with an effective date of October 1, 2020 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)(T).

e Code: 0015M
Long Descriptor: Adrenal cortical tumor, biochemical assay of 25 steroid markers, utilizing 24-hour urine
specimen and clinical parameters, prognostic algorithm reported as a clinical risk and integrated clinical
steroid risk for adrenal cortical carcinoma, adenoma, or other adrenal malignancy
Short Descriptor: ADRNL CORTCL TUM BCHM ASY 25
TOS: 5

e Code: 0016M

Long Descriptor: Oncology (bladder), mRNA, microarray gene expression profiling of 209 genes, utilizing
formalin-fixed paraffin-embedded tissue, algorithm reported as molecular subtype (luminal, luminal





infiltrated, basal, basal claudin-low, neuroendocrine-like)

Short Descriptor: ONC BLADDER MRNA 209 GEN ALG

TOS: 5

Proprietary Laboratory Analysis (PLAS)

Please see table attached to the Transmittal entitled "CY2020 CLFS Quarterly Updates”, Tab "New Codes
Effective 10-1-2020". The listed new codes have been added to the national HCPCS file with an effective
date of October 1, 2020 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 8 1834(A)(f). MACs shall only price PLA codes for laboratories within their jurisdiction.
MAC:s shall only price PLA codes for laboratories within their jurisdiction.

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

1.  BUSINESS REQUIREMENTS TABLE

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

Number | Requirement Responsibility

A/B D Shared- Other
MAC | M| System

E | Maintainers
FIMV|C
| | C| MW
S|S|S|F
S

AlB|H
H
H

or

11937.1 | Contractors shall be aware that the CLFS will be X[ X VDC
released quarterly, as needed, and establish hours to
accommodate retrieval and implementation of the
quarterly CLFS data file.

11937.1.1 | CMS shall notify contractors by email approximately CMS
six weeks prior to the beginning of the quarter when
the Clinical Laboratory Fee Schedule (CLFS) data file
is ready for download. CMS shall provide the file
name.

11937.2 | Contractors shall retrieve and load for testing and X| X VDC
claims processing purposes the October 2020 quarterly
CLFS data file from the CMS mainframe
approximately six weeks prior to the beginning of the
quarter.

11937.2.1 | Contractors shall note that the CLFS data file name X| X VDC
will be in the following format:

MUO00.@BF12394.CLAB.VyyyyQr






Number | Requirement Responsibility

A/B D Shared- Other
MAC | M| System

E | Maintainers
FIMV|C
I |C| M| W
S|IS|S|F
S

A|B|H
H
H

or

Note: 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 October release or the 4th quarter
release of 2020, the data file name is the following:

MUO00.@BF12394.CLAB.V2020Q4

11937.2.2 | Contractors shall notify CMS of successful receipt via | X| X VvDC
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).

11937.2.3 | Contractors shall address any questions/concerns X| X VvDC
regarding the content of the files and/or specific
HCPCS codes contained within by emailing
CLFS_Inquiries@cms.hhs.gov.

11937.3 | A/B MAC Part B contractors shall determine the X
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).

11937.4 | A/B MAC Part A contractors shall determine payment | X
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).

11937.5 | Contractors shall be aware of any new Advanced X| X X
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.

11937.5.1 | In instances where Medicare covered CLFS procedure | X | X
codes do not yet appear on the quarterly CLFS file or
the quarterly Integrated Outpatient Code Editor
(I0CE) update, contractors shall locally price the
codes until they appear on the CLFS file and/or, for






Number | Requirement Responsibility
A/B D Shared- Other
MAC | M| System
E | Maintainers
A B|H FIMV|C
HIM 1 |C|M W
HIAIS|S|S|F
Cl|s
Part A claims, the IOCE.
11937.6 Contractors shall not search their files to either retract | X | X

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

PROVIDER EDUCATION TABLE

article that will be marketed through the MLN Connects weekly newsletter
shortly after the CR is released. MACs shall follow IOM Pub. No. 100-09
Chapter 6, Section 50.2.4.1, instructions for distributing MLN Connects
information to providers, posting the article or a direct link to the article on your
website, and including the article or a direct link to the article in your bulletin or
newsletter. You may supplement MLN Matters articles with localized
information benefiting your provider community in billing and administering the
Medicare program correctly. Subscribe to the “MLN Matters” listserv to get
article release notifications, or review them in the MLN Connects weekly
newsletter.

Number Requirement Responsibility
A/B D|C
MAC M| E
E|D
A[B|H I
HI M
HIA
C
11937.7 MLN Article: CMS will make available an MLN Matters provider education X | X

V.

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): Rasheeda Arthur, 410-786-3434 or rasheeda.johnson1l@cms.hhs.gov ,
Laura Ashbaugh, 410-786-1113 or laura.ashbaugh2@cms.hhs.gov

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

Section A: For Medicare Administrative Contractors (MACSs):

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, 2020

Proprietary Laboratory Analysis (PLAs)

The following new codes have been added to the national HCPCS file with an effective date of October 1, 2020 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
PredictSURE IBDTM Test, KSL Diagnostics, . . . . .
Predictimmune Ltd Autoimmune (inflammatory bowel disease), mRNA, gene expression profiling by
0203U | quantitative RT-PCR, 17 genes (15 target and 2 reference genes), whole blood, reported as [Al IBD MRNA XPRSN PRFL 17 5 October 1, 2020
a continuous risk score and classification of inflammatory bowel disease aggressiveness
Af % 1o Atlas, Vi | Oncology (thyroid), mRNA, gene expression analysis of 593 genes (including BRAF, RAS,
V;;amcay\ep\riismn as, Veracyte, Inc, 0204U [RET, PAX8, and NTRK) for sequence variants and rearrangements, utilizing fine needle ONC THYR MRNA XPRSN ALYS 593 |5 October 1, 2020
! aspirate, reported as detected or not detected
Ophthalmology (age-related macular degeneration), analysis of 3 gene variants (2 CFH
Vita Riske, Arctic Medlca\ Laboratories, Arctic 0205U gene,.l ARMS2 gene), using PCR and MALDI-TOF, buccal .swal?, reportéd as po.sltlv.e or OPH AMD ALYS 3 GENE VARIANTS |5 October 1, 2020
Medical Laboratories negative for neovascular age-related macular-degeneration risk associated with zinc
supplements
. Neurology (Alzheimer disease); cell aggregation using morphometric imaging and protein
DISCERN™, NeuroDiagnostics, N " Lo .
NeuroDiagnostics 0206U | kinase C-epsilon (PKCe) concentration in response to amylospheroid treatment by ELISA, NEURO ALZHEIMER CELL AGGREG!) (5 October 1, 2020
cultured skin fibroblasts, each reported as positive or negative for Alzheimer disease
disease quantitative imaging of phosphorylated ERK1 and ERK2 in response to bradykinin
DISCERN™, NguruD\agnusllcs, 0207U treatm?.nt h.ry in situ |mmurwf|uorescence., using culture.d skln.fl.broblasts, report(.ed asa NEURO ALZHEIMER QUAN IMAGING|5 October 1, 2020
NeuroDiagnostics probability index for Alzheimer disease (List separately in addition to code for primary
procedure)
Af Medullary Thyroid Carci ey Oncology (medullary thyroid carcinoma), mRNA, gene expression analysis of 108 genes,
irma Medullary Thyroid Carcinoma I . X L R
Classifier, Veracyte, Inc, Veracyte, Inc 0208U ut|||z|.ng flne. needle aspirate, algorithm reported as positive or negative for medullary ONC MTC MRNA XPRSN ALYS 108 |5 October 1, 2020
thyroid carcinoma
NG PerkinElmer G Cy ic constitutional (g ide) analysis, interrogation of genomic regions for
nomemv, PerkinElmer Genomics, X
PerkinElmer Genomics 0209U | copy number, structural changes and areas of homozygosity for chromosomal CYTOG CONST ALYS INTERROG 5 October 1, 2020
abnormalities
BioPlex 2200 RPR Assay - Quantitative, Bio- e P . -
Rad Laboratories, Bio-Rad Laboratories 0210U | Syphilis test, non-tr antibody, quantitative (RPR) SYPHILIS TST ANTB IA QUAN 5 October 1, 2020
. Oncology (pan-tumor), DNA and RNA by next-generation sequencing, utilizing formalin-
MI Cancer Seekm - NGS Analysis, Caris MPI fixed paraffin-embedded tissue, interpretative report for single nucleotide variants, copy
d/b/a Caris Life Sciences, Caris MPI d/b/a 0211V ) - . o N ) ! ONC PAN-TUM DNA&RNA GNRJ SEQ|5 October 1, 2020
Caris Life Sciences number alterations, tumor mutational burden, and microsatellite instability, with therapy
association
Rare diseases (constitutional/heritable disorders), whole genome and mitochondrial DNA
Genomic Unl%wahuIe Gengme Analysis — 0212y |Seduence analysis, |.nc|ud|ng sma.ll seq.uence chi.inges, deletions, dup.llcatlons, short ta.ndem RARE DS GEN DNA ALYS PROBAND |5 October 1, 2020
Proband, Variantyx Inc, Variantyx Inc repeat gene expansions, and variants in non-uniquely mappable regions, blood or saliva,
identification and categorization of genetic variants, proband
Rare diseases (constitutional/heritable disorders), whole genome and mitochondrial DNA
s Unitys Whole G Analysi sequence analysis, including small sequence changes, deletions, duplications, short tandem
enomic Unitye Whole Genome Analysis - N X . . . R
Comparator, Variantyx Inc, Variantyx Inc 0213U .repea.t.ger?e expansions, a.nd \./arlants in n.on—un.lquely mappable regions, blood or saliva, RARE DS GEN DNA ALYS EA COMP |5 October 1, 2020
identification and categorization of genetic variants, each comparator genome (eg, parent,
sibling)
Rare diseases (constitutional/heritable disorders), whole exome and mitochondrial DNA
Genomic Uanyw Exome P\u§ Analysis - 0214U sequence analysis, |.nc|ud|ng sma.ll seq.uence chi.inges, deletions, dup.llcatlons, short ta.ndem RARE DS XOM DNA ALYS PROBAND |5 October 1, 2020
Proband, Variantyx Inc, Variantyx Inc repeat gene expansions, and variants in non-uniquely mappable regions, blood or saliva,
identification and categorization of genetic variants, proband
Rare diseases (constitutional/heritable disorders), whole exome and mitochondrial DNA
s U & Plus Anal sequence analysis, including small sequence changes, deletions, duplications, short tandem
enomic Unitys Exome Plus Analysis - 0215U |repeat gene expansions, and variants in non-uniquely mappable regions, blood or saliva, ~|RARE DS XOM DNA ALYS EA COMP |5 October 1, 2020
Comparator, Variantyx Inc, Variantyx Inc
identification and categorization of genetic variants, each comparator exome (eg, parent,
sibling)
G U A R c ’ Neurology (inherited ataxias), genomic DNA sequence analysis of 12 common genes
enomic Unitys Ataxia Repeat Expansion an : . . IS
Sequence Analysis, Variantyx Inc, Variantyx | 0216y |!"cluding small sequence changes, deletions, duplications, short tandem repeat Bene e\;q vy ATAXIADNA12COM |5 |October 1, 2020
Inc expansions, and variants in non-uniquely mappable regions, blood or saliva, identification
and categorization of genetic variants
G U c N A R Neurology (inherited ataxias), genomic DNA sequence analysis of 51 genes including small
enomic Unitys Comprehensive Ataxia Repeat " P "
Expansion and Sequence Analysis, Variantyx | 0217y |$¢duence changes, deletions, duplications, short tandem repeat gene expansions, and NEURO INH ATAXIADNA 51 GENE |5 |October 1, 2020
variants in non-uniquely mappable regions, blood or saliva, identification an
Inc, Variantyx Inc t ) bl bload | dentificat d
categorization of genetic variants
s U DMD Anal v x| Neurology (muscular dystrophy), DMD gene sequence analysis, including small sequence
V;"‘g:[‘)‘,i In”C"VR nalysis, Variantyxinc, | 0218y  |changes, deletions, duplications, and variants in non-uniquely mappable regions, blood or |NEURO MUSC DYS DMD SEQALYS |5 October 1, 2020
saliva, identification and characterization of genetic variants
Sentosa e SQ HIV-1 Genotyping Assay, Vela Infectious agent (human immunodeficiency virus), targeted viral next-generation sequence
Diagnostics USA, Inc, Vela Operations 0219U |analysis (ie, protease [PR], reverse transcriptase [RT], integrase [INT]), algorithm reported [NFCT AGT HIV GNRJ SEQ ALYS 5 October 1, 2020
Singapore Pte Ltd as prediction of antiviral drug susceptibility
PreciseDxm Breast Cancer Test, PreciseDx, 02200 O'ncolog'y (breést cancer?, image énalys|s with artificial intelligence assessment of 12 ONC BRST CA Al ASSMT 12 FEAT 5 October 1, 2020
PreciseDx and h hemical features, reported as a recurrence score
Navigator ABO Blood Group NGS, Grifols Red cell antigen (ABO blood group) genotyping (ABO), gene analysis, next-generation
Immunohematology Center, Grifols 0221U |sequencing, ABO (ABO, alpha 1-3-N-acetylgalactosaminyltransferase and alpha 1-3- ABO GNOTYP NEXT GNRJ SEQ ABO |5 October 1, 2020
Immunohematology Center galactosyltransferase) gene
Navigator Rh Blood Group NGS, Grifols " " " _
Immunohematology Center, Grifols 0220y |Red cell antigen (RH blood group) genotyping (RHD and RHCE), gene analysis, next RHD&RHCE GNTYP NEXT GNRJ SEQ |5 October 1, 2020

Immunohematology Center

generation sequencing, RH proximal promoter, exons 1-10, portions of introns 2-3
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cpt-assistant-guide-coronavirus-october-2020.pdf
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Official source for CPT

SPECIAL EDITION: October Update

COVID-19 October Update

As we approach the season for influenza (flu) and
respiratory syncytial virus (RSV) infections, clini-
cians need to be able to rapidly distinguish these
two seasonal infections from infections caused by
severe acute respiratory syndrome coronavirus 2
(SARS-CoV-2). Ordinarily, a test panel that evalu-
ates these four viruses would be reported using
Current Procedural Terminology (CPT®) code 87631,
Infectious agent detection by nucleic acid (DNA or
RNA); respiratory virus (eg, adenovirus, influenza
virus, coronavirus, metapneumovirus, parainflu-
enza virus, respiratory syncytial virus, rhinovirus),
includes multiplex reverse transcription, when
performed, and multiplex amplified probe technique,
multiple types or subtypes, 3-5 targets.

However, as the coronavirus 2019 (COVID-19)
pandemic continues to progress, the need to be able
to distinguish the tests for influenza A, influenza

B, and RSV that include SARS-CoV-2 from those
that do not has become apparent. The CPT Editorial
Panel (Panel) acknowledged that such codes would
represent a fragmentation of an existing service
(87631); however, the substantive need created by the
unique circumstances of the SARS-CoV-2 pandemic
provides justification to create specific codes to des-
ignate such respiratory viral panels.

The Panel also approved revised guidelines to cor-
rect and clarify reporting of infectious agent antigen

studies in the Microbiology subsection in the
Pathology and Laboratory section of the CPT code set.
To address the urgent clinical need to report testing,
the Panel expedited the publication of these additional
codes to the AMA website on October 6, 2020, at
https:/www.ama-assn.org/practice-management/
cpt/covid-19-coding-and-guidance. These codes are
effective immediately for use in reporting these
laboratory tests.

Infectious-Agent Detection

For a list of the new and revised codes specific to
laboratory testing for SARS-CoV-2 and the new and
revised parenthetical notes and guidelines to cor-
rect and clarify reporting of infectious agent antigen
studies, see the following.

Immunology

86317 Immunoassay for infectious agent
antibody, quantitative, not otherwise
specified

» (For immunoassay techniques for
non-infectious agent antigens, see
83516, 83518, 83519, 83520) «

continued on next page
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» (For infectious agent antigen
detection by immunoassay
technique, see 87301-87451. For
infectious agent antigen detection by
immunoassay technique with direct
optical [ie, visual] observation, see
87802-87899)«

(For particle agglutination
procedures, use 86403)

Microbiology

87250 Virus isolation; inoculation of
embryonated eggs, or small animal,
includes observation and dissection

87255 including identification by non-

immunologic method, other than
by cytopathic effect (eg, virus
specific enzymatic activity)

»These codes are intended for primary source only.
For similar studies on culture material, refer to codes
87140-87158. Infectious agents by antigen detection,
immunofluorescence microscopy, or nucleic acid probe
techniques should be reported as precisely as possible.
The molecular pathology procedures codes (81161,
81200-81408) are not to be used in combination with or
instead of the procedures represented by 87471-87801.
The most specific code possible should be reported.

If there is no specific agent code, the general method-
ology code (eg, 87299, 87449, 87797, 87798, 87799,
87899) should be used. For identification of antibodies
to many of the listed infectious agents, see 86602-
86804. When separate results are reported for different
species or strain of organisms, each result should

be coded separately. Use modifier 59 when separate
results are reported for different species or strains that
are described by the same code. <

»When identifying infectious agents on primary
source specimens (eg, tissue, smear) microscopically
by direct/indirect immunofluorescent assay [IFA]
techniques, see 87260-87300. When identifying
infectious agents on primary source specimens or
derivatives via non-microscopic immunochemical
techniques with fluorescence detection (ie, fluo-
rescence immunoassay [FIA]), see 87301-87451,
87802-87899. When identifying infectious agents on
primary source specimens using antigen detection by
immunoassay with direct optical (ie, visual) observa-
tion, see 87802-87899.4

A new guideline for correct reporting of infectious
agent antigen primary source studies using micro-
scopic direct/indirect immunofluorescent assay (IFA)
techniques vs immunoassay with direct optical (ie,
visual) observation and primary source specimen or
derivative studies using non-microscopic immuno-
chemical techniques with fluorescence detection was
added to the Microbiology subsection. The paren-
thetical note following code 86317 was revised with
the addition of instructions for correct reporting of
infectious agent antigen detection by immunoassay
technique performed with and without direct optical
observation.

Microbiology

A87301 Infectious agent antigen detection
by immunoassay technique, (eg,
enzyme immunoassay [EIA], enzyme-
linked immunosorbent assay [ELISA],
fluorescence immunoassay [FIA],
immunochemiluminometric assay
[IMCA]) qualitative or semiquantitative;
adenovirus enteric types 40/41

A87305 Aspergillus

A87320 Chlamydia trachomatis

AB87324 Clostridium difficile toxin(s)

A87327 Cryptococcus neoformans
(For Cryptococcus latex agglutination,
use 86403)

AB87328 cryptosporidium

A87329 giardia

A87332 cytomegalovirus

A87335 Escherichia coli 0157
(For giardia antigen, use 87329)

AB87336 Entamoeba histolytica dispar

group

AB87337 Entamoeba histolytica group

AB87338 Helicobacter pylori, stool

AB87339 Helicobacter pylori
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AB87340

A87341

A87350

A87380

A87385

A87389

AB87390

A87391

AB87400

AB87420

AB87425

AB87426

AB7427
AB87430
AB87449

AB87451

(For H. pylori, stool, use 87338. For
H. pylori, breath and blood by mass
spectrometry, see 83013, 83014. For
H. pylori, liquid scintillation counter,
see 78267, 78268)

hepatitis B surface antigen
(HBsAg)

hepatitis B surface antigen
(HBsAQ) neutralization

hepatitis Be antigen (HBeAg)
hepatitis, delta agent
Histoplasma capsulatum

HIV-1 antigen(s), with HIV-1 and
HIV-2 antibodies, single result

HIV-1

HIV-2

Influenza, A or B, each
respiratory syncytial virus
rotavirus

severe acute respiratory
syndrome coronavirus (eg,
SARS-CoV, SARS-CoV-2
[COVID-19])

Shiga-like toxin
Streptococcus, group A

not otherwise specified, each
organism

» (87450 has been deleted. For
infectious agent antigen detection

by immunoassay technique, see
87301-87451. For infectious agent
antigen detection by immunoassay
technique with direct optical [ie, visual]
observation, see 87802-87899) ¢

polyvalent for multiple organisms,
each polyvalent antiserum

87471

87635

87636

@87637

A387802

Infectious agent detection by nucleic
acid (DNA or RNA); Bartonella
henselae and Bartonella quintana,
amplified probe technique

severe acute respiratory
syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19]), amplified probe
technique

severe acute respiratory
syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19]) and influenza virus
types A and B, multiplex amplified
probe technique

severe acute respiratory
syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19)), influenza virus
types A and B, and respiratory
syncytial virus, multiplex
amplified probe technique

» (For nucleic acid detection of
multiple respiratory infectious
agents, not including severe acute
respiratory syndrome coronavirus 2
[SARS-CoV-2] [Coronavirus disease
{COVID-19}], see 87631, 87632,
87633)«

» (For nucleic acid detection of
multiple respiratory infectious
agents, including severe acute
respiratory syndrome coronavirus 2
[SARS-CoV-2] [Coronavirus disease
{COVID-19}] in conjunction with
additional target[s] beyond influenza
virus types A and B and respiratory
syncytial virus, see 87631, 87632,
87633)«

Infectious agent antigen detection by
immunoassay with direct optical (ie,
visual) observation; Streptococcus,
group B
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A87803 Clostridium difficile toxin A

#A87806 HIV-1 antigen(s), with HIV-1 and
HIV-2 antibodies

A87804 Influenza

87806 Code is out of numerical sequence.

See 87802-87903

A87807 respiratory syncytial virus

#@87811 severe acute respiratory
syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19])

A87808 Trichomonas vaginalis

A87809 adenovirus

A87810 Chlamydia trachomatis

A87850 Neisseria gonorrhoeae

A87880 Streptococcus, group A

A87899 not otherwise specified

New Codes and Updated
Microbiology Guidelines

With the creation of the three new Category I codes
by the Panel, code 87636 may now be used to report
combined respiratory virus multiplex testing for
either SARS-CoV-2 with influenza A and influenza
B, and code 87637 may be reported for SARS-CoV-2
with influenza A, influenza B, and RSV.

Code 87811 describes antigen detection of
SARS-CoV-2 by direct optical (ie, visual) observa-
tion. In order to create the new codes to report the
evolving methods of SARS-CoV-2 antigen testing,
the Panel also reviewed the guidelines and defi-
nitions in the Immunology and Microbiology
subsections.

In the Panel’s review of these guidelines, it was
discovered that there was overlap and confusion in

certain terms that are used to describe the method-
ologies employed in infectious agent antigen testing,
specifically the concepts surrounding immuno-
fluorescent technique, direct optical observation,
and use of single-step versus multiple-step tech-
niques. See the following discussion on these three
concepts.

Immunofluorescent Technique

Immunofluorescence is generally defined as a pro-
cedure to detect antigens in cellular contexts using
antibodies and tagged fluorescent markers. It is also
typically further clarified to indicate that fluorescence
is identified using microscopy.

A review of the creation of these codes and sub-
sequent codes in the family identified a lack of
clarification on the type of “immunofluorescent
technique” and the lack of specification regarding the
use of microscopy in the CPT code set. After careful
consideration of the historical information available,
it was determined that non-microscopic immunofluo-
rescent technique(s) should not be included in this
code family.

Direct Optical Observation

In contrast to the differentiation of work performed
based on detection methodologies (ie, by immunofluo-
rescence vs other immunologic techniques), the direct
optical observation codes distinguished the differ-
ences in the service provided based on how results are
observed. Although not specifically stated, when the
CPT codes for these tests were initially created, the
general understanding was that these immunoassays
were more akin to single-step methods and conducive
to point-of-care (POC) applications or testing (POCT)
(the prototype used was POCT rapid Strep screening).

The May 2009 issue of CPT® Assistant provided
some guidance regarding this in the article, “Coding
Brief: Rapid Influenza Virus A and B Testing (Code
87804).” The coding brief noted that direct optical
observation “is a testing platform that yields a typi-
cally qualitative result by producing a signal on the
reaction chamber that can be interpreted visually,
such as a colored band.” Note that this clarification
only applies to primary source infectious disease
codes, ie, it does not apply to drug testing codes.
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Single-Step vs Multiple-Step
Techniques

A historical review of the concepts of “single-step”
vs “multiple-step” methodologies for immunoassays
revealed a differentiation characterized primarily by
the amount of laboratory technologist manipulation
required. If a test required little in the way of manipu-
lation (eg, put the sample and reagent[s] together

in a single step), it was considered as a single-step
process. If it required multiple touch points, it was
considered as a multiple-step process. The advent of
automation and matrix processes (eg, lateral flow) that
allow multiple steps to occur within the analysis and
testing equipment, despite the fact that the operator
had a single touch point, has diminished the utility of
characterizing immunoassays into only one of these
categories. Although the concept of single-step and
multiple-step methodologies exists beyond the CPT
codes for primary source infectious disease, the Panel
felt that only these codes should be addressed at this
time due to the urgency to incorporate testing for the
COVID-19 pandemic.

Changes Related to the Three
Concepts

As a result of the findings regarding the three con-
cepts discussed above, the Panel also approved a
series of changes to several parenthetical notes,
revised and added new guidelines in the Microbiology
subsection, and created new code 87811.

Codes 87301-87430 were revised with the addition
of “fluorescence immunoassay” and removal of the
reference to a multiple-step method. Because code
87301 is a parent code and the changes were made
to its descriptor, the changes resulted in a revision
of all of its associated child codes. Code 87426,
which was approved for the CPT 2020 code set, was
revised as well.

Code 87449, previously a parent code, was revised
with the removal of the reference to a multiple-step
method. In addition, codes 87449 and 87451 are now
child codes under code 87301.

Code 87450 was deleted. In a review of the recent
utilization of this code, it appeared to be rarely used,
which led to the belief that it may have been reported
incorrectly. A parenthetical note was added following
code 87449 to clarify the appropriate reporting of

infectious agent antigen detection by immunoassay
technique and by immunoassay technique with direct
optical observation.

Codes 87802-87899 were revised with the addition
of “(ie, visual)” to the code descriptor to clarify the
definition of direct optical observation. Because code
87802 is a parent code and the changes were made to
its descriptor, the changes resulted in a revision of all
of its associated child codes.

All of these new and/or revised codes will con-
tinue to be valid and active after the Public Health
Emergency declaration is lifted. These codes are
intended to address the needs of payers, researchers,
and public health officials, so that they can specifi-
cally identify SARS-CoV-2 testing. Note that even
if a laboratory procedure produces multiple report-
able test results, only a single CPT code may be
reported for the procedure. If there is no CPT code
that describes the procedure, the laboratory should
report an unlisted procedure code with a single unit
of service.

Proprietary Laboratory Analyses

@0240U Infectious disease (viral respiratory
tract infection), pathogen-specific
RNA, 3 targets (severe acute
respiratory syndrome coronavirus 2
[SARS-CoV-2], influenza A, influenza
B), upper respiratory specimen, each
pathogen reported as detected or not
detected

@0241U Infectious disease (viral respiratory
tract infection), pathogen-specific
RNA, 4 targets (severe acute
respiratory syndrome coronavirus 2
[SARS-CoV-2], influenza A, influenza
B, respiratory syncytial virus [RSV]),
upper respiratory specimen, each
pathogen reported as detected or not
detected

Two PLA Codes
Established

Two PLA codes were established to report pro-
prietary POC testing for simultaneous qualitative
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detection and differentiation of SARS-CoV-2,
influenza A, influenza B, and RSV viral RNA that
are performed in the office by a physician or other
qualified health care professional (QHP). It is impor-
tant to note that the tests represented by these two
PLA codes employ the same cartridge and the assay
is performed with or without RSV, and the code
selection is differentiated by the number of targets
tested.

Alpha-
Numeric Code

Proprietary Name

and Clinical Laboratory or
Manufacturer

Per standard CPT convention, in addition to listing
codes 0240U and 0241U in the Pathology and
Laboratory section, these new PLA codes will be
included with the procedure’s proprietary name in
Appendix O in the CPT code set. To report a PLA
code, the analysis performed must fulfill the code
descriptor and must be the test represented by the
proprietary name listed in Appendix O. Codes 0240U
and 0241U will be listed in Appendix O as follows:

Code Descriptor

Flu/RSV (all targets), Cepheid«

» Xpert® Xpress SARS-CoV-2/ @0240U P Infectious disease (viral respiratory tract infection),

Flu/RSV (SARS-CoV-2 & Flu pathogen-specific RNA, 3 targets (severe acute

targets only), Cepheid < respiratory syndrome coronavirus 2 [SARS-CoV-2],
influenza A, influenza B), upper respiratory specimen,
each pathogen reported as detected or not detected «

» Xpert® Xpress SARS-CoV-2/ @0241U P Infectious disease (viral respiratory tract infection),

pathogen-specific RNA, 4 targets (severe acute
respiratory syndrome coronavirus 2 [SARS-CoV-2],
influenza A, influenza B, respiratory syncytial virus
[RSV]), upper respiratory specimen, each pathogen
reported as detected or not detected €

The following clinical examples and procedural
descriptions reflect typical clinical scenarios for
which it would be appropriate to report these codes.

Clinical Example (87636)

A 25-year-old female calls her health care profes-
sional’s health line after 2 days of fever, coughing,
runny nose, and muscle aches. The health care profes-
sional recommends collecting a nasal swab to test for
influenza and COVID-19 because of the overlapping
symptoms.

Description of Procedure
(87636)

Perform a multiplex reverse transcription polymerase
chain reaction (RT-PCR) assay for the simulta-

neous qualitative detection and differentiation of
SARS-CoV-2, influenza A, and influenza B using a
sample of the collected specimen. Provide the results
to the health care professional.

Clinical Example (87637)

A mother calls her health care professional’s health
line after her 2-year-old child has been having 2 days
of fever, coughing, runny nose, and muscle aches.
The health care professional recommends collecting a

nasal swab to test for influenza A, influenza B, respi-
ratory syncytial virus (RSV), and COVID-19 because
of the overlapping symptoms.

Description of Procedure
(87637)

Perform a multiplex reverse transcription polymerase
chain reaction (RT-PCR) assay for the simulta-

neous qualitative detection and differentiation of
SARS-CoV-2, influenza A, influenza B, and RSV
using a sample of the collected specimen. Provide the
results to the health care professional.

Clinical Example (87811)

A 25-year-old female calls her health care profes-
sional’s health line after 2 days of fever, coughing,
runny nose, and muscle aches. The health care profes-
sional recommends collecting a nasal swab to test for
COVID-19.

Description of Procedure
(87811)

Following the manufacturer’s instructions, add a
nasal swab specimen from the patient to a lateral flow
test system to detect SARS-CoV-2 antigen using an
immunochromatographic immunoassay. The operator
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who visually inspects the test cartridge reads the
result, noting the internal control and patient result.
Report the qualitative result to the ordering health
care professional.

Clinical Example (0240U)

A 14-year-old female, who has no underlying condi-
tions, presents with a two-day history of fever, sore
throat, and fatigue. The physician collects a naso-
pharyngeal swab and submits it for simultaneous
evaluation of SARS-CoV-2, influenza A, and influ-
enza B.

Description of Procedure
(0240U)

Add a sample of the collected specimen to the test
cartridge and load it onto the instrument for the
RT-PCR detection of viral RNA from SARS-CoV-2,
influenza A, and influenza B, if present. Report all

positive and negative results for each pathogen to the
ordering health care professional.

Clinical Example (0241U)

A 2-year-old child presents with a two-day history of
fever, sore throat, and fatigue. The physician collects
a nasopharyngeal swab and orders testing for simul-
taneous evaluation of SARS-CoV-2, influenza A,
influenza B, and RSV.

Description of Procedure
(0241U)

Add a sample of collected specimen to a test cartridge
and load it onto the automated instrument for the
RT-PCR detection of viral RNA from SARS-CoV-2,
influenza A, influenza B, and RSV, if present. Report
the qualitative results for the four targets to the
ordering health care professional.

CPT® Assistant Special Edition: October Update / \Volume 30 < 2020





AMA Plaza
330 North Wabash Avenue
Chicago, Illinois 60611-5885

AMA

AMERICAN MEDICAL
ASSOCIATION

P

Official source fc

NON-PROFIT ORG
U.S. POSTAGE
PAID
AMERICAN MEDICAL
ASSOCIATION

CPT® Assistant Special Edition: October Update / \Volume 30 + 2020






cpt-assistant-guide-coronavirus-october-2020.pdf
C])Assis

Official source for CPT

SPECIAL EDITION: October Update

COVID-19 October Update

As we approach the season for influenza (flu) and
respiratory syncytial virus (RSV) infections, clini-
cians need to be able to rapidly distinguish these
two seasonal infections from infections caused by
severe acute respiratory syndrome coronavirus 2
(SARS-CoV-2). Ordinarily, a test panel that evalu-
ates these four viruses would be reported using
Current Procedural Terminology (CPT®) code 87631,
Infectious agent detection by nucleic acid (DNA or
RNA); respiratory virus (eg, adenovirus, influenza
virus, coronavirus, metapneumovirus, parainflu-
enza virus, respiratory syncytial virus, rhinovirus),
includes multiplex reverse transcription, when
performed, and multiplex amplified probe technique,
multiple types or subtypes, 3-5 targets.

However, as the coronavirus 2019 (COVID-19)
pandemic continues to progress, the need to be able
to distinguish the tests for influenza A, influenza

B, and RSV that include SARS-CoV-2 from those
that do not has become apparent. The CPT Editorial
Panel (Panel) acknowledged that such codes would
represent a fragmentation of an existing service
(87631); however, the substantive need created by the
unique circumstances of the SARS-CoV-2 pandemic
provides justification to create specific codes to des-
ignate such respiratory viral panels.

The Panel also approved revised guidelines to cor-
rect and clarify reporting of infectious agent antigen

studies in the Microbiology subsection in the
Pathology and Laboratory section of the CPT code set.
To address the urgent clinical need to report testing,
the Panel expedited the publication of these additional
codes to the AMA website on October 6, 2020, at
https:/www.ama-assn.org/practice-management/
cpt/covid-19-coding-and-guidance. These codes are
effective immediately for use in reporting these
laboratory tests.

Infectious-Agent Detection

For a list of the new and revised codes specific to
laboratory testing for SARS-CoV-2 and the new and
revised parenthetical notes and guidelines to cor-
rect and clarify reporting of infectious agent antigen
studies, see the following.

Immunology

86317 Immunoassay for infectious agent
antibody, quantitative, not otherwise
specified

» (For immunoassay techniques for
non-infectious agent antigens, see
83516, 83518, 83519, 83520) «

continued on next page
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» (For infectious agent antigen
detection by immunoassay
technique, see 87301-87451. For
infectious agent antigen detection by
immunoassay technique with direct
optical [ie, visual] observation, see
87802-87899)«

(For particle agglutination
procedures, use 86403)

Microbiology

87250 Virus isolation; inoculation of
embryonated eggs, or small animal,
includes observation and dissection

87255 including identification by non-

immunologic method, other than
by cytopathic effect (eg, virus
specific enzymatic activity)

»These codes are intended for primary source only.
For similar studies on culture material, refer to codes
87140-87158. Infectious agents by antigen detection,
immunofluorescence microscopy, or nucleic acid probe
techniques should be reported as precisely as possible.
The molecular pathology procedures codes (81161,
81200-81408) are not to be used in combination with or
instead of the procedures represented by 87471-87801.
The most specific code possible should be reported.

If there is no specific agent code, the general method-
ology code (eg, 87299, 87449, 87797, 87798, 87799,
87899) should be used. For identification of antibodies
to many of the listed infectious agents, see 86602-
86804. When separate results are reported for different
species or strain of organisms, each result should

be coded separately. Use modifier 59 when separate
results are reported for different species or strains that
are described by the same code. <

»When identifying infectious agents on primary
source specimens (eg, tissue, smear) microscopically
by direct/indirect immunofluorescent assay [IFA]
techniques, see 87260-87300. When identifying
infectious agents on primary source specimens or
derivatives via non-microscopic immunochemical
techniques with fluorescence detection (ie, fluo-
rescence immunoassay [FIA]), see 87301-87451,
87802-87899. When identifying infectious agents on
primary source specimens using antigen detection by
immunoassay with direct optical (ie, visual) observa-
tion, see 87802-87899.4

A new guideline for correct reporting of infectious
agent antigen primary source studies using micro-
scopic direct/indirect immunofluorescent assay (IFA)
techniques vs immunoassay with direct optical (ie,
visual) observation and primary source specimen or
derivative studies using non-microscopic immuno-
chemical techniques with fluorescence detection was
added to the Microbiology subsection. The paren-
thetical note following code 86317 was revised with
the addition of instructions for correct reporting of
infectious agent antigen detection by immunoassay
technique performed with and without direct optical
observation.

Microbiology

A87301 Infectious agent antigen detection
by immunoassay technique, (eg,
enzyme immunoassay [EIA], enzyme-
linked immunosorbent assay [ELISA],
fluorescence immunoassay [FIA],
immunochemiluminometric assay
[IMCA]) qualitative or semiquantitative;
adenovirus enteric types 40/41

A87305 Aspergillus

A87320 Chlamydia trachomatis

AB87324 Clostridium difficile toxin(s)

A87327 Cryptococcus neoformans
(For Cryptococcus latex agglutination,
use 86403)

AB87328 cryptosporidium

A87329 giardia

A87332 cytomegalovirus

A87335 Escherichia coli 0157
(For giardia antigen, use 87329)

AB87336 Entamoeba histolytica dispar

group

AB87337 Entamoeba histolytica group

AB87338 Helicobacter pylori, stool

AB87339 Helicobacter pylori
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AB87340

A87341

A87350

A87380

A87385

A87389

AB87390

A87391

AB87400

AB87420

AB87425

AB87426

AB7427
AB87430
AB87449

AB87451

(For H. pylori, stool, use 87338. For
H. pylori, breath and blood by mass
spectrometry, see 83013, 83014. For
H. pylori, liquid scintillation counter,
see 78267, 78268)

hepatitis B surface antigen
(HBsAg)

hepatitis B surface antigen
(HBsAQ) neutralization

hepatitis Be antigen (HBeAg)
hepatitis, delta agent
Histoplasma capsulatum

HIV-1 antigen(s), with HIV-1 and
HIV-2 antibodies, single result

HIV-1

HIV-2

Influenza, A or B, each
respiratory syncytial virus
rotavirus

severe acute respiratory
syndrome coronavirus (eg,
SARS-CoV, SARS-CoV-2
[COVID-19])

Shiga-like toxin
Streptococcus, group A

not otherwise specified, each
organism

» (87450 has been deleted. For
infectious agent antigen detection

by immunoassay technique, see
87301-87451. For infectious agent
antigen detection by immunoassay
technique with direct optical [ie, visual]
observation, see 87802-87899) ¢

polyvalent for multiple organisms,
each polyvalent antiserum

87471

87635

87636

@87637

A387802

Infectious agent detection by nucleic
acid (DNA or RNA); Bartonella
henselae and Bartonella quintana,
amplified probe technique

severe acute respiratory
syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19]), amplified probe
technique

severe acute respiratory
syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19]) and influenza virus
types A and B, multiplex amplified
probe technique

severe acute respiratory
syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19)), influenza virus
types A and B, and respiratory
syncytial virus, multiplex
amplified probe technique

» (For nucleic acid detection of
multiple respiratory infectious
agents, not including severe acute
respiratory syndrome coronavirus 2
[SARS-CoV-2] [Coronavirus disease
{COVID-19}], see 87631, 87632,
87633)«

» (For nucleic acid detection of
multiple respiratory infectious
agents, including severe acute
respiratory syndrome coronavirus 2
[SARS-CoV-2] [Coronavirus disease
{COVID-19}] in conjunction with
additional target[s] beyond influenza
virus types A and B and respiratory
syncytial virus, see 87631, 87632,
87633)«

Infectious agent antigen detection by
immunoassay with direct optical (ie,
visual) observation; Streptococcus,
group B
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A87803 Clostridium difficile toxin A

#A87806 HIV-1 antigen(s), with HIV-1 and
HIV-2 antibodies

A87804 Influenza

87806 Code is out of numerical sequence.

See 87802-87903

A87807 respiratory syncytial virus

#@87811 severe acute respiratory
syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19])

A87808 Trichomonas vaginalis

A87809 adenovirus

A87810 Chlamydia trachomatis

A87850 Neisseria gonorrhoeae

A87880 Streptococcus, group A

A87899 not otherwise specified

New Codes and Updated
Microbiology Guidelines

With the creation of the three new Category I codes
by the Panel, code 87636 may now be used to report
combined respiratory virus multiplex testing for
either SARS-CoV-2 with influenza A and influenza
B, and code 87637 may be reported for SARS-CoV-2
with influenza A, influenza B, and RSV.

Code 87811 describes antigen detection of
SARS-CoV-2 by direct optical (ie, visual) observa-
tion. In order to create the new codes to report the
evolving methods of SARS-CoV-2 antigen testing,
the Panel also reviewed the guidelines and defi-
nitions in the Immunology and Microbiology
subsections.

In the Panel’s review of these guidelines, it was
discovered that there was overlap and confusion in

certain terms that are used to describe the method-
ologies employed in infectious agent antigen testing,
specifically the concepts surrounding immuno-
fluorescent technique, direct optical observation,
and use of single-step versus multiple-step tech-
niques. See the following discussion on these three
concepts.

Immunofluorescent Technique

Immunofluorescence is generally defined as a pro-
cedure to detect antigens in cellular contexts using
antibodies and tagged fluorescent markers. It is also
typically further clarified to indicate that fluorescence
is identified using microscopy.

A review of the creation of these codes and sub-
sequent codes in the family identified a lack of
clarification on the type of “immunofluorescent
technique” and the lack of specification regarding the
use of microscopy in the CPT code set. After careful
consideration of the historical information available,
it was determined that non-microscopic immunofluo-
rescent technique(s) should not be included in this
code family.

Direct Optical Observation

In contrast to the differentiation of work performed
based on detection methodologies (ie, by immunofluo-
rescence vs other immunologic techniques), the direct
optical observation codes distinguished the differ-
ences in the service provided based on how results are
observed. Although not specifically stated, when the
CPT codes for these tests were initially created, the
general understanding was that these immunoassays
were more akin to single-step methods and conducive
to point-of-care (POC) applications or testing (POCT)
(the prototype used was POCT rapid Strep screening).

The May 2009 issue of CPT® Assistant provided
some guidance regarding this in the article, “Coding
Brief: Rapid Influenza Virus A and B Testing (Code
87804).” The coding brief noted that direct optical
observation “is a testing platform that yields a typi-
cally qualitative result by producing a signal on the
reaction chamber that can be interpreted visually,
such as a colored band.” Note that this clarification
only applies to primary source infectious disease
codes, ie, it does not apply to drug testing codes.
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Single-Step vs Multiple-Step
Techniques

A historical review of the concepts of “single-step”
vs “multiple-step” methodologies for immunoassays
revealed a differentiation characterized primarily by
the amount of laboratory technologist manipulation
required. If a test required little in the way of manipu-
lation (eg, put the sample and reagent[s] together

in a single step), it was considered as a single-step
process. If it required multiple touch points, it was
considered as a multiple-step process. The advent of
automation and matrix processes (eg, lateral flow) that
allow multiple steps to occur within the analysis and
testing equipment, despite the fact that the operator
had a single touch point, has diminished the utility of
characterizing immunoassays into only one of these
categories. Although the concept of single-step and
multiple-step methodologies exists beyond the CPT
codes for primary source infectious disease, the Panel
felt that only these codes should be addressed at this
time due to the urgency to incorporate testing for the
COVID-19 pandemic.

Changes Related to the Three
Concepts

As a result of the findings regarding the three con-
cepts discussed above, the Panel also approved a
series of changes to several parenthetical notes,
revised and added new guidelines in the Microbiology
subsection, and created new code 87811.

Codes 87301-87430 were revised with the addition
of “fluorescence immunoassay” and removal of the
reference to a multiple-step method. Because code
87301 is a parent code and the changes were made
to its descriptor, the changes resulted in a revision
of all of its associated child codes. Code 87426,
which was approved for the CPT 2020 code set, was
revised as well.

Code 87449, previously a parent code, was revised
with the removal of the reference to a multiple-step
method. In addition, codes 87449 and 87451 are now
child codes under code 87301.

Code 87450 was deleted. In a review of the recent
utilization of this code, it appeared to be rarely used,
which led to the belief that it may have been reported
incorrectly. A parenthetical note was added following
code 87449 to clarify the appropriate reporting of

infectious agent antigen detection by immunoassay
technique and by immunoassay technique with direct
optical observation.

Codes 87802-87899 were revised with the addition
of “(ie, visual)” to the code descriptor to clarify the
definition of direct optical observation. Because code
87802 is a parent code and the changes were made to
its descriptor, the changes resulted in a revision of all
of its associated child codes.

All of these new and/or revised codes will con-
tinue to be valid and active after the Public Health
Emergency declaration is lifted. These codes are
intended to address the needs of payers, researchers,
and public health officials, so that they can specifi-
cally identify SARS-CoV-2 testing. Note that even
if a laboratory procedure produces multiple report-
able test results, only a single CPT code may be
reported for the procedure. If there is no CPT code
that describes the procedure, the laboratory should
report an unlisted procedure code with a single unit
of service.

Proprietary Laboratory Analyses

@0240U Infectious disease (viral respiratory
tract infection), pathogen-specific
RNA, 3 targets (severe acute
respiratory syndrome coronavirus 2
[SARS-CoV-2], influenza A, influenza
B), upper respiratory specimen, each
pathogen reported as detected or not
detected

@0241U Infectious disease (viral respiratory
tract infection), pathogen-specific
RNA, 4 targets (severe acute
respiratory syndrome coronavirus 2
[SARS-CoV-2], influenza A, influenza
B, respiratory syncytial virus [RSV]),
upper respiratory specimen, each
pathogen reported as detected or not
detected

Two PLA Codes
Established

Two PLA codes were established to report pro-
prietary POC testing for simultaneous qualitative
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detection and differentiation of SARS-CoV-2,
influenza A, influenza B, and RSV viral RNA that
are performed in the office by a physician or other
qualified health care professional (QHP). It is impor-
tant to note that the tests represented by these two
PLA codes employ the same cartridge and the assay
is performed with or without RSV, and the code
selection is differentiated by the number of targets
tested.

Alpha-
Numeric Code

Proprietary Name

and Clinical Laboratory or
Manufacturer

Per standard CPT convention, in addition to listing
codes 0240U and 0241U in the Pathology and
Laboratory section, these new PLA codes will be
included with the procedure’s proprietary name in
Appendix O in the CPT code set. To report a PLA
code, the analysis performed must fulfill the code
descriptor and must be the test represented by the
proprietary name listed in Appendix O. Codes 0240U
and 0241U will be listed in Appendix O as follows:

Code Descriptor

Flu/RSV (all targets), Cepheid«

» Xpert® Xpress SARS-CoV-2/ @0240U P Infectious disease (viral respiratory tract infection),

Flu/RSV (SARS-CoV-2 & Flu pathogen-specific RNA, 3 targets (severe acute

targets only), Cepheid < respiratory syndrome coronavirus 2 [SARS-CoV-2],
influenza A, influenza B), upper respiratory specimen,
each pathogen reported as detected or not detected «

» Xpert® Xpress SARS-CoV-2/ @0241U P Infectious disease (viral respiratory tract infection),

pathogen-specific RNA, 4 targets (severe acute
respiratory syndrome coronavirus 2 [SARS-CoV-2],
influenza A, influenza B, respiratory syncytial virus
[RSV]), upper respiratory specimen, each pathogen
reported as detected or not detected €

The following clinical examples and procedural
descriptions reflect typical clinical scenarios for
which it would be appropriate to report these codes.

Clinical Example (87636)

A 25-year-old female calls her health care profes-
sional’s health line after 2 days of fever, coughing,
runny nose, and muscle aches. The health care profes-
sional recommends collecting a nasal swab to test for
influenza and COVID-19 because of the overlapping
symptoms.

Description of Procedure
(87636)

Perform a multiplex reverse transcription polymerase
chain reaction (RT-PCR) assay for the simulta-

neous qualitative detection and differentiation of
SARS-CoV-2, influenza A, and influenza B using a
sample of the collected specimen. Provide the results
to the health care professional.

Clinical Example (87637)

A mother calls her health care professional’s health
line after her 2-year-old child has been having 2 days
of fever, coughing, runny nose, and muscle aches.
The health care professional recommends collecting a

nasal swab to test for influenza A, influenza B, respi-
ratory syncytial virus (RSV), and COVID-19 because
of the overlapping symptoms.

Description of Procedure
(87637)

Perform a multiplex reverse transcription polymerase
chain reaction (RT-PCR) assay for the simulta-

neous qualitative detection and differentiation of
SARS-CoV-2, influenza A, influenza B, and RSV
using a sample of the collected specimen. Provide the
results to the health care professional.

Clinical Example (87811)

A 25-year-old female calls her health care profes-
sional’s health line after 2 days of fever, coughing,
runny nose, and muscle aches. The health care profes-
sional recommends collecting a nasal swab to test for
COVID-19.

Description of Procedure
(87811)

Following the manufacturer’s instructions, add a
nasal swab specimen from the patient to a lateral flow
test system to detect SARS-CoV-2 antigen using an
immunochromatographic immunoassay. The operator
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who visually inspects the test cartridge reads the
result, noting the internal control and patient result.
Report the qualitative result to the ordering health
care professional.

Clinical Example (0240U)

A 14-year-old female, who has no underlying condi-
tions, presents with a two-day history of fever, sore
throat, and fatigue. The physician collects a naso-
pharyngeal swab and submits it for simultaneous
evaluation of SARS-CoV-2, influenza A, and influ-
enza B.

Description of Procedure
(0240U)

Add a sample of the collected specimen to the test
cartridge and load it onto the instrument for the
RT-PCR detection of viral RNA from SARS-CoV-2,
influenza A, and influenza B, if present. Report all

positive and negative results for each pathogen to the
ordering health care professional.

Clinical Example (0241U)

A 2-year-old child presents with a two-day history of
fever, sore throat, and fatigue. The physician collects
a nasopharyngeal swab and orders testing for simul-
taneous evaluation of SARS-CoV-2, influenza A,
influenza B, and RSV.

Description of Procedure
(0241U)

Add a sample of collected specimen to a test cartridge
and load it onto the automated instrument for the
RT-PCR detection of viral RNA from SARS-CoV-2,
influenza A, influenza B, and RSV, if present. Report
the qualitative results for the four targets to the
ordering health care professional.
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SPECIAL EDITION: June Update

Severe Acute Respiratory Syndrome
Coronavirus (SARS-CoV and SARS-
CoV-2) Laboratory Testing

As the coronavirus (COVID-19) pandemic continues
and responses to the disease continue to evolve,

the American Medical Association (AMA) Current
Procedural Terminology (CPT®) Editorial Panel
convened a special meeting to approve additional
codes specific to laboratory testing for severe acute
respiratory syndrome coronavirus 2 (SARS-CoV-2)
(Coronavirus disease [COVID-19]). To address the
ongoing clinical need to report testing, the CPT
Editorial Panel has added one new Category I code
(87426) to provide increased specificity for reporting
immunoassay antigen testing and two new proprie-
tary laboratory analyses (PLA) testing codes (0223U,
0224U). The AMA expedited the publication of these
CPT codes to the AMA website on Thursday, June
25, 2020, at https://www.ama-assn.org/practice-man-
agement/cpt/covid-19-coding-and-guidance. These
codes are effective immediately for use in reporting
these laboratory tests.

Microbiology

87301 Infectious agent antigen detection
by immunoassay technique, (eg,

enzyme immunoassay [EIA], enzyme-

linked immunosorbent assay [ELISA],

immunochemiluminometric assay [IMCA])

qualitative or semiquantitative, multiple-step

method; adenovirus enteric types 40/41
@®87426  severe acute respiratory syndrome
coronavirus (eg, SARS-CoV, SARS-
CoV-2 [COVID-19])

The new codes will allow for more accurate reporting
of immunoassay testing for SARS-Coronavirus
antigen. It is worth noting that the code is not spe-
cific for SARS-CoV-2, and it could be used for an
immunoassay that detects antigenic proteins for either
SARS-CoV or SARS-CoV-2. As the antigenic pro-
teins across the SARS-Coronavirus family are highly
conserved, the assays currently available are not
capable of distinguishing between SARS-CoV and
SARS-CoV-2.

continued on next page
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Proprietary Laboratory Analyses

¥@0223U

©0224U

Proprietary Name
and Clinical Laboratory or

Infectious disease (bacterial or viral
respiratory tract infection), pathogen-
specific nucleic acid (DNA or RNA),
22 targets including severe acute
respiratory syndrome coronavirus 2
(SARS-CoV-2), qualitative RT-PCR,
nasopharyngeal swab, each pathogen
reported as detected or not detected

» (For additional PLA code with
identical clinical descriptor, see
0202U. See Appendix O or the most
current listing on the AMA CPT
website to determine appropriate
code assignment) <

Antibody, severe acute respiratory
syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19]), includes titer(s), when
performed

» (Do not report 0224U in conjunction
with 86769)<

Alpha-
Numeric Code

Manufacturer

New PLA code 0223U describes a novel type
of fully automated molecular assay that pro-
vides simultaneous qualitative detection and
identification of multiple respiratory patho-
gens based on viral and bacterial nucleic
acids obtained via nasopharyngeal swabs.

New PLA code 0224U describes qualita-
tive and quantitative detection of antibodies
in serum and plasma. The test may aid in
determining whether an individual suspected
of significant exposure or prior infection
with SARS-CoV-2 virus has a high titer

of IgG antibodies against this virus when
performed.

In addition to listing codes 0223U and 0224U
in the Pathology and Laboratory section,
these new PLA codes will also be included
with the procedure’s proprietary name in
Appendix O in the CPT code set. To report

a PLA code, the analysis performed must ful-
fill the code descriptor and must be the test
represented by the proprietary name listed in
Appendix O. Codes 0223U and 0224U will
be listed in Appendix O as follows:

Code Descriptor

P QI Astat-Dx Respiratory
SARS-CoV-2 Panel, QITAGEN
Sciences, QITAGEN GMbH <

*@0223U

P Infectious disease (bacterial or viral respiratory tract
infection), pathogen-specific nucleic acid (DNA or RNA),

22 targets including severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2), qualitative RT-PCR,
nasopharyngeal swab, each pathogen reported as detected or
not detected €

» (For additional PLA code with identical clinical descriptor,
see 0202U. See Appendix O or the most current listing

on the AMA CPT website to determine appropriate code
assignment) <

»COVID-19 Antibody Test, Mt
Sinai, Mount Sinai Laboratory €

©0224U

»Antibody, severe acute respiratory syndrome coronavirus 2
(SARS-CoV-2) (Coronavirus disease [COVID-19]), includes
titer(s), when performed <

» (Do not report 0224U in conjunction with 86769)<
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The following clinical examples and procedural
descriptions reflect typical clinical scenarios when

it would be appropriate to report these new codes.
Due to the early utilization stage for these tests, clin-
ical indications are subject to further refinement as
knowledge of the novel coronavirus evolves. The CPT
Editorial Panel will continue to review indications
and may clarify these indications as more informa-
tion becomes available.

Clinical Example (87426)

A 50-year-old female presents to her physician’s
office with fever, cough, and shortness of breath. The
physician or other qualified health care professional
(QHP) suspects the patient may have COVID-19. A
nasopharyngeal swab is collected and submitted for
SARS-CoV-2 detection.

Description of Procedure
(87426)

Place the swab and swirl in a supplied reagent tube to
disrupt and release viral nucleoprotein antigen, and
transfer an aliqout of that sample to the test cassette
sample well. The sample cassette along with quality
control cassettes are placed in the analyzer, which
produces a qualitative result that is reported to the
ordering health care professional.

Clinical Example (0223U)

A 62-year-old male presents to the emergency
department with fever of 103.4°F, shortness of breath,
and headache for the past 24 hours, as well as a dry
cough and muscle pain for a week. The clinician
orders a molecular respiratory panel.

Description of Procedure
(0223U)

Transfer a nasopharyngeal swab sample to the
specimen cartridge and place the sample on the
QIAstat-Dx Analyzer System, which utilizes multi-
plex real time (RT) polymerase chain reaction (PCR).
The instrument generates a report that includes
results for each pathogen. Communicate the results
to the appropriate healthcare professional.

Clinical Example (0224U)

A 68-year-old male with a history of coronary artery
disease, aortic valve replacement, and lymphoma
presented to the emergency department with a 6-day
history of malaise, a non-productive cough, and
low-grade fevers (eg, 100.4° F/38° C). SARS-CoV-2
IgG antibody test was ordered to inform diagnosis of
a recent past infection (within 10-14 days) or con-
valescent phase of COVID-19. Serum or plasma is
collected from the patient for testing.

Description of Procedure
(0224U)

Use the patient’s sample serum or plasma on an
enzyme-linked immunosorbent assay (ELISA)
platform for both the qualitative and quantitative
detection of human IgG antibodies in serum or
plasma to SARS-CoV-2 receptor binding domain
and spike protein antigens. The results are reported
as negative or positive with titers for both IgG
antibodies.
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r10217cp  July 2020 CLFS Updates includes COVID Testing Codes.pdf
C M S M an ual SySte m Department of Health &

Human Services (DHHS)

Pub 100-04 Medicare Claims Processing Centers for Medicare &
Medicaid Services (CMS)
Transmittal 10217 Date: July 8, 2020

Change Request 11815

Transmittal 10174, dated June 12, 2020, is being rescinded and replaced by Transmittal 10217, dated,
July 8, 2020 to revise the policy section to include additional COVID-19 codes 87426, 0223U and 0224U.
All other information remains the same.

SUBJECT: Quarterly Update for Clinical Laboratory Fee Schedule 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: July 1, 2020
*Unless otherwise specified, the effective date is the date of service.
IMPLEMENTATION DATE: July 6, 2020

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.

Il. 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
I11. 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: 10217 | Date: July 8, 2020 | Change Request: 11815 \

Transmittal 10174, dated June 12, 2020, is being rescinded and replaced by Transmittal 10217, dated,
July 8, 2020 to revise the policy section to include additional COVID-19 codes 87426, 0223U and 0224U.
All other information remains the same.

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

EFFECTIVE DATE: July 1, 2020

*Unless otherwise specified, the effective date is the date of service.
IMPLEMENTATION DATE: July 6, 2020

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 CMS website for additional information regarding these tests:
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/Clinical LabFeeSched/PAMA-
Requlations.htmI#ADLT tests.

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

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 (CDLTSs) 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, 20109.

e Section 105 (a) of the Further Consolidated Appropriations Act, 2020 (FCAA) (Pub. L. 116-94, enacted
December 19, 2019) and section 3718 of the Coronavirus Aid, Relief, and Economic Security (CARES)
Act (Pub. L. 116-136, enacted March 27, 2020) made several revisions to the next data reporting period
for CDLTs that are not ADLTSs and the phase-in of payment reductions under the Medicare private
payor rate-based CLFS. In summary, revisions are as follows:

e The next data reporting period of January 1, 2022 through March 31, 2022, 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 CDLTSs that are
not ADLTSs, (that is 2025, 2028, etc.).
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e The statutory phase-in of payment reductions resulting from private payor rate implementation is
extended, that is, through CY 2024. There is a 0.0 percent reduction for CY 2021, and payment
may not be reduced by more than 15 percent for CY's 2022 through 2024.

Coronavirus-19 (COVID-19) Policy Updates

e Payment for Specimen Collection for Purposes of COVID-19 Testing

For the duration of the Public Health Emergency (PHE) for the COVID-19 pandemic and in an effort to be as
expansive as possible within the current authorities to have diagnostic testing available to Medicare
beneficiaries who need it, in the interim final rule with comment period (IFC), CMS-1744-1FC, Medicare and
Medicaid Programs; Policy and Regulatory Revisions in Response to the COVID-19 Public Health Emergency,
CMS changed the Medicare payment rules to provide payment to independent laboratories for specimen
collection from beneficiaries who are homebound or inpatients not in a hospital for COVID-19 testing under
certain circumstances. For more information on this policy update, please refer to
https://www.cms.gov/files/document/covid-final-ifc.pdf.

e Revisions to Ordering Requirements for Clinical Laboratory Diagnostic Testing

In the interim final rule with comment period, CMS-5531-1FC, Medicare and Medicaid Programs, Basic Health
Program, and Exchanges; Additional Policy and Regulatory Revisions in Response to the COVID-19 Public
Health Emergency and Delay of Certain Reporting Requirements for the Skilled Nursing Facility Quality
Reporting Program, on an interim basis for the duration of the PHE for the COVID-19 pandemic, CMS
removed the requirement that certain clinical diagnostic laboratory tests must be ordered by a treating physician
or non-physician practitioner (NPP). This will allow any healthcare professional authorized to do so under State
law to order COVID-19 diagnostic laboratory tests (including serological and antibody tests). Because the
symptoms for coronavirus, influenza and respiratory syncytial virus (RSV) are often the same, such that
concurrent testing for all three viruses is warranted, this interim policy also applies to influenza and RSV tests,
but only when they are furnished in conjunction with a medically necessary COVID-19 diagnostic laboratory
test to establish or rule out a COVID-19 diagnosis or identify an adaptive immune response to SARS-COV-2.
For more information on this policy update, please refer to https://www.cms.gov/files/document/covid-
medicare-and-medicaid-ifc2.pdf.

e Coverage of COVID-19 Serology Testing

In the interim final rule with comment period, CMS-5531-1FC, Medicare and Medicaid Programs, Basic Health
Program, and Exchanges; Additional Policy and Regulatory Revisions in Response to the COVID-19 Public
Health Emergency and Delay of Certain Reporting Requirements for the Skilled Nursing Facility Quality
Reporting Program, CMS finalized on an interim basis, that during the PHE for the COVID-19 pandemic,
Medicare will cover FDA-authorized COVID-19 serology tests as they are reasonable necessary under section
1862(a)(1)(A) of the Act for beneficiaries with known current or known prior COVID-19 infection or suspected
current or suspected past COVID-19 infection. CMS amended § 410.32(a)(3) to reflect this determination of
coverage. For more information on this policy update, please refer to
https://www.cms.gov/files/document/covid-medicare-and-medicaid-ifc2.pdf.




https://www.cms.gov/files/document/covid-final-ifc.pdf

https://www.cms.gov/files/document/covid-medicare-and-medicaid-ifc2.pdf

https://www.cms.gov/files/document/covid-medicare-and-medicaid-ifc2.pdf

https://www.cms.gov/files/document/covid-medicare-and-medicaid-ifc2.pdf



e High Throughput Technologies

CMS issued CMS Ruling CMS-2020-01-R concerning payment under Medicare Supplementary Medical
Insurance (Part B) of certain clinical diagnostic laboratory tests for the detection of SARS-CoV-2 or the
diagnosis of the virus that causes COVID-19 making use of high throughput technologies. As described in
CMS Ruling CMS 2020-01-R, a high throughput technology uses a platform that employs automated
processing of more than two hundred specimens a day. For more information on this policy update, please refer
to https://www.cms.gov/files/document/cms-2020-01-r.pdf.

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/ClinicallLabFeeSched/PAMA-Reqgulations.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 A/B MAC contractors 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. 1t 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 below during the
PHE.

New Codes Effective April 1, 2020

Please note: MACs shall establish payment for CPT code 0014M, effective April 1, 2020. This code was
inadvertently left off the April 2020 CLFS CR. This code was added to the national HCPCS file with an
effective date of April 1, 2020 and therefore does not need to be manually added to the HCPCS files by the
MACs. This code will be included on the CLFS for the July 2020 (quarter 3) release. This new code is
contractor-priced (where applicable) until it is nationally priced and undergoes the CLFS annual payment
determination process in accordance with the Social Security Act § 1833(h)(8), 8 1834A(c) and 8 1834(A)(f).

e CPT Code 0014M
Long Descriptor: Liver disease, analysis of 3 biomarkers (hyaluronic acid [HA], procollagen 111 amino terminal

peptide [PIIINP], tissue inhibitor of metalloproteinase 1 [TIMP-1]), using immunoassays, utilizing serum,
prognostic algorithm reported as a risk score and risk of liver fibrosis and liver-related clinical events within 5
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years
Short Descriptor: LIVER DS ALYS 3 BMRK SRM ALG

Laboratory: Enhanced Liver Fibrosis™ (ELFTM) Test, Siemens Healthcare Diagnostics Inc/Siemens
Healthcare Laboratory LLC

TOS: 5

New Codes Effective April 10, 2020

As described above in the COVID-19 Policy Updates section, Coverage of COVID-19 Serology Testing, the
below listed new codes have been added to the national HCPCS file with an effective date of April 10, 2020 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 8 1833(h)(8), 8 1834A(c) and § 1834(A)(f).

e CPT Code: 86328
Long Descriptor: Immunoassay for infectious agent antibody, qualitative or semiquantitative, single step
method (eg, reagent strip); severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus
disease [COVID-19])
Short Descriptor: la nfct ab sarscov2 covid19

TOS: 5

e CPT Code: 86769
Long Descriptor: Antibody; severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus
disease [COVID-19])

Short Descriptor: Sars-cov-2 covid-19 antibody

TOS: 5

New Codes Effective April 14, 2020

Per the above discussion in the COVID-19 Policy Updates section, High Throughput Technologies, two new
HCPCS codes have been created for laboratories to bill under the Medicare Clinical Laboratory Fee Schedule
for the detection of SARS—-CoV-2 or the diagnosis of the virus that causes COVID-19 making use of these high
throughput technologies. The listed new codes have been added to the national HCPCS file with an effective
date of April 14, 2020 and do not need to be manually added to the HCPCS files by the MACs. Such tests, as
identified by U0003 and U0004, in accordance with CMS Ruling CMS-2020-01-R, shall be paid at the rate of
$100. These new codes are:





e Code: U0003

Long Descriptor: Infectious agent detection by nucleic acid (DNA or RNA); severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]), amplified probe technique, making use of
high throughput technologies as described by CMS-2020-01-R

Short Descriptor: Cov-19 amp prb hgh thruput

TOS: 5

e Code: U0004

Long Descriptor: 2019-nCoV Coronavirus, SARS-CoV-2/2019-nCoV (COVID-19), any technique, multiple
types or subtypes (includes all targets), non-CDC, making use of high throughput technologies as described by
CMS-2020-01-R

Short Descriptor: Cov-19 test non-cdc hgh thru

TOS: 5

New Codes Effective May 20, 2020

The listed new code will be added to the national HCPCS file with an effective date of May 20, 2020; however
until such time MAC’s may need to manually add it to the HCPCS files. Additionally, this new code is
contractor-priced (where applicable) until it is nationally priced and undergoes the CLFS annual payment
determination process in accordance with the Social Security Act § 1833(h)(8), 8 1834A(c) and 8§ 1834(A)(f).
MACs shall only price PLA codes for laboratories within their jurisdiction.

e Code: 0202U

Short Descriptor: Nfct ds 22 trgt sars-cov-2

TOS: 5

Long Descriptor: Infectious disease (bacterial or viral respiratory tract infection), pathogen-specific nucleic acid
(DNA or RNA), 22 targets including severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2),

qualitative RT-PCR, nasopharyngeal swab, each pathogen reported as detected or not detected

New Codes Effective June 25, 2020

The listed new code will need to be manually added to the national HCPCS file by the MACs with an effective
date of June 25, 2020. Additionally, this new code is contractor-priced (where applicable) until it is nationally
priced and undergoes the CLFS annual payment determination process in accordance with the Social Security





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

e Code:87426
Long Descriptor: Infectious agent antigen detection by immunoassay technique, (eg, enzyme immunoassay
[EIA], enzyme-linked immunosorbent assay [ELISA], immunochemiluminometric assay [IMCA]) qualitative or
semiquantitative, multiple-step method; severe acute respiratory syndrome coronavirus (eg, SARS-CoV, SARS-
CoV-2 [COVID-19])
Short Descriptor: CORONAVIRUS AG IA
TOS: 5
Proprietary Laboratory Analysis (PLAS)
The listed new codes will need to be manually added to the national HCPCS files by the MACs with an
effective date of June 25, 2020. Additionally, 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 8§ 1834(A)(f). MACs shall only price PLA codes for

laboratories within their jurisdiction.

e Code: 0223U

Laboratory Name: QIAstat-Dx Respiratory SARS CoV-2 Panel, QIAGEN Sciences, QIAGEN GmbH

Long Descriptor: Infectious disease (bacterial or viral respiratory tract infection), pathogen-specific nucleic acid
(DNA or RNA), 22 targets including severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2),
qualitative RT-PCR, nasopharyngeal swab, each pathogen reported as detected or not detected

Short Descriptor: NFCT DS 22 TRGT SARS-COV-2

TOS: 5

e Code: 0224 U

Laboratory Name: COVID-19 Antibody Test, Mt Sinai, Mount Sinai Laboratory

Long Descriptor: Antibody, severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus
disease [COVID-19]), includes titer(s), when performed

Short Descriptor: ANTIBODY SARS-COV-2 TITER(S
TOS: 5

New Codes Effective July 1, 2020

Proprietary Laboratory Analysis (PLAS)





Please see table attached to the Transmittal entitled "CY2020 CLFS Quarterly Updates”, Tab "New Codes
Effective 7-1-2020". The listed new codes have been added to the national HCPCS file with an effective date
of July 1, 2020 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. MACs shall only price
PLA codes for laboratories within their jurisdiction.

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

Revised Codes Effective July 1, 2020

Proprietary Laboratory Analysis (PLAS)

The laboratory name of the following existing code was changed effective July 1, 2020:

Existing code 0068U

Laboratory Name: MYCODART-PCR™ DualAmplification Real Time PCR Panel for 6 Candida species,
RealTime Laboratories, Inc/MycoDART, Inc, RealTime Laboratories, Inc

Deleted Codes Effective July 1, 2020
Existing code 0124U is being deleted.
Existing code 0125U is being deleted.
Existing code 0126U is being deleted.
Existing code 0127U is being deleted.
Existing code 0128U is being deleted.

1.  BUSINESS REQUIREMENTS TABLE

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

Number | Requirement Responsibility

A/B D Shared- Other
MAC | M| System

E | Maintainers
FIMV|C
I |[C| M W
S|S|S|F
S

A|B|H
H
H

orZ

11815.1 | Contractors shall be aware that the CLFS will be X| X VvDC
released quarterly, as needed, and establish hours to
accommodate retrieval and implementation of the
quarterly CLFS data file.

11815.1.1 | CMS shall notify contractors by email approximately CMS
six weeks prior to the beginning of the quarter when
the Clinical Laboratory Fee Schedule (CLFS) data file
is ready for download. CMS shall provide the file
name.






Number

Requirement

Responsibility

A/B
MAC

D
M
E

Shared-
System
Maintainers

A| B

H
H
H

or

FIMV|C
I C| M
S|S|S|F
S

w

Other

11815.2

Contractors shall retrieve and load for testing and
claims processing purposes the July 2020 quarterly
CLFS data file from the CMS mainframe
approximately six weeks prior to the beginning of the
quarter.

VDC

11815.2.1

Contractors shall note that the CLFS data file name
will be in the following format:

MUO00.@BF12394.CLAB.VyyyyQr

Note: 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 July release or the 3rd quarter
release of 2020, the data file name is the following:

MUO00.@BF12394.CLAB.V2020Q3

VDC

11815.2.2

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).

VDC

11815.2.3

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.

VDC

11815.3

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).

11815.4

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






Number

Requirement

Responsibility

A/B
MAC

D
M
E

Shared- Other
System

Maintainers

Al B

H
H
H

or

FIMV|C
| C| MW
S|S|S|F
S

to the January quarterly release CR only).

118155

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.

11815.5.1

In instances where Medicare covered CLFS procedure
codes do not yet appear on the quarterly CLFS file or
the quarterly Integrated Outpatient Code Editor
(I0CE) update, contractors shall locally price the
codes until they appear on the CLFS file and/or, for
Part A claims, the IOCE.

11815.6

Contractors shall not search their files to either retract
payment or retroactively pay claims; however,
contractors should adjust claims if they are brought to
their attention.

PROVIDER EDUCATION TABLE

Number Requirement Responsibility
A/B D|C
MAC M| E
E|D
A|[B|H I
H| M
HIA
C
11815.7 MLN Article: CMS will make available an MLN Matters provider education X | X

article that will be marketed through the MLN Connects weekly newsletter
shortly after the CR is released. MACs shall follow IOM Pub. No. 100-09
Chapter 6, Section 50.2.4.1, instructions for distributing MLN Connects
information to providers, posting the article or a direct link to the article on your
website, and including the article or a direct link to the article in your bulletin or
newsletter. You may supplement MLN Matters articles with localized
information benefiting your provider community in billing and administering the
Medicare program correctly. Subscribe to the “MLN Matters” listserv to get






Number Requirement Responsibility

—OomOo

A/B D
MAC M
E
A|B|H
HIM
HIA
C
article release notifications, or review them in the MLN Connects weekly
newsletter.

IV.  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

Pre-Implementation Contact(s): Rasheeda Arthur, 410-786-3434 or rasheeda.johnsonl@cms.hhs.gov , Laura
Ashbaugh, 410-786-1113 or laura.ashbaugh2@cms.hhs.gov

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

Section A: For Medicare Administrative Contractors (MACSs):

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 July 1, 2020

Proprietary Laboratory Analysis (PLAS)

The following new codes have been added to the national HCPCS file with an effective date of July 1, 2020 and do not need to be manually added to the HCPCS files by the MACs. However, these new codes
are contractor-priced until they are addressed at the annual Clinical Laboratory Public Meeting, which will take place in June or July 2020 as they were received after the 2019 public meeting.

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

Laboratory CPT Long Descriptor Short Descriptor TOS |Effective Date
Code
myChoice® CDx, 0172U Oncology (solid tumor as indicated by the label), somatic mutation analysis of BRCAL ONC SLD TUM ALYS BRCA1 5 July 1. 2020
Mvriad Genetics (BRCA1, DNA repair associated), BRCA2 (BRCA2, DNA repair associated) and analysis of |BRCA2 y L
Psych HealthPGx Panel, RPRD 0173U Psychiatry (ie, depression, anxiety), genomic analysis panel, includes variant analysis of 14 |PSYC GEN ALYS PANEL 14 5 July 1, 2020
Diagnostics, RPRD Diagnostics genes GENES v
LC-MS/MS Targeted Proteomic Assay, 0174U Oncology (solid tumor), mass spectrometric 30 protein targets, formalin- fixed paraffin- ONC SOLID TUMOR 30 PRTN 5 July 1. 2020
OncoOmicDx Laboratory, LDT embedded tissue, prognostic and predictive algorithm reported as likely, unlikely, or TRGT v
Genomind® Professional PGx Express™ 0175U Psychiatry (eg, depression, anxiety), genomic analysis panel, variant analysis of 15 genes |PSYC GEN ALYS PANEL 15 5 July 1, 2020
CORE, Genomind, Inc, Genomind, Inc GENES v
IBSchek *, Commonwealth Diagnostics Cytolethal distending toxin B (CdtB) and vinculin IgG antibodies by immunoassay (ie, CDTB&VINCULIN IGG ANTB IA
N 0176U 5 July 1, 2020
International, Inc, Commonwealth ELISA)
therascreen® PIK3CA RGQ PCR Kit, 0177U Oncology (breast cancer), DNA, PIK3CA (phosphatidylinositol-4,5-bisphosphate 3- kinase [ONC BRST CA DNA PIK3CA 11 5 July 1, 2020
QIAGEN, QIAGEN catalytic subunit alpha) gene analysis of 11 gene variants utilizing plasma, reported as v L
VeriMAP™ Peanut Sensitivity - Bead Peanut allergen-specific quantitative assessment of multiple epitopes using enzyme-linked |PEANUT ALLG ASMT EPI CLIN RX
) A 0178V |. = -~ e 5 July 1, 2020
Based Epitope Assay, AllerGenis immunosorbent assay (ELISA), blood, report of minimum eliciting exposure for a clinical
Resolution ctDx Lung”, Resolution 0179U Oncology (non-small cell lung cancer), cell-free DNA, targeted sequence analysis of 23 ONC NONSM CLL LNG CA ALYS 5 July 1, 2020
Bioscience, Resolution Bioscience, Inc genes (single nucleotide variations, insertions and deletions, fusions without prior 23 YL
Navigator ABO Sequencing, Grifols 0180U Red cell antigen (ABO blood group) genotyping (ABO), gene analysis Sanger/chain ABO GNOTYP ABO 7 EXONS 5 July 1. 2020
Immunohematology Center, Grifols termination/conventional sequencing, ABO (ABO, alpha 1-3-N- y L
Navigator CO Sequencing, Grifols 0181U Red cell antigen (Colton blood group) genotyping (CO), gene analysis, AQP1 (aquaporin 1 |CO GNOTYP AQP1 EXON 1 5 July 1, 2020
Immunohematology Center, Grifols [Colton blood group]) exon 1 YL
Navigator CROM Sequencing, Grifols Red cell antigen (Cromer blood group) genotyping (CROM), gene analysis, CD55 (CD55 CROM GNOTYP CD55 EXONS 1-
N 0182U 5 July 1, 2020
Immunohematology Center, Grifols molecule [Cromer blood group]) exons 1-10 10
Navigator DI Sequencing, Grifols 0183U Red cell antigen (Diego blood group) genotyping (DI), gene analysis, SLC4AL1 (solute carrier |DI GNOTYP SLC4A1 EXON 19 5 July 1, 2020
Immunohematology Center, Grifols family 4 member 1 [Diego blood group]) exon 19 v L
Navigator DO Sequencing, Grifols Red cell antigen (Dombrock blood group) genotyping (DO), gene analysis, ART4 (ADP- DO GNOTYP ART4 EXON 2
N 0184U | . 5 July 1, 2020
Immunohematology Center, Grifols ribosyltransferase 4 [Dombrock blood groupl) exon 2
Navigator FUT1 Sequencing, Grifols 0185U Red cell antigen (H blood group) genotyping (FUT1), gene analysis, FUT1 FUT1 GNOTYP FUT1 EXON 4 5 July 1, 2020
Immunohematology Center, Grifols (fucosyltransferase 1 [H blood group]) exon 4 YL
Navigator FUT2 Sequencing, Grifols Red cell antigen (H blood group) genotyping (FUT2), gene analysis, FUT2 FUT2 GNOTYP FUT2 EXON 2
- 0186U 5 July 1, 2020
Immunohematology Center, Grifols (fucosyltransferase 2) exon 2
Navigator FY Sequencing, Grifols 0187U Red cell antigen (Duffy blood group) genotyping (FY), gene analysis, ACKR1 (atypical FY GNOTYP ACKR1 EXONS 1-2 5 July 1, 2020
Immunohematology Center, Grifols chemokine receptor 1 [Duffy blood groupl) exons 1-2 v
Navigator GE Sequencing, Grifols Red cell antigen (Gerbich blood group) genotyping (GE), gene analysis, GYPC (glycophorin |GE GNOTYP GYPC EXONS 1-4
N 0188U . 5 July 1, 2020
Immunohematology Center, Grifols C [Gerbich blood group]) exons 1-4
Navigator GYPA Sequencing, Grifols 0189U Red cell antigen (MNS blood group) genotyping (GYPA), gene analysis, GYPA (glycophorin |GYPA GNOTYP NTRNS 1 5 EXON 5 July 1, 2020
Immunohematology Center, Grifols A [MNS blood group]) introns 1, 5, exon 2 2 YL
Navigator GYPB Sequencing, Grifols 0190U Red cell antigen (MNS blood group) genotyping (GYPB), gene analysis, GYPB (glycophorin |GYPB GNOTYP NTRNS 1 5 SEUX 5 July 1. 2020
Immunohematology Center, Grifols B [MNS blood groupl) introns 1, 5, pseudoexon 3 3 v
Navigator IN Sequencing, Grifols 0191U Red cell antigen (Indian blood group) genotyping (IN), gene analysis, CD44 (CD44 IN GNOTYP CD44 EXONS 2 3 6 5 July 1, 2020
Immunohematology Center, Grifols molecule [Indian blood group]) exons 2, 3, 6 YL
Navigator JK Sequencing, Grifols Red cell antigen (Kidd blood group) genotyping (JK), gene analysis, SLC14A1 (solute JK GNOTYP SLC14A1 EXON 9
- 0192V N ; o 5 July 1, 2020
Immunohematology Center, Grifols carrier family 14 member 1 [Kidd blood group]) gene promoter, exon 9
Navigator JR Sequencing, Grifols 0193U Red cell antigen (JR blood group) genotyping (JR), gene analysis, ABCG2 (ATP binding JR GNOTYP ABCG2 EXONS 2-26 5 July 1, 2020
Immunohematology Center, Grifols cassette subfamily G member 2 [Junior blood group]) exons 2- 26 YL
Navigator KEL Sequencing, Grifols Red cell antigen (Kell blood group) genotyping (KEL), gene analysis, KEL (Kell metallo- KEL GNOTYP KEL EXON 8
N 0194U N 5 July 1, 2020
Immunohematology Center, Grifols endopeptidase [Kell blood groupl) exon 8
Navigator KLF1 Sequencing, erfols 0195U KLF1 (Kruppel-like factor 1), targeted sequencing (ie, exon 13) KLF1 TARGETED SEQUENCING 5 July 1, 2020
Immunohematology Center, Grifols
Navigator LU Sequencing, Grifols Red cell antigen (Lutheran blood group) genotyping (LU), gene analysis, BCAM (basal cell |LU GNOTYP BCAM EXON 3
N 0196U - 5 July 1, 2020
Immunohematology Center, Grifols adhesion molecule [Lutheran blood groupl) exon 3
Navigator LW Sequencing, Grifols 0197U Red cell antigen (Landsteiner-Wiener blood group) genotyping (LW), gene analysis, ICAM4 |LW GNOTYP ICAM4 EXON 1 5 July 1, 2020
Immunohematology Center, Grifols (intercellular adhesion molecule 4 [Landsteiner-Wiener blood group]) exon 1 YL
Navigator RHD/CE Sequencing, Grifols 0198U Red cell antigen (RH blood group) genotyping (RHD and RHCE), gene analysis RHD&RHCE GNTYP RHD1- 5 July 1. 2020
Immunohematology Center, Grifols Sanger/chain termination/conventional sequencing, RHD (Rh blood group D antigen) exons |10&RHCES y L
Navigator SC Sequencing, Grifols 0199U Red cell antigen (Scianna blood group) genotyping (SC), gene analysis, ERMAP SC GNOTYP ERMAP EXONS 4 12 5 July 1, 2020
Immunohematology Center, Grifols (erythroblast membrane associated protein [Scianna blood groupl]) exons 4, 12 YL
Navigator XK Sequencing, Grifols Red cell antigen (Kx blood group) genotyping (XK), gene analysis, XK (X- linked Kx blood XK GNOTYP XK EXONS 1-3
N 0200U 5 July 1, 2020
Immunohematology Center, Grifols group) exons 1-3
Navigator YT Sequencing, Grifols 0201U Red cell antigen (Yt blood group) genotyping (YT), gene analysis, ACHE YT GNOTYP ACHE EXON 2 5 July 1, 2020

Immunohematology Center, Grifols

(acetylcholinesterase [Cartwright blood group]) exon 2
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SPECIAL EDITION: November Update

COVID-19 November Update

As the flu season approaches and the coronavirus
disease 2019 (COVID-19) pandemic persists, the
necessity for a single test that measures antigens

for severe acute respiratory syndrome (SARS)
coronavirus (CoV) (eg, SARS-CoV, SARS-CoV-2
[COVID-19]) as well as influenza virus types A and
B has become apparent.

During the November Current Procedural
Terminology (CPT®) Editorial Panel (Panel)
meeting, the Panel approved an additional code for
the Microbiology subsection of the Pathology and
Laboratory section of the CPT code set. To address
the ongoing clinical need to report COVID-19 testing,
the Panel expedited the publication of this addi-
tional code to the AMA website on November 10,
2020, at https:/www.ama-assn.org/delivering-care/
public-health/covid-19-2019-novel-coronavirus-
resource-center-physicians. This code is effective
immediately for use in reporting this laboratory test.

Microbiology

A87301 Infectious agent antigen detection

by immunoassay technique, (eg,
enzyme immunoassay [EIA],
enzyme-linked immunosorbent assay
[ELISA], fluorescence immunoassay

[FIA], immunochemiluminometric

assay [IMCA]) qualitative or
semiquantitative; adenovirus enteric
types 40/41
A87426 severe acute respiratory
syndrome coronavirus (eg,
SARS-CoV, SARS-CoV-2
[COVID-19])
#@87428 severe acute respiratory
syndrome coronavirus (eg,
SARS-CoV, SARS-CoV-2
[COVID-19]) and influenza virus
types Aand B

Background

Currently, there are two existing CPT codes to report
antigen testing using immunoassay technique for
influenza type A or B (8§7400) and SARS-CoV-2
(87426). However, there is no code that describes
multiplex immunoassay antigen testing for these
three viral targets, ie, SARS-CoV, SARS-CoV-2
[COVID-19], and influenza virus types A and B. A
code to report a multiplex viral pathogen panel using
an antigen immunoassay technique would facilitate
reporting SARS-CoV-2 testing, along with influenza
types A and B in the differential diagnosis.

continued on next page
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Analogous codes have been adopted for multiplex
viral pathogen panels using molecular methods for
detecting nucleic acids (eg, 87636, Infectious agent
detection by nucleic acid (DNA or RNA); severe acute
respiratory syndrome coronavirus 2 (SARS-CoV-2)
(Coronavirus disease [COVID-19]) and influenza
virus types A and B, multiplex amplified probe tech-
nique; 87637, Infectious agent detection by nucleic
acid (DNA or RNA); severe acute respiratory syn-
drome coronavirus 2 (SARS-CoV-2) (Coronavirus
disease [COVID-19)]), influenza virus types A and B,
and respiratory syncytial virus, multiplex amplified
probe technique).

The following clinical example and procedural
description reflect a typical clinical situation for
which this new code would be appropriately reported.
Because of the early deployment and utilization of
these tests, clinical indications are subject to further
refinement as knowledge of the novel coronavirus

evolves. The Panel will continue to review and may
clarify these indications as more information becomes
available.

Clinical Example (87428)

A 50-year-old female presents with fever, cough, and
shortness of breath. A nasopharyngeal swab is col-
lected for SARS CoV-2, influenza A, and influenza B
antigen testing.

Description of Procedure
(87428)

Place the swab and swirl it in a supplied reagent tube to
disrupt and release viral nucleoprotein antigens; transfer
an aliquot of that sample to the test cassette sample well;
and place it in the analyzer. Report the qualitative results
to the ordering health care professional.
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SPECIAL EDITION: October Update

COVID-19 October Update

As we approach the season for influenza (flu) and
respiratory syncytial virus (RSV) infections, clini-
cians need to be able to rapidly distinguish these
two seasonal infections from infections caused by
severe acute respiratory syndrome coronavirus 2
(SARS-CoV-2). Ordinarily, a test panel that evalu-
ates these four viruses would be reported using
Current Procedural Terminology (CPT®) code 87631,
Infectious agent detection by nucleic acid (DNA or
RNA); respiratory virus (eg, adenovirus, influenza
virus, coronavirus, metapneumovirus, parainflu-
enza virus, respiratory syncytial virus, rhinovirus),
includes multiplex reverse transcription, when
performed, and multiplex amplified probe technique,
multiple types or subtypes, 3-5 targets.

However, as the coronavirus 2019 (COVID-19)
pandemic continues to progress, the need to be able
to distinguish the tests for influenza A, influenza

B, and RSV that include SARS-CoV-2 from those
that do not has become apparent. The CPT Editorial
Panel (Panel) acknowledged that such codes would
represent a fragmentation of an existing service
(87631); however, the substantive need created by the
unique circumstances of the SARS-CoV-2 pandemic
provides justification to create specific codes to des-
ignate such respiratory viral panels.

The Panel also approved revised guidelines to cor-
rect and clarify reporting of infectious agent antigen

studies in the Microbiology subsection in the
Pathology and Laboratory section of the CPT code set.
To address the urgent clinical need to report testing,
the Panel expedited the publication of these additional
codes to the AMA website on October 6, 2020, at
https:/www.ama-assn.org/practice-management/
cpt/covid-19-coding-and-guidance. These codes are
effective immediately for use in reporting these
laboratory tests.

Infectious-Agent Detection

For a list of the new and revised codes specific to
laboratory testing for SARS-CoV-2 and the new and
revised parenthetical notes and guidelines to cor-
rect and clarify reporting of infectious agent antigen
studies, see the following.

Immunology

86317 Immunoassay for infectious agent
antibody, quantitative, not otherwise
specified

» (For immunoassay techniques for
non-infectious agent antigens, see
83516, 83518, 83519, 83520) «

continued on next page
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» (For infectious agent antigen
detection by immunoassay
technique, see 87301-87451. For
infectious agent antigen detection by
immunoassay technique with direct
optical [ie, visual] observation, see
87802-87899)«

(For particle agglutination
procedures, use 86403)

Microbiology

87250 Virus isolation; inoculation of
embryonated eggs, or small animal,
includes observation and dissection

87255 including identification by non-

immunologic method, other than
by cytopathic effect (eg, virus
specific enzymatic activity)

»These codes are intended for primary source only.
For similar studies on culture material, refer to codes
87140-87158. Infectious agents by antigen detection,
immunofluorescence microscopy, or nucleic acid probe
techniques should be reported as precisely as possible.
The molecular pathology procedures codes (81161,
81200-81408) are not to be used in combination with or
instead of the procedures represented by 87471-87801.
The most specific code possible should be reported.

If there is no specific agent code, the general method-
ology code (eg, 87299, 87449, 87797, 87798, 87799,
87899) should be used. For identification of antibodies
to many of the listed infectious agents, see 86602-
86804. When separate results are reported for different
species or strain of organisms, each result should

be coded separately. Use modifier 59 when separate
results are reported for different species or strains that
are described by the same code. <

»When identifying infectious agents on primary
source specimens (eg, tissue, smear) microscopically
by direct/indirect immunofluorescent assay [IFA]
techniques, see 87260-87300. When identifying
infectious agents on primary source specimens or
derivatives via non-microscopic immunochemical
techniques with fluorescence detection (ie, fluo-
rescence immunoassay [FIA]), see 87301-87451,
87802-87899. When identifying infectious agents on
primary source specimens using antigen detection by
immunoassay with direct optical (ie, visual) observa-
tion, see 87802-87899.4

A new guideline for correct reporting of infectious
agent antigen primary source studies using micro-
scopic direct/indirect immunofluorescent assay (IFA)
techniques vs immunoassay with direct optical (ie,
visual) observation and primary source specimen or
derivative studies using non-microscopic immuno-
chemical techniques with fluorescence detection was
added to the Microbiology subsection. The paren-
thetical note following code 86317 was revised with
the addition of instructions for correct reporting of
infectious agent antigen detection by immunoassay
technique performed with and without direct optical
observation.

Microbiology

A87301 Infectious agent antigen detection
by immunoassay technique, (eg,
enzyme immunoassay [EIA], enzyme-
linked immunosorbent assay [ELISA],
fluorescence immunoassay [FIA],
immunochemiluminometric assay
[IMCA]) qualitative or semiquantitative;
adenovirus enteric types 40/41

A87305 Aspergillus

A87320 Chlamydia trachomatis

AB87324 Clostridium difficile toxin(s)

A87327 Cryptococcus neoformans
(For Cryptococcus latex agglutination,
use 86403)

AB87328 cryptosporidium

A87329 giardia

A87332 cytomegalovirus

A87335 Escherichia coli 0157
(For giardia antigen, use 87329)

AB87336 Entamoeba histolytica dispar

group

AB87337 Entamoeba histolytica group

AB87338 Helicobacter pylori, stool

AB87339 Helicobacter pylori
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AB87340

A87341

A87350

A87380

A87385

A87389

AB87390

A87391

AB87400

AB87420

AB87425

AB87426

AB7427
AB87430
AB87449

AB87451

(For H. pylori, stool, use 87338. For
H. pylori, breath and blood by mass
spectrometry, see 83013, 83014. For
H. pylori, liquid scintillation counter,
see 78267, 78268)

hepatitis B surface antigen
(HBsAg)

hepatitis B surface antigen
(HBsAQ) neutralization

hepatitis Be antigen (HBeAg)
hepatitis, delta agent
Histoplasma capsulatum

HIV-1 antigen(s), with HIV-1 and
HIV-2 antibodies, single result

HIV-1

HIV-2

Influenza, A or B, each
respiratory syncytial virus
rotavirus

severe acute respiratory
syndrome coronavirus (eg,
SARS-CoV, SARS-CoV-2
[COVID-19])

Shiga-like toxin
Streptococcus, group A

not otherwise specified, each
organism

» (87450 has been deleted. For
infectious agent antigen detection

by immunoassay technique, see
87301-87451. For infectious agent
antigen detection by immunoassay
technique with direct optical [ie, visual]
observation, see 87802-87899) ¢

polyvalent for multiple organisms,
each polyvalent antiserum

87471

87635

87636

@87637

A387802

Infectious agent detection by nucleic
acid (DNA or RNA); Bartonella
henselae and Bartonella quintana,
amplified probe technique

severe acute respiratory
syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19]), amplified probe
technique

severe acute respiratory
syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19]) and influenza virus
types A and B, multiplex amplified
probe technique

severe acute respiratory
syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19)), influenza virus
types A and B, and respiratory
syncytial virus, multiplex
amplified probe technique

» (For nucleic acid detection of
multiple respiratory infectious
agents, not including severe acute
respiratory syndrome coronavirus 2
[SARS-CoV-2] [Coronavirus disease
{COVID-19}], see 87631, 87632,
87633)«

» (For nucleic acid detection of
multiple respiratory infectious
agents, including severe acute
respiratory syndrome coronavirus 2
[SARS-CoV-2] [Coronavirus disease
{COVID-19}] in conjunction with
additional target[s] beyond influenza
virus types A and B and respiratory
syncytial virus, see 87631, 87632,
87633)«

Infectious agent antigen detection by
immunoassay with direct optical (ie,
visual) observation; Streptococcus,
group B
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A87803 Clostridium difficile toxin A

#A87806 HIV-1 antigen(s), with HIV-1 and
HIV-2 antibodies

A87804 Influenza

87806 Code is out of numerical sequence.

See 87802-87903

A87807 respiratory syncytial virus

#@87811 severe acute respiratory
syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19])

A87808 Trichomonas vaginalis

A87809 adenovirus

A87810 Chlamydia trachomatis

A87850 Neisseria gonorrhoeae

A87880 Streptococcus, group A

A87899 not otherwise specified

New Codes and Updated
Microbiology Guidelines

With the creation of the three new Category I codes
by the Panel, code 87636 may now be used to report
combined respiratory virus multiplex testing for
either SARS-CoV-2 with influenza A and influenza
B, and code 87637 may be reported for SARS-CoV-2
with influenza A, influenza B, and RSV.

Code 87811 describes antigen detection of
SARS-CoV-2 by direct optical (ie, visual) observa-
tion. In order to create the new codes to report the
evolving methods of SARS-CoV-2 antigen testing,
the Panel also reviewed the guidelines and defi-
nitions in the Immunology and Microbiology
subsections.

In the Panel’s review of these guidelines, it was
discovered that there was overlap and confusion in

certain terms that are used to describe the method-
ologies employed in infectious agent antigen testing,
specifically the concepts surrounding immuno-
fluorescent technique, direct optical observation,
and use of single-step versus multiple-step tech-
niques. See the following discussion on these three
concepts.

Immunofluorescent Technique

Immunofluorescence is generally defined as a pro-
cedure to detect antigens in cellular contexts using
antibodies and tagged fluorescent markers. It is also
typically further clarified to indicate that fluorescence
is identified using microscopy.

A review of the creation of these codes and sub-
sequent codes in the family identified a lack of
clarification on the type of “immunofluorescent
technique” and the lack of specification regarding the
use of microscopy in the CPT code set. After careful
consideration of the historical information available,
it was determined that non-microscopic immunofluo-
rescent technique(s) should not be included in this
code family.

Direct Optical Observation

In contrast to the differentiation of work performed
based on detection methodologies (ie, by immunofluo-
rescence vs other immunologic techniques), the direct
optical observation codes distinguished the differ-
ences in the service provided based on how results are
observed. Although not specifically stated, when the
CPT codes for these tests were initially created, the
general understanding was that these immunoassays
were more akin to single-step methods and conducive
to point-of-care (POC) applications or testing (POCT)
(the prototype used was POCT rapid Strep screening).

The May 2009 issue of CPT® Assistant provided
some guidance regarding this in the article, “Coding
Brief: Rapid Influenza Virus A and B Testing (Code
87804).” The coding brief noted that direct optical
observation “is a testing platform that yields a typi-
cally qualitative result by producing a signal on the
reaction chamber that can be interpreted visually,
such as a colored band.” Note that this clarification
only applies to primary source infectious disease
codes, ie, it does not apply to drug testing codes.
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Single-Step vs Multiple-Step
Techniques

A historical review of the concepts of “single-step”
vs “multiple-step” methodologies for immunoassays
revealed a differentiation characterized primarily by
the amount of laboratory technologist manipulation
required. If a test required little in the way of manipu-
lation (eg, put the sample and reagent[s] together

in a single step), it was considered as a single-step
process. If it required multiple touch points, it was
considered as a multiple-step process. The advent of
automation and matrix processes (eg, lateral flow) that
allow multiple steps to occur within the analysis and
testing equipment, despite the fact that the operator
had a single touch point, has diminished the utility of
characterizing immunoassays into only one of these
categories. Although the concept of single-step and
multiple-step methodologies exists beyond the CPT
codes for primary source infectious disease, the Panel
felt that only these codes should be addressed at this
time due to the urgency to incorporate testing for the
COVID-19 pandemic.

Changes Related to the Three
Concepts

As a result of the findings regarding the three con-
cepts discussed above, the Panel also approved a
series of changes to several parenthetical notes,
revised and added new guidelines in the Microbiology
subsection, and created new code 87811.

Codes 87301-87430 were revised with the addition
of “fluorescence immunoassay” and removal of the
reference to a multiple-step method. Because code
87301 is a parent code and the changes were made
to its descriptor, the changes resulted in a revision
of all of its associated child codes. Code 87426,
which was approved for the CPT 2020 code set, was
revised as well.

Code 87449, previously a parent code, was revised
with the removal of the reference to a multiple-step
method. In addition, codes 87449 and 87451 are now
child codes under code 87301.

Code 87450 was deleted. In a review of the recent
utilization of this code, it appeared to be rarely used,
which led to the belief that it may have been reported
incorrectly. A parenthetical note was added following
code 87449 to clarify the appropriate reporting of

infectious agent antigen detection by immunoassay
technique and by immunoassay technique with direct
optical observation.

Codes 87802-87899 were revised with the addition
of “(ie, visual)” to the code descriptor to clarify the
definition of direct optical observation. Because code
87802 is a parent code and the changes were made to
its descriptor, the changes resulted in a revision of all
of its associated child codes.

All of these new and/or revised codes will con-
tinue to be valid and active after the Public Health
Emergency declaration is lifted. These codes are
intended to address the needs of payers, researchers,
and public health officials, so that they can specifi-
cally identify SARS-CoV-2 testing. Note that even
if a laboratory procedure produces multiple report-
able test results, only a single CPT code may be
reported for the procedure. If there is no CPT code
that describes the procedure, the laboratory should
report an unlisted procedure code with a single unit
of service.

Proprietary Laboratory Analyses

@0240U Infectious disease (viral respiratory
tract infection), pathogen-specific
RNA, 3 targets (severe acute
respiratory syndrome coronavirus 2
[SARS-CoV-2], influenza A, influenza
B), upper respiratory specimen, each
pathogen reported as detected or not
detected

@0241U Infectious disease (viral respiratory
tract infection), pathogen-specific
RNA, 4 targets (severe acute
respiratory syndrome coronavirus 2
[SARS-CoV-2], influenza A, influenza
B, respiratory syncytial virus [RSV]),
upper respiratory specimen, each
pathogen reported as detected or not
detected

Two PLA Codes
Established

Two PLA codes were established to report pro-
prietary POC testing for simultaneous qualitative
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detection and differentiation of SARS-CoV-2,
influenza A, influenza B, and RSV viral RNA that
are performed in the office by a physician or other
qualified health care professional (QHP). It is impor-
tant to note that the tests represented by these two
PLA codes employ the same cartridge and the assay
is performed with or without RSV, and the code
selection is differentiated by the number of targets
tested.

Alpha-
Numeric Code

Proprietary Name

and Clinical Laboratory or
Manufacturer

Per standard CPT convention, in addition to listing
codes 0240U and 0241U in the Pathology and
Laboratory section, these new PLA codes will be
included with the procedure’s proprietary name in
Appendix O in the CPT code set. To report a PLA
code, the analysis performed must fulfill the code
descriptor and must be the test represented by the
proprietary name listed in Appendix O. Codes 0240U
and 0241U will be listed in Appendix O as follows:

Code Descriptor

Flu/RSV (all targets), Cepheid«

» Xpert® Xpress SARS-CoV-2/ @0240U P Infectious disease (viral respiratory tract infection),

Flu/RSV (SARS-CoV-2 & Flu pathogen-specific RNA, 3 targets (severe acute

targets only), Cepheid < respiratory syndrome coronavirus 2 [SARS-CoV-2],
influenza A, influenza B), upper respiratory specimen,
each pathogen reported as detected or not detected «

» Xpert® Xpress SARS-CoV-2/ @0241U P Infectious disease (viral respiratory tract infection),

pathogen-specific RNA, 4 targets (severe acute
respiratory syndrome coronavirus 2 [SARS-CoV-2],
influenza A, influenza B, respiratory syncytial virus
[RSV]), upper respiratory specimen, each pathogen
reported as detected or not detected €

The following clinical examples and procedural
descriptions reflect typical clinical scenarios for
which it would be appropriate to report these codes.

Clinical Example (87636)

A 25-year-old female calls her health care profes-
sional’s health line after 2 days of fever, coughing,
runny nose, and muscle aches. The health care profes-
sional recommends collecting a nasal swab to test for
influenza and COVID-19 because of the overlapping
symptoms.

Description of Procedure
(87636)

Perform a multiplex reverse transcription polymerase
chain reaction (RT-PCR) assay for the simulta-

neous qualitative detection and differentiation of
SARS-CoV-2, influenza A, and influenza B using a
sample of the collected specimen. Provide the results
to the health care professional.

Clinical Example (87637)

A mother calls her health care professional’s health
line after her 2-year-old child has been having 2 days
of fever, coughing, runny nose, and muscle aches.
The health care professional recommends collecting a

nasal swab to test for influenza A, influenza B, respi-
ratory syncytial virus (RSV), and COVID-19 because
of the overlapping symptoms.

Description of Procedure
(87637)

Perform a multiplex reverse transcription polymerase
chain reaction (RT-PCR) assay for the simulta-

neous qualitative detection and differentiation of
SARS-CoV-2, influenza A, influenza B, and RSV
using a sample of the collected specimen. Provide the
results to the health care professional.

Clinical Example (87811)

A 25-year-old female calls her health care profes-
sional’s health line after 2 days of fever, coughing,
runny nose, and muscle aches. The health care profes-
sional recommends collecting a nasal swab to test for
COVID-19.

Description of Procedure
(87811)

Following the manufacturer’s instructions, add a
nasal swab specimen from the patient to a lateral flow
test system to detect SARS-CoV-2 antigen using an
immunochromatographic immunoassay. The operator
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who visually inspects the test cartridge reads the
result, noting the internal control and patient result.
Report the qualitative result to the ordering health
care professional.

Clinical Example (0240U)

A 14-year-old female, who has no underlying condi-
tions, presents with a two-day history of fever, sore
throat, and fatigue. The physician collects a naso-
pharyngeal swab and submits it for simultaneous
evaluation of SARS-CoV-2, influenza A, and influ-
enza B.

Description of Procedure
(0240U)

Add a sample of the collected specimen to the test
cartridge and load it onto the instrument for the
RT-PCR detection of viral RNA from SARS-CoV-2,
influenza A, and influenza B, if present. Report all

positive and negative results for each pathogen to the
ordering health care professional.

Clinical Example (0241U)

A 2-year-old child presents with a two-day history of
fever, sore throat, and fatigue. The physician collects
a nasopharyngeal swab and orders testing for simul-
taneous evaluation of SARS-CoV-2, influenza A,
influenza B, and RSV.

Description of Procedure
(0241U)

Add a sample of collected specimen to a test cartridge
and load it onto the automated instrument for the
RT-PCR detection of viral RNA from SARS-CoV-2,
influenza A, influenza B, and RSV, if present. Report
the qualitative results for the four targets to the
ordering health care professional.
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SPECIAL EDITION: April Update

SARS-CoV-2 Serologic Laboratory Testing

As the coronavirus (COVID-19) pandemic con-
tinues and as responses to the disease evolve, the
American Medical Association (AMA) Current
Procedural Terminology (CPT®) Editorial Panel
convened a second special meeting within a month
to approve codes specific to laboratory testing for
severe acute respiratory syndrome coronavirus 2
(SARS-CoV-2) (coronavirus disease [COVID-19]).
To address the urgent clinical need to report (and
track) antibody testing, the CPT Editorial Panel has
revised one code and established two additional
codes to provide increased specificity to report sero-
logic laboratory testing.

The AMA expedited the publication of these
changes to the AMA website on Friday, April 10,
2020, at https://www.ama-assn.org/delivering-care/
public-health/covid-19-2019-novel-coronavirus-
resource-center-physicians. In addition to the
revision of code 86318, addition of the two new
codes, and a guideline revision, three parenthet-
ical notes have been added to provide guidance

on selecting the most appropriate code for the
procedure performed. These codes are effective
immediately for use in reporting these laboratory
tests. Note that the revised code 86318, two new
codes 86328 and 86769, new parenthetical notes and
revised guideline are not included in the CPT 2020

code set; however, they will be included in the CPT
2021 code set in the Immunology subsection of the
Pathology and Laboratory section.

Immunology

AB86318

#@86328

©86769

Immunoassay for infectious agent
antibody(ies), qualitative or semiquantitative,
single step method (eg, reagent strip);

severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2)
(Coronavirus disease [COVID-19])

> (For severe acute respiratory syndrome
coronavirus 2 [SARS-CoV-2] [Coronavirus
disease {COVID-19}] antibody testing using
multiple-step method, use 86769) <

Antibody; severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2) (Coronavirus
disease [COVID-19])

> (For severe acute respiratory syndrome
coronavirus 2 [SARS-CoV-2] [Coronavirus
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disease {COVID-19}] antibody testing using
single step method, use 86328) «

The new codes will allow accurate reporting

and tracking of tests performed specifically for
COVID-19 caused by SARS-CoV-2. Code 86328 was
established as a child code to 86318 to report a
qualitative or semiquantitative single-step method
immunoassay for SARS-CoV-2 (COVID-19)
antibody(ies). Code 86769 was established to report
an antibody test for SARS-CoV-2 (Coronavirus
disease [COVID-19]) using a multiple-step method.
Note that code 86769 will be a child code under
parent code 86710. It is represented here in its
entirety, ie, complete long descriptor, including the
language from parent code 86710.

The following information from the code set shows
additional changes made to the code set related to
the new antibody codes. The guidelines for codes
86602-86804 have been revised to incorporate new
code 86328. In addition, a parenthetical note has
been added following code 86635 directing users to
new codes 86328 and 86769.

Immunology

» The following codes (86602-86804) are qualitative
or semiquantitative immunoassays performed by
multiple-step methods for the detection of anti-
bodies to infectious agents. For immunoassays by
single-step method (eg, reagent strips), see codes
86318, 86328. Procedures for the identification of
antibodies should be coded as precisely as possible.
For example, an antibody to a virus could be coded
with increasing specificity for virus, family, genus,
species, or type. In some cases, further precision
may be added to codes by specifying the class of
immunoglobulin being detected. When multiple
tests are done to detect antibodies to organisms
classified more precisely than the specificity allowed
by available codes, it is appropriate to code each as a
separate service. For example, a test for antibody to
an enterovirus is coded as 86658. Coxsackie viruses
are enteroviruses, but there are no codes for the
individual species of enterovirus. If assays are per-
formed for antibodies to coxsackie A and B species,
each assay should be separately coded. Similarly,

if multiple assays are performed for antibodies of
different immunoglobulin classes, each assay should
be coded separately. When a coding option exists
for reporting IgM specific antibodies (eg, 86632),
the corresponding nonspecific code (eg, 86631) may
be reported for performance of either an antibody
analysis not specific for a particular immunoglob-
ulin class or for an IgG analysis.<

(For the detection of antibodies other than
those to infectious agents, see specific
antibody [eg, 86021-86023, 86376, 86800,
86850-86870] or specific method [eg,
83516, 86255, 86256)).

(For infectious agent/antigen detection, see

87260-87899)
86602 Antibody; actinomyces
86635 Coccidioides

» (For severe acute respiratory syndrome
coronavirus 2 [SARS-CoV-2] [Coronavirus
disease {COVID-19}] antibody testing, see
86328, 86769) 4

The following clinical examples and procedural
descriptions reflect typical clinical situations for
which these new codes would be appropriately
reported. Due to the early utilization stage for these
tests, clinical indications are subject to further
refinement as knowledge of the novel coronavirus
evolves. The CPT Editorial Panel will continue to
review and may clarify these indications as more
information becomes available.

Clinical Example (86328)

A 67-year-old female with a history of diabetes mel-
litus and hypertension presented to the emergency
department with a 5-day history of malaise, a non-
productive cough, and low-grade fever (eg, 100.4° F/
38° C). A SARS-CoV-2 IgG/IgM reagent strip anti-
body test for COVID-19 was ordered. Blood or serum
is collected from the patient for testing.

Description of Procedure (86328)

A reagent strip cartridge coated with anti-human
monoclonal IgM and IgG antibodies and goat anti-
mouse IgG antibodies is removed from its sealed
container. The patient’s blood sample is added to the
specimen well, followed by specimen diluent. After
the specimen and reagents advance to and react
with the test area of the reagent strip, the specimen
is read optically, observing the control, IgG and IgM
bands. Results are interpreted and reported.

Clinical Example (86769)

A 68-year-old male with a history of coronary
artery disease, aortic valve replacement, and lym-
phoma presented to the emergency department
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with a 6-day history of malaise, a non-productive
cough, and low-grade fever (eg, 100.4° F/38° C).
SARS-CoV-2 IgG and IgM antibody tests were
ordered to inform diagnosis of acute or conva-
lescent phase of COVID-19. Serum or plasma is
collected from the patient for testing.

Description of Procedure (86769)

A sample of the patient’s serum or plasma is diluted
in buffer and an aliquot of the diluted sample and
controls in duplicate are added to a multi-well plate,
incubated and washed. Peroxidase-conjugated
mouse anti-human IgG and IgM antibodies

are added to the sample plate and incubated. A
chromogenic substrate is added, incubated, and
immediately read at 450 nm using a microtiter plate
reader. Results are interpreted and reported.

The following are a few common questions and
answers regarding these new SARS-CoV-2 (COVID-
19) tests.

Question: When are these codes available for
reporting?

Answer: Codes 86328 and 86769 are available for
reporting beginning April 10, 2020. Contact your
third-party payer to determine their guidelines
regarding reimbursement.

Question: How do these tests differ from newly
released code 87635 for laboratory testing for
SARS-CoV-2?

Answer: Code 87635 is reported for respiratory
specimens from which DNA/RNA is obtained

and analyzed, and it is designed to detect the
SARS-CoV-2 virus. The two new serologic codes
will be used to identify the presence of antibodies to
the SARS-CoV-2 virus.

Question: / am using a standalone device that tests
for SARS-CoV-2 IgM and IgG antibodies at the point
of care (POCT), which new code should I report?

Answer: While CPT does not specifically address
place of service considerations, most POC platforms
for SARS-CoV-2 serologic testing are single-step
methods (eg, reagent strips). Code 86328 would be
the most appropriate code to report this analysis.
POC tests for COVID-19 also include nucleic

acid analysis, and would be captured with code
87635, Infectious agent detection by nucleic acid
(DNA or RNA); severe acute respiratory syndrome

coronavirus 2 (SARS-CoV-2) (Coronavirus disease
[COVID-19]), amplified probe technique, which was
issued on March 13. Codes selected should accu-
rately describe the service provided.

Question: If my testing device (eg, reagent strip)
provides an analysis for two antibody classes on a
single-step method assay, do I report code 86328 for
each antibody class?

Answer: No, code 86328 should be reported once for
each reagent strip assay. If the reagent strip tests for
one or multiple antibody classes (eg, IgG and IgM),
one unit of service should be reported, regardless of
the number of antibodies evaluated and reported on
the reagent strip.

Question: If I test two antibodies in two separate
single-step assays, do I report code 86328 for each
assay?

Answer: Yes, code 86328 should be reported once for
each reagent strip tested. However, modifier 59
should be appended to the code for the second
reagent strip assay to identify that two distinct
analyses were performed.

Question: If I test for IgG and IgM in separate assays,
do I report code 86769 for each antibody?

Answer: Yes, if multiple assays are performed for
antibodies of different immunoglobulin classes,
each assay should be reported separately. Modifier
59 should be appended to the code reported for the
second assay to identify that two distinct analyses
were performed.

Question: Is reporting of the SARS-CoV-2
(COVID-19) serologic testing handled differently if
other services are performed on the same date?

Answer: No, all other provided services should be
reported as appropriate according to CPT coding
guidelines, regardless if they are performed on the
same day as the SARS-CoV-2 test. Note that the new
codes describe laboratory tests, and therefore,
guidelines regarding the appropriate reporting of
laboratory tests apply.

Stay informed and updated with the AMA on the
coronavirus COVID-19 by visiting the AMA web-site
at https://www.ama-assn.org/delivering-care/
public-health/covid-19-2019-novel-coronavirus-
resource-center-physicians.
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SPECIAL EDITION: April Update

SARS-CoV-2 Serologic Laboratory Testing

As the coronavirus (COVID-19) pandemic con-
tinues and as responses to the disease evolve, the
American Medical Association (AMA) Current
Procedural Terminology (CPT®) Editorial Panel
convened a second special meeting within a month
to approve codes specific to laboratory testing for
severe acute respiratory syndrome coronavirus 2
(SARS-CoV-2) (coronavirus disease [COVID-19]).
To address the urgent clinical need to report (and
track) antibody testing, the CPT Editorial Panel has
revised one code and established two additional
codes to provide increased specificity to report sero-
logic laboratory testing.

The AMA expedited the publication of these
changes to the AMA website on Friday, April 10,
2020, at https://www.ama-assn.org/delivering-care/
public-health/covid-19-2019-novel-coronavirus-
resource-center-physicians. In addition to the
revision of code 86318, addition of the two new
codes, and a guideline revision, three parenthet-
ical notes have been added to provide guidance

on selecting the most appropriate code for the
procedure performed. These codes are effective
immediately for use in reporting these laboratory
tests. Note that the revised code 86318, two new
codes 86328 and 86769, new parenthetical notes and
revised guideline are not included in the CPT 2020

code set; however, they will be included in the CPT
2021 code set in the Immunology subsection of the
Pathology and Laboratory section.

Immunology

AB86318

#@86328

©86769

Immunoassay for infectious agent
antibody(ies), qualitative or semiquantitative,
single step method (eg, reagent strip);

severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2)
(Coronavirus disease [COVID-19])

> (For severe acute respiratory syndrome
coronavirus 2 [SARS-CoV-2] [Coronavirus
disease {COVID-19}] antibody testing using
multiple-step method, use 86769) <

Antibody; severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2) (Coronavirus
disease [COVID-19])

> (For severe acute respiratory syndrome
coronavirus 2 [SARS-CoV-2] [Coronavirus
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disease {COVID-19}] antibody testing using
single step method, use 86328) «

The new codes will allow accurate reporting

and tracking of tests performed specifically for
COVID-19 caused by SARS-CoV-2. Code 86328 was
established as a child code to 86318 to report a
qualitative or semiquantitative single-step method
immunoassay for SARS-CoV-2 (COVID-19)
antibody(ies). Code 86769 was established to report
an antibody test for SARS-CoV-2 (Coronavirus
disease [COVID-19]) using a multiple-step method.
Note that code 86769 will be a child code under
parent code 86710. It is represented here in its
entirety, ie, complete long descriptor, including the
language from parent code 86710.

The following information from the code set shows
additional changes made to the code set related to
the new antibody codes. The guidelines for codes
86602-86804 have been revised to incorporate new
code 86328. In addition, a parenthetical note has
been added following code 86635 directing users to
new codes 86328 and 86769.

Immunology

» The following codes (86602-86804) are qualitative
or semiquantitative immunoassays performed by
multiple-step methods for the detection of anti-
bodies to infectious agents. For immunoassays by
single-step method (eg, reagent strips), see codes
86318, 86328. Procedures for the identification of
antibodies should be coded as precisely as possible.
For example, an antibody to a virus could be coded
with increasing specificity for virus, family, genus,
species, or type. In some cases, further precision
may be added to codes by specifying the class of
immunoglobulin being detected. When multiple
tests are done to detect antibodies to organisms
classified more precisely than the specificity allowed
by available codes, it is appropriate to code each as a
separate service. For example, a test for antibody to
an enterovirus is coded as 86658. Coxsackie viruses
are enteroviruses, but there are no codes for the
individual species of enterovirus. If assays are per-
formed for antibodies to coxsackie A and B species,
each assay should be separately coded. Similarly,

if multiple assays are performed for antibodies of
different immunoglobulin classes, each assay should
be coded separately. When a coding option exists
for reporting IgM specific antibodies (eg, 86632),
the corresponding nonspecific code (eg, 86631) may
be reported for performance of either an antibody
analysis not specific for a particular immunoglob-
ulin class or for an IgG analysis.<

(For the detection of antibodies other than
those to infectious agents, see specific
antibody [eg, 86021-86023, 86376, 86800,
86850-86870] or specific method [eg,
83516, 86255, 86256)).

(For infectious agent/antigen detection, see

87260-87899)
86602 Antibody; actinomyces
86635 Coccidioides

» (For severe acute respiratory syndrome
coronavirus 2 [SARS-CoV-2] [Coronavirus
disease {COVID-19}] antibody testing, see
86328, 86769) 4

The following clinical examples and procedural
descriptions reflect typical clinical situations for
which these new codes would be appropriately
reported. Due to the early utilization stage for these
tests, clinical indications are subject to further
refinement as knowledge of the novel coronavirus
evolves. The CPT Editorial Panel will continue to
review and may clarify these indications as more
information becomes available.

Clinical Example (86328)

A 67-year-old female with a history of diabetes mel-
litus and hypertension presented to the emergency
department with a 5-day history of malaise, a non-
productive cough, and low-grade fever (eg, 100.4° F/
38° C). A SARS-CoV-2 IgG/IgM reagent strip anti-
body test for COVID-19 was ordered. Blood or serum
is collected from the patient for testing.

Description of Procedure (86328)

A reagent strip cartridge coated with anti-human
monoclonal IgM and IgG antibodies and goat anti-
mouse IgG antibodies is removed from its sealed
container. The patient’s blood sample is added to the
specimen well, followed by specimen diluent. After
the specimen and reagents advance to and react
with the test area of the reagent strip, the specimen
is read optically, observing the control, IgG and IgM
bands. Results are interpreted and reported.

Clinical Example (86769)

A 68-year-old male with a history of coronary
artery disease, aortic valve replacement, and lym-
phoma presented to the emergency department
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with a 6-day history of malaise, a non-productive
cough, and low-grade fever (eg, 100.4° F/38° C).
SARS-CoV-2 IgG and IgM antibody tests were
ordered to inform diagnosis of acute or conva-
lescent phase of COVID-19. Serum or plasma is
collected from the patient for testing.

Description of Procedure (86769)

A sample of the patient’s serum or plasma is diluted
in buffer and an aliquot of the diluted sample and
controls in duplicate are added to a multi-well plate,
incubated and washed. Peroxidase-conjugated
mouse anti-human IgG and IgM antibodies

are added to the sample plate and incubated. A
chromogenic substrate is added, incubated, and
immediately read at 450 nm using a microtiter plate
reader. Results are interpreted and reported.

The following are a few common questions and
answers regarding these new SARS-CoV-2 (COVID-
19) tests.

Question: When are these codes available for
reporting?

Answer: Codes 86328 and 86769 are available for
reporting beginning April 10, 2020. Contact your
third-party payer to determine their guidelines
regarding reimbursement.

Question: How do these tests differ from newly
released code 87635 for laboratory testing for
SARS-CoV-2?

Answer: Code 87635 is reported for respiratory
specimens from which DNA/RNA is obtained

and analyzed, and it is designed to detect the
SARS-CoV-2 virus. The two new serologic codes
will be used to identify the presence of antibodies to
the SARS-CoV-2 virus.

Question: / am using a standalone device that tests
for SARS-CoV-2 IgM and IgG antibodies at the point
of care (POCT), which new code should I report?

Answer: While CPT does not specifically address
place of service considerations, most POC platforms
for SARS-CoV-2 serologic testing are single-step
methods (eg, reagent strips). Code 86328 would be
the most appropriate code to report this analysis.
POC tests for COVID-19 also include nucleic

acid analysis, and would be captured with code
87635, Infectious agent detection by nucleic acid
(DNA or RNA); severe acute respiratory syndrome

coronavirus 2 (SARS-CoV-2) (Coronavirus disease
[COVID-19]), amplified probe technique, which was
issued on March 13. Codes selected should accu-
rately describe the service provided.

Question: If my testing device (eg, reagent strip)
provides an analysis for two antibody classes on a
single-step method assay, do I report code 86328 for
each antibody class?

Answer: No, code 86328 should be reported once for
each reagent strip assay. If the reagent strip tests for
one or multiple antibody classes (eg, IgG and IgM),
one unit of service should be reported, regardless of
the number of antibodies evaluated and reported on
the reagent strip.

Question: If I test two antibodies in two separate
single-step assays, do I report code 86328 for each
assay?

Answer: Yes, code 86328 should be reported once for
each reagent strip tested. However, modifier 59
should be appended to the code for the second
reagent strip assay to identify that two distinct
analyses were performed.

Question: If I test for IgG and IgM in separate assays,
do I report code 86769 for each antibody?

Answer: Yes, if multiple assays are performed for
antibodies of different immunoglobulin classes,
each assay should be reported separately. Modifier
59 should be appended to the code reported for the
second assay to identify that two distinct analyses
were performed.

Question: Is reporting of the SARS-CoV-2
(COVID-19) serologic testing handled differently if
other services are performed on the same date?

Answer: No, all other provided services should be
reported as appropriate according to CPT coding
guidelines, regardless if they are performed on the
same day as the SARS-CoV-2 test. Note that the new
codes describe laboratory tests, and therefore,
guidelines regarding the appropriate reporting of
laboratory tests apply.

Stay informed and updated with the AMA on the
coronavirus COVID-19 by visiting the AMA web-site
at https://www.ama-assn.org/delivering-care/
public-health/covid-19-2019-novel-coronavirus-
resource-center-physicians.
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SPECIAL EDITION: September Update

COVID-19 Coding Update

The effect of the coronavirus disease (COVID-19)
worldwide is unprecedented and multidimensional.
The American Medical Association (AMA) Current
Procedural Terminology (CPT®) Editorial Panel is
tasked with ensuring that CPT codes remain up to
date and reflect the latest medical care available to
patients. To achieve this, the CPT Editorial Panel
has set a precedent for rapidly releasing CPT codes
during the pandemic to address this emergent issue.
In keeping with this practice, the CPT Editorial Panel
approved two new Category I codes and expedited
the publication of these new codes to the AMA
website on Tuesday, September 8, 2020, at https:/
www.ama-assn.org/delivering-care/public-health/
covid-19-2019-novel-coronavirus-resource-center-
physicians. These codes are effective immediately.

New CPT code 86413 was established to report quan-
titative antibody detection for severe acute respiratory
syndrome coronavirus 2 (SARS-CoV-2). New code
99072 was established to report additional practice
expenses incurred during a Public Health Emergency
(PHE), including supplies and additional clinical staff
time. This article will provide an overview of these
new codes.

Immunology

#@86413 Severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2)

(Coronavirus disease [COVID-19])
antibody, quantitative

Special Services,
Procedures and Reports

®99072 Additional supplies, materials, and
clinical staff time over and above
those usually included in an office
visit or other non-facility service(s),
when performed during a Public
Health Emergency as defined by
law, due to respiratory-transmitted
infectious disease

Discussion

By providing precise quantitative measurements,
code 86413 is intended for use as an aid in investi-
gating the presence and temporal evolution of the
adaptive immune response to SARS-CoV-2. The

aim of this quantitative antibody assay is to assist in
studies of the epidemiology, pathogenesis, prevention,
and treatment of COVID-19.

New code 99072 represents a new practice expense
code specifically intended for use during a declared
PHE as defined by law, due to respiratory-trans-
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mitted infectious disease. It accounts for additional
supplies, materials, and clinical staff time required
for patient symptom checks over the phone and

upon arrival, donning and removing personal pro-
tective equipment (PPE), and increased sanitation
measures to prevent the spread of communicable
disease. This new code is established in response to
the significant additional practice expenses related to
activities required to safely provide medical services
to patients in person during a PHE over and above
those usually included in a medical visit or service.
This new code should only be reported when the
service is rendered in a non-facility place of service
(POS) setting, and in an area where it is required to
mitigate the transmission of the respiratory disease
for which the PHE was declared. A comprehensive
list of POS codes and their facility/non-facility desig-
nations are found in the Medicare Claims Processing
Manual at https:/www.cms.gov/Medicare/Coding/
place-of-service-codes.

Users familiar with the CPT code set will recall
that code 99070 is typically reported for supplies
and materials that may be used or provided to
patients during an office visit or other service(s)
provided in the office setting. However, the newly
established code differs significantly. First, new
code 99072 is reported only during a PHE and
only for additional items required to support a safe
in-person provision of evaluation, treatment, or
procedural service(s). These items contrast with
those typically reported with code 99070, which
focuses on additional supplies provided over and
above those usually included with a specific service,
such as drugs, intravenous (I'V) catheters, or trays.
Secondly, the new code is also intended to account
for the additional time required by clinical staff to
provide the service safely.

This new code is designed to capture the following
practice expense factors such as:

* Time over what is included in the primary service
of clinical staff time (registered nurse [RN]/
licensed practical nurse [LPN]/ medical technical
assistant [MTA]) to conduct a pre-visit phone call
to screen the patient (symptom check), provide
instructions on social distancing during the visit,
check patients for symptoms upon arrival, apply
and remove PPE, and perform additional cleaning
of the examination/procedure/imaging rooms,
equipment, and supplies

*  Three surgical masks

*  Cleaning supplies, including additional quantities
of hand sanitizer and disinfecting wipes, sprays,
and cleansers

To further delineate the use of code 99072, a paren-
thetical note has been added to code 99070 directing
users to the new code when the additional supplies,
materials, and preparation time meeting its criteria
are utilized.

Code 99072 is to be reported only once per in-person
patient encounter per provider identification number
(PIN), regardless of the number of services rendered
at that encounter. In the instance in which the noted
clinical staff activities are performed by a physi-
cian or other qualified health care professional (eg,

in practice environments without clinical staff or a
shortage of available staff), the activity requirements
of this code would be considered as having been met;
however, the time spent should not be counted in any
other time-based visit or service reported during the
same encounter.

The following clinical examples and procedural
descriptions reflect typical clinical scenarios for which
it would be appropriate to report these new codes.

Clinical Example (86413)

A 52-year-old female was discharged from hospital
after a lengthy stay with severe COVID-19, which

is confirmed by molecular testing for SARS-CoV-2.
Four weeks after her recovery, a blood specimen was
submitted for quantitative antibody evaluation to
assess her immune response to the virus.

Description of Procedure
(86413)

Incubate and wash patient serum and diluent added to
a SARS-CoV-2 spike protein receptor binding domain
(RBD)-complexed solid-phase surface, followed by
adding antihuman-signal antibodies to detect bound
anti-RBD antibodies. The relative amount of signal
measured is directly proportional to the anti-RBD
antibody concentration in the specimen and is inter-
preted using a standards-generated calibration curve
with results reported in quantitative units.

Clinical Example (99072)

A 65-year-old female presents to the physician’s
office, requiring care for an illness, acute injury, or
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ongoing care for a chronic condition. The encounter
occurs during a Public Health Emergency (PHE), as
defined by law, due to respiratory-transmitted infec-
tious disease.

Description of Procedure
(99072)

N/A

See the following questions and answers regarding
codes 86413, 86769, 86328, and 99072.

Questions and Answers

Question: How does code 86413 differ from codes
86769 and 86328, two other recently approved
SARS-CoV-2 antibody testing codes?

Answer: Codes 86769, Antibody; severe acute
respiratory syndrome coronavirus 2 (SARS-CoV-2)
(Coronavirus disease [COVID-19]), and 86328,
Immunoassay for infectious agent antibody(ies),
qualitative or semiquantitative, single-step method
(eg, reagent strip); severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2) (Coronavirus disease
[COVID-19]), are both reported as qualitative or
semiquantitative assays; code 86413 is reported as a
quantitative assay.

Question: Code 99072 is stated as being applicable
“during a PHE.” What information should be used to
verify when a PHE is in effect?

Answer: A PHE is in effect when declared by law
by the officially designated relevant public health
authority(ies).

Question: For what type of patient encounters or
services should code 99072 be reported?

Answer: Code 99072 may be reported with an
in-person patient encounter for an office visit or
other non-facility service, in which the implemented
guidelines related to mitigating the transmission

of the respiratory disease for which the PHE was
declared are required. Use of this code is not depen-
dent on a specific patient diagnosis. For a list of POS
codes with facility/non-facility designations that

are available in the Medicare Claims Processing
Manual, visit https://www.cms.gov/Medicare/Coding/
place-of-service-codes.

Question: What documentation is required to report
code 99072?

Answer: Given that code 99072 may only be
reported during a PHE, one would not report this
code in conjunction with an evaluation and man-
agement (E/M) service or procedure when a PHE
is not in effect. Therefore, code 99072 is reported
justifiably only when health and safety conditions
applicable to a PHE require the type of supplies
and additional clinical staff time explained in the
code descriptor. Documentation requirements may
vary among third-party payers and insurers; there-
fore, they should be contacted to determine their
specifications.

Question: May code 99072 be reported with code
99070?

Answer: Yes, code 99072 may be reported with code
99070 when the requirements for both codes have
been met. Note that eligibility for payment, as well

as coverage policy, is determined by each individual
insurer or third-party payer.
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CMS Man ual Syste m Department of Health &

Human Services (DHHS)

Pub 100-04 Medicare Claims Processing Centers for Medicare &
Medicaid Services (CMS)
Transmittal 10367 Date: September 24, 2020

Change Request 11937

Transmittal 10318, dated August 21, 2020, is being rescinded and replaced by Transmittal 10367
September 24, 2020 to add a new COVID 19 code (86413) and ADLT code (0090U) to the policy
section. This correction also revises business requirement 11937.2.1. All other information remains the
same.

SUBJECT: Quarterly Update for Clinical Laboratory Fee Schedule 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: October 1, 2020
*Unless otherwise specified, the effective date is the date of service.
IMPLEMENTATION DATE: October 5, 2020

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.

I1. 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
I11. 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: 10367 | Date: September 24, 2020 | Change Request: 11937 |

Transmittal 10318, dated August 21, 2020, is being rescinded and replaced by Transmittal 10367
September 24, 2020 to add a new COVID 19 code (86413) and ADLT code (0090U) to the policy
section. This correction also revises business requirement 11937.2.1. All other information remains the
same.

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

EFFECTIVE DATE: October 1, 2020

*Unless otherwise specified, the effective date is the date of service.
IMPLEMENTATION DATE: October 5, 2020

l. 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 Payment Amount for Specific Advanced Diagnostic Laboratory Tests (ADLTS)

e For dates of service beginning on or after April 1, 2020 through December 31, 2021, the
payment amount for the ADLT DecisionDx-Melanoma™ is equal to $7,193.00. The fee
schedule amount for DecisionDx-Melanoma™ reflects the weighted median of private payor
rates for the test, as determined from applicable information collected and reported to CMS
during the new ADLT initial period. Once this ADLT is assigned its own unique Healthcare
Common Procedure Coding System (HCPCS) code, meaning one that describes only a single
test, the HCPCS code and payment amount will be included on the CLFS file.

e Code 0090U — myPath Melanoma Effective September 6, 2019, CMS approved laboratory
test myPath MelanomaTM, currently described by Healthcare Common Procedure Coding
System (HCPCS) code 0090U, as a new Advanced Diagnostic Laboratory Test (ADLT). The
new ADLT initial period for myPath MelanomaTM is effective for dates of service beginning
on or after October 1, 2019 through June 30, 2020. During the new ADLT initial period,
payment for myPath MelanomaTM shall be made at actual list charge in the amount of
$1,950, as described in the list of approved ADLTs, available at the following CLFS link:
https://www.cms.gov/files/document/advanced-diagnostic-laboratory-tests-under-medicare-
clfs.pdf. For dates of service beginning on or after July 1, 2020 through December 31, 2021,
the payment rate for myPath MelanomaTM shall be equal to the weighted median of private
payor rates established under the payment methodology described in 42 C.F.R. § 414.507(b)
and in the amount of $1,755.

e Please refer to the following 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

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 (CDLTSs) 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,
20109.

e Section 105 (a) of the Further Consolidated Appropriations Act, 2020 (FCAA) (Pub. L. 116-94,
enacted December 19, 2019) and section 3718 of the Coronavirus Aid, Relief, and Economic
Security (CARES) Act (Pub. L. 116-136, enacted March 27, 2020) made several revisions to the next
data reporting period for CDLTSs that are not ADLTSs and the phase-in of payment reductions under
the Medicare private payor rate-based CLFS. In summary, revisions are as follows:

e The next data reporting period of January 1, 2022 through March 31, 2022, will be based on
the original data collection period of January 1, 2019 through June 30, 20109.

o After the next data reporting period, there is a three-year data reporting cycle for CDLTSs that
are not ADLTs, (that is 2025, 2028, etc.).

e The statutory phase-in of payment reductions resulting from private payor rate
implementation is extended, that is, through CY 2024. There is a 0.0 percent reduction for
CY 2021, and payment may not be reduced by more than 15 percent for CY's 2022 through
2024.

Coronavirus-19 (COVID-19) Policy Updates

e Payment for Specimen Collection for Purposes of COVID-19 Testing

For the duration of the Public Health Emergency (PHE) for the COVID-19 pandemic and in an effort to be
as expansive as possible within the current authorities to have diagnostic testing available to Medicare
beneficiaries who need it, in the interim final rule with comment period (IFC), CMS-1744-1FC, Medicare
and Medicaid Programs; Policy and Regulatory Revisions in Response to the COVID-19 Public Health
Emergency, CMS changed the Medicare payment rules to provide payment to independent laboratories for
specimen collection from beneficiaries who are homebound or inpatients not in a hospital for COVID-19
testing under certain circumstances. For more information on this policy update, please refer to
https://www.cms.gov/files/document/covid-final-ifc.pdf.

e Revisions to Ordering Requirements for Clinical Laboratory Diagnostic Testing

In the interim final rule with comment period, CMS-5531-1FC, Medicare and Medicaid Programs, Basic
Health Program, and Exchanges; Additional Policy and Regulatory Revisions in Response to the COVID-19
Public Health Emergency and Delay of Certain Reporting Requirements for the Skilled Nursing Facility
Quality Reporting Program, on an interim basis for the duration of the PHE for the COVID-19 pandemic,
CMS removed the requirement that certain clinical diagnostic laboratory tests must be ordered by a treating
physician or non-physician practitioner (NPP). This will allow any healthcare professional authorized to do
so under State law to order COVID-19 diagnostic laboratory tests (including serological and antibody tests).
Because the symptoms for coronavirus, influenza and respiratory syncytial virus (RSV) are often the same,
such that concurrent testing for all three viruses is warranted, this interim policy also applies to influenza
and RSV tests, but only when they are furnished in conjunction with a medically necessary COVID-19
diagnostic laboratory test to establish or rule out a COVID-19 diagnosis or identify an adaptive immune
response to SARS-COV-2. For more information on this policy update, please refer to
https://www.cms.gov/files/document/covid-medicare-and-medicaid-ifc2.pdf.





e Coverage of COVID-19 Serology Testing

In the interim final rule with comment period, CMS-5531-1FC, Medicare and Medicaid Programs, Basic
Health Program, and Exchanges; Additional Policy and Regulatory Revisions in Response to the COVID-19
Public Health Emergency and Delay of Certain Reporting Requirements for the Skilled Nursing Facility
Quality Reporting Program, CMS finalized on an interim basis, that during the PHE for the COVID-19
pandemic, Medicare will cover FDA-authorized COVID-19 serology tests as they are reasonable necessary
under section 1862(a)(1)(A) of the Act for beneficiaries with known current or known prior COVID-19
infection or suspected current or suspected past COVID-19 infection. CMS amended § 410.32(a)(3) to
reflect this determination of coverage. For more information on this policy update, please refer to
https://www.cms.gov/files/document/covid-medicare-and-medicaid-ifc2.pdf.

e High Throughput Technologies

CMS issued CMS Ruling CMS-2020-01-R concerning payment under Medicare Supplementary Medical
Insurance (Part B) of certain clinical diagnostic laboratory tests for the detection of SARS-CoV-2 or the
diagnosis of the virus that causes COVID-19 making use of high throughput technologies. As described in
CMS Ruling CMS 2020-01-R, a high throughput technology uses a platform that employs automated
processing of more than two hundred specimens a day. For more information on this policy update, please
refer to https://www.cms.gov/files/document/cms-2020-01-r.pdf.

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 A/B MAC contractors 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
below during the PHE.

Codes Effective June 25, 2020

Please note that since the issuing of Transmittal R10217CP, CR 11815, Quarterly Update for Clinical
Laboratory Fee Schedule and Laboratory Services Subject to Reasonable Charge Payment, the following
codes were added to the national HCPCS file with an effective date of June 25, 2020. The codes are





contractor-priced until they are nationally priced and undergo the CLFS annual payment determination
process in accordance with the Social Security Act 8 1833(h)(8), 8 1834A(c) and § 1834(A)(f).

e Code:87426
Long Descriptor: Infectious agent antigen detection by immunoassay technique, (eg, enzyme immunoassay
[EIA], enzyme-linked immunosorbent assay [ELISA], immunochemiluminometric assay [IMCA])
qualitative or semiquantitative, multiple-step method; severe acute respiratory syndrome coronavirus (eg,
SARS-CoV, SARS-CoV-2 [COVID-19])
Short Descriptor: CORONAVIRUS AG IA
TOS: 5

e Code: 0223U

Laboratory Name: QIAstat-Dx Respiratory SARS CoV-2 Panel, QIAGEN Sciences, QIAGEN GmbH
Long Descriptor: Infectious disease (bacterial or viral respiratory tract infection), pathogen-specific nucleic
acid (DNA or RNA), 22 targets including severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2),
qualitative RT-PCR, nasopharyngeal swab, each pathogen reported as detected or not detected

Short Descriptor: NFCT DS 22 TRGT SARS-COV-2

TOS: 5

e Code: 0224 U

Laboratory Name: COVID-19 Antibody Test, Mt Sinai, Mount Sinai Laboratory

Long Descriptor: Antibody, severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus
disease [COVID-19]), includes titer(s), when performed

Short Descriptor: ANTIBODY SARS-COV-2 TITER(S
TOS: 5

Codes Effective Auqust 10, 2020

The listed new codes will be added to the national HCPCS file with an effective date of August 10, 2020 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.

e Code: 86408

Long Descriptor: Neutralizing antibody, severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2)
(Coronavirus disease [COVID-19]); screen





Short Descriptor: NEUTRLZG ANTB SARSCOV2 SCR
TOS: 5
e Code: 86409
Long Descriptor: Neutralizing antibody, severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2)
(Coronavirus disease [COVID-19]); titer
Short Descriptor: NEUTRLZG ANTB SARSCOV2 TITER
TOS: 5
Proprietary Laboratory Analysis (PLAS)

e Code: 0225U

Laboratory Name: ePlex® Respiratory Pathogen Panel 2, GenMark Dx, GenMark Diagnostics, Inc

Long Descriptor: Infectious disease (bacterial or viral respiratory tract infection) pathogen-specific DNA
and RNA, 21 targets, including severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2), amplified
probe technique, including multiplex reverse transcription for RNA targets, each analyte reported as
detected or not detected

Short Descriptor: NFCT DS DNA&RNA 21 SARSCOV?2

TOS: 5

e Code: 0226U

Laboratory Name: Tru-ImmuneTM, Ethos Laboratories, GenScript® USA Inc

Long Descriptor: Surrogate viral neutralization test (SVNT), severe acute respiratory syndrome coronavirus
2 (SARS-CoV-2) (Coronavirus disease [COVID-19]), ELISA, plasma, serum

Short Descriptor: SVNT SARSCOV2 ELISA PLSM SRM
TOS: 5

Code Effective September 8, 2020

The listed new code will be added to the national HCPCS file with an effective date of September 8, 2020
and does not need to be manually added to the HCPCS files by the MACs. However, the new code is
contractor-priced (where applicable) until it is nationally priced and undergoes the CLFS annual payment
determination process in accordance with the Social Security Act § 1833(h)(8), § 1834A(c) and §
1834(A)(F).

e Code: 86413





Long Descriptor: Severe acute respiratory syndrome coronavirus 2 (SARSCoV-2) (Coronavirus disease
[COVID-19]) antibody,quantitative

Short Descriptor: SARS-COV-2 ANTB QUANTITATIVE
TOS: 5

New Codes Effective October 1, 2020

The listed new codes will be added to the national HCPCS file with an effective date of October 1, 2020 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)(T).

e Code: 0015M
Long Descriptor: Adrenal cortical tumor, biochemical assay of 25 steroid markers, utilizing 24-hour urine
specimen and clinical parameters, prognostic algorithm reported as a clinical risk and integrated clinical
steroid risk for adrenal cortical carcinoma, adenoma, or other adrenal malignancy
Short Descriptor: ADRNL CORTCL TUM BCHM ASY 25
TOS: 5

e Code: 0016M
Long Descriptor: Oncology (bladder), mRNA, microarray gene expression profiling of 209 genes, utilizing
formalin-fixed paraffin-embedded tissue, algorithm reported as molecular subtype (luminal, luminal
infiltrated, basal, basal claudin-low, neuroendocrine-like)
Short Descriptor: ONC BLADDER MRNA 209 GEN ALG
TOS: 5
Proprietary Laboratory Analysis (PLAS)
Please see table attached to the Transmittal entitled "CY2020 CLFS Quarterly Updates"”, Tab "New Codes
Effective 10-1-2020". The listed new codes have been added to the national HCPCS file with an effective
date of October 1, 2020 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), 8
1834A(c) and § 1834(A)(f). MACs shall only price PLA codes for laboratories within their jurisdiction.

MAC:s shall only price PLA codes for laboratories within their jurisdiction.

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

1.  BUSINESS REQUIREMENTS TABLE





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

Number | Requirement Responsibility

A/B D Shared- Other
MAC | M| System

E | Maintainers
FIMV|C
I |C| M W
S|IS|S|F
S

AlB|H
H
H

or

11937.1 | Contractors shall be aware that the CLFS will be X| X VDC
released quarterly, as needed, and establish hours to
accommodate retrieval and implementation of the
quarterly CLFS data file.

11937.1.1 | CMS shall notify contractors by email approximately CMS
six weeks prior to the beginning of the quarter when
the Clinical Laboratory Fee Schedule (CLFS) data file
is ready for download. CMS shall provide the file
name.

11937.2 | Contractors shall retrieve and load for testing and X| X VvDC
claims processing purposes the October 2020 quarterly
CLFS data file from the CMS mainframe
approximately six weeks prior to the beginning of the
quarter.

11937.2.1 | Contractors shall note that two CLFS data files will be | X| X VvDC
available. Contractors shall use the file that they
prefer. The CLFS data file name will be in the
following format:

Date File #1:
MUOQ00.@BF12394.CLAB.VyyyyQr.UPDTONLY

Data File #2;
MUO00.@BF12394.CLAB.VyyyyQr.FULLREPL

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 October release or the 4th quarter
release of 2020, the data file names are listed below:

Data File #1:
MUO00.@BF12394.CLAB.V2020Q4.UPDTONLY






Number | Requirement Responsibility

A/B D Shared- Other
MAC | M| System

E | Maintainers
FIMV|C
I |C| M| W
S|IS|S|F
S

A|B|H
H
H

or

Data File #2:
MUO00.@BF12394.CLAB.V2020Q4.FULLREPL

11937.2.2 | Contractors shall notify CMS of successful receipt via | X| X VvDC
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).

11937.2.3 | Contractors shall address any questions/concerns X| X VvDC
regarding the content of the files and/or specific
HCPCS codes contained within by emailing
CLFS_Inquiries@cms.hhs.gov.

11937.3 | A/B MAC Part B contractors shall determine the X
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).

11937.4 | A/B MAC Part A contractors shall determine payment | X
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).

11937.5 | Contractors shall be aware of any new Advanced X| X X
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.

11937.5.1 | In instances where Medicare covered CLFS procedure | X | X
codes do not yet appear on the quarterly CLFS file or
the quarterly Integrated Outpatient Code Editor
(I0CE) update, contractors shall locally price the
codes until they appear on the CLFS file and/or, for
Part A claims, the IOCE.

11937.6 | Contractors shall not search their files to either retract | X| X
payment or retroactively pay claims; however,
contractors should adjust claims if they are brought to
their attention.






I11.  PROVIDER EDUCATION TABLE

Number Requirement Responsibility
A/B D|C
MAC M| E
E|D
AlB|H I
HIM
HIA
C
11937.7 MLN Article: CMS will make available an MLN Matters provider education X | X

article that will be marketed through the MLN Connects weekly newsletter
shortly after the CR is released. MACs shall follow IOM Pub. No. 100-09
Chapter 6, Section 50.2.4.1, instructions for distributing MLN Connects
information to providers, posting the article or a direct link to the article on your
website, and including the article or a direct link to the article in your bulletin or
newsletter. You may supplement MLN Matters articles with localized
information benefiting your provider community in billing and administering the
Medicare program correctly. Subscribe to the “MLN Matters” listserv to get
article release notifications, or review them in the MLN Connects weekly
newsletter.

IV.  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

Pre-Implementation Contact(s): Laura Ashbaugh, 410-786-1113 or laura.ashbaugh2@cms.hhs.gov ,
Rasheeda Arthur, 410-786-3434 or rasheeda.johnsonl@cms.hhs.gov

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

Section A: For Medicare Administrative Contractors (MACSs):

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, 2020

Proprietary Laboratory Analysis (PLAs)

The following new codes have been added to the national HCPCS file with an effective date of October 1, 2020 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.

Laboratory CPT Long Descriptor Short Descriptor TOS |Effective Date
Code
PredictSURE IBDTM Test, KSL Diagnostics, . . . . -
Predictimmune Ltd Autoimmune (inflammatory bowel disease), mRNA, gene expression profiling by
0203U [quantitative RT-PCR, 17 genes (15 target and 2 reference genes), whole blood, reported as a|Al IBD MRNA XPRSN PRFL 17 5 October 1, 2020
continuous risk score and classification of inflammatory bowel disease aggressiveness
Af % on Atlas, V , Oncology (thyroid), mRNA, gene expression analysis of 593 genes (including BRAF, RAS, RET,
Ve":cirlep:ﬁismn as, Veracyte, Inc, 0204U [PAX8, and NTRK) for sequence variants and rearrangements, utilizing fine needle aspirate, |ONC THYR MRNA XPRSN ALYS 593 (5 October 1, 2020
! reported as detected or not detected
Ophthalmology (age-related macular degeneration), analysis of 3 gene variants (2 CFH
Vita R'SkE’ Arctic Medlcal Laboratories, Arctic 0205U gene,.l ARMS2 gene), using PCR and MALDI-TOF, buccalvswal.), report.ed as p<?5|t|\{e or OPH AMD ALYS 3 GENE VARIANTS |5 October 1, 2020
Medical Laboratories negative for neovascular age-related macular-degeneration risk associated with zinc
supplements
DISCERN™. N D . Neurology (Alzheimer disease); cell aggregation using morphometric imaging and protein
NeuroDiangMéstiilsjm lagnostics, 0206U |kinase C-epsilon (PKCe) concentration in response to amylospheroid treatment by ELISA, NEURO ALZHEIMER CELL AGGREG) |5 October 1, 2020
cultured skin fibroblasts, each reported as positive or negative for Alzheimer disease
disease quantitative imaging of phosphorylated ERK1 and ERK2 in response to bradykinin
DISCERNTM, NveuroDlagnostlcs, 0207V treatmérﬂ t?y in situ mmurmfluorescence., using culture.d skm.f!broblasts, report'ed asa NEURO ALZHEIMER QUAN IMAGING |5 October 1, 2020
NeuroDiagnostics probability index for Alzheimer disease (List separately in addition to code for primary
procedure)
Af Medullary Thyroid Carci MTC Oncology (medullary thyroid carcinoma), mRNA, gene expression analysis of 108 genes,
irma Medullary Thyrol arcinoma ( ) 0208U [utilizing fine needle aspirate, algorithm reported as positive or negative for medullary ONC MTC MRNA XPRSN ALYS 108 (5 October 1, 2020
Classifier, Veracyte, Inc, Veracyte, Inc . B
thyroid carcinoma
CNG_nomew, Perkln_EImer Genomics, 0209U Cytogenomic constitutional (genome-wide) analysis, mterrogatlon of genomic regions fo.rv CYTOG CONST ALYS INTERROG 5 October 1, 2020
PerkinElmer Genomics copy number, structural changes and areas of homozygosity for chromosomal abnormalities
BioPlex 2200 RPR Assay - Quantitative, Bio- 0210U [Syphilis test, non-treponemal antibody, immunoassay, quantitative (RPR) SYPHILIS TST ANTB IA QUAN 5 October 1, 2020

Rad Laboratories, Bio-Rad Laboratories

MI Cancer Seekm- NGS Analysis, Caris MPI

Oncology (pan-tumor), DNA and RNA by next-generation sequencing, utilizing formalin-
fixed paraffin-embedded tissue, interpretative report for single nucleotide variants, copy

d/b/a Caris Life Sciences, Caris MPI d/b/a Caris| 0211U . . . o o ) ONC PAN-TUM DNA&RNA GNRJ SEQ (5 October 1, 2020
Life Sciences number alterations, tumor mutational burden, and microsatellite instability, with therapy
association
Rare diseases (constitutional/heritable disorders), whole genome and mitochondrial DNA
Genomic Unlty@whole Gen_ome Analysis — 0212U sequence analysis, |r1c|ud|ng sma.ll seq.uence ch?nges, deletions, du;{llcatlons, short tz?ndem RARE DS GEN DNA ALYS PROBAND |5 October 1, 2020
Proband, Variantyx Inc, Variantyx Inc repeat gene expansions, and variants in non-uniquely mappable regions, blood or saliva,
identification and categorization of genetic variants, proband
Rare diseases (constitutional/heritable disorders), whole genome and mitochondrial DNA
s ic Unitye Whole G Analysi sequence analysis, including small sequence changes, deletions, duplications, short tandem
enomic Unitye Whole Genome Analysis - . X . - . )
Comparator, Variantyx Inc, Varianty Inc 0213U |repeat gene expansions, and variants in non-uniquely mappable regions, blood or saliva, RARE DS GEN DNA ALYS EACOMP |5 October 1, 2020
identification and categorization of genetic variants, each comparator genome (eg, parent,
sibling)
Rare diseases (constitutional/heritable disorders), whole exome and mitochondrial DNA
Genomic UniW® Exome P'“? Analysis - 02140 sequence analysis, \r\c\udmg sma.ll seq.uence chénges, deletions, dup}lcatlons, short t:jmdem RARE DS XOM DNA ALYS PROBAND |5 October 1, 2020
Proband, Variantyx Inc, Variantyx Inc repeat gene expansions, and variants in non-uniquely mappable regions, blood or saliva,
identification and categorization of genetic variants, proband
Rare diseases (constitutional/heritable disorders), whole exome and mitochondrial DNA
s ic Unitye E Plus Analysi sequence analysis, including small sequence changes, deletions, duplications, short tandem
enomic Unitye Exome Plus Analysis - . R y o . .
Comparator, Variantyx Inc, Variantyx Inc 0215U repeaﬁger}e expansions, a.nd Yarlants in n.on urflquely mappable regions, blood or saliva, RARE DS XOM DNA ALYS EA COMP |5 October 1, 2020
identification and categorization of genetic variants, each comparator exome (eg, parent,
sibling)
Neurology (inherited ataxias), genomic DNA sequence analysis of 12 common genes
Genomic Unlty@A_taxla Repeat Expans.mn and 0216U mclu&in’}g small sequ.ence.changes, Fleletlons, dupllcatlor\s, short tandemvrepveat g.enj\e ) NEURO INH ATAXIA DNA 12 COM 5 October 1, 2020
Sequence Analysis, Variantyx Inc, Variantyx Inc expansions, and variants in non-uniquely mappable regions, blood or saliva, identification
and categorization of genetic variants
G c n Neurology (inherited ataxias), genomic DNA sequence analysis of 51 genes including small
enomic Unitye Comprehensive Ataxia Repeat h deleti duplicati hort tand t y d
Expansion and Sequence Analysis, Variantyx | 0217y |*S9uence changes, deletions, duplications, short tancem repeat gene expansions, and  |nepo |NH ATAXIA DNA 51 GENE |5 October 1, 2020
Inc, Variantyx Inc variants in non-uniquely mappable regions, blood or saliva, identification and categorization
of genetic variants
s c Unitye DMD Analysis, Vari , Neurology (muscular dystrophy), DMD gene sequence analysis, including small sequence
V:E;:]t)l; InZWE nalysis, Variantyx Inc, 0218U |[changes, deletions, duplications, and variants in non-uniquely mappable regions, blood or |NEURO MUSC DYS DMD SEQ ALYS (5 October 1, 2020
saliva, identification and characterization of genetic variants
Sentosas SQ HIV-1 Genotyping Assay, Vela Infectious agent (human immunodeficiency virus), targeted viral next-generation sequence
Diagnostics USA, Inc, Vela Operations 0219U [analysis (ie, protease [PR], reverse transcriptase [RT], integrase [INT]), algorithm reported |NFCT AGT HIV GNRJ SEQ ALYS 5 October 1, 2020
Singapore Pte Ltd as prediction of antiviral drug susceptibility
prec!serW Breast Cancer Test, PreciseDx, 0220U anology (brea.st cancer.), image a.na|y5|s with artificial intelligence assessment of 12 ONC BRST CA Al ASSMT 12 FEAT 5 October 1, 2020
PreciseDx histologic and immunohistochemical features, reported as a recurrence score
Navigator ABO Blood Group NGS, Grifols Red cell antigen (ABO blood group) genotyping (ABO), gene analysis, next-generation
Immunohematology Center, Grifols 0221U |sequencing, ABO (ABO, alpha 1-3-N-acetylgalactosaminyltransferase and alpha 1-3- ABO GNOTYP NEXT GNRJ SEQ ABO (5 October 1, 2020
Immunohematology Center galactosyltransferase) gene
Navigator Rh Blood Group NGS, Grifols " . N ~
Immunohematology Center, Grifols 0222y |Red cell antigen (RH blood group) genotyping (RHD and RHCE), gene analysis, next RHD&RHCE GNTYP NEXT GNRI SEQ |5 October 1, 2020

Immunohematology Center

generation sequencing, RH proximal promoter, exons 1-10, portions of introns 2-3
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SPECIAL EDITION: August Update

Severe Acute Respiratory Syndrome
Coronavirus (SARS-CoV-2) Laboratory
Testing

There is precedence for the the American Medical
Association (AMA) Current Procedural Terminology
(CPT®) Editorial Panel immediately releasing CPT
codes when an emergent issue arises. Due to the
coronarvirus disease (COVID-19) pandemic, this
mechanism was used in the spring of 2020 to approve,

revise, and release several CPT Category I codes. In
addition, new proprietary laboratory analyses (PLA)
codes were approved in May 2020 and June 2020. The
following table outlines the changes that were published
on the AMA’s website, and effective immediately fol-
lowing final approval by the CPT Editorial Panel.

COVID-19-Related CPT Category I Code Approvals through June 2020

Long Code Descriptor

Effective Date

®87635 Infectious agent detection by nucleic acid (DNA or RNA); severe acute respiratory syndrome March 13, 2020
coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]), amplified probe technique

AS86318 Immunoassay for infectious agent antibody(ies), qualitative or semiquantitative, single-step method | April 10, 2020
(eg, reagent strip);

#@86328 severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease April 10, 2020

[COVID-19])

P (For severe acute respiratory syndrome coronavirus 2 [SARS-CoV-2] [Coronavirus disease
{COVID-19}] antibody testing using multiple-step method, use 86769) <4

continued on next page
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COVID-19-Related CPT Category I Code Approvals through June 2020

Long Code Descriptor Effective Date

»The following codes (86602-86804) are qualitative or semiquantitative immunoassays performed | Revised

by multiple-step methods for the detection of antibodies to infectious agents. For immunoassays by Guidelines
single-step method (eg, reagent strips), see codes 86318, 86328. Procedures for the identification of Effective Date
antibodies should be coded as precisely as possible. For example, an antibody to a virus could be April 10, 2020
coded with increasing specificity for virus, family, genus, species, or type. In some cases, further
precision may be added to codes by specifying the class of immunoglobulin being detected. When
multiple tests are done to detect antibodies to organisms classified more precisely than the specificity
allowed by available codes, it is appropriate to code each as a separate service. For example, a test for
antibody to an enterovirus is coded as 86658. Coxsackie viruses are enteroviruses, but there are no
codes for the individual species of enterovirus. If assays are performed for antibodies to coxsackie

A and B species, each assay should be separately coded. Similarly, if multiple assays are performed
for antibodies of different immunoglobulin classes, each assay should be coded separately. When a
coding option exists for reporting IgM specific antibodies (eg, 86632), the corresponding nonspecific
code (eg, 86631) may be reported for performance of either an antibody analysis not specific for a
particular immunoglobulin class or for an IgG analysis. <

P (For the detection of antibodies other than those to infectious agents, see specific antibody [eg,
86021-86023, 86376, 86800, 86850-86870] or specific method [eg, 83516, 86255, 86256]).4

» (For infectious agent/antigen detection, see 87260-87899)«

86635 Antibody; Coccidioides Parenthetical Note
Effective Date
P (For severe acute respiratory syndrome coronavirus 2 [SARS-CoV-2] [Coronavirus disease April 10, 2020

{COVID-19}] antibody testing, see 86328, 86769)4

®86769 Antibody; severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease April 10, 2020
[COVID-19])

P (For severe acute respiratory syndrome coronavirus 2 [SARS-CoV-2] [Coronavirus disease
{COVID-19}] antibody testing using single-step method, use 86328)<«

*Note: Code 87426 below is a child code under parent code 87301. It is presented here in its entirety, ie, the long descriptor,
which includes the language from its parent code 87301.

@87426 Infectious agent antigen detection by immunoassay technique, (eg, enzyme immunoassay [EIA], April 10,2020
enzyme-linked immunosorbent assay [ELISA], immunochemiluminometric assay [IMCA])
qualitative or semiquantitative, multiple-step method; severe acute respiratory syndrome
coronavirus (eg, SARS-CoV, SARS-CoV-2 [COVID-19])

continued
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COVID-19-Related CPT PLA Code Approvals through June 2020

Proprietary Name
and Clinical
Laboratory or
Manufacturer

Effective Date

Long Code Descriptor

BioFire® Respiratory ¥@0202U
Panel 2.1 (RP2.1),
BioFire® Diagnostics, RNA), 22 targets including severe acute respiratory
BioFire® Diagnostics, syndrome coronavirus 2 (SARS-CoV-2), qualitative
LLC RT-PCR, nasopharyngeal swab, each pathogen

reported as detected or not detected

Infectious disease (bacterial or viral respiratory tract | May 20, 2020
infection), pathogen-specific nucleic acid (DNA or

» (For additional PLA code with identical clinical
descriptor, see 0223U. See Appendix O or the
most current listing on the AMA CPT website to
determine appropriate code assignment) €

QIAstat-Dx Respiratory | X@0223U
SARS-CoV-2 Panel,
QIAGEN Sciences,
QIAGEN GMbH

Infectious disease (bacterial or viral respiratory tract | June 25, 2020
infection), pathogen-specific nucleic acid (DNA or
RNA), 22 targets including severe acute respiratory
syndrome coronavirus 2 (SARS-CoV-2), qualitative
RT-PCR, nasopharyngeal swab, each pathogen
reported as detected or not detected

» (For additional PLA code with identical clinical
descriptor, see 0202U. See Appendix O or the
most current listing on the AMA CPT website to
determine appropriate code assignment) <

COVID-19 Antibody
Test, Mt Sinai, Mount
Sinai Laboratory

002240 Antibody, severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2) (Coronavirus disease

[COVID-19]), includes titer(s), when performed

June 25, 2020

» (Do not report 0224U in conjunction with 86769)<

As science moves from determining who is cur-
rently infected to who has had the infection (antibody Im mun 0|ogy
testing), the next step during the COVID-19 pandemic #@®86408 Neutralizing antibody, severe acute

is to determine who has mounted neutralizing anti-
bodies against the severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2) virus.

respiratory syndrome coronavirus 2
(SARS-CoV-2) (Coronavirus disease
[COVID-19]); screen

The CPT Editorial Panel convened a special meeting
to approve additional codes specific to laboratory
testing for COVID-19. To address the ongoing clinical
need to report testing, the CPT Editorial Panel
expedited the publication to the AMA website and
approved two new Category I codes and two new
PLA codes on Monday, August 10, 2020, at https://

#@86409 titer

Code 86408 was established for reporting
SARS-CoV-2 neutralizing antibody screen and
code 86409 for reporting SARS-CoV-2 neutralizing
antibody titer. Currently, no existing CPT codes

www.ama-assn.org/delivering-care/public-health/
covid-19-2019-novel-coronavirus-resource-center-
physicians. These codes are effective immediately
for use in reporting these laboratory tests.

are specifically for tests that measure a patient’s
SARS-CoV-2 neutralizing antibodies. There also are
not codes related to utilizing a cellular reporter system
to measure live virus infection of cells in culture.
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A cellular response to infection is measured through
the use of a cellular reporter system as a measure of
infection. These tests determine if antibodies present in
a patient specimen can directly block infection of cells
expressing the viral entry receptor on their surface.

Proprietary Laboratory

Analyses
@0225U Infectious disease (bacterial or

viral respiratory tract infection)
pathogen-specific DNA and RNA,

21 targets, including severe acute
respiratory syndrome coronavirus

2 (SARS-CoV-2), amplified probe
technique, including multiplex reverse
transcription for RNA targets, each
analyte reported as detected or not
detected

©0226U Surrogate viral neutralization test

(sVNT), severe acute respiratory

Proprietary Name Alpha-

and Clinical Laboratory or
Manufacturer

Numeric Code

syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19]), ELISA, plasma, serum

New code 0225U describes infectious agent detec-
tion by nucleic acid (DNA and RNA) by amplified
probe technique through polymerase chain reaction
and electrochemical detection that generates a result
of detected or not detected for each of the analytes.
Code 0226U describes a high-throughput quantita-
tive blocking ELISA assay to assess the patient’s viral
neutralization capacity to SARS-CoV-2.

In addition to listing codes 0225U and 0226U in the
Pathology and Laboratory section, these new PLA
codes will also be included with the procedure’s pro-
prietary name in Appendix O in the CPT code set.

To report a PLA code, the analysis performed must
fulfill the code descriptor and must be the test repre-
sented by the proprietary name listed in Appendix O.
Codes 0225U and 0226U will be listed in Appendix
O as follows:

Code Descriptor

P cPlex® Respiratory Pathogen @0225U »Infectious disease (bacterial or viral respiratory tract
Panel 2, GenMark Dx, GenMark infection) pathogen-specific DNA and RNA, 21 targets,
Diagnostics, Inc € including severe acute respiratory syndrome coronavirus
2 (SARS-CoV-2), amplified probe technique, including
multiplex reverse transcription for RNA targets, each analyte
reported as detected or not detected «
»Tru-Immune™, Ethos Laboratories, | @0226U P Surrogate viral neutralization test (sSVNT), severe
GenScript® USA Incd acute respiratory syndrome coronavirus 2 (SARS-CoV-2)
(Coronavirus disease [COVID-19]), ELISA, plasma, serum<

The following clinical examples and procedural
descriptions reflect typical clinical scenarios when it
would be appropriate to report these new codes.

Due to the early utilization stage for these tests,
clinical indications are subject to further refinement
as knowledge of the novel coronavirus evolves. The
CPT Editorial Panel will continue to review and
may clarify these indications as more information
becomes available.

Clinical Example (86408)

A 56-year-old female was discharged from the
hospital after a lengthy stay with severe COVID-
19, which was confirmed with molecular testing for

SARS-CoV-2. Two weeks after her recovery, she pres-
ents at a blood donation center for testing to determine
eligibility for convalescent plasma donation.

Description of Procedure
(86408)

Combine the patient’s serum, diluent, and pseudovi-
rion expressing the SARS-CoV-2 spike protein with
cultured cells in a multi-well plate. Following incuba-
tion period, add substrate, which will luminesce in
the presence of viral infection. Measure the signal

on a multi-well plate reader. Compare the specimen
measurements to the control specimen to generate a
qualitative result.

CPT® Assistant Special Edition: August Update / \Volume 30 + 2020





Clinical Example (86409)

A 56-year-old female was discharged from the hospital
after a lengthy stay with severe COVID-19, which was
confirmed with molecular testing for SARS-CoV-2.
Two weeks after her recovery, she presents at a blood
donation center for testing to determine eligibility for
convalescent plasma donation.

Description of Procedure
(86409)

Incubate serial dilutions of patient’s sera with target
cells and pseudovirion expressing the SARS-CoV-2
spike protein. Measure antibody-neutralizing activity
using quantitative or semi-quantitative assessment
of the changes in the signal activity. Compare the
results to the control specimen and interpret and
report the results.

Clinical Example (0225U)

A 77-year-old female with hypertension and diabetes
presents with worsening fevers, cough, and respiratory
distress. A respiratory pathogen panel is ordered to
determine possible infectious causes for her findings.

Description of Procedure
(0225U)

Load a sample of a nasopharyngeal swab specimen
into the ePlex RP2 Panel cartridge and insert into
the instrument. Provide a result of detected or not
detected for each of 22 pathogens.

Clinical Example (0226U)

A 45-year-old male presents to his physician with
flu-like symptoms a few months ago. He did not get a

PCR viral test for SARS-CoV-2 but thinks he had it.
He is concerned with future exposure to COVID-19
and wants to know if he has immunity. Plasma is
submitted to assess the patient’s viral neutralization
capacity to SARS-CoV-2.

Description of Procedure
(0226U)

Subject plasma to a multistep-blocking ELISA assay.
The laboratory professional reads the absorbance,
interprets the findings, and sends a report specifying
the patient’s inhibition capacity to SARS-CoV-2 to
the ordering physician.

See the following question and answer regarding the
differences between the test represented in codes
86408 and 86409 and code 86328.

Question and Answer

Question: What is the difference between codes
86408 and 86409 and code 86328, which was
approved on April 10, 2020?

Answer: Code 86328 describes immunoassay for
infectious agent antibody(ies). Code 86408 was
established for reporting the SARS-CoV-2 neutral-
izing antibody screen and code 86409 SARS-CoV-2
neutralizing antibody titer. These tests are used to
determine if antibodies present in a patient specimen
can directly block infection of cells. An antibody
screen produces a present or absent result. Code
86328 describes only the presence of antibodies. In
contrast, codes 86408 and 86409 are used to report
tests that determine if the antibodies present can
block the COVID-19 virus infection.
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r10318cp Quarterly Lab Fee Schedule Update.pdf
CMS Man ual Syste m Department of Health &

Human Services (DHHS)

Pub 100-04 Medicare Claims Processing Centers for Medicare &
Medicaid Services (CMS)
Transmittal 10318 Date: August 21, 2020

Change Request 11937

Transmittal 10265, dated August 7, 2020, is being rescinded and replaced by Transmittal 10318,
August 21, 2020, to revise the policy section to include additional COVID-19 codes 86408, 86409,
0225U and 0226U. All other information remains the same.

SUBJECT: Quarterly Update for Clinical Laboratory Fee Schedule 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: October 1, 2020
*Unless otherwise specified, the effective date is the date of service.
IMPLEMENTATION DATE: October 5, 2020

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.

Il. 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
I11. 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: 10318 | Date: August 21,2020 | Change Request: 11937 |

Transmittal 10265, dated August 7, 2020, is being rescinded and replaced by Transmittal 10318,
August 21, 2020, to revise the policy section to include additional COVID-19 codes 86408, 86409,
0225U and 0226U. All other information remains the same.

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

EFFECTIVE DATE: October 1, 2020

*Unless otherwise specified, the effective date is the date of service.
IMPLEMENTATION DATE: October 5, 2020

l. 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 Payment Amount for Specific Advanced Diagnostic Laboratory Tests (ADLTS)

e For dates of service beginning on or after April 1, 2020 through December 31, 2021, the
payment amount for the ADLT DecisionDx-Melanoma™ is equal to $7,193.00. The fee
schedule amount for DecisionDx-Melanoma™ reflects the weighted median of private payor
rates for the test, as determined from applicable information collected and reported to CMS
during the new ADLT initial period. Once this ADLT is assigned its own unique Healthcare
Common Procedure Coding System (HCPCS) code, meaning one that describes only a single
test, the HCPCS code and payment amount will be included on the CLFS file.

o Please refer to the following CMS website for additional information regarding these tests:
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/ClinicalLabFeeSched/PAMA-
Regulations.htmI#ADLT _tests.

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

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 Section 105 (a) of the Further Consolidated Appropriations Act, 2020 (FCAA) (Pub. L. 116-94,
enacted December 19, 2019) and section 3718 of the Coronavirus Aid, Relief, and Economic
Security (CARES) Act (Pub. L. 116-136, enacted March 27, 2020) made several revisions to the next
data reporting period for CDLTSs that are not ADLTSs and the phase-in of payment reductions under





the Medicare private payor rate-based CLFS. In summary, revisions are as follows:

e The next data reporting period of January 1, 2022 through March 31, 2022, 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 CDLTSs that
are not ADLTs, (that is 2025, 2028, etc.).

e The statutory phase-in of payment reductions resulting from private payor rate
implementation is extended, that is, through CY 2024. There is a 0.0 percent reduction for
CY 2021, and payment may not be reduced by more than 15 percent for CY's 2022 through
2024.

Coronavirus-19 (COVID-19) Policy Updates

e Payment for Specimen Collection for Purposes of COVID-19 Testing

For the duration of the Public Health Emergency (PHE) for the COVID-19 pandemic and in an effort to be
as expansive as possible within the current authorities to have diagnostic testing available to Medicare
beneficiaries who need it, in the interim final rule with comment period (IFC), CMS-1744-IFC, Medicare
and Medicaid Programs; Policy and Regulatory Revisions in Response to the COVID-19 Public Health
Emergency, CMS changed the Medicare payment rules to provide payment to independent laboratories for
specimen collection from beneficiaries who are homebound or inpatients not in a hospital for COVID-19
testing under certain circumstances. For more information on this policy update, please refer to
https://www.cms.gov/files/document/covid-final-ifc.pdf.

e Revisions to Ordering Requirements for Clinical Laboratory Diagnostic Testing

In the interim final rule with comment period, CMS-5531-1FC, Medicare and Medicaid Programs, Basic
Health Program, and Exchanges; Additional Policy and Regulatory Revisions in Response to the COVID-19
Public Health Emergency and Delay of Certain Reporting Requirements for the Skilled Nursing Facility
Quality Reporting Program, on an interim basis for the duration of the PHE for the COVID-19 pandemic,
CMS removed the requirement that certain clinical diagnostic laboratory tests must be ordered by a treating
physician or non-physician practitioner (NPP). This will allow any healthcare professional authorized to do
so under State law to order COVID-19 diagnostic laboratory tests (including serological and antibody tests).
Because the symptoms for coronavirus, influenza and respiratory syncytial virus (RSV) are often the same,
such that concurrent testing for all three viruses is warranted, this interim policy also applies to influenza
and RSV tests, but only when they are furnished in conjunction with a medically necessary COVID-19
diagnostic laboratory test to establish or rule out a COVID-19 diagnosis or identify an adaptive immune
response to SARS-COV-2. For more information on this policy update, please refer to
https://www.cms.gov/files/document/covid-medicare-and-medicaid-ifc2.pdf.

e Coverage of COVID-19 Serology Testing

In the interim final rule with comment period, CMS-5531-1FC, Medicare and Medicaid Programs, Basic
Health Program, and Exchanges; Additional Policy and Regulatory Revisions in Response to the COVID-19
Public Health Emergency and Delay of Certain Reporting Requirements for the Skilled Nursing Facility
Quality Reporting Program, CMS finalized on an interim basis, that during the PHE for the COVID-19
pandemic, Medicare will cover FDA-authorized COVID-19 serology tests as they are reasonable necessary
under section 1862(a)(1)(A) of the Act for beneficiaries with known current or known prior COVID-19
infection or suspected current or suspected past COVID-19 infection. CMS amended § 410.32(a)(3) to
reflect this determination of coverage. For more information on this policy update, please refer to





https://www.cms.gov/files/document/covid-medicare-and-medicaid-ifc2.pdf.

e High Throughput Technologies

CMS issued CMS Ruling CMS-2020-01-R concerning payment under Medicare Supplementary Medical
Insurance (Part B) of certain clinical diagnostic laboratory tests for the detection of SARS-CoV-2 or the
diagnosis of the virus that causes COVID-19 making use of high throughput technologies. As described in
CMS Ruling CMS 2020-01-R, a high throughput technology uses a platform that employs automated
processing of more than two hundred specimens a day. For more information on this policy update, please
refer to https://www.cms.gov/files/document/cms-2020-01-r.pdf.

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 A/B MAC contractors 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
below during the PHE.

Codes Effective June 25, 2020

Please note that since the issuing of Transmittal R10217CP, CR 11815, Quarterly Update for Clinical
Laboratory Fee Schedule and Laboratory Services Subject to Reasonable Charge Payment, the following
codes were added to the national HCPCS file with an effective date of June 25, 2020. The codes are
contractor-priced until they are nationally priced and undergo the CLFS annual payment determination
process in accordance with the Social Security Act 8 1833(h)(8), § 1834A(c) and § 1834(A)(f).

e (Code:87426

Long Descriptor: Infectious agent antigen detection by immunoassay technique, (eg, enzyme immunoassay
[EIA], enzyme-linked immunosorbent assay [ELISA], immunochemiluminometric assay [IMCA])
qualitative or semiquantitative, multiple-step method; severe acute respiratory syndrome coronavirus (eg,
SARS-CoV, SARS-CoV-2 [COVID-19])





Short Descriptor: CORONAVIRUS AG IA
TOS: 5

e Code: 0223U

Laboratory Name: QIAstat-Dx Respiratory SARS CoV-2 Panel, QIAGEN Sciences, QIAGEN GmbH
Long Descriptor: Infectious disease (bacterial or viral respiratory tract infection), pathogen-specific nucleic
acid (DNA or RNA), 22 targets including severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2),
qualitative RT-PCR, nasopharyngeal swab, each pathogen reported as detected or not detected

Short Descriptor: NFCT DS 22 TRGT SARS-COV-2

TOS: 5

e Code: 0224 U

Laboratory Name: COVID-19 Antibody Test, Mt Sinai, Mount Sinai Laboratory

Long Descriptor: Antibody, severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus
disease [COVID-19]), includes titer(s), when performed

Short Descriptor: ANTIBODY SARS-COV-2 TITER(S
TOS: 5

Codes Effective August 10, 2020

The listed new codes will be added to the national HCPCS file with an effective date of August 10, 2020 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.

e Code: 86408
Long Descriptor: Neutralizing antibody, severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2)
(Coronavirus disease [COVID-19]); screen
Short Descriptor: NEUTRLZG ANTB SARSCOV2 SCR
TOS: 5

e Code: 86409
Long Descriptor: Neutralizing antibody, severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2)

(Coronavirus disease [COVID-19]); titer

Short Descriptor: NEUTRLZG ANTB SARSCOV2 TITER





TOS: 5
Proprietary Laboratory Analysis (PLAS)

e Code: 0225U

Laboratory Name: ePlex® Respiratory Pathogen Panel 2, GenMark Dx, GenMark Diagnostics, Inc

Long Descriptor: Infectious disease (bacterial or viral respiratory tract infection) pathogen-specific DNA
and RNA, 21 targets, including severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2), amplified
probe technique, including multiplex reverse transcription for RNA targets, each analyte reported as
detected or not detected

Short Descriptor: NFCT DS DNA&RNA 21 SARSCOV?2

TOS: 5

e Code: 0226U

Laboratory Name: Tru-ImmuneTM, Ethos Laboratories, GenScript® USA Inc

Long Descriptor: Surrogate viral neutralization test (SVNT), severe acute respiratory syndrome coronavirus
2 (SARS-CoV-2) (Coronavirus disease [COVID-19]), ELISA, plasma, serum

Short Descriptor: SVNT SARSCOV2 ELISA PLSM SRM
TOS: 5

New Codes Effective October 1, 2020

The listed new codes will be added to the national HCPCS file with an effective date of October 1, 2020 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)(T).

e Code: 0015M
Long Descriptor: Adrenal cortical tumor, biochemical assay of 25 steroid markers, utilizing 24-hour urine
specimen and clinical parameters, prognostic algorithm reported as a clinical risk and integrated clinical
steroid risk for adrenal cortical carcinoma, adenoma, or other adrenal malignancy
Short Descriptor: ADRNL CORTCL TUM BCHM ASY 25
TOS: 5

e Code: 0016M

Long Descriptor: Oncology (bladder), mRNA, microarray gene expression profiling of 209 genes, utilizing
formalin-fixed paraffin-embedded tissue, algorithm reported as molecular subtype (luminal, luminal





infiltrated, basal, basal claudin-low, neuroendocrine-like)

Short Descriptor: ONC BLADDER MRNA 209 GEN ALG

TOS: 5

Proprietary Laboratory Analysis (PLAS)

Please see table attached to the Transmittal entitled "CY2020 CLFS Quarterly Updates”, Tab "New Codes
Effective 10-1-2020". The listed new codes have been added to the national HCPCS file with an effective
date of October 1, 2020 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 8 1834(A)(f). MACs shall only price PLA codes for laboratories within their jurisdiction.
MAC:s shall only price PLA codes for laboratories within their jurisdiction.

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

1.  BUSINESS REQUIREMENTS TABLE

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

Number | Requirement Responsibility

A/B D Shared- Other
MAC | M| System

E | Maintainers
FIMV|C
| | C| MW
S|S|S|F
S

AlB|H
H
H

or

11937.1 | Contractors shall be aware that the CLFS will be X[ X VDC
released quarterly, as needed, and establish hours to
accommodate retrieval and implementation of the
quarterly CLFS data file.

11937.1.1 | CMS shall notify contractors by email approximately CMS
six weeks prior to the beginning of the quarter when
the Clinical Laboratory Fee Schedule (CLFS) data file
is ready for download. CMS shall provide the file
name.

11937.2 | Contractors shall retrieve and load for testing and X| X VDC
claims processing purposes the October 2020 quarterly
CLFS data file from the CMS mainframe
approximately six weeks prior to the beginning of the
quarter.

11937.2.1 | Contractors shall note that the CLFS data file name X| X VDC
will be in the following format:

MUO00.@BF12394.CLAB.VyyyyQr






Number | Requirement Responsibility

A/B D Shared- Other
MAC | M| System

E | Maintainers
FIMV|C
I |C| M| W
S|IS|S|F
S

A|B|H
H
H

or

Note: 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 October release or the 4th quarter
release of 2020, the data file name is the following:

MUO00.@BF12394.CLAB.V2020Q4

11937.2.2 | Contractors shall notify CMS of successful receipt via | X| X VvDC
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).

11937.2.3 | Contractors shall address any questions/concerns X| X VvDC
regarding the content of the files and/or specific
HCPCS codes contained within by emailing
CLFS_Inquiries@cms.hhs.gov.

11937.3 | A/B MAC Part B contractors shall determine the X
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).

11937.4 | A/B MAC Part A contractors shall determine payment | X
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).

11937.5 | Contractors shall be aware of any new Advanced X| X X
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.

11937.5.1 | In instances where Medicare covered CLFS procedure | X | X
codes do not yet appear on the quarterly CLFS file or
the quarterly Integrated Outpatient Code Editor
(I0CE) update, contractors shall locally price the
codes until they appear on the CLFS file and/or, for






Number | Requirement Responsibility
A/B D Shared- Other
MAC | M| System
E | Maintainers
A B|H FIMV|C
HIM 1 |C|M W
HIAIS|S|S|F
Cl|s
Part A claims, the IOCE.
11937.6 Contractors shall not search their files to either retract | X | X

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

PROVIDER EDUCATION TABLE

article that will be marketed through the MLN Connects weekly newsletter
shortly after the CR is released. MACs shall follow IOM Pub. No. 100-09
Chapter 6, Section 50.2.4.1, instructions for distributing MLN Connects
information to providers, posting the article or a direct link to the article on your
website, and including the article or a direct link to the article in your bulletin or
newsletter. You may supplement MLN Matters articles with localized
information benefiting your provider community in billing and administering the
Medicare program correctly. Subscribe to the “MLN Matters” listserv to get
article release notifications, or review them in the MLN Connects weekly
newsletter.

Number Requirement Responsibility
A/B D|C
MAC M| E
E|D
A[B|H I
HI M
HIA
C
11937.7 MLN Article: CMS will make available an MLN Matters provider education X | X

V.

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): Rasheeda Arthur, 410-786-3434 or rasheeda.johnson1l@cms.hhs.gov ,
Laura Ashbaugh, 410-786-1113 or laura.ashbaugh2@cms.hhs.gov

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

Section A: For Medicare Administrative Contractors (MACSs):

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, 2020

Proprietary Laboratory Analysis (PLAs)

The following new codes have been added to the national HCPCS file with an effective date of October 1, 2020 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
PredictSURE IBDTM Test, KSL Diagnostics, . . . . .
Predictimmune Ltd Autoimmune (inflammatory bowel disease), mRNA, gene expression profiling by
0203U | quantitative RT-PCR, 17 genes (15 target and 2 reference genes), whole blood, reported as [Al IBD MRNA XPRSN PRFL 17 5 October 1, 2020
a continuous risk score and classification of inflammatory bowel disease aggressiveness
Af % 1o Atlas, Vi | Oncology (thyroid), mRNA, gene expression analysis of 593 genes (including BRAF, RAS,
V;;amcay\ep\riismn as, Veracyte, Inc, 0204U [RET, PAX8, and NTRK) for sequence variants and rearrangements, utilizing fine needle ONC THYR MRNA XPRSN ALYS 593 |5 October 1, 2020
! aspirate, reported as detected or not detected
Ophthalmology (age-related macular degeneration), analysis of 3 gene variants (2 CFH
Vita Riske, Arctic Medlca\ Laboratories, Arctic 0205U gene,.l ARMS2 gene), using PCR and MALDI-TOF, buccal .swal?, reportéd as po.sltlv.e or OPH AMD ALYS 3 GENE VARIANTS |5 October 1, 2020
Medical Laboratories negative for neovascular age-related macular-degeneration risk associated with zinc
supplements
. Neurology (Alzheimer disease); cell aggregation using morphometric imaging and protein
DISCERN™, NeuroDiagnostics, N " Lo .
NeuroDiagnostics 0206U | kinase C-epsilon (PKCe) concentration in response to amylospheroid treatment by ELISA, NEURO ALZHEIMER CELL AGGREG!) (5 October 1, 2020
cultured skin fibroblasts, each reported as positive or negative for Alzheimer disease
disease quantitative imaging of phosphorylated ERK1 and ERK2 in response to bradykinin
DISCERN™, NguruD\agnusllcs, 0207U treatm?.nt h.ry in situ |mmurwf|uorescence., using culture.d skln.fl.broblasts, report(.ed asa NEURO ALZHEIMER QUAN IMAGING|5 October 1, 2020
NeuroDiagnostics probability index for Alzheimer disease (List separately in addition to code for primary
procedure)
Af Medullary Thyroid Carci ey Oncology (medullary thyroid carcinoma), mRNA, gene expression analysis of 108 genes,
irma Medullary Thyroid Carcinoma I . X L R
Classifier, Veracyte, Inc, Veracyte, Inc 0208U ut|||z|.ng flne. needle aspirate, algorithm reported as positive or negative for medullary ONC MTC MRNA XPRSN ALYS 108 |5 October 1, 2020
thyroid carcinoma
NG PerkinElmer G Cy ic constitutional (g ide) analysis, interrogation of genomic regions for
nomemv, PerkinElmer Genomics, X
PerkinElmer Genomics 0209U | copy number, structural changes and areas of homozygosity for chromosomal CYTOG CONST ALYS INTERROG 5 October 1, 2020
abnormalities
BioPlex 2200 RPR Assay - Quantitative, Bio- e P . -
Rad Laboratories, Bio-Rad Laboratories 0210U | Syphilis test, non-tr antibody, quantitative (RPR) SYPHILIS TST ANTB IA QUAN 5 October 1, 2020
. Oncology (pan-tumor), DNA and RNA by next-generation sequencing, utilizing formalin-
MI Cancer Seekm - NGS Analysis, Caris MPI fixed paraffin-embedded tissue, interpretative report for single nucleotide variants, copy
d/b/a Caris Life Sciences, Caris MPI d/b/a 0211V ) - . o N ) ! ONC PAN-TUM DNA&RNA GNRJ SEQ|5 October 1, 2020
Caris Life Sciences number alterations, tumor mutational burden, and microsatellite instability, with therapy
association
Rare diseases (constitutional/heritable disorders), whole genome and mitochondrial DNA
Genomic Unl%wahuIe Gengme Analysis — 0212y |Seduence analysis, |.nc|ud|ng sma.ll seq.uence chi.inges, deletions, dup.llcatlons, short ta.ndem RARE DS GEN DNA ALYS PROBAND |5 October 1, 2020
Proband, Variantyx Inc, Variantyx Inc repeat gene expansions, and variants in non-uniquely mappable regions, blood or saliva,
identification and categorization of genetic variants, proband
Rare diseases (constitutional/heritable disorders), whole genome and mitochondrial DNA
s Unitys Whole G Analysi sequence analysis, including small sequence changes, deletions, duplications, short tandem
enomic Unitye Whole Genome Analysis - N X . . . R
Comparator, Variantyx Inc, Variantyx Inc 0213U .repea.t.ger?e expansions, a.nd \./arlants in n.on—un.lquely mappable regions, blood or saliva, RARE DS GEN DNA ALYS EA COMP |5 October 1, 2020
identification and categorization of genetic variants, each comparator genome (eg, parent,
sibling)
Rare diseases (constitutional/heritable disorders), whole exome and mitochondrial DNA
Genomic Uanyw Exome P\u§ Analysis - 0214U sequence analysis, |.nc|ud|ng sma.ll seq.uence chi.inges, deletions, dup.llcatlons, short ta.ndem RARE DS XOM DNA ALYS PROBAND |5 October 1, 2020
Proband, Variantyx Inc, Variantyx Inc repeat gene expansions, and variants in non-uniquely mappable regions, blood or saliva,
identification and categorization of genetic variants, proband
Rare diseases (constitutional/heritable disorders), whole exome and mitochondrial DNA
s U & Plus Anal sequence analysis, including small sequence changes, deletions, duplications, short tandem
enomic Unitys Exome Plus Analysis - 0215U |repeat gene expansions, and variants in non-uniquely mappable regions, blood or saliva, ~|RARE DS XOM DNA ALYS EA COMP |5 October 1, 2020
Comparator, Variantyx Inc, Variantyx Inc
identification and categorization of genetic variants, each comparator exome (eg, parent,
sibling)
G U A R c ’ Neurology (inherited ataxias), genomic DNA sequence analysis of 12 common genes
enomic Unitys Ataxia Repeat Expansion an : . . IS
Sequence Analysis, Variantyx Inc, Variantyx | 0216y |!"cluding small sequence changes, deletions, duplications, short tandem repeat Bene e\;q vy ATAXIADNA12COM |5 |October 1, 2020
Inc expansions, and variants in non-uniquely mappable regions, blood or saliva, identification
and categorization of genetic variants
G U c N A R Neurology (inherited ataxias), genomic DNA sequence analysis of 51 genes including small
enomic Unitys Comprehensive Ataxia Repeat " P "
Expansion and Sequence Analysis, Variantyx | 0217y |$¢duence changes, deletions, duplications, short tandem repeat gene expansions, and NEURO INH ATAXIADNA 51 GENE |5 |October 1, 2020
variants in non-uniquely mappable regions, blood or saliva, identification an
Inc, Variantyx Inc t ) bl bload | dentificat d
categorization of genetic variants
s U DMD Anal v x| Neurology (muscular dystrophy), DMD gene sequence analysis, including small sequence
V;"‘g:[‘)‘,i In”C"VR nalysis, Variantyxinc, | 0218y  |changes, deletions, duplications, and variants in non-uniquely mappable regions, blood or |NEURO MUSC DYS DMD SEQALYS |5 October 1, 2020
saliva, identification and characterization of genetic variants
Sentosa e SQ HIV-1 Genotyping Assay, Vela Infectious agent (human immunodeficiency virus), targeted viral next-generation sequence
Diagnostics USA, Inc, Vela Operations 0219U |analysis (ie, protease [PR], reverse transcriptase [RT], integrase [INT]), algorithm reported [NFCT AGT HIV GNRJ SEQ ALYS 5 October 1, 2020
Singapore Pte Ltd as prediction of antiviral drug susceptibility
PreciseDxm Breast Cancer Test, PreciseDx, 02200 O'ncolog'y (breést cancer?, image énalys|s with artificial intelligence assessment of 12 ONC BRST CA Al ASSMT 12 FEAT 5 October 1, 2020
PreciseDx and h hemical features, reported as a recurrence score
Navigator ABO Blood Group NGS, Grifols Red cell antigen (ABO blood group) genotyping (ABO), gene analysis, next-generation
Immunohematology Center, Grifols 0221U |sequencing, ABO (ABO, alpha 1-3-N-acetylgalactosaminyltransferase and alpha 1-3- ABO GNOTYP NEXT GNRJ SEQ ABO |5 October 1, 2020
Immunohematology Center galactosyltransferase) gene
Navigator Rh Blood Group NGS, Grifols " " " _
Immunohematology Center, Grifols 0220y |Red cell antigen (RH blood group) genotyping (RHD and RHCE), gene analysis, next RHD&RHCE GNTYP NEXT GNRJ SEQ |5 October 1, 2020

Immunohematology Center

generation sequencing, RH proximal promoter, exons 1-10, portions of introns 2-3
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SPECIAL EDITION: August Update

Severe Acute Respiratory Syndrome
Coronavirus (SARS-CoV-2) Laboratory
Testing

There is precedence for the the American Medical
Association (AMA) Current Procedural Terminology
(CPT®) Editorial Panel immediately releasing CPT
codes when an emergent issue arises. Due to the
coronarvirus disease (COVID-19) pandemic, this
mechanism was used in the spring of 2020 to approve,

revise, and release several CPT Category I codes. In
addition, new proprietary laboratory analyses (PLA)
codes were approved in May 2020 and June 2020. The
following table outlines the changes that were published
on the AMA’s website, and effective immediately fol-
lowing final approval by the CPT Editorial Panel.

COVID-19-Related CPT Category I Code Approvals through June 2020

Long Code Descriptor

Effective Date

®87635 Infectious agent detection by nucleic acid (DNA or RNA); severe acute respiratory syndrome March 13, 2020
coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]), amplified probe technique

AS86318 Immunoassay for infectious agent antibody(ies), qualitative or semiquantitative, single-step method | April 10, 2020
(eg, reagent strip);

#@86328 severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease April 10, 2020

[COVID-19])

P (For severe acute respiratory syndrome coronavirus 2 [SARS-CoV-2] [Coronavirus disease
{COVID-19}] antibody testing using multiple-step method, use 86769) <4

continued on next page
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COVID-19-Related CPT Category I Code Approvals through June 2020

Long Code Descriptor Effective Date

»The following codes (86602-86804) are qualitative or semiquantitative immunoassays performed | Revised

by multiple-step methods for the detection of antibodies to infectious agents. For immunoassays by Guidelines
single-step method (eg, reagent strips), see codes 86318, 86328. Procedures for the identification of Effective Date
antibodies should be coded as precisely as possible. For example, an antibody to a virus could be April 10, 2020
coded with increasing specificity for virus, family, genus, species, or type. In some cases, further
precision may be added to codes by specifying the class of immunoglobulin being detected. When
multiple tests are done to detect antibodies to organisms classified more precisely than the specificity
allowed by available codes, it is appropriate to code each as a separate service. For example, a test for
antibody to an enterovirus is coded as 86658. Coxsackie viruses are enteroviruses, but there are no
codes for the individual species of enterovirus. If assays are performed for antibodies to coxsackie

A and B species, each assay should be separately coded. Similarly, if multiple assays are performed
for antibodies of different immunoglobulin classes, each assay should be coded separately. When a
coding option exists for reporting IgM specific antibodies (eg, 86632), the corresponding nonspecific
code (eg, 86631) may be reported for performance of either an antibody analysis not specific for a
particular immunoglobulin class or for an IgG analysis. <

P (For the detection of antibodies other than those to infectious agents, see specific antibody [eg,
86021-86023, 86376, 86800, 86850-86870] or specific method [eg, 83516, 86255, 86256]).4

» (For infectious agent/antigen detection, see 87260-87899)«

86635 Antibody; Coccidioides Parenthetical Note
Effective Date
P (For severe acute respiratory syndrome coronavirus 2 [SARS-CoV-2] [Coronavirus disease April 10, 2020

{COVID-19}] antibody testing, see 86328, 86769)4

®86769 Antibody; severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease April 10, 2020
[COVID-19])

P (For severe acute respiratory syndrome coronavirus 2 [SARS-CoV-2] [Coronavirus disease
{COVID-19}] antibody testing using single-step method, use 86328)<«

*Note: Code 87426 below is a child code under parent code 87301. It is presented here in its entirety, ie, the long descriptor,
which includes the language from its parent code 87301.

@87426 Infectious agent antigen detection by immunoassay technique, (eg, enzyme immunoassay [EIA], April 10,2020
enzyme-linked immunosorbent assay [ELISA], immunochemiluminometric assay [IMCA])
qualitative or semiquantitative, multiple-step method; severe acute respiratory syndrome
coronavirus (eg, SARS-CoV, SARS-CoV-2 [COVID-19])

continued
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COVID-19-Related CPT PLA Code Approvals through June 2020

Proprietary Name
and Clinical
Laboratory or
Manufacturer

Effective Date

Long Code Descriptor

BioFire® Respiratory ¥@0202U
Panel 2.1 (RP2.1),
BioFire® Diagnostics, RNA), 22 targets including severe acute respiratory
BioFire® Diagnostics, syndrome coronavirus 2 (SARS-CoV-2), qualitative
LLC RT-PCR, nasopharyngeal swab, each pathogen

reported as detected or not detected

Infectious disease (bacterial or viral respiratory tract | May 20, 2020
infection), pathogen-specific nucleic acid (DNA or

» (For additional PLA code with identical clinical
descriptor, see 0223U. See Appendix O or the
most current listing on the AMA CPT website to
determine appropriate code assignment) €

QIAstat-Dx Respiratory | X@0223U
SARS-CoV-2 Panel,
QIAGEN Sciences,
QIAGEN GMbH

Infectious disease (bacterial or viral respiratory tract | June 25, 2020
infection), pathogen-specific nucleic acid (DNA or
RNA), 22 targets including severe acute respiratory
syndrome coronavirus 2 (SARS-CoV-2), qualitative
RT-PCR, nasopharyngeal swab, each pathogen
reported as detected or not detected

» (For additional PLA code with identical clinical
descriptor, see 0202U. See Appendix O or the
most current listing on the AMA CPT website to
determine appropriate code assignment) <

COVID-19 Antibody
Test, Mt Sinai, Mount
Sinai Laboratory

002240 Antibody, severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2) (Coronavirus disease

[COVID-19]), includes titer(s), when performed

June 25, 2020

» (Do not report 0224U in conjunction with 86769)<

As science moves from determining who is cur-
rently infected to who has had the infection (antibody Im mun 0|ogy
testing), the next step during the COVID-19 pandemic #@®86408 Neutralizing antibody, severe acute

is to determine who has mounted neutralizing anti-
bodies against the severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2) virus.

respiratory syndrome coronavirus 2
(SARS-CoV-2) (Coronavirus disease
[COVID-19]); screen

The CPT Editorial Panel convened a special meeting
to approve additional codes specific to laboratory
testing for COVID-19. To address the ongoing clinical
need to report testing, the CPT Editorial Panel
expedited the publication to the AMA website and
approved two new Category I codes and two new
PLA codes on Monday, August 10, 2020, at https://

#@86409 titer

Code 86408 was established for reporting
SARS-CoV-2 neutralizing antibody screen and
code 86409 for reporting SARS-CoV-2 neutralizing
antibody titer. Currently, no existing CPT codes

www.ama-assn.org/delivering-care/public-health/
covid-19-2019-novel-coronavirus-resource-center-
physicians. These codes are effective immediately
for use in reporting these laboratory tests.

are specifically for tests that measure a patient’s
SARS-CoV-2 neutralizing antibodies. There also are
not codes related to utilizing a cellular reporter system
to measure live virus infection of cells in culture.
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A cellular response to infection is measured through
the use of a cellular reporter system as a measure of
infection. These tests determine if antibodies present in
a patient specimen can directly block infection of cells
expressing the viral entry receptor on their surface.

Proprietary Laboratory

Analyses
@0225U Infectious disease (bacterial or

viral respiratory tract infection)
pathogen-specific DNA and RNA,

21 targets, including severe acute
respiratory syndrome coronavirus

2 (SARS-CoV-2), amplified probe
technique, including multiplex reverse
transcription for RNA targets, each
analyte reported as detected or not
detected

©0226U Surrogate viral neutralization test

(sVNT), severe acute respiratory

Proprietary Name Alpha-

and Clinical Laboratory or
Manufacturer

Numeric Code

syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19]), ELISA, plasma, serum

New code 0225U describes infectious agent detec-
tion by nucleic acid (DNA and RNA) by amplified
probe technique through polymerase chain reaction
and electrochemical detection that generates a result
of detected or not detected for each of the analytes.
Code 0226U describes a high-throughput quantita-
tive blocking ELISA assay to assess the patient’s viral
neutralization capacity to SARS-CoV-2.

In addition to listing codes 0225U and 0226U in the
Pathology and Laboratory section, these new PLA
codes will also be included with the procedure’s pro-
prietary name in Appendix O in the CPT code set.

To report a PLA code, the analysis performed must
fulfill the code descriptor and must be the test repre-
sented by the proprietary name listed in Appendix O.
Codes 0225U and 0226U will be listed in Appendix
O as follows:

Code Descriptor

P cPlex® Respiratory Pathogen @0225U »Infectious disease (bacterial or viral respiratory tract
Panel 2, GenMark Dx, GenMark infection) pathogen-specific DNA and RNA, 21 targets,
Diagnostics, Inc € including severe acute respiratory syndrome coronavirus
2 (SARS-CoV-2), amplified probe technique, including
multiplex reverse transcription for RNA targets, each analyte
reported as detected or not detected «
»Tru-Immune™, Ethos Laboratories, | @0226U P Surrogate viral neutralization test (sSVNT), severe
GenScript® USA Incd acute respiratory syndrome coronavirus 2 (SARS-CoV-2)
(Coronavirus disease [COVID-19]), ELISA, plasma, serum<

The following clinical examples and procedural
descriptions reflect typical clinical scenarios when it
would be appropriate to report these new codes.

Due to the early utilization stage for these tests,
clinical indications are subject to further refinement
as knowledge of the novel coronavirus evolves. The
CPT Editorial Panel will continue to review and
may clarify these indications as more information
becomes available.

Clinical Example (86408)

A 56-year-old female was discharged from the
hospital after a lengthy stay with severe COVID-
19, which was confirmed with molecular testing for

SARS-CoV-2. Two weeks after her recovery, she pres-
ents at a blood donation center for testing to determine
eligibility for convalescent plasma donation.

Description of Procedure
(86408)

Combine the patient’s serum, diluent, and pseudovi-
rion expressing the SARS-CoV-2 spike protein with
cultured cells in a multi-well plate. Following incuba-
tion period, add substrate, which will luminesce in
the presence of viral infection. Measure the signal

on a multi-well plate reader. Compare the specimen
measurements to the control specimen to generate a
qualitative result.

CPT® Assistant Special Edition: August Update / \Volume 30 + 2020





Clinical Example (86409)

A 56-year-old female was discharged from the hospital
after a lengthy stay with severe COVID-19, which was
confirmed with molecular testing for SARS-CoV-2.
Two weeks after her recovery, she presents at a blood
donation center for testing to determine eligibility for
convalescent plasma donation.

Description of Procedure
(86409)

Incubate serial dilutions of patient’s sera with target
cells and pseudovirion expressing the SARS-CoV-2
spike protein. Measure antibody-neutralizing activity
using quantitative or semi-quantitative assessment
of the changes in the signal activity. Compare the
results to the control specimen and interpret and
report the results.

Clinical Example (0225U)

A 77-year-old female with hypertension and diabetes
presents with worsening fevers, cough, and respiratory
distress. A respiratory pathogen panel is ordered to
determine possible infectious causes for her findings.

Description of Procedure
(0225U)

Load a sample of a nasopharyngeal swab specimen
into the ePlex RP2 Panel cartridge and insert into
the instrument. Provide a result of detected or not
detected for each of 22 pathogens.

Clinical Example (0226U)

A 45-year-old male presents to his physician with
flu-like symptoms a few months ago. He did not get a

PCR viral test for SARS-CoV-2 but thinks he had it.
He is concerned with future exposure to COVID-19
and wants to know if he has immunity. Plasma is
submitted to assess the patient’s viral neutralization
capacity to SARS-CoV-2.

Description of Procedure
(0226U)

Subject plasma to a multistep-blocking ELISA assay.
The laboratory professional reads the absorbance,
interprets the findings, and sends a report specifying
the patient’s inhibition capacity to SARS-CoV-2 to
the ordering physician.

See the following question and answer regarding the
differences between the test represented in codes
86408 and 86409 and code 86328.

Question and Answer

Question: What is the difference between codes
86408 and 86409 and code 86328, which was
approved on April 10, 2020?

Answer: Code 86328 describes immunoassay for
infectious agent antibody(ies). Code 86408 was
established for reporting the SARS-CoV-2 neutral-
izing antibody screen and code 86409 SARS-CoV-2
neutralizing antibody titer. These tests are used to
determine if antibodies present in a patient specimen
can directly block infection of cells. An antibody
screen produces a present or absent result. Code
86328 describes only the presence of antibodies. In
contrast, codes 86408 and 86409 are used to report
tests that determine if the antibodies present can
block the COVID-19 virus infection.
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r10318cp Quarterly Lab Fee Schedule Update.pdf
CMS Man ual Syste m Department of Health &

Human Services (DHHS)

Pub 100-04 Medicare Claims Processing Centers for Medicare &
Medicaid Services (CMS)
Transmittal 10318 Date: August 21, 2020

Change Request 11937

Transmittal 10265, dated August 7, 2020, is being rescinded and replaced by Transmittal 10318,
August 21, 2020, to revise the policy section to include additional COVID-19 codes 86408, 86409,
0225U and 0226U. All other information remains the same.

SUBJECT: Quarterly Update for Clinical Laboratory Fee Schedule 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: October 1, 2020
*Unless otherwise specified, the effective date is the date of service.
IMPLEMENTATION DATE: October 5, 2020

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.

Il. 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
I11. 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: 10318 | Date: August 21,2020 | Change Request: 11937 |

Transmittal 10265, dated August 7, 2020, is being rescinded and replaced by Transmittal 10318,
August 21, 2020, to revise the policy section to include additional COVID-19 codes 86408, 86409,
0225U and 0226U. All other information remains the same.

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

EFFECTIVE DATE: October 1, 2020

*Unless otherwise specified, the effective date is the date of service.
IMPLEMENTATION DATE: October 5, 2020

l. 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 Payment Amount for Specific Advanced Diagnostic Laboratory Tests (ADLTS)

e For dates of service beginning on or after April 1, 2020 through December 31, 2021, the
payment amount for the ADLT DecisionDx-Melanoma™ is equal to $7,193.00. The fee
schedule amount for DecisionDx-Melanoma™ reflects the weighted median of private payor
rates for the test, as determined from applicable information collected and reported to CMS
during the new ADLT initial period. Once this ADLT is assigned its own unique Healthcare
Common Procedure Coding System (HCPCS) code, meaning one that describes only a single
test, the HCPCS code and payment amount will be included on the CLFS file.

o Please refer to the following CMS website for additional information regarding these tests:
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/ClinicalLabFeeSched/PAMA-
Regulations.htmI#ADLT _tests.

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

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 Section 105 (a) of the Further Consolidated Appropriations Act, 2020 (FCAA) (Pub. L. 116-94,
enacted December 19, 2019) and section 3718 of the Coronavirus Aid, Relief, and Economic
Security (CARES) Act (Pub. L. 116-136, enacted March 27, 2020) made several revisions to the next
data reporting period for CDLTSs that are not ADLTSs and the phase-in of payment reductions under





the Medicare private payor rate-based CLFS. In summary, revisions are as follows:

e The next data reporting period of January 1, 2022 through March 31, 2022, 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 CDLTSs that
are not ADLTs, (that is 2025, 2028, etc.).

e The statutory phase-in of payment reductions resulting from private payor rate
implementation is extended, that is, through CY 2024. There is a 0.0 percent reduction for
CY 2021, and payment may not be reduced by more than 15 percent for CY's 2022 through
2024.

Coronavirus-19 (COVID-19) Policy Updates

e Payment for Specimen Collection for Purposes of COVID-19 Testing

For the duration of the Public Health Emergency (PHE) for the COVID-19 pandemic and in an effort to be
as expansive as possible within the current authorities to have diagnostic testing available to Medicare
beneficiaries who need it, in the interim final rule with comment period (IFC), CMS-1744-IFC, Medicare
and Medicaid Programs; Policy and Regulatory Revisions in Response to the COVID-19 Public Health
Emergency, CMS changed the Medicare payment rules to provide payment to independent laboratories for
specimen collection from beneficiaries who are homebound or inpatients not in a hospital for COVID-19
testing under certain circumstances. For more information on this policy update, please refer to
https://www.cms.gov/files/document/covid-final-ifc.pdf.

e Revisions to Ordering Requirements for Clinical Laboratory Diagnostic Testing

In the interim final rule with comment period, CMS-5531-1FC, Medicare and Medicaid Programs, Basic
Health Program, and Exchanges; Additional Policy and Regulatory Revisions in Response to the COVID-19
Public Health Emergency and Delay of Certain Reporting Requirements for the Skilled Nursing Facility
Quality Reporting Program, on an interim basis for the duration of the PHE for the COVID-19 pandemic,
CMS removed the requirement that certain clinical diagnostic laboratory tests must be ordered by a treating
physician or non-physician practitioner (NPP). This will allow any healthcare professional authorized to do
so under State law to order COVID-19 diagnostic laboratory tests (including serological and antibody tests).
Because the symptoms for coronavirus, influenza and respiratory syncytial virus (RSV) are often the same,
such that concurrent testing for all three viruses is warranted, this interim policy also applies to influenza
and RSV tests, but only when they are furnished in conjunction with a medically necessary COVID-19
diagnostic laboratory test to establish or rule out a COVID-19 diagnosis or identify an adaptive immune
response to SARS-COV-2. For more information on this policy update, please refer to
https://www.cms.gov/files/document/covid-medicare-and-medicaid-ifc2.pdf.

e Coverage of COVID-19 Serology Testing

In the interim final rule with comment period, CMS-5531-1FC, Medicare and Medicaid Programs, Basic
Health Program, and Exchanges; Additional Policy and Regulatory Revisions in Response to the COVID-19
Public Health Emergency and Delay of Certain Reporting Requirements for the Skilled Nursing Facility
Quality Reporting Program, CMS finalized on an interim basis, that during the PHE for the COVID-19
pandemic, Medicare will cover FDA-authorized COVID-19 serology tests as they are reasonable necessary
under section 1862(a)(1)(A) of the Act for beneficiaries with known current or known prior COVID-19
infection or suspected current or suspected past COVID-19 infection. CMS amended § 410.32(a)(3) to
reflect this determination of coverage. For more information on this policy update, please refer to





https://www.cms.gov/files/document/covid-medicare-and-medicaid-ifc2.pdf.

e High Throughput Technologies

CMS issued CMS Ruling CMS-2020-01-R concerning payment under Medicare Supplementary Medical
Insurance (Part B) of certain clinical diagnostic laboratory tests for the detection of SARS-CoV-2 or the
diagnosis of the virus that causes COVID-19 making use of high throughput technologies. As described in
CMS Ruling CMS 2020-01-R, a high throughput technology uses a platform that employs automated
processing of more than two hundred specimens a day. For more information on this policy update, please
refer to https://www.cms.gov/files/document/cms-2020-01-r.pdf.

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 A/B MAC contractors 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
below during the PHE.

Codes Effective June 25, 2020

Please note that since the issuing of Transmittal R10217CP, CR 11815, Quarterly Update for Clinical
Laboratory Fee Schedule and Laboratory Services Subject to Reasonable Charge Payment, the following
codes were added to the national HCPCS file with an effective date of June 25, 2020. The codes are
contractor-priced until they are nationally priced and undergo the CLFS annual payment determination
process in accordance with the Social Security Act 8 1833(h)(8), § 1834A(c) and § 1834(A)(f).

e (Code:87426

Long Descriptor: Infectious agent antigen detection by immunoassay technique, (eg, enzyme immunoassay
[EIA], enzyme-linked immunosorbent assay [ELISA], immunochemiluminometric assay [IMCA])
qualitative or semiquantitative, multiple-step method; severe acute respiratory syndrome coronavirus (eg,
SARS-CoV, SARS-CoV-2 [COVID-19])





Short Descriptor: CORONAVIRUS AG IA
TOS: 5

e Code: 0223U

Laboratory Name: QIAstat-Dx Respiratory SARS CoV-2 Panel, QIAGEN Sciences, QIAGEN GmbH
Long Descriptor: Infectious disease (bacterial or viral respiratory tract infection), pathogen-specific nucleic
acid (DNA or RNA), 22 targets including severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2),
qualitative RT-PCR, nasopharyngeal swab, each pathogen reported as detected or not detected

Short Descriptor: NFCT DS 22 TRGT SARS-COV-2

TOS: 5

e Code: 0224 U

Laboratory Name: COVID-19 Antibody Test, Mt Sinai, Mount Sinai Laboratory

Long Descriptor: Antibody, severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus
disease [COVID-19]), includes titer(s), when performed

Short Descriptor: ANTIBODY SARS-COV-2 TITER(S
TOS: 5

Codes Effective August 10, 2020

The listed new codes will be added to the national HCPCS file with an effective date of August 10, 2020 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.

e Code: 86408
Long Descriptor: Neutralizing antibody, severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2)
(Coronavirus disease [COVID-19]); screen
Short Descriptor: NEUTRLZG ANTB SARSCOV2 SCR
TOS: 5

e Code: 86409
Long Descriptor: Neutralizing antibody, severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2)

(Coronavirus disease [COVID-19]); titer

Short Descriptor: NEUTRLZG ANTB SARSCOV2 TITER





TOS: 5
Proprietary Laboratory Analysis (PLAS)

e Code: 0225U

Laboratory Name: ePlex® Respiratory Pathogen Panel 2, GenMark Dx, GenMark Diagnostics, Inc

Long Descriptor: Infectious disease (bacterial or viral respiratory tract infection) pathogen-specific DNA
and RNA, 21 targets, including severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2), amplified
probe technique, including multiplex reverse transcription for RNA targets, each analyte reported as
detected or not detected

Short Descriptor: NFCT DS DNA&RNA 21 SARSCOV?2

TOS: 5

e Code: 0226U

Laboratory Name: Tru-ImmuneTM, Ethos Laboratories, GenScript® USA Inc

Long Descriptor: Surrogate viral neutralization test (SVNT), severe acute respiratory syndrome coronavirus
2 (SARS-CoV-2) (Coronavirus disease [COVID-19]), ELISA, plasma, serum

Short Descriptor: SVNT SARSCOV2 ELISA PLSM SRM
TOS: 5

New Codes Effective October 1, 2020

The listed new codes will be added to the national HCPCS file with an effective date of October 1, 2020 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)(T).

e Code: 0015M
Long Descriptor: Adrenal cortical tumor, biochemical assay of 25 steroid markers, utilizing 24-hour urine
specimen and clinical parameters, prognostic algorithm reported as a clinical risk and integrated clinical
steroid risk for adrenal cortical carcinoma, adenoma, or other adrenal malignancy
Short Descriptor: ADRNL CORTCL TUM BCHM ASY 25
TOS: 5

e Code: 0016M

Long Descriptor: Oncology (bladder), mRNA, microarray gene expression profiling of 209 genes, utilizing
formalin-fixed paraffin-embedded tissue, algorithm reported as molecular subtype (luminal, luminal





infiltrated, basal, basal claudin-low, neuroendocrine-like)

Short Descriptor: ONC BLADDER MRNA 209 GEN ALG

TOS: 5

Proprietary Laboratory Analysis (PLAS)

Please see table attached to the Transmittal entitled "CY2020 CLFS Quarterly Updates”, Tab "New Codes
Effective 10-1-2020". The listed new codes have been added to the national HCPCS file with an effective
date of October 1, 2020 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 8 1834(A)(f). MACs shall only price PLA codes for laboratories within their jurisdiction.
MAC:s shall only price PLA codes for laboratories within their jurisdiction.

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

1.  BUSINESS REQUIREMENTS TABLE

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

Number | Requirement Responsibility

A/B D Shared- Other
MAC | M| System

E | Maintainers
FIMV|C
| | C| MW
S|S|S|F
S

AlB|H
H
H

or

11937.1 | Contractors shall be aware that the CLFS will be X[ X VDC
released quarterly, as needed, and establish hours to
accommodate retrieval and implementation of the
quarterly CLFS data file.

11937.1.1 | CMS shall notify contractors by email approximately CMS
six weeks prior to the beginning of the quarter when
the Clinical Laboratory Fee Schedule (CLFS) data file
is ready for download. CMS shall provide the file
name.

11937.2 | Contractors shall retrieve and load for testing and X| X VDC
claims processing purposes the October 2020 quarterly
CLFS data file from the CMS mainframe
approximately six weeks prior to the beginning of the
quarter.

11937.2.1 | Contractors shall note that the CLFS data file name X| X VDC
will be in the following format:

MUO00.@BF12394.CLAB.VyyyyQr






Number | Requirement Responsibility

A/B D Shared- Other
MAC | M| System

E | Maintainers
FIMV|C
I |C| M| W
S|IS|S|F
S

A|B|H
H
H

or

Note: 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 October release or the 4th quarter
release of 2020, the data file name is the following:

MUO00.@BF12394.CLAB.V2020Q4

11937.2.2 | Contractors shall notify CMS of successful receipt via | X| X VvDC
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).

11937.2.3 | Contractors shall address any questions/concerns X| X VvDC
regarding the content of the files and/or specific
HCPCS codes contained within by emailing
CLFS_Inquiries@cms.hhs.gov.

11937.3 | A/B MAC Part B contractors shall determine the X
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).

11937.4 | A/B MAC Part A contractors shall determine payment | X
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).

11937.5 | Contractors shall be aware of any new Advanced X| X X
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.

11937.5.1 | In instances where Medicare covered CLFS procedure | X | X
codes do not yet appear on the quarterly CLFS file or
the quarterly Integrated Outpatient Code Editor
(I0CE) update, contractors shall locally price the
codes until they appear on the CLFS file and/or, for






Number | Requirement Responsibility
A/B D Shared- Other
MAC | M| System
E | Maintainers
A B|H FIMV|C
HIM 1 |C|M W
HIAIS|S|S|F
Cl|s
Part A claims, the IOCE.
11937.6 Contractors shall not search their files to either retract | X | X

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

PROVIDER EDUCATION TABLE

article that will be marketed through the MLN Connects weekly newsletter
shortly after the CR is released. MACs shall follow IOM Pub. No. 100-09
Chapter 6, Section 50.2.4.1, instructions for distributing MLN Connects
information to providers, posting the article or a direct link to the article on your
website, and including the article or a direct link to the article in your bulletin or
newsletter. You may supplement MLN Matters articles with localized
information benefiting your provider community in billing and administering the
Medicare program correctly. Subscribe to the “MLN Matters” listserv to get
article release notifications, or review them in the MLN Connects weekly
newsletter.

Number Requirement Responsibility
A/B D|C
MAC M| E
E|D
A[B|H I
HI M
HIA
C
11937.7 MLN Article: CMS will make available an MLN Matters provider education X | X

V.

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): Rasheeda Arthur, 410-786-3434 or rasheeda.johnson1l@cms.hhs.gov ,
Laura Ashbaugh, 410-786-1113 or laura.ashbaugh2@cms.hhs.gov

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

Section A: For Medicare Administrative Contractors (MACSs):

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, 2020

Proprietary Laboratory Analysis (PLAs)

The following new codes have been added to the national HCPCS file with an effective date of October 1, 2020 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
PredictSURE IBDTM Test, KSL Diagnostics, . . . . .
Predictimmune Ltd Autoimmune (inflammatory bowel disease), mRNA, gene expression profiling by
0203U | quantitative RT-PCR, 17 genes (15 target and 2 reference genes), whole blood, reported as [Al IBD MRNA XPRSN PRFL 17 5 October 1, 2020
a continuous risk score and classification of inflammatory bowel disease aggressiveness
Af % 1o Atlas, Vi | Oncology (thyroid), mRNA, gene expression analysis of 593 genes (including BRAF, RAS,
V;;amcay\ep\riismn as, Veracyte, Inc, 0204U [RET, PAX8, and NTRK) for sequence variants and rearrangements, utilizing fine needle ONC THYR MRNA XPRSN ALYS 593 |5 October 1, 2020
! aspirate, reported as detected or not detected
Ophthalmology (age-related macular degeneration), analysis of 3 gene variants (2 CFH
Vita Riske, Arctic Medlca\ Laboratories, Arctic 0205U gene,.l ARMS2 gene), using PCR and MALDI-TOF, buccal .swal?, reportéd as po.sltlv.e or OPH AMD ALYS 3 GENE VARIANTS |5 October 1, 2020
Medical Laboratories negative for neovascular age-related macular-degeneration risk associated with zinc
supplements
. Neurology (Alzheimer disease); cell aggregation using morphometric imaging and protein
DISCERN™, NeuroDiagnostics, N " Lo .
NeuroDiagnostics 0206U | kinase C-epsilon (PKCe) concentration in response to amylospheroid treatment by ELISA, NEURO ALZHEIMER CELL AGGREG!) (5 October 1, 2020
cultured skin fibroblasts, each reported as positive or negative for Alzheimer disease
disease quantitative imaging of phosphorylated ERK1 and ERK2 in response to bradykinin
DISCERN™, NguruD\agnusllcs, 0207U treatm?.nt h.ry in situ |mmurwf|uorescence., using culture.d skln.fl.broblasts, report(.ed asa NEURO ALZHEIMER QUAN IMAGING|5 October 1, 2020
NeuroDiagnostics probability index for Alzheimer disease (List separately in addition to code for primary
procedure)
Af Medullary Thyroid Carci ey Oncology (medullary thyroid carcinoma), mRNA, gene expression analysis of 108 genes,
irma Medullary Thyroid Carcinoma I . X L R
Classifier, Veracyte, Inc, Veracyte, Inc 0208U ut|||z|.ng flne. needle aspirate, algorithm reported as positive or negative for medullary ONC MTC MRNA XPRSN ALYS 108 |5 October 1, 2020
thyroid carcinoma
NG PerkinElmer G Cy ic constitutional (g ide) analysis, interrogation of genomic regions for
nomemv, PerkinElmer Genomics, X
PerkinElmer Genomics 0209U | copy number, structural changes and areas of homozygosity for chromosomal CYTOG CONST ALYS INTERROG 5 October 1, 2020
abnormalities
BioPlex 2200 RPR Assay - Quantitative, Bio- e P . -
Rad Laboratories, Bio-Rad Laboratories 0210U | Syphilis test, non-tr antibody, quantitative (RPR) SYPHILIS TST ANTB IA QUAN 5 October 1, 2020
. Oncology (pan-tumor), DNA and RNA by next-generation sequencing, utilizing formalin-
MI Cancer Seekm - NGS Analysis, Caris MPI fixed paraffin-embedded tissue, interpretative report for single nucleotide variants, copy
d/b/a Caris Life Sciences, Caris MPI d/b/a 0211V ) - . o N ) ! ONC PAN-TUM DNA&RNA GNRJ SEQ|5 October 1, 2020
Caris Life Sciences number alterations, tumor mutational burden, and microsatellite instability, with therapy
association
Rare diseases (constitutional/heritable disorders), whole genome and mitochondrial DNA
Genomic Unl%wahuIe Gengme Analysis — 0212y |Seduence analysis, |.nc|ud|ng sma.ll seq.uence chi.inges, deletions, dup.llcatlons, short ta.ndem RARE DS GEN DNA ALYS PROBAND |5 October 1, 2020
Proband, Variantyx Inc, Variantyx Inc repeat gene expansions, and variants in non-uniquely mappable regions, blood or saliva,
identification and categorization of genetic variants, proband
Rare diseases (constitutional/heritable disorders), whole genome and mitochondrial DNA
s Unitys Whole G Analysi sequence analysis, including small sequence changes, deletions, duplications, short tandem
enomic Unitye Whole Genome Analysis - N X . . . R
Comparator, Variantyx Inc, Variantyx Inc 0213U .repea.t.ger?e expansions, a.nd \./arlants in n.on—un.lquely mappable regions, blood or saliva, RARE DS GEN DNA ALYS EA COMP |5 October 1, 2020
identification and categorization of genetic variants, each comparator genome (eg, parent,
sibling)
Rare diseases (constitutional/heritable disorders), whole exome and mitochondrial DNA
Genomic Uanyw Exome P\u§ Analysis - 0214U sequence analysis, |.nc|ud|ng sma.ll seq.uence chi.inges, deletions, dup.llcatlons, short ta.ndem RARE DS XOM DNA ALYS PROBAND |5 October 1, 2020
Proband, Variantyx Inc, Variantyx Inc repeat gene expansions, and variants in non-uniquely mappable regions, blood or saliva,
identification and categorization of genetic variants, proband
Rare diseases (constitutional/heritable disorders), whole exome and mitochondrial DNA
s U & Plus Anal sequence analysis, including small sequence changes, deletions, duplications, short tandem
enomic Unitys Exome Plus Analysis - 0215U |repeat gene expansions, and variants in non-uniquely mappable regions, blood or saliva, ~|RARE DS XOM DNA ALYS EA COMP |5 October 1, 2020
Comparator, Variantyx Inc, Variantyx Inc
identification and categorization of genetic variants, each comparator exome (eg, parent,
sibling)
G U A R c ’ Neurology (inherited ataxias), genomic DNA sequence analysis of 12 common genes
enomic Unitys Ataxia Repeat Expansion an : . . IS
Sequence Analysis, Variantyx Inc, Variantyx | 0216y |!"cluding small sequence changes, deletions, duplications, short tandem repeat Bene e\;q vy ATAXIADNA12COM |5 |October 1, 2020
Inc expansions, and variants in non-uniquely mappable regions, blood or saliva, identification
and categorization of genetic variants
G U c N A R Neurology (inherited ataxias), genomic DNA sequence analysis of 51 genes including small
enomic Unitys Comprehensive Ataxia Repeat " P "
Expansion and Sequence Analysis, Variantyx | 0217y |$¢duence changes, deletions, duplications, short tandem repeat gene expansions, and NEURO INH ATAXIADNA 51 GENE |5 |October 1, 2020
variants in non-uniquely mappable regions, blood or saliva, identification an
Inc, Variantyx Inc t ) bl bload | dentificat d
categorization of genetic variants
s U DMD Anal v x| Neurology (muscular dystrophy), DMD gene sequence analysis, including small sequence
V;"‘g:[‘)‘,i In”C"VR nalysis, Variantyxinc, | 0218y  |changes, deletions, duplications, and variants in non-uniquely mappable regions, blood or |NEURO MUSC DYS DMD SEQALYS |5 October 1, 2020
saliva, identification and characterization of genetic variants
Sentosa e SQ HIV-1 Genotyping Assay, Vela Infectious agent (human immunodeficiency virus), targeted viral next-generation sequence
Diagnostics USA, Inc, Vela Operations 0219U |analysis (ie, protease [PR], reverse transcriptase [RT], integrase [INT]), algorithm reported [NFCT AGT HIV GNRJ SEQ ALYS 5 October 1, 2020
Singapore Pte Ltd as prediction of antiviral drug susceptibility
PreciseDxm Breast Cancer Test, PreciseDx, 02200 O'ncolog'y (breést cancer?, image énalys|s with artificial intelligence assessment of 12 ONC BRST CA Al ASSMT 12 FEAT 5 October 1, 2020
PreciseDx and h hemical features, reported as a recurrence score
Navigator ABO Blood Group NGS, Grifols Red cell antigen (ABO blood group) genotyping (ABO), gene analysis, next-generation
Immunohematology Center, Grifols 0221U |sequencing, ABO (ABO, alpha 1-3-N-acetylgalactosaminyltransferase and alpha 1-3- ABO GNOTYP NEXT GNRJ SEQ ABO |5 October 1, 2020
Immunohematology Center galactosyltransferase) gene
Navigator Rh Blood Group NGS, Grifols " " " _
Immunohematology Center, Grifols 0220y |Red cell antigen (RH blood group) genotyping (RHD and RHCE), gene analysis, next RHD&RHCE GNTYP NEXT GNRJ SEQ |5 October 1, 2020

Immunohematology Center

generation sequencing, RH proximal promoter, exons 1-10, portions of introns 2-3
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Severe Acute Respiratory Syndrome
Coronavirus (SARS-CoV and SARS-
CoV-2) Laboratory Testing

As the coronavirus (COVID-19) pandemic continues
and responses to the disease continue to evolve,

the American Medical Association (AMA) Current
Procedural Terminology (CPT®) Editorial Panel
convened a special meeting to approve additional
codes specific to laboratory testing for severe acute
respiratory syndrome coronavirus 2 (SARS-CoV-2)
(Coronavirus disease [COVID-19]). To address the
ongoing clinical need to report testing, the CPT
Editorial Panel has added one new Category I code
(87426) to provide increased specificity for reporting
immunoassay antigen testing and two new proprie-
tary laboratory analyses (PLA) testing codes (0223U,
0224U). The AMA expedited the publication of these
CPT codes to the AMA website on Thursday, June
25, 2020, at https://www.ama-assn.org/practice-man-
agement/cpt/covid-19-coding-and-guidance. These
codes are effective immediately for use in reporting
these laboratory tests.

Microbiology

87301 Infectious agent antigen detection
by immunoassay technique, (eg,

enzyme immunoassay [EIA], enzyme-

linked immunosorbent assay [ELISA],

immunochemiluminometric assay [IMCA])

qualitative or semiquantitative, multiple-step

method; adenovirus enteric types 40/41
@®87426  severe acute respiratory syndrome
coronavirus (eg, SARS-CoV, SARS-
CoV-2 [COVID-19])

The new codes will allow for more accurate reporting
of immunoassay testing for SARS-Coronavirus
antigen. It is worth noting that the code is not spe-
cific for SARS-CoV-2, and it could be used for an
immunoassay that detects antigenic proteins for either
SARS-CoV or SARS-CoV-2. As the antigenic pro-
teins across the SARS-Coronavirus family are highly
conserved, the assays currently available are not
capable of distinguishing between SARS-CoV and
SARS-CoV-2.

continued on next page
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Proprietary Laboratory Analyses

¥@0223U

©0224U

Proprietary Name
and Clinical Laboratory or

Infectious disease (bacterial or viral
respiratory tract infection), pathogen-
specific nucleic acid (DNA or RNA),
22 targets including severe acute
respiratory syndrome coronavirus 2
(SARS-CoV-2), qualitative RT-PCR,
nasopharyngeal swab, each pathogen
reported as detected or not detected

» (For additional PLA code with
identical clinical descriptor, see
0202U. See Appendix O or the most
current listing on the AMA CPT
website to determine appropriate
code assignment) <

Antibody, severe acute respiratory
syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19]), includes titer(s), when
performed

» (Do not report 0224U in conjunction
with 86769)<

Alpha-
Numeric Code

Manufacturer

New PLA code 0223U describes a novel type
of fully automated molecular assay that pro-
vides simultaneous qualitative detection and
identification of multiple respiratory patho-
gens based on viral and bacterial nucleic
acids obtained via nasopharyngeal swabs.

New PLA code 0224U describes qualita-
tive and quantitative detection of antibodies
in serum and plasma. The test may aid in
determining whether an individual suspected
of significant exposure or prior infection
with SARS-CoV-2 virus has a high titer

of IgG antibodies against this virus when
performed.

In addition to listing codes 0223U and 0224U
in the Pathology and Laboratory section,
these new PLA codes will also be included
with the procedure’s proprietary name in
Appendix O in the CPT code set. To report

a PLA code, the analysis performed must ful-
fill the code descriptor and must be the test
represented by the proprietary name listed in
Appendix O. Codes 0223U and 0224U will
be listed in Appendix O as follows:

Code Descriptor

P QI Astat-Dx Respiratory
SARS-CoV-2 Panel, QITAGEN
Sciences, QITAGEN GMbH <

*@0223U

P Infectious disease (bacterial or viral respiratory tract
infection), pathogen-specific nucleic acid (DNA or RNA),

22 targets including severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2), qualitative RT-PCR,
nasopharyngeal swab, each pathogen reported as detected or
not detected €

» (For additional PLA code with identical clinical descriptor,
see 0202U. See Appendix O or the most current listing

on the AMA CPT website to determine appropriate code
assignment) <

»COVID-19 Antibody Test, Mt
Sinai, Mount Sinai Laboratory €

©0224U

»Antibody, severe acute respiratory syndrome coronavirus 2
(SARS-CoV-2) (Coronavirus disease [COVID-19]), includes
titer(s), when performed <

» (Do not report 0224U in conjunction with 86769)<

CPT® Assistant Special Edition: June Update / \Volume 30 < 2020






The following clinical examples and procedural
descriptions reflect typical clinical scenarios when

it would be appropriate to report these new codes.
Due to the early utilization stage for these tests, clin-
ical indications are subject to further refinement as
knowledge of the novel coronavirus evolves. The CPT
Editorial Panel will continue to review indications
and may clarify these indications as more informa-
tion becomes available.

Clinical Example (87426)

A 50-year-old female presents to her physician’s
office with fever, cough, and shortness of breath. The
physician or other qualified health care professional
(QHP) suspects the patient may have COVID-19. A
nasopharyngeal swab is collected and submitted for
SARS-CoV-2 detection.

Description of Procedure
(87426)

Place the swab and swirl in a supplied reagent tube to
disrupt and release viral nucleoprotein antigen, and
transfer an aliqout of that sample to the test cassette
sample well. The sample cassette along with quality
control cassettes are placed in the analyzer, which
produces a qualitative result that is reported to the
ordering health care professional.

Clinical Example (0223U)

A 62-year-old male presents to the emergency
department with fever of 103.4°F, shortness of breath,
and headache for the past 24 hours, as well as a dry
cough and muscle pain for a week. The clinician
orders a molecular respiratory panel.

Description of Procedure
(0223U)

Transfer a nasopharyngeal swab sample to the
specimen cartridge and place the sample on the
QIAstat-Dx Analyzer System, which utilizes multi-
plex real time (RT) polymerase chain reaction (PCR).
The instrument generates a report that includes
results for each pathogen. Communicate the results
to the appropriate healthcare professional.

Clinical Example (0224U)

A 68-year-old male with a history of coronary artery
disease, aortic valve replacement, and lymphoma
presented to the emergency department with a 6-day
history of malaise, a non-productive cough, and
low-grade fevers (eg, 100.4° F/38° C). SARS-CoV-2
IgG antibody test was ordered to inform diagnosis of
a recent past infection (within 10-14 days) or con-
valescent phase of COVID-19. Serum or plasma is
collected from the patient for testing.

Description of Procedure
(0224U)

Use the patient’s sample serum or plasma on an
enzyme-linked immunosorbent assay (ELISA)
platform for both the qualitative and quantitative
detection of human IgG antibodies in serum or
plasma to SARS-CoV-2 receptor binding domain
and spike protein antigens. The results are reported
as negative or positive with titers for both IgG
antibodies.

CPT® Assistant Special Edition: June Update / \Volume 30 « 2020
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r10217cp  July 2020 CLFS Updates includes COVID Testing Codes.pdf
C M S M an ual SySte m Department of Health &

Human Services (DHHS)

Pub 100-04 Medicare Claims Processing Centers for Medicare &
Medicaid Services (CMS)
Transmittal 10217 Date: July 8, 2020

Change Request 11815

Transmittal 10174, dated June 12, 2020, is being rescinded and replaced by Transmittal 10217, dated,
July 8, 2020 to revise the policy section to include additional COVID-19 codes 87426, 0223U and 0224U.
All other information remains the same.

SUBJECT: Quarterly Update for Clinical Laboratory Fee Schedule 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: July 1, 2020
*Unless otherwise specified, the effective date is the date of service.
IMPLEMENTATION DATE: July 6, 2020

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.

Il. 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
I11. 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: 10217 | Date: July 8, 2020 | Change Request: 11815 \

Transmittal 10174, dated June 12, 2020, is being rescinded and replaced by Transmittal 10217, dated,
July 8, 2020 to revise the policy section to include additional COVID-19 codes 87426, 0223U and 0224U.
All other information remains the same.

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

EFFECTIVE DATE: July 1, 2020

*Unless otherwise specified, the effective date is the date of service.
IMPLEMENTATION DATE: July 6, 2020

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 CMS website for additional information regarding these tests:
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/Clinical LabFeeSched/PAMA-
Requlations.htmI#ADLT tests.

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

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 (CDLTSs) 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, 20109.

e Section 105 (a) of the Further Consolidated Appropriations Act, 2020 (FCAA) (Pub. L. 116-94, enacted
December 19, 2019) and section 3718 of the Coronavirus Aid, Relief, and Economic Security (CARES)
Act (Pub. L. 116-136, enacted March 27, 2020) made several revisions to the next data reporting period
for CDLTs that are not ADLTSs and the phase-in of payment reductions under the Medicare private
payor rate-based CLFS. In summary, revisions are as follows:

e The next data reporting period of January 1, 2022 through March 31, 2022, 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 CDLTSs that are
not ADLTSs, (that is 2025, 2028, etc.).



https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/ClinicalLabFeeSched/PAMA-Regulations.html#ADLT_tests

https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/ClinicalLabFeeSched/PAMA-Regulations.html#ADLT_tests



e The statutory phase-in of payment reductions resulting from private payor rate implementation is
extended, that is, through CY 2024. There is a 0.0 percent reduction for CY 2021, and payment
may not be reduced by more than 15 percent for CY's 2022 through 2024.

Coronavirus-19 (COVID-19) Policy Updates

e Payment for Specimen Collection for Purposes of COVID-19 Testing

For the duration of the Public Health Emergency (PHE) for the COVID-19 pandemic and in an effort to be as
expansive as possible within the current authorities to have diagnostic testing available to Medicare
beneficiaries who need it, in the interim final rule with comment period (IFC), CMS-1744-1FC, Medicare and
Medicaid Programs; Policy and Regulatory Revisions in Response to the COVID-19 Public Health Emergency,
CMS changed the Medicare payment rules to provide payment to independent laboratories for specimen
collection from beneficiaries who are homebound or inpatients not in a hospital for COVID-19 testing under
certain circumstances. For more information on this policy update, please refer to
https://www.cms.gov/files/document/covid-final-ifc.pdf.

e Revisions to Ordering Requirements for Clinical Laboratory Diagnostic Testing

In the interim final rule with comment period, CMS-5531-1FC, Medicare and Medicaid Programs, Basic Health
Program, and Exchanges; Additional Policy and Regulatory Revisions in Response to the COVID-19 Public
Health Emergency and Delay of Certain Reporting Requirements for the Skilled Nursing Facility Quality
Reporting Program, on an interim basis for the duration of the PHE for the COVID-19 pandemic, CMS
removed the requirement that certain clinical diagnostic laboratory tests must be ordered by a treating physician
or non-physician practitioner (NPP). This will allow any healthcare professional authorized to do so under State
law to order COVID-19 diagnostic laboratory tests (including serological and antibody tests). Because the
symptoms for coronavirus, influenza and respiratory syncytial virus (RSV) are often the same, such that
concurrent testing for all three viruses is warranted, this interim policy also applies to influenza and RSV tests,
but only when they are furnished in conjunction with a medically necessary COVID-19 diagnostic laboratory
test to establish or rule out a COVID-19 diagnosis or identify an adaptive immune response to SARS-COV-2.
For more information on this policy update, please refer to https://www.cms.gov/files/document/covid-
medicare-and-medicaid-ifc2.pdf.

e Coverage of COVID-19 Serology Testing

In the interim final rule with comment period, CMS-5531-1FC, Medicare and Medicaid Programs, Basic Health
Program, and Exchanges; Additional Policy and Regulatory Revisions in Response to the COVID-19 Public
Health Emergency and Delay of Certain Reporting Requirements for the Skilled Nursing Facility Quality
Reporting Program, CMS finalized on an interim basis, that during the PHE for the COVID-19 pandemic,
Medicare will cover FDA-authorized COVID-19 serology tests as they are reasonable necessary under section
1862(a)(1)(A) of the Act for beneficiaries with known current or known prior COVID-19 infection or suspected
current or suspected past COVID-19 infection. CMS amended § 410.32(a)(3) to reflect this determination of
coverage. For more information on this policy update, please refer to
https://www.cms.gov/files/document/covid-medicare-and-medicaid-ifc2.pdf.




https://www.cms.gov/files/document/covid-final-ifc.pdf
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e High Throughput Technologies

CMS issued CMS Ruling CMS-2020-01-R concerning payment under Medicare Supplementary Medical
Insurance (Part B) of certain clinical diagnostic laboratory tests for the detection of SARS-CoV-2 or the
diagnosis of the virus that causes COVID-19 making use of high throughput technologies. As described in
CMS Ruling CMS 2020-01-R, a high throughput technology uses a platform that employs automated
processing of more than two hundred specimens a day. For more information on this policy update, please refer
to https://www.cms.gov/files/document/cms-2020-01-r.pdf.

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/ClinicallLabFeeSched/PAMA-Reqgulations.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 A/B MAC contractors 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. 1t 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 below during the
PHE.

New Codes Effective April 1, 2020

Please note: MACs shall establish payment for CPT code 0014M, effective April 1, 2020. This code was
inadvertently left off the April 2020 CLFS CR. This code was added to the national HCPCS file with an
effective date of April 1, 2020 and therefore does not need to be manually added to the HCPCS files by the
MACs. This code will be included on the CLFS for the July 2020 (quarter 3) release. This new code is
contractor-priced (where applicable) until it is nationally priced and undergoes the CLFS annual payment
determination process in accordance with the Social Security Act § 1833(h)(8), 8 1834A(c) and 8 1834(A)(f).

e CPT Code 0014M
Long Descriptor: Liver disease, analysis of 3 biomarkers (hyaluronic acid [HA], procollagen 111 amino terminal

peptide [PIIINP], tissue inhibitor of metalloproteinase 1 [TIMP-1]), using immunoassays, utilizing serum,
prognostic algorithm reported as a risk score and risk of liver fibrosis and liver-related clinical events within 5



https://www.cms.gov/files/document/cms-2020-01-r.pdf
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years
Short Descriptor: LIVER DS ALYS 3 BMRK SRM ALG

Laboratory: Enhanced Liver Fibrosis™ (ELFTM) Test, Siemens Healthcare Diagnostics Inc/Siemens
Healthcare Laboratory LLC

TOS: 5

New Codes Effective April 10, 2020

As described above in the COVID-19 Policy Updates section, Coverage of COVID-19 Serology Testing, the
below listed new codes have been added to the national HCPCS file with an effective date of April 10, 2020 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 8 1833(h)(8), 8 1834A(c) and § 1834(A)(f).

e CPT Code: 86328
Long Descriptor: Immunoassay for infectious agent antibody, qualitative or semiquantitative, single step
method (eg, reagent strip); severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus
disease [COVID-19])
Short Descriptor: la nfct ab sarscov2 covid19

TOS: 5

e CPT Code: 86769
Long Descriptor: Antibody; severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus
disease [COVID-19])

Short Descriptor: Sars-cov-2 covid-19 antibody

TOS: 5

New Codes Effective April 14, 2020

Per the above discussion in the COVID-19 Policy Updates section, High Throughput Technologies, two new
HCPCS codes have been created for laboratories to bill under the Medicare Clinical Laboratory Fee Schedule
for the detection of SARS—-CoV-2 or the diagnosis of the virus that causes COVID-19 making use of these high
throughput technologies. The listed new codes have been added to the national HCPCS file with an effective
date of April 14, 2020 and do not need to be manually added to the HCPCS files by the MACs. Such tests, as
identified by U0003 and U0004, in accordance with CMS Ruling CMS-2020-01-R, shall be paid at the rate of
$100. These new codes are:





e Code: U0003

Long Descriptor: Infectious agent detection by nucleic acid (DNA or RNA); severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]), amplified probe technique, making use of
high throughput technologies as described by CMS-2020-01-R

Short Descriptor: Cov-19 amp prb hgh thruput

TOS: 5

e Code: U0004

Long Descriptor: 2019-nCoV Coronavirus, SARS-CoV-2/2019-nCoV (COVID-19), any technique, multiple
types or subtypes (includes all targets), non-CDC, making use of high throughput technologies as described by
CMS-2020-01-R

Short Descriptor: Cov-19 test non-cdc hgh thru

TOS: 5

New Codes Effective May 20, 2020

The listed new code will be added to the national HCPCS file with an effective date of May 20, 2020; however
until such time MAC’s may need to manually add it to the HCPCS files. Additionally, this new code is
contractor-priced (where applicable) until it is nationally priced and undergoes the CLFS annual payment
determination process in accordance with the Social Security Act § 1833(h)(8), 8 1834A(c) and 8§ 1834(A)(f).
MACs shall only price PLA codes for laboratories within their jurisdiction.

e Code: 0202U

Short Descriptor: Nfct ds 22 trgt sars-cov-2

TOS: 5

Long Descriptor: Infectious disease (bacterial or viral respiratory tract infection), pathogen-specific nucleic acid
(DNA or RNA), 22 targets including severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2),

qualitative RT-PCR, nasopharyngeal swab, each pathogen reported as detected or not detected

New Codes Effective June 25, 2020

The listed new code will need to be manually added to the national HCPCS file by the MACs with an effective
date of June 25, 2020. Additionally, this new code is contractor-priced (where applicable) until it is nationally
priced and undergoes the CLFS annual payment determination process in accordance with the Social Security





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

e Code:87426
Long Descriptor: Infectious agent antigen detection by immunoassay technique, (eg, enzyme immunoassay
[EIA], enzyme-linked immunosorbent assay [ELISA], immunochemiluminometric assay [IMCA]) qualitative or
semiquantitative, multiple-step method; severe acute respiratory syndrome coronavirus (eg, SARS-CoV, SARS-
CoV-2 [COVID-19])
Short Descriptor: CORONAVIRUS AG IA
TOS: 5
Proprietary Laboratory Analysis (PLAS)
The listed new codes will need to be manually added to the national HCPCS files by the MACs with an
effective date of June 25, 2020. Additionally, 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 8§ 1834(A)(f). MACs shall only price PLA codes for

laboratories within their jurisdiction.

e Code: 0223U

Laboratory Name: QIAstat-Dx Respiratory SARS CoV-2 Panel, QIAGEN Sciences, QIAGEN GmbH

Long Descriptor: Infectious disease (bacterial or viral respiratory tract infection), pathogen-specific nucleic acid
(DNA or RNA), 22 targets including severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2),
qualitative RT-PCR, nasopharyngeal swab, each pathogen reported as detected or not detected

Short Descriptor: NFCT DS 22 TRGT SARS-COV-2

TOS: 5

e Code: 0224 U

Laboratory Name: COVID-19 Antibody Test, Mt Sinai, Mount Sinai Laboratory

Long Descriptor: Antibody, severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus
disease [COVID-19]), includes titer(s), when performed

Short Descriptor: ANTIBODY SARS-COV-2 TITER(S
TOS: 5

New Codes Effective July 1, 2020

Proprietary Laboratory Analysis (PLAS)





Please see table attached to the Transmittal entitled "CY2020 CLFS Quarterly Updates”, Tab "New Codes
Effective 7-1-2020". The listed new codes have been added to the national HCPCS file with an effective date
of July 1, 2020 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. MACs shall only price
PLA codes for laboratories within their jurisdiction.

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

Revised Codes Effective July 1, 2020

Proprietary Laboratory Analysis (PLAS)

The laboratory name of the following existing code was changed effective July 1, 2020:

Existing code 0068U

Laboratory Name: MYCODART-PCR™ DualAmplification Real Time PCR Panel for 6 Candida species,
RealTime Laboratories, Inc/MycoDART, Inc, RealTime Laboratories, Inc

Deleted Codes Effective July 1, 2020
Existing code 0124U is being deleted.
Existing code 0125U is being deleted.
Existing code 0126U is being deleted.
Existing code 0127U is being deleted.
Existing code 0128U is being deleted.

1.  BUSINESS REQUIREMENTS TABLE

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

Number | Requirement Responsibility

A/B D Shared- Other
MAC | M| System

E | Maintainers
FIMV|C
I |[C| M W
S|S|S|F
S

A|B|H
H
H

orZ

11815.1 | Contractors shall be aware that the CLFS will be X| X VvDC
released quarterly, as needed, and establish hours to
accommodate retrieval and implementation of the
quarterly CLFS data file.

11815.1.1 | CMS shall notify contractors by email approximately CMS
six weeks prior to the beginning of the quarter when
the Clinical Laboratory Fee Schedule (CLFS) data file
is ready for download. CMS shall provide the file
name.






Number

Requirement

Responsibility

A/B
MAC

D
M
E

Shared-
System
Maintainers

A| B

H
H
H

or

FIMV|C
I C| M
S|S|S|F
S

w

Other

11815.2

Contractors shall retrieve and load for testing and
claims processing purposes the July 2020 quarterly
CLFS data file from the CMS mainframe
approximately six weeks prior to the beginning of the
quarter.

VDC

11815.2.1

Contractors shall note that the CLFS data file name
will be in the following format:

MUO00.@BF12394.CLAB.VyyyyQr

Note: 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 July release or the 3rd quarter
release of 2020, the data file name is the following:

MUO00.@BF12394.CLAB.V2020Q3

VDC

11815.2.2

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).

VDC

11815.2.3

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.

VDC

11815.3

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).

11815.4

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






Number

Requirement

Responsibility

A/B
MAC

D
M
E

Shared- Other
System

Maintainers

Al B

H
H
H

or

FIMV|C
| C| MW
S|S|S|F
S

to the January quarterly release CR only).

118155

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.

11815.5.1

In instances where Medicare covered CLFS procedure
codes do not yet appear on the quarterly CLFS file or
the quarterly Integrated Outpatient Code Editor
(I0CE) update, contractors shall locally price the
codes until they appear on the CLFS file and/or, for
Part A claims, the IOCE.

11815.6

Contractors shall not search their files to either retract
payment or retroactively pay claims; however,
contractors should adjust claims if they are brought to
their attention.

PROVIDER EDUCATION TABLE

Number Requirement Responsibility
A/B D|C
MAC M| E
E|D
A|[B|H I
H| M
HIA
C
11815.7 MLN Article: CMS will make available an MLN Matters provider education X | X

article that will be marketed through the MLN Connects weekly newsletter
shortly after the CR is released. MACs shall follow IOM Pub. No. 100-09
Chapter 6, Section 50.2.4.1, instructions for distributing MLN Connects
information to providers, posting the article or a direct link to the article on your
website, and including the article or a direct link to the article in your bulletin or
newsletter. You may supplement MLN Matters articles with localized
information benefiting your provider community in billing and administering the
Medicare program correctly. Subscribe to the “MLN Matters” listserv to get






Number Requirement Responsibility

—OomOo

A/B D
MAC M
E
A|B|H
HIM
HIA
C
article release notifications, or review them in the MLN Connects weekly
newsletter.

IV.  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

Pre-Implementation Contact(s): Rasheeda Arthur, 410-786-3434 or rasheeda.johnsonl@cms.hhs.gov , Laura
Ashbaugh, 410-786-1113 or laura.ashbaugh2@cms.hhs.gov

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

Section A: For Medicare Administrative Contractors (MACSs):

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 July 1, 2020

Proprietary Laboratory Analysis (PLAS)

The following new codes have been added to the national HCPCS file with an effective date of July 1, 2020 and do not need to be manually added to the HCPCS files by the MACs. However, these new codes
are contractor-priced until they are addressed at the annual Clinical Laboratory Public Meeting, which will take place in June or July 2020 as they were received after the 2019 public meeting.

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

Laboratory CPT Long Descriptor Short Descriptor TOS |Effective Date
Code
myChoice® CDx, 0172U Oncology (solid tumor as indicated by the label), somatic mutation analysis of BRCAL ONC SLD TUM ALYS BRCA1 5 July 1. 2020
Mvriad Genetics (BRCA1, DNA repair associated), BRCA2 (BRCA2, DNA repair associated) and analysis of |BRCA2 y L
Psych HealthPGx Panel, RPRD 0173U Psychiatry (ie, depression, anxiety), genomic analysis panel, includes variant analysis of 14 |PSYC GEN ALYS PANEL 14 5 July 1, 2020
Diagnostics, RPRD Diagnostics genes GENES v
LC-MS/MS Targeted Proteomic Assay, 0174U Oncology (solid tumor), mass spectrometric 30 protein targets, formalin- fixed paraffin- ONC SOLID TUMOR 30 PRTN 5 July 1. 2020
OncoOmicDx Laboratory, LDT embedded tissue, prognostic and predictive algorithm reported as likely, unlikely, or TRGT v
Genomind® Professional PGx Express™ 0175U Psychiatry (eg, depression, anxiety), genomic analysis panel, variant analysis of 15 genes |PSYC GEN ALYS PANEL 15 5 July 1, 2020
CORE, Genomind, Inc, Genomind, Inc GENES v
IBSchek *, Commonwealth Diagnostics Cytolethal distending toxin B (CdtB) and vinculin IgG antibodies by immunoassay (ie, CDTB&VINCULIN IGG ANTB IA
N 0176U 5 July 1, 2020
International, Inc, Commonwealth ELISA)
therascreen® PIK3CA RGQ PCR Kit, 0177U Oncology (breast cancer), DNA, PIK3CA (phosphatidylinositol-4,5-bisphosphate 3- kinase [ONC BRST CA DNA PIK3CA 11 5 July 1, 2020
QIAGEN, QIAGEN catalytic subunit alpha) gene analysis of 11 gene variants utilizing plasma, reported as v L
VeriMAP™ Peanut Sensitivity - Bead Peanut allergen-specific quantitative assessment of multiple epitopes using enzyme-linked |PEANUT ALLG ASMT EPI CLIN RX
) A 0178V |. = -~ e 5 July 1, 2020
Based Epitope Assay, AllerGenis immunosorbent assay (ELISA), blood, report of minimum eliciting exposure for a clinical
Resolution ctDx Lung”, Resolution 0179U Oncology (non-small cell lung cancer), cell-free DNA, targeted sequence analysis of 23 ONC NONSM CLL LNG CA ALYS 5 July 1, 2020
Bioscience, Resolution Bioscience, Inc genes (single nucleotide variations, insertions and deletions, fusions without prior 23 YL
Navigator ABO Sequencing, Grifols 0180U Red cell antigen (ABO blood group) genotyping (ABO), gene analysis Sanger/chain ABO GNOTYP ABO 7 EXONS 5 July 1. 2020
Immunohematology Center, Grifols termination/conventional sequencing, ABO (ABO, alpha 1-3-N- y L
Navigator CO Sequencing, Grifols 0181U Red cell antigen (Colton blood group) genotyping (CO), gene analysis, AQP1 (aquaporin 1 |CO GNOTYP AQP1 EXON 1 5 July 1, 2020
Immunohematology Center, Grifols [Colton blood group]) exon 1 YL
Navigator CROM Sequencing, Grifols Red cell antigen (Cromer blood group) genotyping (CROM), gene analysis, CD55 (CD55 CROM GNOTYP CD55 EXONS 1-
N 0182U 5 July 1, 2020
Immunohematology Center, Grifols molecule [Cromer blood group]) exons 1-10 10
Navigator DI Sequencing, Grifols 0183U Red cell antigen (Diego blood group) genotyping (DI), gene analysis, SLC4AL1 (solute carrier |DI GNOTYP SLC4A1 EXON 19 5 July 1, 2020
Immunohematology Center, Grifols family 4 member 1 [Diego blood group]) exon 19 v L
Navigator DO Sequencing, Grifols Red cell antigen (Dombrock blood group) genotyping (DO), gene analysis, ART4 (ADP- DO GNOTYP ART4 EXON 2
N 0184U | . 5 July 1, 2020
Immunohematology Center, Grifols ribosyltransferase 4 [Dombrock blood groupl) exon 2
Navigator FUT1 Sequencing, Grifols 0185U Red cell antigen (H blood group) genotyping (FUT1), gene analysis, FUT1 FUT1 GNOTYP FUT1 EXON 4 5 July 1, 2020
Immunohematology Center, Grifols (fucosyltransferase 1 [H blood group]) exon 4 YL
Navigator FUT2 Sequencing, Grifols Red cell antigen (H blood group) genotyping (FUT2), gene analysis, FUT2 FUT2 GNOTYP FUT2 EXON 2
- 0186U 5 July 1, 2020
Immunohematology Center, Grifols (fucosyltransferase 2) exon 2
Navigator FY Sequencing, Grifols 0187U Red cell antigen (Duffy blood group) genotyping (FY), gene analysis, ACKR1 (atypical FY GNOTYP ACKR1 EXONS 1-2 5 July 1, 2020
Immunohematology Center, Grifols chemokine receptor 1 [Duffy blood groupl) exons 1-2 v
Navigator GE Sequencing, Grifols Red cell antigen (Gerbich blood group) genotyping (GE), gene analysis, GYPC (glycophorin |GE GNOTYP GYPC EXONS 1-4
N 0188U . 5 July 1, 2020
Immunohematology Center, Grifols C [Gerbich blood group]) exons 1-4
Navigator GYPA Sequencing, Grifols 0189U Red cell antigen (MNS blood group) genotyping (GYPA), gene analysis, GYPA (glycophorin |GYPA GNOTYP NTRNS 1 5 EXON 5 July 1, 2020
Immunohematology Center, Grifols A [MNS blood group]) introns 1, 5, exon 2 2 YL
Navigator GYPB Sequencing, Grifols 0190U Red cell antigen (MNS blood group) genotyping (GYPB), gene analysis, GYPB (glycophorin |GYPB GNOTYP NTRNS 1 5 SEUX 5 July 1. 2020
Immunohematology Center, Grifols B [MNS blood groupl) introns 1, 5, pseudoexon 3 3 v
Navigator IN Sequencing, Grifols 0191U Red cell antigen (Indian blood group) genotyping (IN), gene analysis, CD44 (CD44 IN GNOTYP CD44 EXONS 2 3 6 5 July 1, 2020
Immunohematology Center, Grifols molecule [Indian blood group]) exons 2, 3, 6 YL
Navigator JK Sequencing, Grifols Red cell antigen (Kidd blood group) genotyping (JK), gene analysis, SLC14A1 (solute JK GNOTYP SLC14A1 EXON 9
- 0192V N ; o 5 July 1, 2020
Immunohematology Center, Grifols carrier family 14 member 1 [Kidd blood group]) gene promoter, exon 9
Navigator JR Sequencing, Grifols 0193U Red cell antigen (JR blood group) genotyping (JR), gene analysis, ABCG2 (ATP binding JR GNOTYP ABCG2 EXONS 2-26 5 July 1, 2020
Immunohematology Center, Grifols cassette subfamily G member 2 [Junior blood group]) exons 2- 26 YL
Navigator KEL Sequencing, Grifols Red cell antigen (Kell blood group) genotyping (KEL), gene analysis, KEL (Kell metallo- KEL GNOTYP KEL EXON 8
N 0194U N 5 July 1, 2020
Immunohematology Center, Grifols endopeptidase [Kell blood groupl) exon 8
Navigator KLF1 Sequencing, erfols 0195U KLF1 (Kruppel-like factor 1), targeted sequencing (ie, exon 13) KLF1 TARGETED SEQUENCING 5 July 1, 2020
Immunohematology Center, Grifols
Navigator LU Sequencing, Grifols Red cell antigen (Lutheran blood group) genotyping (LU), gene analysis, BCAM (basal cell |LU GNOTYP BCAM EXON 3
N 0196U - 5 July 1, 2020
Immunohematology Center, Grifols adhesion molecule [Lutheran blood groupl) exon 3
Navigator LW Sequencing, Grifols 0197U Red cell antigen (Landsteiner-Wiener blood group) genotyping (LW), gene analysis, ICAM4 |LW GNOTYP ICAM4 EXON 1 5 July 1, 2020
Immunohematology Center, Grifols (intercellular adhesion molecule 4 [Landsteiner-Wiener blood group]) exon 1 YL
Navigator RHD/CE Sequencing, Grifols 0198U Red cell antigen (RH blood group) genotyping (RHD and RHCE), gene analysis RHD&RHCE GNTYP RHD1- 5 July 1. 2020
Immunohematology Center, Grifols Sanger/chain termination/conventional sequencing, RHD (Rh blood group D antigen) exons |10&RHCES y L
Navigator SC Sequencing, Grifols 0199U Red cell antigen (Scianna blood group) genotyping (SC), gene analysis, ERMAP SC GNOTYP ERMAP EXONS 4 12 5 July 1, 2020
Immunohematology Center, Grifols (erythroblast membrane associated protein [Scianna blood groupl]) exons 4, 12 YL
Navigator XK Sequencing, Grifols Red cell antigen (Kx blood group) genotyping (XK), gene analysis, XK (X- linked Kx blood XK GNOTYP XK EXONS 1-3
N 0200U 5 July 1, 2020
Immunohematology Center, Grifols group) exons 1-3
Navigator YT Sequencing, Grifols 0201U Red cell antigen (Yt blood group) genotyping (YT), gene analysis, ACHE YT GNOTYP ACHE EXON 2 5 July 1, 2020

Immunohematology Center, Grifols

(acetylcholinesterase [Cartwright blood group]) exon 2
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SPECIAL EDITION: August Update

Severe Acute Respiratory Syndrome
Coronavirus (SARS-CoV-2) Laboratory
Testing

There is precedence for the the American Medical
Association (AMA) Current Procedural Terminology
(CPT®) Editorial Panel immediately releasing CPT
codes when an emergent issue arises. Due to the
coronarvirus disease (COVID-19) pandemic, this
mechanism was used in the spring of 2020 to approve,

revise, and release several CPT Category I codes. In
addition, new proprietary laboratory analyses (PLA)
codes were approved in May 2020 and June 2020. The
following table outlines the changes that were published
on the AMA’s website, and effective immediately fol-
lowing final approval by the CPT Editorial Panel.

COVID-19-Related CPT Category I Code Approvals through June 2020

Long Code Descriptor

Effective Date

®87635 Infectious agent detection by nucleic acid (DNA or RNA); severe acute respiratory syndrome March 13, 2020
coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]), amplified probe technique

AS86318 Immunoassay for infectious agent antibody(ies), qualitative or semiquantitative, single-step method | April 10, 2020
(eg, reagent strip);

#@86328 severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease April 10, 2020

[COVID-19])

P (For severe acute respiratory syndrome coronavirus 2 [SARS-CoV-2] [Coronavirus disease
{COVID-19}] antibody testing using multiple-step method, use 86769) <4

continued on next page
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COVID-19-Related CPT Category I Code Approvals through June 2020

Long Code Descriptor Effective Date

»The following codes (86602-86804) are qualitative or semiquantitative immunoassays performed | Revised

by multiple-step methods for the detection of antibodies to infectious agents. For immunoassays by Guidelines
single-step method (eg, reagent strips), see codes 86318, 86328. Procedures for the identification of Effective Date
antibodies should be coded as precisely as possible. For example, an antibody to a virus could be April 10, 2020
coded with increasing specificity for virus, family, genus, species, or type. In some cases, further
precision may be added to codes by specifying the class of immunoglobulin being detected. When
multiple tests are done to detect antibodies to organisms classified more precisely than the specificity
allowed by available codes, it is appropriate to code each as a separate service. For example, a test for
antibody to an enterovirus is coded as 86658. Coxsackie viruses are enteroviruses, but there are no
codes for the individual species of enterovirus. If assays are performed for antibodies to coxsackie

A and B species, each assay should be separately coded. Similarly, if multiple assays are performed
for antibodies of different immunoglobulin classes, each assay should be coded separately. When a
coding option exists for reporting IgM specific antibodies (eg, 86632), the corresponding nonspecific
code (eg, 86631) may be reported for performance of either an antibody analysis not specific for a
particular immunoglobulin class or for an IgG analysis. <

P (For the detection of antibodies other than those to infectious agents, see specific antibody [eg,
86021-86023, 86376, 86800, 86850-86870] or specific method [eg, 83516, 86255, 86256]).4

» (For infectious agent/antigen detection, see 87260-87899)«

86635 Antibody; Coccidioides Parenthetical Note
Effective Date
P (For severe acute respiratory syndrome coronavirus 2 [SARS-CoV-2] [Coronavirus disease April 10, 2020

{COVID-19}] antibody testing, see 86328, 86769)4

®86769 Antibody; severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease April 10, 2020
[COVID-19])

P (For severe acute respiratory syndrome coronavirus 2 [SARS-CoV-2] [Coronavirus disease
{COVID-19}] antibody testing using single-step method, use 86328)<«

*Note: Code 87426 below is a child code under parent code 87301. It is presented here in its entirety, ie, the long descriptor,
which includes the language from its parent code 87301.

@87426 Infectious agent antigen detection by immunoassay technique, (eg, enzyme immunoassay [EIA], April 10,2020
enzyme-linked immunosorbent assay [ELISA], immunochemiluminometric assay [IMCA])
qualitative or semiquantitative, multiple-step method; severe acute respiratory syndrome
coronavirus (eg, SARS-CoV, SARS-CoV-2 [COVID-19])

continued
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COVID-19-Related CPT PLA Code Approvals through June 2020

Proprietary Name
and Clinical
Laboratory or
Manufacturer

Effective Date

Long Code Descriptor

BioFire® Respiratory ¥@0202U
Panel 2.1 (RP2.1),
BioFire® Diagnostics, RNA), 22 targets including severe acute respiratory
BioFire® Diagnostics, syndrome coronavirus 2 (SARS-CoV-2), qualitative
LLC RT-PCR, nasopharyngeal swab, each pathogen

reported as detected or not detected

Infectious disease (bacterial or viral respiratory tract | May 20, 2020
infection), pathogen-specific nucleic acid (DNA or

» (For additional PLA code with identical clinical
descriptor, see 0223U. See Appendix O or the
most current listing on the AMA CPT website to
determine appropriate code assignment) €

QIAstat-Dx Respiratory | X@0223U
SARS-CoV-2 Panel,
QIAGEN Sciences,
QIAGEN GMbH

Infectious disease (bacterial or viral respiratory tract | June 25, 2020
infection), pathogen-specific nucleic acid (DNA or
RNA), 22 targets including severe acute respiratory
syndrome coronavirus 2 (SARS-CoV-2), qualitative
RT-PCR, nasopharyngeal swab, each pathogen
reported as detected or not detected

» (For additional PLA code with identical clinical
descriptor, see 0202U. See Appendix O or the
most current listing on the AMA CPT website to
determine appropriate code assignment) <

COVID-19 Antibody
Test, Mt Sinai, Mount
Sinai Laboratory

002240 Antibody, severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2) (Coronavirus disease

[COVID-19]), includes titer(s), when performed

June 25, 2020

» (Do not report 0224U in conjunction with 86769)<

As science moves from determining who is cur-
rently infected to who has had the infection (antibody Im mun 0|ogy
testing), the next step during the COVID-19 pandemic #@®86408 Neutralizing antibody, severe acute

is to determine who has mounted neutralizing anti-
bodies against the severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2) virus.

respiratory syndrome coronavirus 2
(SARS-CoV-2) (Coronavirus disease
[COVID-19]); screen

The CPT Editorial Panel convened a special meeting
to approve additional codes specific to laboratory
testing for COVID-19. To address the ongoing clinical
need to report testing, the CPT Editorial Panel
expedited the publication to the AMA website and
approved two new Category I codes and two new
PLA codes on Monday, August 10, 2020, at https://

#@86409 titer

Code 86408 was established for reporting
SARS-CoV-2 neutralizing antibody screen and
code 86409 for reporting SARS-CoV-2 neutralizing
antibody titer. Currently, no existing CPT codes

www.ama-assn.org/delivering-care/public-health/
covid-19-2019-novel-coronavirus-resource-center-
physicians. These codes are effective immediately
for use in reporting these laboratory tests.

are specifically for tests that measure a patient’s
SARS-CoV-2 neutralizing antibodies. There also are
not codes related to utilizing a cellular reporter system
to measure live virus infection of cells in culture.
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A cellular response to infection is measured through
the use of a cellular reporter system as a measure of
infection. These tests determine if antibodies present in
a patient specimen can directly block infection of cells
expressing the viral entry receptor on their surface.

Proprietary Laboratory

Analyses
@0225U Infectious disease (bacterial or

viral respiratory tract infection)
pathogen-specific DNA and RNA,

21 targets, including severe acute
respiratory syndrome coronavirus

2 (SARS-CoV-2), amplified probe
technique, including multiplex reverse
transcription for RNA targets, each
analyte reported as detected or not
detected

©0226U Surrogate viral neutralization test

(sVNT), severe acute respiratory

Proprietary Name Alpha-

and Clinical Laboratory or
Manufacturer

Numeric Code

syndrome coronavirus 2 (SARS-
CoV-2) (Coronavirus disease
[COVID-19]), ELISA, plasma, serum

New code 0225U describes infectious agent detec-
tion by nucleic acid (DNA and RNA) by amplified
probe technique through polymerase chain reaction
and electrochemical detection that generates a result
of detected or not detected for each of the analytes.
Code 0226U describes a high-throughput quantita-
tive blocking ELISA assay to assess the patient’s viral
neutralization capacity to SARS-CoV-2.

In addition to listing codes 0225U and 0226U in the
Pathology and Laboratory section, these new PLA
codes will also be included with the procedure’s pro-
prietary name in Appendix O in the CPT code set.

To report a PLA code, the analysis performed must
fulfill the code descriptor and must be the test repre-
sented by the proprietary name listed in Appendix O.
Codes 0225U and 0226U will be listed in Appendix
O as follows:

Code Descriptor

P cPlex® Respiratory Pathogen @0225U »Infectious disease (bacterial or viral respiratory tract
Panel 2, GenMark Dx, GenMark infection) pathogen-specific DNA and RNA, 21 targets,
Diagnostics, Inc € including severe acute respiratory syndrome coronavirus
2 (SARS-CoV-2), amplified probe technique, including
multiplex reverse transcription for RNA targets, each analyte
reported as detected or not detected «
»Tru-Immune™, Ethos Laboratories, | @0226U P Surrogate viral neutralization test (sSVNT), severe
GenScript® USA Incd acute respiratory syndrome coronavirus 2 (SARS-CoV-2)
(Coronavirus disease [COVID-19]), ELISA, plasma, serum<

The following clinical examples and procedural
descriptions reflect typical clinical scenarios when it
would be appropriate to report these new codes.

Due to the early utilization stage for these tests,
clinical indications are subject to further refinement
as knowledge of the novel coronavirus evolves. The
CPT Editorial Panel will continue to review and
may clarify these indications as more information
becomes available.

Clinical Example (86408)

A 56-year-old female was discharged from the
hospital after a lengthy stay with severe COVID-
19, which was confirmed with molecular testing for

SARS-CoV-2. Two weeks after her recovery, she pres-
ents at a blood donation center for testing to determine
eligibility for convalescent plasma donation.

Description of Procedure
(86408)

Combine the patient’s serum, diluent, and pseudovi-
rion expressing the SARS-CoV-2 spike protein with
cultured cells in a multi-well plate. Following incuba-
tion period, add substrate, which will luminesce in
the presence of viral infection. Measure the signal

on a multi-well plate reader. Compare the specimen
measurements to the control specimen to generate a
qualitative result.
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Clinical Example (86409)

A 56-year-old female was discharged from the hospital
after a lengthy stay with severe COVID-19, which was
confirmed with molecular testing for SARS-CoV-2.
Two weeks after her recovery, she presents at a blood
donation center for testing to determine eligibility for
convalescent plasma donation.

Description of Procedure
(86409)

Incubate serial dilutions of patient’s sera with target
cells and pseudovirion expressing the SARS-CoV-2
spike protein. Measure antibody-neutralizing activity
using quantitative or semi-quantitative assessment
of the changes in the signal activity. Compare the
results to the control specimen and interpret and
report the results.

Clinical Example (0225U)

A 77-year-old female with hypertension and diabetes
presents with worsening fevers, cough, and respiratory
distress. A respiratory pathogen panel is ordered to
determine possible infectious causes for her findings.

Description of Procedure
(0225U)

Load a sample of a nasopharyngeal swab specimen
into the ePlex RP2 Panel cartridge and insert into
the instrument. Provide a result of detected or not
detected for each of 22 pathogens.

Clinical Example (0226U)

A 45-year-old male presents to his physician with
flu-like symptoms a few months ago. He did not get a

PCR viral test for SARS-CoV-2 but thinks he had it.
He is concerned with future exposure to COVID-19
and wants to know if he has immunity. Plasma is
submitted to assess the patient’s viral neutralization
capacity to SARS-CoV-2.

Description of Procedure
(0226U)

Subject plasma to a multistep-blocking ELISA assay.
The laboratory professional reads the absorbance,
interprets the findings, and sends a report specifying
the patient’s inhibition capacity to SARS-CoV-2 to
the ordering physician.

See the following question and answer regarding the
differences between the test represented in codes
86408 and 86409 and code 86328.

Question and Answer

Question: What is the difference between codes
86408 and 86409 and code 86328, which was
approved on April 10, 2020?

Answer: Code 86328 describes immunoassay for
infectious agent antibody(ies). Code 86408 was
established for reporting the SARS-CoV-2 neutral-
izing antibody screen and code 86409 SARS-CoV-2
neutralizing antibody titer. These tests are used to
determine if antibodies present in a patient specimen
can directly block infection of cells. An antibody
screen produces a present or absent result. Code
86328 describes only the presence of antibodies. In
contrast, codes 86408 and 86409 are used to report
tests that determine if the antibodies present can
block the COVID-19 virus infection.
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r10318cp Quarterly Lab Fee Schedule Update.pdf
CMS Man ual Syste m Department of Health &

Human Services (DHHS)

Pub 100-04 Medicare Claims Processing Centers for Medicare &
Medicaid Services (CMS)
Transmittal 10318 Date: August 21, 2020

Change Request 11937

Transmittal 10265, dated August 7, 2020, is being rescinded and replaced by Transmittal 10318,
August 21, 2020, to revise the policy section to include additional COVID-19 codes 86408, 86409,
0225U and 0226U. All other information remains the same.

SUBJECT: Quarterly Update for Clinical Laboratory Fee Schedule 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: October 1, 2020
*Unless otherwise specified, the effective date is the date of service.
IMPLEMENTATION DATE: October 5, 2020

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.

Il. 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
I11. 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: 10318 | Date: August 21,2020 | Change Request: 11937 |

Transmittal 10265, dated August 7, 2020, is being rescinded and replaced by Transmittal 10318,
August 21, 2020, to revise the policy section to include additional COVID-19 codes 86408, 86409,
0225U and 0226U. All other information remains the same.

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

EFFECTIVE DATE: October 1, 2020

*Unless otherwise specified, the effective date is the date of service.
IMPLEMENTATION DATE: October 5, 2020

l. 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 Payment Amount for Specific Advanced Diagnostic Laboratory Tests (ADLTS)

e For dates of service beginning on or after April 1, 2020 through December 31, 2021, the
payment amount for the ADLT DecisionDx-Melanoma™ is equal to $7,193.00. The fee
schedule amount for DecisionDx-Melanoma™ reflects the weighted median of private payor
rates for the test, as determined from applicable information collected and reported to CMS
during the new ADLT initial period. Once this ADLT is assigned its own unique Healthcare
Common Procedure Coding System (HCPCS) code, meaning one that describes only a single
test, the HCPCS code and payment amount will be included on the CLFS file.

o Please refer to the following CMS website for additional information regarding these tests:
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/ClinicalLabFeeSched/PAMA-
Regulations.htmI#ADLT _tests.

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

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 Section 105 (a) of the Further Consolidated Appropriations Act, 2020 (FCAA) (Pub. L. 116-94,
enacted December 19, 2019) and section 3718 of the Coronavirus Aid, Relief, and Economic
Security (CARES) Act (Pub. L. 116-136, enacted March 27, 2020) made several revisions to the next
data reporting period for CDLTSs that are not ADLTSs and the phase-in of payment reductions under





the Medicare private payor rate-based CLFS. In summary, revisions are as follows:

e The next data reporting period of January 1, 2022 through March 31, 2022, 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 CDLTSs that
are not ADLTs, (that is 2025, 2028, etc.).

e The statutory phase-in of payment reductions resulting from private payor rate
implementation is extended, that is, through CY 2024. There is a 0.0 percent reduction for
CY 2021, and payment may not be reduced by more than 15 percent for CY's 2022 through
2024.

Coronavirus-19 (COVID-19) Policy Updates

e Payment for Specimen Collection for Purposes of COVID-19 Testing

For the duration of the Public Health Emergency (PHE) for the COVID-19 pandemic and in an effort to be
as expansive as possible within the current authorities to have diagnostic testing available to Medicare
beneficiaries who need it, in the interim final rule with comment period (IFC), CMS-1744-IFC, Medicare
and Medicaid Programs; Policy and Regulatory Revisions in Response to the COVID-19 Public Health
Emergency, CMS changed the Medicare payment rules to provide payment to independent laboratories for
specimen collection from beneficiaries who are homebound or inpatients not in a hospital for COVID-19
testing under certain circumstances. For more information on this policy update, please refer to
https://www.cms.gov/files/document/covid-final-ifc.pdf.

e Revisions to Ordering Requirements for Clinical Laboratory Diagnostic Testing

In the interim final rule with comment period, CMS-5531-1FC, Medicare and Medicaid Programs, Basic
Health Program, and Exchanges; Additional Policy and Regulatory Revisions in Response to the COVID-19
Public Health Emergency and Delay of Certain Reporting Requirements for the Skilled Nursing Facility
Quality Reporting Program, on an interim basis for the duration of the PHE for the COVID-19 pandemic,
CMS removed the requirement that certain clinical diagnostic laboratory tests must be ordered by a treating
physician or non-physician practitioner (NPP). This will allow any healthcare professional authorized to do
so under State law to order COVID-19 diagnostic laboratory tests (including serological and antibody tests).
Because the symptoms for coronavirus, influenza and respiratory syncytial virus (RSV) are often the same,
such that concurrent testing for all three viruses is warranted, this interim policy also applies to influenza
and RSV tests, but only when they are furnished in conjunction with a medically necessary COVID-19
diagnostic laboratory test to establish or rule out a COVID-19 diagnosis or identify an adaptive immune
response to SARS-COV-2. For more information on this policy update, please refer to
https://www.cms.gov/files/document/covid-medicare-and-medicaid-ifc2.pdf.

e Coverage of COVID-19 Serology Testing

In the interim final rule with comment period, CMS-5531-1FC, Medicare and Medicaid Programs, Basic
Health Program, and Exchanges; Additional Policy and Regulatory Revisions in Response to the COVID-19
Public Health Emergency and Delay of Certain Reporting Requirements for the Skilled Nursing Facility
Quality Reporting Program, CMS finalized on an interim basis, that during the PHE for the COVID-19
pandemic, Medicare will cover FDA-authorized COVID-19 serology tests as they are reasonable necessary
under section 1862(a)(1)(A) of the Act for beneficiaries with known current or known prior COVID-19
infection or suspected current or suspected past COVID-19 infection. CMS amended § 410.32(a)(3) to
reflect this determination of coverage. For more information on this policy update, please refer to





https://www.cms.gov/files/document/covid-medicare-and-medicaid-ifc2.pdf.

e High Throughput Technologies

CMS issued CMS Ruling CMS-2020-01-R concerning payment under Medicare Supplementary Medical
Insurance (Part B) of certain clinical diagnostic laboratory tests for the detection of SARS-CoV-2 or the
diagnosis of the virus that causes COVID-19 making use of high throughput technologies. As described in
CMS Ruling CMS 2020-01-R, a high throughput technology uses a platform that employs automated
processing of more than two hundred specimens a day. For more information on this policy update, please
refer to https://www.cms.gov/files/document/cms-2020-01-r.pdf.

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 A/B MAC contractors 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
below during the PHE.

Codes Effective June 25, 2020

Please note that since the issuing of Transmittal R10217CP, CR 11815, Quarterly Update for Clinical
Laboratory Fee Schedule and Laboratory Services Subject to Reasonable Charge Payment, the following
codes were added to the national HCPCS file with an effective date of June 25, 2020. The codes are
contractor-priced until they are nationally priced and undergo the CLFS annual payment determination
process in accordance with the Social Security Act 8 1833(h)(8), § 1834A(c) and § 1834(A)(f).

e (Code:87426

Long Descriptor: Infectious agent antigen detection by immunoassay technique, (eg, enzyme immunoassay
[EIA], enzyme-linked immunosorbent assay [ELISA], immunochemiluminometric assay [IMCA])
qualitative or semiquantitative, multiple-step method; severe acute respiratory syndrome coronavirus (eg,
SARS-CoV, SARS-CoV-2 [COVID-19])





Short Descriptor: CORONAVIRUS AG IA
TOS: 5

e Code: 0223U

Laboratory Name: QIAstat-Dx Respiratory SARS CoV-2 Panel, QIAGEN Sciences, QIAGEN GmbH
Long Descriptor: Infectious disease (bacterial or viral respiratory tract infection), pathogen-specific nucleic
acid (DNA or RNA), 22 targets including severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2),
qualitative RT-PCR, nasopharyngeal swab, each pathogen reported as detected or not detected

Short Descriptor: NFCT DS 22 TRGT SARS-COV-2

TOS: 5

e Code: 0224 U

Laboratory Name: COVID-19 Antibody Test, Mt Sinai, Mount Sinai Laboratory

Long Descriptor: Antibody, severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus
disease [COVID-19]), includes titer(s), when performed

Short Descriptor: ANTIBODY SARS-COV-2 TITER(S
TOS: 5

Codes Effective August 10, 2020

The listed new codes will be added to the national HCPCS file with an effective date of August 10, 2020 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.

e Code: 86408
Long Descriptor: Neutralizing antibody, severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2)
(Coronavirus disease [COVID-19]); screen
Short Descriptor: NEUTRLZG ANTB SARSCOV2 SCR
TOS: 5

e Code: 86409
Long Descriptor: Neutralizing antibody, severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2)

(Coronavirus disease [COVID-19]); titer

Short Descriptor: NEUTRLZG ANTB SARSCOV2 TITER





TOS: 5
Proprietary Laboratory Analysis (PLAS)

e Code: 0225U

Laboratory Name: ePlex® Respiratory Pathogen Panel 2, GenMark Dx, GenMark Diagnostics, Inc

Long Descriptor: Infectious disease (bacterial or viral respiratory tract infection) pathogen-specific DNA
and RNA, 21 targets, including severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2), amplified
probe technique, including multiplex reverse transcription for RNA targets, each analyte reported as
detected or not detected

Short Descriptor: NFCT DS DNA&RNA 21 SARSCOV?2

TOS: 5

e Code: 0226U

Laboratory Name: Tru-ImmuneTM, Ethos Laboratories, GenScript® USA Inc

Long Descriptor: Surrogate viral neutralization test (SVNT), severe acute respiratory syndrome coronavirus
2 (SARS-CoV-2) (Coronavirus disease [COVID-19]), ELISA, plasma, serum

Short Descriptor: SVNT SARSCOV2 ELISA PLSM SRM
TOS: 5

New Codes Effective October 1, 2020

The listed new codes will be added to the national HCPCS file with an effective date of October 1, 2020 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)(T).

e Code: 0015M
Long Descriptor: Adrenal cortical tumor, biochemical assay of 25 steroid markers, utilizing 24-hour urine
specimen and clinical parameters, prognostic algorithm reported as a clinical risk and integrated clinical
steroid risk for adrenal cortical carcinoma, adenoma, or other adrenal malignancy
Short Descriptor: ADRNL CORTCL TUM BCHM ASY 25
TOS: 5

e Code: 0016M

Long Descriptor: Oncology (bladder), mRNA, microarray gene expression profiling of 209 genes, utilizing
formalin-fixed paraffin-embedded tissue, algorithm reported as molecular subtype (luminal, luminal





infiltrated, basal, basal claudin-low, neuroendocrine-like)

Short Descriptor: ONC BLADDER MRNA 209 GEN ALG

TOS: 5

Proprietary Laboratory Analysis (PLAS)

Please see table attached to the Transmittal entitled "CY2020 CLFS Quarterly Updates”, Tab "New Codes
Effective 10-1-2020". The listed new codes have been added to the national HCPCS file with an effective
date of October 1, 2020 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 8 1834(A)(f). MACs shall only price PLA codes for laboratories within their jurisdiction.
MAC:s shall only price PLA codes for laboratories within their jurisdiction.

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

1.  BUSINESS REQUIREMENTS TABLE

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

Number | Requirement Responsibility

A/B D Shared- Other
MAC | M| System

E | Maintainers
FIMV|C
| | C| MW
S|S|S|F
S

AlB|H
H
H

or

11937.1 | Contractors shall be aware that the CLFS will be X[ X VDC
released quarterly, as needed, and establish hours to
accommodate retrieval and implementation of the
quarterly CLFS data file.

11937.1.1 | CMS shall notify contractors by email approximately CMS
six weeks prior to the beginning of the quarter when
the Clinical Laboratory Fee Schedule (CLFS) data file
is ready for download. CMS shall provide the file
name.

11937.2 | Contractors shall retrieve and load for testing and X| X VDC
claims processing purposes the October 2020 quarterly
CLFS data file from the CMS mainframe
approximately six weeks prior to the beginning of the
quarter.

11937.2.1 | Contractors shall note that the CLFS data file name X| X VDC
will be in the following format:

MUO00.@BF12394.CLAB.VyyyyQr






Number | Requirement Responsibility

A/B D Shared- Other
MAC | M| System

E | Maintainers
FIMV|C
I |C| M| W
S|IS|S|F
S

A|B|H
H
H

or

Note: 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 October release or the 4th quarter
release of 2020, the data file name is the following:

MUO00.@BF12394.CLAB.V2020Q4

11937.2.2 | Contractors shall notify CMS of successful receipt via | X| X VvDC
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).

11937.2.3 | Contractors shall address any questions/concerns X| X VvDC
regarding the content of the files and/or specific
HCPCS codes contained within by emailing
CLFS_Inquiries@cms.hhs.gov.

11937.3 | A/B MAC Part B contractors shall determine the X
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).

11937.4 | A/B MAC Part A contractors shall determine payment | X
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).

11937.5 | Contractors shall be aware of any new Advanced X| X X
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.

11937.5.1 | In instances where Medicare covered CLFS procedure | X | X
codes do not yet appear on the quarterly CLFS file or
the quarterly Integrated Outpatient Code Editor
(I0CE) update, contractors shall locally price the
codes until they appear on the CLFS file and/or, for






Number | Requirement Responsibility
A/B D Shared- Other
MAC | M| System
E | Maintainers
A B|H FIMV|C
HIM 1 |C|M W
HIAIS|S|S|F
Cl|s
Part A claims, the IOCE.
11937.6 Contractors shall not search their files to either retract | X | X

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

PROVIDER EDUCATION TABLE

article that will be marketed through the MLN Connects weekly newsletter
shortly after the CR is released. MACs shall follow IOM Pub. No. 100-09
Chapter 6, Section 50.2.4.1, instructions for distributing MLN Connects
information to providers, posting the article or a direct link to the article on your
website, and including the article or a direct link to the article in your bulletin or
newsletter. You may supplement MLN Matters articles with localized
information benefiting your provider community in billing and administering the
Medicare program correctly. Subscribe to the “MLN Matters” listserv to get
article release notifications, or review them in the MLN Connects weekly
newsletter.

Number Requirement Responsibility
A/B D|C
MAC M| E
E|D
A[B|H I
HI M
HIA
C
11937.7 MLN Article: CMS will make available an MLN Matters provider education X | X

V.

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): Rasheeda Arthur, 410-786-3434 or rasheeda.johnson1l@cms.hhs.gov ,
Laura Ashbaugh, 410-786-1113 or laura.ashbaugh2@cms.hhs.gov

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

Section A: For Medicare Administrative Contractors (MACSs):

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, 2020

Proprietary Laboratory Analysis (PLAs)

The following new codes have been added to the national HCPCS file with an effective date of October 1, 2020 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
PredictSURE IBDTM Test, KSL Diagnostics, . . . . .
Predictimmune Ltd Autoimmune (inflammatory bowel disease), mRNA, gene expression profiling by
0203U | quantitative RT-PCR, 17 genes (15 target and 2 reference genes), whole blood, reported as [Al IBD MRNA XPRSN PRFL 17 5 October 1, 2020
a continuous risk score and classification of inflammatory bowel disease aggressiveness
Af % 1o Atlas, Vi | Oncology (thyroid), mRNA, gene expression analysis of 593 genes (including BRAF, RAS,
V;;amcay\ep\riismn as, Veracyte, Inc, 0204U [RET, PAX8, and NTRK) for sequence variants and rearrangements, utilizing fine needle ONC THYR MRNA XPRSN ALYS 593 |5 October 1, 2020
! aspirate, reported as detected or not detected
Ophthalmology (age-related macular degeneration), analysis of 3 gene variants (2 CFH
Vita Riske, Arctic Medlca\ Laboratories, Arctic 0205U gene,.l ARMS2 gene), using PCR and MALDI-TOF, buccal .swal?, reportéd as po.sltlv.e or OPH AMD ALYS 3 GENE VARIANTS |5 October 1, 2020
Medical Laboratories negative for neovascular age-related macular-degeneration risk associated with zinc
supplements
. Neurology (Alzheimer disease); cell aggregation using morphometric imaging and protein
DISCERN™, NeuroDiagnostics, N " Lo .
NeuroDiagnostics 0206U | kinase C-epsilon (PKCe) concentration in response to amylospheroid treatment by ELISA, NEURO ALZHEIMER CELL AGGREG!) (5 October 1, 2020
cultured skin fibroblasts, each reported as positive or negative for Alzheimer disease
disease quantitative imaging of phosphorylated ERK1 and ERK2 in response to bradykinin
DISCERN™, NguruD\agnusllcs, 0207U treatm?.nt h.ry in situ |mmurwf|uorescence., using culture.d skln.fl.broblasts, report(.ed asa NEURO ALZHEIMER QUAN IMAGING|5 October 1, 2020
NeuroDiagnostics probability index for Alzheimer disease (List separately in addition to code for primary
procedure)
Af Medullary Thyroid Carci ey Oncology (medullary thyroid carcinoma), mRNA, gene expression analysis of 108 genes,
irma Medullary Thyroid Carcinoma I . X L R
Classifier, Veracyte, Inc, Veracyte, Inc 0208U ut|||z|.ng flne. needle aspirate, algorithm reported as positive or negative for medullary ONC MTC MRNA XPRSN ALYS 108 |5 October 1, 2020
thyroid carcinoma
NG PerkinElmer G Cy ic constitutional (g ide) analysis, interrogation of genomic regions for
nomemv, PerkinElmer Genomics, X
PerkinElmer Genomics 0209U | copy number, structural changes and areas of homozygosity for chromosomal CYTOG CONST ALYS INTERROG 5 October 1, 2020
abnormalities
BioPlex 2200 RPR Assay - Quantitative, Bio- e P . -
Rad Laboratories, Bio-Rad Laboratories 0210U | Syphilis test, non-tr antibody, quantitative (RPR) SYPHILIS TST ANTB IA QUAN 5 October 1, 2020
. Oncology (pan-tumor), DNA and RNA by next-generation sequencing, utilizing formalin-
MI Cancer Seekm - NGS Analysis, Caris MPI fixed paraffin-embedded tissue, interpretative report for single nucleotide variants, copy
d/b/a Caris Life Sciences, Caris MPI d/b/a 0211V ) - . o N ) ! ONC PAN-TUM DNA&RNA GNRJ SEQ|5 October 1, 2020
Caris Life Sciences number alterations, tumor mutational burden, and microsatellite instability, with therapy
association
Rare diseases (constitutional/heritable disorders), whole genome and mitochondrial DNA
Genomic Unl%wahuIe Gengme Analysis — 0212y |Seduence analysis, |.nc|ud|ng sma.ll seq.uence chi.inges, deletions, dup.llcatlons, short ta.ndem RARE DS GEN DNA ALYS PROBAND |5 October 1, 2020
Proband, Variantyx Inc, Variantyx Inc repeat gene expansions, and variants in non-uniquely mappable regions, blood or saliva,
identification and categorization of genetic variants, proband
Rare diseases (constitutional/heritable disorders), whole genome and mitochondrial DNA
s Unitys Whole G Analysi sequence analysis, including small sequence changes, deletions, duplications, short tandem
enomic Unitye Whole Genome Analysis - N X . . . R
Comparator, Variantyx Inc, Variantyx Inc 0213U .repea.t.ger?e expansions, a.nd \./arlants in n.on—un.lquely mappable regions, blood or saliva, RARE DS GEN DNA ALYS EA COMP |5 October 1, 2020
identification and categorization of genetic variants, each comparator genome (eg, parent,
sibling)
Rare diseases (constitutional/heritable disorders), whole exome and mitochondrial DNA
Genomic Uanyw Exome P\u§ Analysis - 0214U sequence analysis, |.nc|ud|ng sma.ll seq.uence chi.inges, deletions, dup.llcatlons, short ta.ndem RARE DS XOM DNA ALYS PROBAND |5 October 1, 2020
Proband, Variantyx Inc, Variantyx Inc repeat gene expansions, and variants in non-uniquely mappable regions, blood or saliva,
identification and categorization of genetic variants, proband
Rare diseases (constitutional/heritable disorders), whole exome and mitochondrial DNA
s U & Plus Anal sequence analysis, including small sequence changes, deletions, duplications, short tandem
enomic Unitys Exome Plus Analysis - 0215U |repeat gene expansions, and variants in non-uniquely mappable regions, blood or saliva, ~|RARE DS XOM DNA ALYS EA COMP |5 October 1, 2020
Comparator, Variantyx Inc, Variantyx Inc
identification and categorization of genetic variants, each comparator exome (eg, parent,
sibling)
G U A R c ’ Neurology (inherited ataxias), genomic DNA sequence analysis of 12 common genes
enomic Unitys Ataxia Repeat Expansion an : . . IS
Sequence Analysis, Variantyx Inc, Variantyx | 0216y |!"cluding small sequence changes, deletions, duplications, short tandem repeat Bene e\;q vy ATAXIADNA12COM |5 |October 1, 2020
Inc expansions, and variants in non-uniquely mappable regions, blood or saliva, identification
and categorization of genetic variants
G U c N A R Neurology (inherited ataxias), genomic DNA sequence analysis of 51 genes including small
enomic Unitys Comprehensive Ataxia Repeat " P "
Expansion and Sequence Analysis, Variantyx | 0217y |$¢duence changes, deletions, duplications, short tandem repeat gene expansions, and NEURO INH ATAXIADNA 51 GENE |5 |October 1, 2020
variants in non-uniquely mappable regions, blood or saliva, identification an
Inc, Variantyx Inc t ) bl bload | dentificat d
categorization of genetic variants
s U DMD Anal v x| Neurology (muscular dystrophy), DMD gene sequence analysis, including small sequence
V;"‘g:[‘)‘,i In”C"VR nalysis, Variantyxinc, | 0218y  |changes, deletions, duplications, and variants in non-uniquely mappable regions, blood or |NEURO MUSC DYS DMD SEQALYS |5 October 1, 2020
saliva, identification and characterization of genetic variants
Sentosa e SQ HIV-1 Genotyping Assay, Vela Infectious agent (human immunodeficiency virus), targeted viral next-generation sequence
Diagnostics USA, Inc, Vela Operations 0219U |analysis (ie, protease [PR], reverse transcriptase [RT], integrase [INT]), algorithm reported [NFCT AGT HIV GNRJ SEQ ALYS 5 October 1, 2020
Singapore Pte Ltd as prediction of antiviral drug susceptibility
PreciseDxm Breast Cancer Test, PreciseDx, 02200 O'ncolog'y (breést cancer?, image énalys|s with artificial intelligence assessment of 12 ONC BRST CA Al ASSMT 12 FEAT 5 October 1, 2020
PreciseDx and h hemical features, reported as a recurrence score
Navigator ABO Blood Group NGS, Grifols Red cell antigen (ABO blood group) genotyping (ABO), gene analysis, next-generation
Immunohematology Center, Grifols 0221U |sequencing, ABO (ABO, alpha 1-3-N-acetylgalactosaminyltransferase and alpha 1-3- ABO GNOTYP NEXT GNRJ SEQ ABO |5 October 1, 2020
Immunohematology Center galactosyltransferase) gene
Navigator Rh Blood Group NGS, Grifols " " " _
Immunohematology Center, Grifols 0220y |Red cell antigen (RH blood group) genotyping (RHD and RHCE), gene analysis, next RHD&RHCE GNTYP NEXT GNRJ SEQ |5 October 1, 2020

Immunohematology Center

generation sequencing, RH proximal promoter, exons 1-10, portions of introns 2-3
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MAC COVID-19 CPT Payments 051920.pdf
Medicare Administrative Contractor (MAC) COVID-19 Test Pricing

May 19, 2020

On March 5 and February 13, CMS announced new Healthcare Common Procedure Coding
System (HCPCS) codes for healthcare providers and laboratories to test patients for SARS-CoV2.
Starting in April, laboratories performing the test can bill Medicare and other health insurers for
services that occurred after February 4, 2020, using the newly created HCPCS code (U0001).
This code is only to be used for the tests developed by the Centers for Disease Control and
Prevention (CDC). Laboratories performing non-CDC laboratory tests for SARS-CoV-2/2019-
nCoV (COVID-19) can bill for them using a different HCPCS code (U0002). Additionally, the
American Medical Association (AMA) created CPT code 87635 for infectious agent detection by
nucleic acid tests on March 13, 2020 as well as CPT codes 86769 and 86328 for serology tests
on April 10, 2020. Laboratories performing these tests may bill Medicare for services that
occurred after their respective effective dates.

Local Medicare Administrative Contractors (MACs) are responsible for developing the payment
amount for claims they receive for these newly created HCPCS codes in their respective
jurisdictions until Medicare establishes national payment rates. The payment amounts are
identified below. As with other laboratory tests, there is generally no beneficiary cost sharing
under Original Medicare.

Note: For dates of service on or after April 14, 2020, Medicare pays $100 for laboratory tests for
the detection of SARS—CoV-2 or the diagnosis of the virus that causes COVID—19 making use of
high throughput technologies using:

U0003: Infectious agent detection by nucleic acid (DNA or RNA); severe acute respiratory
syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]), amplified probe
technique, making use of high throughput technologies as described by CMS-2020-01-R.

U0004: 2019-nCoV Coronavirus, SARS-CoV-2/2019-nCoV (COVID-19), any technique, multiple
types or subtypes (includes all targets), non-CDC, making use of high throughput technologies
as described by CMS-2020-01-R.

Neither HCPCS code U0O003 nor U0004 should be used for tests that detect COVID-19
antibodies.

The Medicare payment rate for these HCPCS codes was established by CMS-Ruling 2020-1-R;
they do not appear in the chart below.




https://www.cms.gov/files/document/cms-2020-01-r.pdf



MAC U0001 @ U0002 87635 86769 | 86328

Jurisdiction

MAC States/Territories Test Test Test Test
Price Price Price Price

U6 — NGS lllinois, Minnesota, Wisconsin

$35.91 $51.31 $51.31 $42.13 $45.23

UK - NGS Connecticut, New York, Maine,
Massachusetts, New Hampshire,

Rhode Island, Vermont $35.91 $51.31 $51.31 $42.13 $45.23

UH — Novitas IArkansas, Colorado, New Mexico,

Oklahoma, Texas Louisiana,

Mississippi $35.92 $51.31 $51.31 $42.13 $45.23
UL — Novitas Delaware, District of Columbia,

Maryland, New Jersey, Pennsylvania;
Part B services include Arlington and
Fairfax counties in VA, and the city of

$35.92 $51.31 $51.31 $42.13 $45.23

UN - FCSO Florida, Puerto Rico, U.S. Virgin Islands

$35.92 $51.31 $51.31 $42.13 $45.23
UJ—-Palmetto |IAlabama, Georgia, Tennessee

$35.91 $51.31 $51.31 $42.13 $45.23
UM-Palmetto North Carolina, South Carolina,

Virginia, West Virginia $35.91 $51.31 | $51.31 | $42.13 | $45.23

UE -- Noridian California, Hawaii, Nevada, American
samoa, Guam, Northern Mariana $35.91 $51.31 $51.31 | $42.13 | $45.23
Islands

UF — Noridian Alaska, Arizona, Idaho, Montana,

North Dakota, Oregon, South Dakota,

: A $35.91 $51.31 $51.31 $42.13 $45.23
Utah, Washington, Wyoming
U5 — WPS lowa, Kansas, Missouri, Nebraska
$35.92 $51.31 $51.31 $42.13 $45.23
U8 — WPS Indiana, Michigan
$35.92 $51.31 $51.31 $42.13 $45.23
U15 - CGS Kentucky, Ohio

$35.92 $51.31 $51.31 $42.13 $45.23
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CMS -covid-19-faqs-508 032320.pdf
COVID-19 FAQs

Diagnostic Laboratory Services

1. Question: How does Medicare pay for clinical diagnostic laboratory tests?

Answer: Medicare Part B, which includes a variety of outpatient services, covers medically
necessary clinical diagnostic laboratory tests when a doctor or other practitioner orders them.
Medically necessary clinical diagnostic laboratory tests are generally not subject to
coinsurance or deductible.

2. Question: Has CMS created any Healthcare Common Procedure Coding System (HCPCS) codes
for COVID-19 laboratory testing?

Answer: Yes, CMS has created two codes in response to the urgent need to bill for these
services. The codes are: U0001, CDC 2019-nCoV Real-Time RT-PCR Diagnostic Panel and
U0002, 2019-nCoV Coronavirus, SARS-CoV-2/2019-nCoV (COVID-19), any technique, multiple
types or subtypes (includes all targets), non-CDC. Both codes are effective 2/4/2020 and will
be available in the Medicare claims processing system on 4/1/2020. Please visit
https://www.cms.gov/newsroom/press-releases/cms-develops-additional-code-coronavirus-
lab-tests

Laboratories can begin billing for the performance of these tests using these codes
immediately via standard Fee-for-service billing practices. Medicare Administrative
Contractors (MACs) are being instructed to hold claims submitted for these tests using these
codes until the first week of April, at which time claims will be released so the adjudication
process can continue.

3. Question: Are there other CPT codes available to bill for COVID-19 laboratory testing?

Answer: Yes. The American Medical Association (AMA) Current Procedural Terminology (CPT)
Editorial Panel has created CPT code 87635 (Infectious agent detection by nucleic acid (DNA or
RNA); severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease
[COVID-19]), amplified probe technique) Please visit https://www.ama-assn.org/press-
center/press-releases/new-cpt-code-announced-report-novel-coronavirus-test

4. Question: Are all of these codes available for laboratories to use to bill Medicare?
Answer: Yes. The CMS HCPCS codes will be available on the HCPCS and Clinical Laboratory
Fee Schedule (CLFS) file beginning April 1, 2020 for dates of service on or after February 4,

2020. The AMA CPT code, 87635 will also be available on the HCPCS and CLFS file beginning
April 1, 2020 for dates of service on or after March 13, 2020.

Page 1 Updated 3/23/20
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5. Question: My laboratory uses the CDC test kit; what code should we use to bill Medicare?

Answer: The appropriate code to use would be HCPCS Code U0001 (CDC 2019-nCoV Real-
Time RT-PCR Diagnostic Panel).

6. Question: My laboratory does not use the CDC test kit; what code should we use to bill
Medicare?

Answer: If your laboratory uses the method specified by CPT 87635, the appropriate code to
use would be CPT 87635. If your laboratory has a test that uses a method not described by
CPT 87635, the appropriate code to use would be HCPCS Code U0002.

7. Question: What code should we use to bill Medicare if new types of COVID-19 tests are
created in the future?

Answer: The appropriate code to use would be HCPCS Code U0002 for COVID-19 test
methods that are not specified by either U0001 or 87635. CMS will continue to monitor the
types of COVID-19 testing methods and adjust coding as necessary depending on the
methodology.

8. Question: How will Medicare pay for COVID-19 testing on the CLFS?

Answer: Local Medicare Administrative Contractors (MACs) are responsible for developing
the payment amount for claims they receive for these newly created HCPCS codes and the CPT
code in their respective jurisdictions until Medicare establishes national payment rates on the
CLFS. Please see https://www.cms.gov/files/document/mac-covid-19-test-pricing.pdf for
more information on current MAC payment rates. For more information on CMS’s procedures
for public consultation on payment for new clinical diagnostic laboratory tests on the CLFS,
please see https://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/ClinicalLabFeeSched/Laboratory_Public_Meetings

9. Question: My laboratory does not use the CDC test kit and will have a delay in implementing
the CPT code 87635 in our billing system. May we bill Medicare using U0002?

Answer: Yes. For the time being laboratories may continue to use U0002 to bill Medicare for
tests described by the CPT code. We will provide advance notice if this changes.

Physicians’ Services

1. Question: Does Medicare pay for a doctor or non-physician practitioner (NPP) to furnish care
in a beneficiary’s home?

Answer: Medicare pays for evaluation and management (E/M) and other services furnished in
a beneficiary’s home by a physician or NPP. Additionally, Medicare makes payment for a

Page 2 Updated 3/23/20
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number of non-face-to-face services that can be used to assess and manage a beneficiary’s
conditions. These include: care management services, remote patient monitoring services, and
communication technology based services.

2. Question: Can the distant site practitioner furnish Medicare telehealth services from their
home? Or do they have to be in a medical facility?

Answer: There are no payment restrictions on distant site practitioners furnishing Medicare

telehealth services from their home. Individual providers may use their MAC hotline number

to verbally update their practice location over the phone and would be effective immediately
so practitioners could continue providing care without a disruption.

Please see the FAQs regarding the 1135 telehealth waiver at:
https://edit.cms.gov/files/document/medicare-telehealth-frequently-asked-questions-fags-
31720.pdf

Home Health

1. Question: For purposes of the statutory requirement that a patient have a face-to-face
encounter with a physician or an allowed non-physician practitioner in order to qualify for
Medicare home health care, can this encounter occur via telehealth during a pandemic
outbreak of an infectious disease?

Answer: The face-to-face encounter, as described at 1814(a)(2)(C) and 1835(a)(2)(A) of the
Social Security Act, can be performed via telehealth in accordance with the requirements
under 1834(m)(4)(C) of the Social Security Act. Under the expansion of telehealth under the
1135 waiver, beneficiaries are able to use telehealth technologies with their doctors and
practitioners from home (or other originating site) for the face-to-face encounter to qualify for
Medicare home health care.

Please see the FAQs regarding the 1135 telehealth waiver at:
https://edit.cms.gov/files/document/medicare-telehealth-frequently-asked-questions-fags-
31720.pdf

Hospital Services

1. Question: During an emergency, will Medicare allow payment for care provided at a site not
considered part of a healthcare facility (which are informally termed “alternative care sites”
(ACSs)) for patients who are not critically ill? For example, if local hospitals are almost at
capacity during an emergency and the few beds remaining must be reserved for patients
needing ventilators and critical care, will Medicare pay for non-critical care provided at an
ACS, such as a school gymnasium?

Answer: Even in the absence of an 1135 waiver, a hospital may add a remote location that
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provides inpatient services, provided that the remote location satisfies the requirements to be
provider-based to the hospital’s main campus. The remote location must satisfy all provider
based requirements at 42 CFR 413.65, including the location requirements at 42 CFR
413.65(e)(3), in addition to the Hospital Conditions of Participation (CoPs). As soon as it adds
an additional location, the hospital would be expected to file an amended Form CMS 855A
with its Medicare Administrative Contractor. CMS generally requires a survey of compliance
with all CoPs at all new inpatient locations, but also has discretion to waive the onsite survey
in this area. An onsite survey is not required for the provider-based designation. Once
approved, subsequent surveys of the hospital will include any provider based locations.

Question: Will a hospital be eligible for additional payment for rendering services to patients
that remain in the hospital in the case where they continue to need medical care but at less
than an acute level and those services are unavailable at any area SNFs because of an
emergency, including the COVID-19 infection?

Answer: A physician may certify or recertify the need for continued hospitalization if the
physician finds that the patient could receive proper treatment in a SNF, but no bed is
available in a participating SNF. Medicare will pay the DRG rate and any cost outliers for the
entire stay until the Medicare patient can be moved to an appropriate facility.

Question: Are hospitals that are paid by Medicare through the Inpatient Prospective Payment
System (IPPS) going to be paid using a special payment method? If not, is there a special
Diagnostic Related Group (DRG) that IPPS hospitals will be reimbursed for this situation?

Answer: Normal prospective payment procedures apply to those hospitals reimbursed under
the IPPS. There is no special DRG for COVID-19.

Question: We have a Medicare psychiatric patient that can't be placed in the distinct part
inpatient psychiatric facility (IPF) unit because all patients are quarantined due to COVID-19.
Can we still bill under the IPF unit provider number even though they are in a hospital acute
care unit bed?

Answer: If the patient is not in the IPPS excluded IPF unit, even if the patient is a psychiatric
patient, and as long as the placement of the patient in the hospital’s acute care bed is not
inappropriate to his/her condition, the hospital will receive IPPS payment for that patient's
care. Billing under the IPF unit’s provider number is not allowed.

Question: Will Medicare provide additional payment if a patient needs to be isolated or
quarantined in a private room?

Answer: There may be times when beneficiaries with the virus need to be quarantined in a
hospital private room to avoid infecting other individuals. These patients may not meet the
need for acute inpatient care any longer but may remain in the hospital for public health
reasons. Hospitals having both private and semiprivate accommodations may not charge the
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patient a differential for a private room, if the private room is medically necessary. Patients
who would have been otherwise discharged from the hospital after an inpatient stay but are
instead remaining in the hospital under quarantine would not have to pay an additional
deductible for quarantine in a hospital.

If a Medicare beneficiary is a hospital inpatient for medically necessary care, Medicare will pay
the DRG rate and any cost outliers for the entire stay until the Medicare patient is discharged.
The DRG rate (and cost outliers as applicable) includes payment for when a patient needs to be
isolated or quarantined in a private room.

6. Question: Can a provider having both private and semiprivate accommodations charge the
patient a differential for a private room where isolation of a beneficiary is required?

Answer: A provider having both private and semiprivate accommodations may not charge the
patient a differential for a private room if the private room is medically necessary.

Drugs & Vaccines Under Part B

1. Question: Will Medicare Part B pay for vaccinations of Medicare beneficiaries?

Answer: Medicare Part B pays for preventive Hepatitis B vaccinations for high-and
intermediate-risk beneficiaries and also for influenza and pneumococcal vaccinations for all
Medicare beneficiaries. Medicare Part B will also pay for medically reasonable and necessary
vaccinations of beneficiaries against a microbial agent or its derivatives (e.g., tetanus toxin,
Hepatitis A) following likely exposure in accordance with normal Medicare coverage rules.

Under current law, once a vaccine becomes available for COVID-19, Medicare will cover the
vaccine under Part D. All Part D plans will be required to cover the vaccine.

2. Question: If new drugs are created to treat COVID-19, can they be billed?

Answer: New drugs that are covered under Medicare Part B, including new antiviral drugs, can
be paid by the Medicare Administrative Contractors until they receive a code and are on the
pricing files. New drugs that are covered under Medicare Part D can be billed to the
beneficiary’s Part D plan.

3. Question: If a State distributes CDC's Strategic National Stockpile (SNS) drugs to hospitals
(https://www.phe.gov/about/sns/Pages/default.aspx), what are the Medicare billing rules?
How should hospitals handle billing for services that involve the use of SNS provided drugs?

Answer: For services rendered to Medicare beneficiaries, standard Medicare billing rules
apply. Based on existing policy, providers may not seek reimbursement for no cost items such
as SNS drugs. Specifically, the policy is described in the CMS Internet Only Manual Pub. 100-
04, Chapter 32, Section 67 which states that provider may not seek reimbursement for no cost
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items as noted in Section 1862(a)(2) of the Social Security Act.

4. Question: Will Medicare Part B cover a 90-day supply of drugs in the event that a pandemic
occurs, when such drugs are needed for a patient’s chronic condition?

Answer: With respect to drugs covered under Part B, with the exception of
immunosuppressive drugs -- which are generally limited to a 30-day supply — but including
drugs that need to be administered through Durable Medical Equipment, local MACs have
discretion to pay for a greater-than-30-day supply of drugs. When considering whether to pay
for a greater-than-30- day supply of drugs, MACs will take into account the nature of the
particular drug, the patient’s diagnosis, the extent and likely duration of disruptions to the
drug supply chain during an emergency, and other relevant factors that would be applicable
when making a local determination as to whether, on the date of service, an extended supply
of the drug was reasonable and necessary.

With respect to immunosuppressive drugs, although Medicare would customarily not pay for
more than a 30-day supply because dosage frequently diminishes over a period of time and it
is not uncommon for the physician to change the prescription from one drug to another. In
the event of an emergency, local MACs may consider allowing payment for a medically
necessary, greater-than-30-day supply of Medicare-covered, immunosuppressive drugs on a
case-by-case basis taking local considerations into account.

5. Question: Can a Medicare beneficiary receive more than a 30-day supply of Medicare Part B
covered drugs during an emergency?

Answer: In most situations where there are specific limits on coverage of additional quantities
or time limited coverage periods that are 30 days or less, Medicare Part B does not pay for
additional quantities. For example, oral anti-emetic drugs are covered only when they are
used immediately before, at, or within 48 hours after administration of an anticancer
chemotherapeutic agent. For immunosuppressive drugs, claims processing contractors will
generally not consider a supply of immunosuppressive drugs in excess of 30 days to be
reasonable and necessary and will deny payment, unless there are special circumstances.
Information on exceptions for special circumstances would be made available by the local
MAC that processes a provider or supplier’'s immunosuppressive drug claims.

Source: https://www.cms.gov/Regulations-and-
Guidance/Guidance/Manuals/Downloads/clm104c17.pdf
See section 80.3.3, Special Requirements for Immunosuppressive Drugs)

Ambulance Services

1. Question: If the ambulance crew provides treatment but does not transport anyone, can the
company bill Medicare for the services provided?
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Answer: No. Medicare law prohibits payment for an ambulance service unless the transport
of a Medicare beneficiary has taken place. However, when a physician or NPP furnishes
services from an ambulance, he or she may bill for those services under the Medicare
Physician Fee Schedule, assuming that the services furnished were in accordance with
applicable state law and services are within his or her scope of practice requirements.

Question: How will ambulance services be paid when patients are moved from hospital to
hospital or other approved locations?

Answer: Medicare will pay for ambulance transportation according to the usual payment
guidelines. Ambulance transportation charges for patients who were evacuated from and
returned to originating hospitals should be included on the inpatient claims submitted by the
originating hospitals. Payment will be included in the diagnostic related group (DRG) payment
amounts made to hospitals paid under the prospective payment system.

Question: If a beneficiary who is living at home and using a stationary oxygen unit, has to be
transported to another location by ambulance (because other means of transportation are
contraindicated), can Medicare pay for any portable oxygen necessary to transport the
beneficiary?

Answer: Medicare’s payment to ambulance suppliers and providers for ambulance transports
includes payment for all necessary supplies, including oxygen, provided during the transport.
Thus, if the transport is a Medicare-covered service (e.g., the beneficiary must be transported
by ambulance to a covered destination because other means of transportation are
contraindicated), then no separate payment for furnishing oxygen would be available.

However, if the transport does not qualify as a Medicare-covered service, then payment under
Part B may be made to a Durable Medical Equipment supplier for furnishing portable oxygen
when supplemental oxygen is needed for the beneficiary during the transport.

Question: In emergency/disaster situations, how does CMS define an “approved destination”
for ambulance transports and would it include alternate care centers, field hospitals and other
facilities set up to provide patient care in response to the emergency/disaster?

Answer: CMS defines “approved destination” at 42 CFR § 410.40(f), Origin and Destination
requirements. Medicare can only pay for ambulance transportation when it meets the Origin
and Destination Requirements and all other coverage requirements. These requirements
specify that an appropriate destination is one of the following:

e Hospital;

e (Critical Access Hospital (CAH);

e Skilled Nursing Facility (SNF);

e Beneficiary’s home;

e Dialysis facility for ESRD patient who requires dialysis.
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Beneficiaries residing in a SNF, who are receiving Part B benefits only, are eligible for
ambulance transport to one additional “approved destination,” that is, from a SNF to the
nearest supplier of medically necessary services not available at the SNF where the
beneficiary is a resident. For SNF residents receiving Medicare Part A benefits, this type of
ambulance service is subject to SNF consolidated billing.!

A physician’s office is not a covered destination. However, under certain circumstances an
ambulance transport may temporarily stop at a physician’s office without affecting the
coverage status of the transport.

Should a facility that would normally be the nearest appropriate facility be unavailable during
an emergency/disaster, Medicare may pay for transportation to another facility so long as
that facility meets all Medicare requirements and is still the nearest facility that is available
and equipped to provide the needed care for the illness or injury involved.

42 CFR 410.40 allows Medicare to pay for an ambulance transport (provided that
transportation by any other means is contraindicated by the patient’s condition and all other
Medicare requirements are met) from any point of origin to the nearest hospital, CAH, or SNF
that is capable of furnishing the required level and type of care for the beneficiary’s illness or
injury. The hospital or CAH must have available the type of physician or physician specialist
needed to treat the beneficiary’s condition.

However, Medicare payment for an ambulance transport to an alternative care site may be

Lin the Balanced Budget Act of 1997, Congress mandated that payment for the majority of services provided to beneficiaries in a Medicare covered
SNF stay be included in a bundled prospective payment made through the Part A Medicare Administrative Contractor (MAC) to the SNF. These
bundled services had to be billed by the SNF to the Part A MAC in a consolidated bill. No longer would entities that provided these services to
beneficiaries in a SNF stay be able to bill separately for those services. Medicare beneficiaries can either be in a Part A covered SNF 1 In the
Balanced Budget Act of 1997, Congress mandated that payment for the majority of services provided to beneficiaries in a Medicare covered SNF
stay be included in a bundled prospective payment made through the Part A Medicare Administrative Contractor (MAC) to the SNF. These bundled
services had to be billed by the SNF to the Part A MAC in a consolidated bill. No longer would entities that provided these services to beneficiaries
in a SNF stay be able to bill separately for those services. Medicare beneficiaries can either be in a Part A covered SNF stay which includes medical
services as well as room and board, or they can be in a Part B non-covered SNF stay in which the Part A benefits are exhausted, but certain medical
services are still covered though room and board is not.

The consolidated billing requirement confers on the SNF the billing responsibility for the entire package of care that residents receive during a
covered Part A SNF stay and physical, occupational, and speech therapy services received during a non-covered stay. Exception: There are a limited
number of services specifically excluded from consolidated billing, and therefore, separately payable.

For Medicare beneficiaries in a covered Part A stay, these separately payable services include:

ephysician's professional services;

ecertain dialysis-related services, including covered ambulance transportation to obtain the dialysis services;

ecertain ambulance services, including ambulance services that transport the beneficiary to the SNF initially, ambulance services that transport the
beneficiary from the SNF at the end of the stay (other than in situations involving transfer to another SNF), and roundtrip ambulance services
furnished during the stay that transport the beneficiary offsite temporarily in order to receive dialysis, or to receive certain types of intensive or
emergency outpatient hospital services;

eerythropoietin for certain dialysis patients;

ecertain chemotherapy drugs;

ecertain chemotherapy administration services;

eradioisotope services; and

ecustomized prosthetic devices.

For Medicare beneficiaries in a non-covered stay, only therapy services are subject to consolidated billing. All other covered SNF services for these
beneficiaries can be separately billed to and paid by the Medicare contractor.
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available if the alternative care site is determined to be part of an institutional provider
(hospital, CAH or SNF) that is an approved destination for an ambulance transport under 42
CFR

§ 410.40. If the alternative care site is part of an institutional provider (hospital, CAH or SNF)
that is an approved destination under 42 CFR § 410.40 for an ambulance transport, Medicare
will pay for the transport on the same basis as it would to any other approved destination.

Physicians, non-physician practitioners, and suppliers should contact their Part B MAC or
Durable Medical Equipment (DME) MAC with questions about SNF consolidated billing. There
is also additional information about SNF consolidated billing on the CMS Medicare Learning
Network (MLN) Publications webpage.

Institutional providers should contact their Part A MAC with questions about SNF consolidated

billing. There is also additional information about SNF consolidated billing on the CMS
Medicare Learning Network (MLN) Publications webpage.

Medicare Payment to Facilities Accepting Government Resources

1. Question: Can a skilled nursing facility accept Federal, State, or local government resources
(e.g., supplies and staffing assistance) to help with the COVID-19 emergency and still bill
Medicare?

Answer: Although Medicare usually doesn’t allow payment for services that are paid for by a
governmental entity, there is an exception for services furnished as a means of controlling
infectious diseases (see 42 CFR 411.8(b)(4)).

2. Question: Does Medicare pay health care providers such as hospices, hospitals and skilled
nursing facilities separately for personal protective equipment and supplies necessary to
prevent the spread of infectious disease?

Answer: Medicare payments for health care services include the supplies necessary to
appropriately provide the service, including any personal protective equipment and supplies
appropriate for the patient's condition and treatment. There are not separate payments for
those supplies. However, additional resources for infection control, such as supplies or
staffing assistance, may be made available from other local, state, or federal government
agencies. Although Medicare usually doesn’t allow payment for services that are paid for by a
governmental entity, there is an exception for services furnished as a means of controlling
infectious diseases (see 42 CFR 411.8(b)(4)).

Oxygen

1. Question: Does Medicare cover home use of oxygen for patients diagnosed with COVID-19?
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Answer: Yes, we are exercising enforcement discretion to cover medically necessary home
use of oxygen for patients diagnosed with COVID-19 during the emergency.

CMS is currently reviewing NCDs and LCDs to identify and remove barriers to beneficiaries

with COVID-19 receiving home oxygen and we hope to have more information on this process
soon.
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