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COVID-19 Frequently Asked Questions (FAQs) on
Medicare Fee-for-Service (FFS) Billing

The FAQs in thisdocument supplementthe previously released FAQs: 1135 Waiver FAQs,
available at https://www.cms.gov/About-CMS/Agency-
Information/Emergency/Downloads/Medicare FFS-EmergencyQsAs1135Waiver.pdf.

We note that in many instances, the general statements of the FAQs referenced above have
beensuperseded by COVID-19-specificlegislation, emergency rules, and waivers granted under
section 1135 of the Act specifically to address the COVID-19 public healthemergency (PHE). The
policiessetout in this FAQ are effective forthe duration of the PHE unless superseded by future
legislation.

A few answers in thisdocument explain provisionsfromthe Coronavirus Aid, Relief, and
Economic Security (CARES) Act, PublicLaw No. 116-136 (March 27, 2020). CMS isthoroughly
assessingthis new legislationand new and revised FAQs will be released as implementation
plans are announced.

The interim final rule with comment period (IFC), CMS-1744-IFC, Medicare and Medicaid
Programs; Policy and Regulatory Revisionsin Response to the COVID-19 PublicHealth
Emergency, isavailable at the followinglink:
https://www.federalregister.gov/documents/2020/04/06/2020-06990/medicare-and-medicaid-
programs-policy-and-regulatory-revisions-in-response-to-the-covid-19-public

The interimfinal rule with comment period (IFC2), 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, isavailable at the following link:
https://www.federalregister.gov/documents/2020/05/08/2020-09608/medicare-and-medicaid-
programs-basic-health-program-and-exchanges-additional-policy-and-regulatory
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A. Payment for Specimen Collection for Purposes of COVID-19 Testing

1. Question: What changes did CMS announce regarding specimen collection fees for COVID-
19 testing?
Answer: As part of the PublicHealth Emergency (PHE) for the COVID-19 pandemicand in an
effortto be as expansive as possible within the current authorities to have diagnostic
testingavailable to Medicare beneficiaries who need it, in the interim final rule with
comment period, we are changing the Medicare paymentrules during the PHE for the
COVID-19 pandemicto provide payment to independentlaboratories forspecimen
collection from beneficiaries who are homebound or inpatients notin a hospital for COVID-
19 testingunder certain circumstances.
New:4/9/20

2. Question: What has been the Medicare payment policy for specimen collection for
laboratory testingand for transportation and personnel expensesfortrained personnel to
collect specimens from homebound patients and inpatients (notin a hospital)?

Answer: In general, the Social Security Act (the Act) requires that the Secretary establisha
nominal fee for specimen collection for laboratory testingand a fee to cover transportation
and personnel expenses (generally referred to as a travel allowance) for trained personnel
to collect specimens from homebound patients and inpatients (notin a hospital). The travel
allowance is paid only whenthe nominal specimen collectionis also payable. Referto IOM,
Pub. 100-04, Chapter 16, Section 60 for more information. For beneficiaries, neitherthe
annual cash deductible northe 20 percent coinsurance apply to the specimen collection
feesortravel allowance for laboratory tests.

New:4/9/20

3. Question: How isthe IFC changing the Medicare specimen collection and travel allowance
policy?
Answer: This IFCis providinga specimen collection fee and fees for transportation and
personnel expenses known as a travel allowance for COVID-19 testing under certain
circumstances for the duration of the PHE for the COVID-19 pandemic. The IFC also
describesthe definition of “homebound” for purposes of our specimen collection policy and
allowingfor electronicrecords of mileage forthe travel allowance for the duration of the
PHE for the COVID-19 pandemic.
New:4/9/20

4. Question: Who can bill forthe Medicare specimen collection fee?
Answer: Independentlaboratories can bill Medicare through their MAC for the specimen
collectionfee. The specimen collection fee appliesif the specimenis collected by trained
laboratory personnel from a homebound or non-hospital inpatientand the specimenisa
type that would not require only the services of a messengerpick up service. However, the
specimen collectionfeeis not available for tests where a patient collects his or her own
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specimen.
New:4/9/20

5. Question: What is the nominal fee for specimen collection for COVID-19 testingfor
homebound and non-hospital inpatients during the PHE?
Answer: The nominal specimen collection fee for COVID-19 testing for homebound and
non-hospital inpatients generallyis $23.46 and for individualsina non-coveredstay in a SNF
or whose samples are collected by a laboratory on behalf of an HHA is $25.46.
Updated: 4/17/20

6. Question: What are the new level IHCPCS codes for specimen collection for COVID-19
testing?
Answer: To identify specimen collection for COVID-19 testing, we established two new level
Il HCPCS codes effective March 1, 2020. Independentlaboratories must use one of these
HCPCS codes when billing Medicare for the nominal specimen collection fee for COVID-19
testingfor the duration of the PHE for the COVID-19 pandemic. These HCPCS codes are:
e (2023, specimencollectionforsevere acute respiratory syndrome coronavirus 2
(SARS-CoV-2) (Coronavirus disease [COVID-19]), any specimen source
e (2024, specimen collectionforsevere acute respiratory syndrome coronavirus 2
(SARS-CoV-2) (Coronavirus disease [COVID-19]), from an individual in a SNF or by
a laboratory on behalf of a HHA, any specimen source
We note that G2024 isapplicable to patientsin a non-covered stay ina SNF and not to
those residentsin Medicare-covered stays (whose bundled lab tests would be covered
instead under Part A’s SNF benefitat §1861(h) of the Act).
Updated: 4/17/20

7. Question: How shoulda laboratory document the milestraveledto collecta specimen?
Answer: An independentlaboratory billing Medicare for the travel allowance is required to
log the milestraveled. CMS will not require paper documentation logs that some MACs may
have otherwise required; electroniclogs can be maintainedinstead. However, laboratories
willneedto be able to produce these electroniclogs in a form and manner that can be
shared with MACs.

New:4/9/20

8. Question: What is the definition of homebound for purposes of our specimen collection
policy?
Answer: Medicare beneficiaries are considered “confined to the home” (that is,
“homebound”)if itis medically contraindicated for the patientto leave the home. When it
is medically contraindicated for a patient to leave the home, there exists a normal inability
for an individual toleave home and leaving home safely would require a considerable and
taxing effort.
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As an example for the PHE for COVID-19 pandemic, this would apply for those patients: (1)
where a physician has determined that it is medically contraindicated for a beneficiary to
leave the home because he or she has a confirmed or suspected diagnosis of COVID-19; or
(2) where a physician has determinedthat it is medically contraindicated for a beneficiary to
leave the home because the patient has a condition that may make the patient more
susceptible to contracting COVID-19.

A patientwho is exercising “self-quarantine” for his or her own safety during a pandemic
outbreak of an infectious disease, such as COVID-19, would not be considered “confined to
the home” or “homebound” unlessitis also medically contraindicated for the patientto
leave the home. If a patient does not have a confirmed or suspected diagnosis of an
infectious, pandemicdisease such as COVID-19, but the patient’s physician states that it is
medically contraindicated for the patientto leave the home because the patient’s condition
may make the patient more susceptible to contracting an infectious, pandemicdisease, the
patient would be considered “confined to the home” or “homebound” for purposes of our
specimen collection policy.

New:4/9/20

B. Diagnostic Laboratory Services

1. Question: What are the general rules around how Medicare pays 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.
Updated: 12/11/20

2. Question: Are there Healthcare Common Procedure Coding System (HCPCS) and Current
Procedural Terminology (CPT) codes available for COVID-19 laboratory testing?
Answer: Yes, CMS has created two HCPCS codes in response to the urgent need to bill for
these services. The codes are:
e U0001, CDC 2019-nCoV Real-Time RT-PCR Diagnostic Panel and
e U0002, 2019-nCoV Coronavirus, SARS-CoV-2/2019-nCoV (COVID-19), any technique,
multiple types or subtypes (includes all targets), non-CDC.

Additionally, the American Medical Association (AMA) Current Procedural Terminology
(CPT) Editorial Panel has created CPT code 87635 (Infectiousagent detection by nucleicacid
(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-
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test

Laboratories can begin billingforthe performance of these tests usingthese codes
immediately viastandard Fee-for-service billing practices.

Revised: 4/10/20

3. 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 onthe HCPCS and CLFS file beginning
April 1, 2020, for dates of service on or after March 13, 2020.
Posted:3/21/20

4. Question: My laboratory usesthe 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).

Posted:3/21/20

5. 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 testthat usesa method not described
by CPT 87635, the appropriate code to use would be HCPCS Code U0002.
Posted:3/21/20

6. 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 UO001 or 87635. CMS will continue to monitor the
types of COVID-19 testing methods and adjust coding as necessary dependingon the
methodology.
Posted:3/21/20

7. Question: How will Medicare pay for COVID-19 testing on the CLFS?
Answer: Local MACs are responsible fordevelopingthe paymentamount for claims they
receive for these newly created HCPCS codes and the CPT code in theirrespective
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 paymentrates. If there are questions or concerns about payments,
laboratories should contact their MAC with additional information.
For more information on CMS’s procedures for publicconsultation on payment for new
clinical diagnosticlaboratory tests on the CLFS, please see
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https://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/ClinicalLabFeeSched/Laboratory_Public_Meetings.
Revised 4/1/20

8. Question: My laboratory does not use the CDC test kit and will have a delayin
implementingthe CPT code 87635 in our billing system. May we bill Medicare using U0002?
Answer: Yes. For the time beinglaboratories may continue to use U0002 to bill Medicare
for tests described by the CPT code. We will provide advance notice if this changes.
Posted:3/21/20

9. Question: How has Medicare changed the requirements for clinical diagnostic laboratory
testingduring the PHE for COVID-19?
Answer: As part of the Interim Final Rule with Comment (IFC) published inthe May 8, 2020
Federal Register, CMS removed, for the duration of the PHE for COVID-19, the requirement
that the clinical diagnostic laboratory tests for COVID-19 and certain related viruses must be
ordered by a treating physician or non-physician practitioner (NPP) who uses the tests in
the management of the patient’s specificmedical problem. Medicare also removed certain
documentation and recordkeepingrequirements associated with orders for these COVID-19
and related clinical diagnostic laboratory tests, as these requirements would not be relevant
in the absence of a treating physician’sor NPP’s order.

As part of the IFC publishedinthe September2, 2020 Federal Register, CMS revised this
policy by specifyingthat each beneficiary may receive Medicare coverage for one COVID-19
and related test withoutthe order of a physician or other health practitioner, but Medicare
will require such an order to cover further COVID-19 and related tests. We believe that
broad COVID-19 testing without the order of any healthcare professional—including testing
for the related conditionsidentified in the May 8th COVID-19 IFC—may resultin a
beneficiary notreceivingthe medical attention and oversight required to ensure that
diagnosisand treatment is applied consistent with CDC guidelines and other medical
standards. Therefore, this policy change helpsensure that beneficiaries receive appropriate
medical attention, especially if they need multiple tests. Itis also designed to stop
fraudsters from performingor billing forunnecessary tests. In addition, to help ensure that
beneficiaries have broad access to testing, CMS will also pay for tests when ordered by a
pharmacist or other healthcare professional authorized underapplicable state law to order
diagnosticlaboratory tests. Medicare makes payment for services of pharmacists and
certain other healthcare professionals only when they have an arrangement with a
physician or other billing practitioner. These changes allow Medicare to continue to pay for
these tests duringthe PHE when they are ordered by pharmacists and other healthcare
professionals without such an arrangement.

The list of codes for which these orderingrequirements apply can be found at
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https://www.cms.gov/files/document/covid-ifc-2-flu-rsv-codes.pdf. This list does not
indicate coverage. Practitioners and laboratories should check with their local Medicare
Administrative Contractor regarding specificquestions of coverage.

Updated: 12/11/20

10. Question: Will Medicare keeprequiringan order from a treating physician or NPP for fluor
other tests?
Answer: Because the symptoms for influenzaand COVID-19 might presentin the same way,
during the PHE each beneficiary may receive Medicare coverage for one COVID-19 and
related test without the order of a physician or other health practitioner when these tests
are furnished in conjunction with a COVID-19 clinical diagnostic test as medically
necessary in the course of establishing or ruling out a COVID-19 diagnosis. Medicare will
require, for coverage purposes, an order for all further COVID-19 and related tests, in
accordance with the guidance in FAQ B9. The list of codes for which these ordering
requirements apply can be found at https://www.cms.gov/files/document/covid-ifc-2-flu-
rsv-codes.pdf. Thislistdoes not indicate coverage. Practitioners and laboratories should
check with theirlocal Medicare Administrative Contractor regarding specificquestions of
coverage.
Updated: 12/11/20

11. Question: Does the CMS table “COVID-19, Influenza, and RSV Clinical Diagnostic Laboratory
Tests for which Medicare Does Not Require a Practitioner Order during the PHE” listclinical
diagnosticlaboratory test codes that Medicare will cover duringthe PHE?

Answer: This table lists codes that, if otherwise covered by Medicare, do not require a
treating practitioner’sorder as a condition of Medicare payment for the initial testand, for
subsequenttests, can be ordered by a pharmacist or other healthcare professional
authorized under applicable state law to order diagnosticlaboratory tests. The table should
not be interpreted as a statement of coverage for the listed codes. There may be some
codes for which there are local coverage determinationsthat non-cover or limit coverage of
certain tests. Practitioners and laboratories should check with theirlocal Medicare
Administrative Contractor regarding specificquestions of coverage.

Updated: 12/11/20

12. Question: Please explainthe different codes for use in COVID-19 specimen collection?
Answer: Medicare established two codes, G2023 and G2024, for specimen collectionfor
COVID-19 clinical diagnosticlaboratory tests. Independent clinical diagnosticlaboratories
can bill for these services as well as a travel allowance (HCPCS codes P9603 and P9604)
whenthey collect specimens from beneficiaries who are homebound or non-hospital (SNF)
Part B inpatients, that is, individualsina Part B SNF stay and individuals whose samples will
be collected by a laboratory on behalf of an HHA. However, these specimen collectionfee
codes may not be billedfora hospital or SNF inpatientin a Part A stay, as the costs for tests
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(includingsample collection) forthose patients are already paid and covered as part of the
stay. Please referto IFC1 and the related FAQs,
https://www.cms.gov/files/document/03092020-covid-19-fags-508.pdf

Medicare is also payingfor specimen collection by hospital outpatient departmentsand
physician offices at their locations. Hospital outpatient departments can use new HCPCS
code C9803 to bill for a clinic visitdedicated to specimen collection. Thisserviceis
conditionally packaged and only receives separate payment when it is billed without
another primary covered hospital outpatient service or with a clinical diagnostic laboratory
test that is assigned status indicator “A” in Addendum B of the OPPS. Physician offices can
use CPT code 99211 when office clinical staff furnish assessment of symptoms and
specimen collectionincidenttothe billing professionals services forboth new and
established patients. When the specimen collectionis performed as part of anotherservice
or procedure, such as a higher-level visit furnished by the billing practitioner, that higher-
level visit code should be billed and the specimen collection would not be separately
payable. Physicians can bill forservices provided by pharmacist’s incident to their
professional services consistent with requirements under42 CFR 410.26 and state scope of
practice and license requirements. The specimen collection codes (which do not include CPT
code 99211) are only active during the PHE.

New 6/19/20

13. Question: If a COVID-19 diagnostic laboratory test is performed prior to a procedure in an
HOPD, ASC or office, isit included as part of the procedure?
Answer: Currently, under the hospital OPPS all available COVID-19 clinical diagnostic
laboratory tests are paid separately, thus, if a COVID-19 clinical diagnosticlaboratory test is
performed prior to a procedure and billed separately, itis not bundled into the payment for
the procedure. Specifically, withregard to the hospital setting, if the hospital is billing for
specimen collection forthe COVID-19 clinical diagnosticlaboratory test along with another
hospital service, the paymentfor the specimen collection would be packaged into that of
the procedure. If the ASC or physician office has obtained a CLIA certificate, the ASC
(enrolled as a laboratory) or physician/Non physician-practitioner office can bill fortests
under the clinical laboratory fee schedule (CLFS) that the certificate permitsthem to
perform, separate from billing forthe procedure that is being furnished. Practitioners, ASCs,
and labs should check with theirlocal Medicare Administrative Contractor regarding specific
questions of coverage.
New 6/19/20

14. Question: If a physician/non-physician practitioner (NPP) reports CPT code 99211 “Office or
other outpatientvisit for the evaluation and management of an established patient that
may not require the presence of a physician”, for assessment and collection of COVID-19
diagnosticlaboratory testspecimenfor a new patient as permitted under Medicare during
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the COVID-19 PHE, and the physician/Non-physician practitioner (NPP) subsequently,ona
differentday, furnishes an Evaluation and Management (E/M) visitto the patient for other
reasons, can he/she report a new patient E/M visit code for the subsequentvisit?

Answer: Yes, in this situation, underthe unique circumstances of the PHE, the patientis not
considered an established patient merely due to the reporting of CPT code 99211 for
assessmentand collection of COVID-19 specimen for a new patient. We note that if a higher
level E/Mvisitis furnished to a new patientat the time of COVID-19 specimen collection,
the encountershould be reported usingthe higherlevel new patient visit code rather than
CPT code 99211, and in thiscase the patient would be considered an established patientfor
the subsequentvisitand a new patient E/M visit code should not be reported until 3 years
have passed, as specified underthe usual billing rules.

New: 7/28/20

15. Question: Can physicians/NPPs apply the Cost Sharing (CS) modifierto claims for pre-
surgery examination services that include COVID-19 testing?
Answer: The CS modifiershould not be used when pre-surgery examination services are not
paid separately, for example if particular services are considered to be part of services with
a global surgical period, End Stage Renal Disease (ESRD) services with a monthly capitation
payment or maternity package services.

During the COVID-19 PHE, the modifier can be reported with separately reported visit codes
that resultin an order for or administration of a COVID-19 test, whenthey are related to
furnishing or administering such a test or are for the evaluation of an individual for
purposes of determiningthe need for such a test.

New: 7/28/20

C. Diagnostic Laboratory Services - Serology Testing

1. Question: Are there new Current Procedural Terminology (CPT) codes for COVID-19 testing?
Answer: On April 10, 2020, the American Medical Association (AMA) CPT Committee
announced two new CPT codes to report when patients receive blood tests that can detect
antibodies for COVID-19. These two codes are:

e 86328: Immunoassay for infectious agentantibody(ies), qualitative or semi-
guantitative, single step method (e.g., reagent strip); severe acute respiratory
syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19])

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

New:5/1/20

2. Question: When will | be able to bill Medicare for these new test codes?
Answer: Medicare has updated its billing systems to accept these new test codes.
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New:5/1/20

3. Question: My laboratory has a serology testfor COVID-19; which CPT code should | use to
bill Medicare?
Answer: Both new testcodes can be usedto bill Medicare for COVID-19 serology testing
that can detect antibodies. If your COVID-19 test can be donein a single step, the most
appropriate code to use is 86328. Multi-step antibody testing for COVID-19 can be billed
using 86769.
New:5/1/20

4. Question: What is the difference between single-step and multi-step antibody testfor
CovID-19?
Answer: According to the AMA, CPT code 86328 was established forantibody tests using a
single-step method immunoassay. This testing method typically includes a strip with all of
the critical components for the assay and isappropriate for a point of care platform. CPT
code 86769 was established for COVID-19 antibody tests using a multiple step method. This
testing method ofteninvolvesseveral steps where a diluted sampleisincubated ina sample
plate.
New:5/1/20

5. Question: How isthe Medicare payment amount determined for the new COVID-19 CPT
codes?
Answer: Local MACs are responsible fordevelopingthe paymentamount for claims they
receive for these newly created CPT codes intheir respective jurisdictions until Medicare
establishes national paymentrates 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. If there are questions or concerns about payments,
laboratories should contact their MAC for additional information. For more information on
CMS’s procedures for public consultation on payment for new clinical diagnosticlaboratory
tests on the CLFS, please see https://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/ClinicalLabFeeSched/Laboratory Public Meetings.
New:5/1/20

6. Question: Can | continue to use HCPCS code U0002 to bill Medicare for COVID-19 testing?
Answer: Yes, HCPCS code U0002 is still available for billing Medicare if your test does not fit
any of the other existing code descriptors for COVID-19 testing.

New:5/1/20

D. High Throughput COVID-19 Testing
1. Question: Why did CMS create HCPCS codes U0003, U0004 and U0005?
Answer: CMS created two new HCPCS codes, effective for dates of service on or after April
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14, 2020, specifically forClinical DiagnosticLaboratory Tests (CDLTs) making use of high
throughput technologies, thatis, technologies that use a platformthat employs automated
processing of more than 200 specimens a day, as describedin CMS Ruling No. CMS-2020-1-
R, available at https://www.cms.gov/files/document/cms-2020-01-r.pdf.

These new HCPCS codes are:

e U0003: Infectious agent detection by nucleicacid (DNA or RNA); severe acute
respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID19]),
amplified probe technique, making use of high throughput technologies as described by
CMS-2020-01-R

e 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

On October 15, 2020, CMS released an amended Ruling (CMS 2020-1-R2) that created
an add-on payment for COVID-19 CDLTs performed using high throughput technology
(as described by HCPCS codes U0003 and U0004). This add-on payment can be billed
using HCPCS code U0005 effective January 1, 2021, and isdescribed as follows:

e UO0005: Infectious agent detection by nucleicacid (DNA or RNA); severe acute
respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]),
amplified probe technique, CDC or non-CDC, making use of high throughput
technologies, completed within two calendar days from date and time of specimen
collection. (List separatelyin addition to either HCPCS code U0003 or U0004)

Effective date: UO003 and U0004 were effective for dates of service on or after April 14,
2020. U000S5 is effective January 1, 2021.
New: 10/16/2020

2. Question: What will Medicare FFS pay for HCPCS codes U0003, U0004 and U0005?
Answer: The Administrative Ruling CMS 2020-1-R2, which amends the April 14
Administrative Ruling, establishes that HCPCS codes U0O003 and U0004 will be paid at rate of
$75. When the code becomes effective onJanuary 1, 2021, the add-on paymentdescribed
by HCPCS code U0005 will be paid at a rate of $25. HCPCS code U0005 should be billed on
the same claimas either HCPCS codes U0O003 or U0004 when appropriate.

Effective Date: Paymentamounts for HCPCS codes U0003 and U0004 will be changed to $75
onJanuary 1, 2021. HCPCS code U00O5 is effective January 1, 2021 and will have a payment
rate of $25.

New: 10/16/2020
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3. Question: When can HCPCS codes U0O003, U0004 and U0005 be billed to Medicare?
Answer: The effective date of CMS Ruling 2020-01-R is April 14, 2020. The $100 Medicare
payment rates for HCPCS codes U0O003 and U0004 apply to CDLTs with dates of service
between April 14, 2020 and December 31, 2020. The effective date of CMS Ruling 2020-1-
R2 is January 1, 2021. Starting on that date and until the end of the PublicHealth
Emergency, the payment rate for HCPCS codes U0003 and U0004 will be $75. In addition,
starting January 1, 2021, the payment rate for HCPCS code U0005 will be $25.

Effective date:See answer
New: 10/16/2020

4. Question: What is the definition of high throughput technology underthe new
Administrative Ruling CMS 2020-1-R2?
Answer: Administrative Ruling CMS 2020-1-R2 uses the same definition for high throughput
technology used in April 14, 2020 Administrative Ruling CMS 2020-1-R1. The April 14 Ruling
states: “A high throughput technology uses a platform that employs automated processing
of more than two hundred specimensa day.”

Effective date: CMS 2020-1-R2 iseffective January 1, 2021.
New: 10/16/2020

5. Question: My laboratory testing platformis not specifically listed in CMS Ruling CMS-2020-
01-R. Can my laboratory bill Medicare for tests run on my platform using U0003 and U0004?
Answer: Laboratories may bill Medicare HCPCS codes U0O003 and U0004 when the tests
describedin those codes make “use of high throughput technologies as described by CMS-
2020-01-R.” The Ruling includes a list of examples of high throughput technology as of April
14, 2020, and states that high throughput technologies are not limited to technologies listed
in the Ruling. The Ruling states: “A high throughput technology uses a platformthat
employs automated processing of more than two hundred specimensa day.” Laboratories
should ensure that the technologiesthey are using meetthis definition when they bill
Medicare using these codes.

Effective date: HCPCS codes U0003 and U0004 are effective as of April 14, 2020.
New: 10/16/20

6. Question: What payment changes is Medicare makingto COVID-19 CDLTs performedusing
high throughput technology?
Answer: Through an April 14, 2020 Ruling (CMS-2020-1-R), CMS established two new HCPCS
codes (UO003 and U0004) to describe COVID-19 CDLTs performing using high throughput
technology and established a paymentrate of $100 for both codes.
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Under the amended Administrative Ruling (CMS-2020-1-R2), CMS will lowerthe base
payment amount for both HCPCS codes to $75, effective January 1, 2021. CMS will make an
additional $25 add-on paymentto laboratoriesif they meetthe followingtwo requirements
to bill for HCPCS code U0005: a) they completed the COVID-19 CDLT in 2 calendar days or
less from the date of specimen collection, and b) the majority of their COVID-19 CDLTs
performed using high throughput technology in the previous calendar month were
completedin 2 calendar days or less for all of their patients (not just their Medicare
patients). As a result, laboratories that complete these CDLTs within 2 days of the date the
specimenis collected may bill for HCPCS code U0005 and will be paid $100 while
laboratories that take longerwill receive a $75 payment.

Effective date: CMS 2020-1-R2 iseffective January 1, 2021.
New: 10/16/2020

7. Question: Will laboratories have to bill differently compared with the direction providedin
the April 14, 2020 ruling?
Answer: Through an April 14, 2020 Ruling (CMS-2020-1-R), CMS established two new HCPCS
codes (UO003 and U0004) to describe COVID-19 CDLTs performed using high throughput
technology. Laboratories should continue to use these same codes where appropriate to
describe the CDLTs theyare performing. However, effective January 1, 2021, laboratories
can also bill Medicare for a $25 add-on payment using HCPCS code U00O5 if:a) they
completedthe COVID-19 CDLT in 2 calendar days or less from the date of specimen
collection, and b) the majority of their COVID-19 CDLTs performed using high throughput
technologyin the previous calendar month were completedin 2 calendar days or less for all
of theirpatients (not just their Medicare patients).

Effective date: CMS 2020-1-R2 is effective January 1, 2021.
New: 10/16/2020

8. Question: CMS has indicated that laboratories must complete the test withintwo calendar
days of the date the specimenis collected. What does it meanto “complete” the lab test?
Answer: Per CMS 2020-1-R2, CMS considersthe test to be “complete” whenthe results of
the test are finalized and ready for release.

Effective date: CMS 2020-1-R2 iseffective January 1, 2021.
New: 10/16/2020

9. Question: What requirements do laboratories have to meetto bill the new $25 add-on
payment for COVID-19 diagnostic tests run on high throughput technology?
Answer: Starting January 1, 2021, laboratories can bill Medicare for the $25 add-on
payment using HCPCS code U0QO05 if:
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1) they completedthe COVID-19 CDLT in 2 calendar days or less from the date of specimen
collection; and

2) the majority of their COVID-19 CDLTs performed using high-throughput technologyin
the previous calendar month were completedintwo calendar days or less for all of their
patients (not just their Medicare patients).

CMS has provided additional informationin CMS-2020-1-R2 regarding how laboratories
would demonstrate their CDLT timeliness forall of their patients inthe event of an audit
or other CMS oversight activity.

Effective Date: CMS 2020-1-R2 is effective January 1, 2021.
New: 10/16/2020

10. Question: CMS has indicated that in order to bill HCPCS code U0O005 the majority of a
laboratory’s COVID-19 CDLTs performed using high throughput technologyin the previous
calendar month were completedin 2 calendar days or less for all of their patients (notjust
their Medicare patients). How would a laboratory demonstrate compliance with this
requirement? Over what time period would a laboratory calculate their COVID-19 CDLT test
timeliness?

Answer: Laboratories would assess their COVID-19 CDLT timelinessinthe month preceding
the month identified by the line date of service for the corresponding CDLT represented by
HCPCS code U0003 or U0004. In the circumstance that the laboratory has not completed
51% of CDLTs for the detection of SARS-CoV-2or the diagnosis of the virus that causes
COVID-19 (forall patients) in 2 calendar days from the date the specimen was collected
during the applicable month, then it may not bill for HCPCS code U0005 with either HCPCS
code UO0O03 or U0OOA4.

For example, a laboratory is submitting a claim to Medicare for a CDLT performed on high
throughput technology for the detection of SARS-CoV-2or the diagnosis of the virus that
causes COVID-19 using HCPCS code U0003 with a line date of service of May 15, 2021. The
laboratory would assess its performance based on those CDLTs completed duringthe
calendar month (April 1, 2021 — April 30, 2021) that precedesthe month identified by the
CDLT line date of service (May 2021). Ifthe laboratory completed a total of 1000 of the
same CDLTs using high throughput technology (including all tests from non-Medicare
patients)in April, and 490 had been completed within 2 calendar days of the specimen
being collected, the laboratory would have a 49% test timeliness completion rate and may
not bill for the $25 add-on paymentas represented by HCPCS code U0005.

Effective date: CMS 2020-1-R2 iseffective January 1, 2021.
New: 10/16/2020
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11. Question: CMS has indicated that in order to bill Medicare for HCPCS code U0O005 the
majority of a laboratory’s COVID-19 CDLTs performed using high throughput technologyin
the previous calendar month must have been completedin 2 calendar days or lessfrom the
date of specimen collection forall of their patients (not just their Medicare patients). What
does “majority” mean in this context?

Answer: For purposes of CMS Ruling No. CMS 2020-1-R2,
https://www.cms.gov/files/document/cms-ruling-2020-1-r2.pdf, “majority” means 51% or
greater.

We note that the requirementthat the majority of a laboratory’s COVID-19 CDLTs
performed using high throughput technologyin the previous calendar month must have
been completedin two calendar days or less from the date of specimen collection pertains
to the laboratory’s ability to bill Medicare for the $25 add-on payment using HCPCS code
U0005. Laboratories may continue to bill Medicare for COVID-19 CDLTs making use of high
throughput technology described by HCPCS codes U0O003 and U0004, regardless of whether
they meetthisrequirement.

Effective date: CMS 2020-1-R2 iseffective January 1, 2021.

New: 12/16/20

12. Question: Can a laboratory submita claim for HCPCS code U0005 (the add-on payment) by
itself, ordoes UOO05 needto be reported with either HCPCS code U0O003 or U0O004 (CDLTs
for COVID-19 performed using high throughput technology)?

Answer: As required by the HCPCS code U0O005 code descriptor, laboratories must report
HCPCS code U0O005 on the same claim as either HCPCS code UO003 or U0004.

Effective date: CMS 2020-1-R2 iseffective January 1, 2021.

New: 12/16/20

13. Question: CMS Ruling No. CMS 2020-1-R2 states that for a laboratory to be able to bill
Medicare for HCPCS code U0Q05, the testdescribed by HCPCS code U0O003 or U0O004 must
be completedin 2 calendar days. Please clarify when the 2-calendar day timeframe begins
and ends.

Answer: Beginning with dates of service on or after January 1, 2021, laboratories can bill
Medicare for the $25 add-on payment using HCPCS code U0O005 when:1) they completed
the COVID-19 CDLT in 2 calendar days or less from the date of specimen collection;and 2)
the majority of their COVID-19 CDLTs performed using high throughput technologyinthe
previous calendar month were completedin 2 calendar days or less for all of their patients
(not just their Medicare patients). For example, if the specimenis collected anytime
Wednesday then the COVID-19 CDLT would needto be completed, that is, results are
finalized and ready for release, by 11:59PM Friday. In other words, the specimen collection
day (Wednesday) isday O, Thursday isday 1, and Fridayis day 2.

Effective date: CMS 2020-1-R2 iseffective January 1, 2021.
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New: 12/16/20

E. Hospital Services

1. Question: During the COVID-19 PHE, can my hospital provide inpatientservices at a site
(temporary expansionsite) thatis not currently part of the hospital or even of another type
of existing healthcare facility? Forexample, if local hospitals are almost at capacity during
the emergency and the few beds remaining must be reserved for patients needing
ventilators and critical care, will Medicare pay for non-critical care inpatientservices
provided directly by the hospital at a temporary expansion site, such as a repurposed school
gymnasiumor erected tent?
Answer: During the COVID-19 PHE, CMS is allowing hospitals to provide inpatient hospital
servicesin temporary expansion sites, which may include ambulatory surgical centers
(ASCs), repurposed gymnasiums, erected tents, or other sites, to help address the urgent
need to expand theircare capacity and to develop COVID-19 specifictreatmentsites. If a
hospital meets the CoPs in effectduringthe COVID-19 PHE while operatingone or more
temporary expansionsites, Medicare will pay for covered Medicare inpatientservices
provided at those sites as if they were provided at the permanentinpatientlocations of the
hospital. If services were provided by the hospital in another Medicare-participating facility,
that facility would not bill Medicare for items and services provided by the hospital. The
hospital is expected to be operating ina manner not inconsistent withits state’s emergency
preparednessor pandemic plan.
New:5/1/20

2. Question: During the COVID-19 PHE, can my hospital provide outpatientservices at a site
(temporary expansionsite) not considered part of the hospital or even of an existing
healthcare facility? For example, if my hospital needs to set up temporary sites for testing
or treatment of patients, including those who are COVID-19 positive or suspectedto be
positive who may need to be isolated, can my hospital provide outpatient services at such a
temporary site?

Answer: Similarto what CMS is allowing for hospital inpatient services (described above),
during the COVID-19 PHE, CMS is allowing hospitalsto provide hospital outpatient services
in temporary expansionsites, which may include ASCs, gymnasiums or other sites, to help
address the urgentneed to expand theircare capacity. If a hospital meetsthe CoPs in effect
during the COVID-19 PHE while operatingone or more temporary expansion sites, Medicare
will pay for covered Medicare outpatient services provided at those sites as if they were
provided at the permanent outpatientlocations of the hospital. The hospital is expected to
be operatingin a manner not inconsistent with its state’s emergency preparedness or
pandemicplan.

Revised: 11/16/21

3. Question: Can an acute care hospital repurpose areas of the hospital that are not currently
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used for patientcare (e.g., a cafeteria) as patientcare areas, or existingareasthat are used
for patient care (e.g., outpatient beds) as higher level care areas (e.g., inpatient acute care
beds) during the PublicHealth Emergency?

Answer: CMS is providing needed flexibility to hospitals to ensure they have the ability to
expand capacity and to treat patients during the COVID-19 PHE. As part of the CMS Hospital
Without Walls initiative, forthe duration of the COVID-19 PHE, hospitals can repurpose
existingclinical (e.g., outpatientbeds) and non-clinical space (e.g., cafeterias) foruse as
acute inpatient patient care areas to help addressthe urgent needto increase capacity.
New:4/9/20

4. Question: How can Ambulatory Surgical Centers (ASCs) address the needs of patients who
may need hospital or ambulatory care during the COVID-19 PandemicPublicHealth
Emergency?

Answer: During the PHE, ASCs may help address the needsinsurge areas in several ways.
An ASC may furnishinpatient services under arrangement for a hospital, or become
provider-based to a hospital, or choose to enroll as a hospital themselves. Ifan ASCis
enrolled as a hospital, they must meetthe hospital Conditions of Participation, to the extent
not waived, and may provide any hospital inpatient or outpatient service provided that it
operatesin a manner not inconsistent with the State’s emergency preparednessor
pandemicplan (for example: COVID-19 treatment site). The ASC would be, functioningas a
full hospital, not solely as a hospital outpatient surgical department. Under any of these
scenarios, these entities may provide any hospital service as they would be functioningas a
hospital rather than an ASC. ASCs that do not provide hospital services underarrangements
to an existing hospital orthat do not enroll as a hospital themselves may furnish only those
serviceson the ASC Covered Procedures List.

Revised: 11/16/21

5. Question: Do hospitals needto report to CMS or the Medicare Administrative Contractor
that they have repurposed an existingarea, or worked with an off-site location to create
new outpatient or inpatient space?

Answer: No. If the Medicare-approved hospital intends to bill Medicare for the services
provided under arrangement, no additional enrollmentactions are required. Hospitals may
begin billingforcare in theirsurge locations or expansionsite forinpatientor outpatient
services under theirexisting CMS Certification Number (CCN) for care furnished duringthe
PHE. CMS will also be exercising ourenforcementdiscretionand will not be conducting the
onsite survey for hospital surge locations during the PHE.

New:4/9/20

6. Question: Where can | find the specificwaivers to the Medicare Conditions of Participation

for acute care and critical access hospitals as well as waiversto the provider-based billing
rules?
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Answer: https://www.cms.gov/files/document/summary-covid-19-emergency-declaration-

waivers.pdf
New:4/9/20

7. Question: Will an ASC that chose to convert itsenrollmentto a hospital during the PHE be
requiredto file a Medicare cost report?
Answer: For the duration of the PHE, ASCs whichrely on blanket waiversissued by CMS to
enroll as hospitals during the time period of the PHE will be deemed to have low Medicare
program utilization under42 CFR 413.24(h) and will not be required to submita full
Medicare cost report. These providers will be deemed to satisfy the Medicare cost report
submissionrequirements under42 CFR 413.24(h) by submittingreduced cost report to their
contractors consisting only of a completed and signed certification page from the hospital
cost report (Form CMS-2552-10, Worksheet S), signed by the Chief Financial Officeror
Administrator.

Payments such hospitalsreceive from the Medicare Inpatient Prospective Payment System
or Outpatient Prospective Payment System will be considered as payment in full. Their cost
reports will not be used for reconciliation forany additional payments such as
disproportionate share, uncompensated care, direct graduate medical education, or
Medicare bad debt. Additionally, the costreport data will not be collected and includedin
the wage index calculations. The Surge Capacity Hospitals' Medicare cost reports will be due
on or before the last day of the fifth month followingthe close of theirfiscal year end,
pursuant to §413.24(f)(2), and electronicfilingrequirements are waived.

New:4/9/20

8. Question: Can an acute care hospital work with another entity to do patient testing offsite,
such as in a parking lot?
Answer: Yes. Under existinglaw and regulations, a hospital may electto furnish hospital
outpatient diagnostic tests under arrangements with another entity. The hospital bills
Medicare for these services under this scenario. In addition, as mentioned above, the
hospital itself may repurpose clinical or non-clinical sites for hospital outpatient or inpatient
care underthe flexibilities adopted for the duration of the PHE.
New:4/9/20

9. Question: The state government, U.S. Army Corps of Engineers, or other governmental
entity established anew care location in our area by repurposingand retrofittinga
convention center, gymnasium, tentor other site for patient care. Followingits
development, our hospital has been brought in to operate and staff this site with our
clinicians. Can we bill Medicare for the facility and professional services our organization
providesthere? If so are there reporting or billingrules that determine how thisis done?
Answer: Medicare enrolled hospitals that assume the majority operations of a temporary
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expansion site—including gymnasiums, tents, convention centers, and others — that was
built or retrofitted by a publicentity can bill Medicare for coveredinpatientand outpatient
hospital services provided to Medicare beneficiaries atthose temporary expansionsites.
These temporary expansionsites need to meet the refined hospital conditions of
participation. Hospitals would need to follow existing rules to bill under the applicable
Medicare payment system depending on whetherthey provided outpatient care or
inpatient care. Hospitals should add the “DR” condition code to inpatientand outpatient
claims for patients treated intemporary expansionsite during the Public Health Emergency.

Similarly, practitioners that furnish covered professional services to Medicare beneficiaries
in these temporary expansionsites can bill Medicare for these hospital services.
Practitionersshould use the applicable place of service code dependingonwhetherthe
temporary expansionsite is beingused to furnish outpatient or inpatient care. Also,
practitioners should add the modifier “CR” to professional claims for patients treated in
temporary expansionsite duringthe PublicHealth Emergency.

New:4/9/20

10. Question: Will Medicare provide additional paymentif a patientneedsto be isolated or
guarantinedin a private room?
Answer: If a Medicare beneficiaryisa hospital inpatient for medically necessary care and
needsto be isolated or quarantinedin a private room, Medicare will pay the Diagnostic
Related Group (DRG) rate and any outlier costs for the entire stay until the Medicare patient
is discharged. The DRG rate (and outlier payments as applicable) includes paymentforwhen
a patientneedsto be isolated or quarantined ina private room.

There also may be times when beneficiaries may need to be isolated or quarantinedin a
hospital private room to avoid infecting otherindividuals. These patients may not meetthe
needfor acute inpatient care any longer, but may remainin the hospital for publichealth
reasons.

Hospitals having both private and semiprivate accommodations may not charge the patient
a differential foraprivate 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 remainingin the hospital underquarantine, would not have to pay an additional
deductible forquarantine ina hospital.

New:4/9/20

11. Question: Can a provider that has both private and semiprivate accommodations charge
the patienta differential fora private room where isolation of a beneficiaryis required?
Answer: A providerwith both private and semiprivate accommodations may not charge the
patienta differential fora private room if the private room is medically necessary.
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Posted: 3/6/20

12. Question: Will a hospital be eligible foradditional paymentforrenderingservicesto
patients that remainin the hospital inthe case where they continue to need medical care
but at lessthan an acute level and those services are unavailable at any area skilled nursing
facilities (SNFs) because of an emergency, includingthe COVID-19 infection?

Answer: A physician may certify or recertify the need for continued hospitalization if the
physician finds that the patient could receive propertreatmentina SNF, but no bed is
availableina participating SNF. Assumingthe original inpatientadmission was appropriate
for Part A payment, Medicare will pay the DRG rate and any outlier costs for the entire stay
until the Medicare patientcan be movedto an appropriate facility.

Posted:3/6/20

13. Question: Are hospitals that are paid by Medicare through the Inpatient Prospective
Payment System (IPPS) goingto be paid using a special payment method during the COVID-
19 emergency?Is there a special DRG rate at which IPPS hospitals will be reimbursed for
this situation?
Answer: Thereis no special DRG for COVID-19. Recent legislationin the CARES Act provides
forincreased IPPS payments during the emergency period for Medicare inpatients
diagnosed with COVID-19. Further guidance on the implementation of thisincreased IPPS
payment is forthcoming. Otherwise, normal prospective payment methodologies apply to
hospitals’ discharges paid under the IPPS rate.
Posted:3/6/20

14. Question: We have a Medicare psychiatric patientrequiringinpatient psychiatric care who
cannot be placed in the excluded distinct part psychiatricunit because of the COVID-19
emergency. Can we place the psychiatric patientin an acute care hospital bed?

Answer: Yes, an acute care hospital with an excluded distinct part psychiatric unitthat, as a
result of a disasteror emergency, needsto relocate inpatients from the excluded distinct
part psychiatric unitto an acute care bed can relocate patients. The hospital should
continue to bill forinpatient psychiatric services underthe Inpatient Psychiatric Facility
Prospective Payment System for such patients and annotate the medical record to indicate
the patientis a psychiatricinpatientbeingcared for in an acute care bed because of
capacity or other exigent circumstances related to the emergency. This may occur where
the hospital’s acute care beds are appropriate for psychiatric patients and the staff and
environmentare conducive to safe care. For psychiatric patients, this includes assessment
of the acute care bed and unit location to ensure those patients at risk of harm to self and
others are safely cared for.

Revised:3/26/20

15. Question: Can acute care hospitals use inpatientrehabilitation unit beds to increase bed
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capacity as a result of the COVID-19 emergency?

Answer: Yes, CMS has issued a blanket waiver
(https://www.cms.gov/files/document/summary-covid-19-emergency-declaration-
waivers.pdf) toallow acute care hospitalsto house inpatientsin theirexcluded distinct part
inpatient rehabilitation facility (IRF) units, where the IRF unit’s beds are appropriate for
acute care. The acute care hospital bills forthe care underthe Inpatient Prospective
Payment System and annotates the patient’s medical record to indicate the patientisan
acute care inpatientbeinghousedin the excluded unitrelated to the disaster or emergency.
Since these patients would be acute care patients housedin the IRF solely to meet the
demands of an emergency, they would not be required to meetthe Medicare coverage
requirementsforIRFs found in 42 CFR 412.622(a)(3), (4), and (5), and guidance in Chapter 1,
Section 110 of the Medicare Benefit Policy Manual (Pub. 100-02) and would be excluded
from the requirements specifiedin 42 CFR 412.29(b), which is the regulation commonly
referredto as the “60 percent rule.”

New: 3/26/20

16. Question: Are there any special waivers or exemptions that only apply to hospitals paid
under TEFRA (e.g., IPPS-excluded cancer hospitals or children’s hospitals)?
Answer: At thistime there are no waivers or exemptionsthatonly apply to hospitals paid
under TEFRA. However, waivers that are generally applicable to hospitals regardless of
hospital type are applicable to hospitals paid under TEFRA.
New:5/27/20

17. Question: My hospital needsto transfera patientto a temporary acute care location
operated by the state, military or other public entity duringthe COVID-19 PHE. What are
Medicare’s billingand claim processingrules associated with these transfers?

Answer: Hospitals should refer to Medicare’s claims processing manual for instructions on
Medicare inpatient hospital billing: https://www.cms.gov/Regulations-and-
Guidance/Guidance/Manuals/Downloads/clm104c03.pdf. A patient status code should be
included on every Inpatient Prospective Payment System (IPPS) claim, which indicates the
location where the patient was discharged or transferred. For example, code “01” indicates
that the patient was discharged to home or self-care, and code “02” indicates that the
patientwas discharged or transferred to another acute care hospital.

When patients have a short length of stay and are transferred to another acute care
hospital, orin other certain circumstances, CMS may adjust payments to IPPS hospitals
under the IPPS transfer policy. (See https://www.cms.gov/Outreach-and-
Education/Medicare-Learning-Network-
MLN/MLNProducts/Downloads/AcutePaymtSysfctsht.pdf formore information on the IPPS
Transfer Policy and otheradjustmentsto payments.)
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In March 2020, the National Uniform Billing Committee (NUBC), which maintains data
elementsand codes for Medicare’s inpatient billingrequirements, reminded stakeholders
that patientstatus code “69 - Discharged/transferredto a designated disasteralternative
care site” is applicable inthese situations (see
https://www.nubc.org/system/files/media/file/2020/03/ACS%20Announcement v2.pdf).
Medicare-enrolled hospitals that transfer a patient to a temporary care site operated by a
publicentity (e.g., the military) should use patient status code “69” on the Medicare
inpatientclaim. When a claim with patient status code “69” is processed, a transfer
adjustmentis not calculated.

New:5/27/20

Question: Is CMS giving any flexibility to teaching hospitals to meet the deadline of July 1 for
submission of Medicare GME affiliation agreements?

Answer: Yes. Due to the COVID-19 PHE, instead of requiring that new Medicare GME affiliation
agreements be submitted to CMS and the MACs by July 1, 2020 (forthe academic year starting
July 1, 2020), and that amendmentsto Medicare GME affiliation agreements be submitted to
CMS and the MACs by June 30, 2020 (forthe academicyear endingJune 30, 2020), CMS
allowed hospitalsto submit new and/or amended Medicare GME affiliation agreements as
applicable to CMS and the MACs by January 1, 2021.

As a result of the continuation of the PHE effective April 21, 2021, CMS is once again extending
the submission deadline forboth new Medicare GME affiliation agreements and amendments
of existing Medicare GME affiliation agreements. New Medicare GME affiliation agreements
must be submitted by January 1, 2022 (forthe academic year starting July 1, 2021) and
amended Medicare GME affiliation agreements must be submitted by January 1, 2022 (forthe
academicyear endingJune 30, 2021).

Specifically, under current CMS regulations, two or more teaching hospitals may form a
Medicare GME affiliated group to aggregate theirdirect graduate medical education (DGME)
and/or indirect medical education (IME) resident caps and provide needed flexibility for
purposes of cross-training residents. Medicare GME affiliated groupis defined at42 CFR
413.75(b) as:

1) Two or more hospitalsthat are locatedin the same urban or rural area (as those
terms are definedinsubpart D of Part 412 of this subchapter) or in a contiguous
area and meetthe rotation requirementsin 42 CFR 413.79(f)(2).

2) Two or more hospitals that are not locatedin the same orin a contiguous urban or
rural area, but meetthe rotation requirementin §413.79(f)(2), and are jointlylisted

i. Asthe sponsor, primary clinical site, or major participating institution forone
or more programs as these terms are usedin the most current publication of
the Graduate Medical Education Directory; or
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ii. Asthe sponsororis listed under “affiliations and outside rotations” for one
or more programs in operationin Opportunities, Directory of Osteopathic
Postdoctoral Education Programs.

3) Two or more hospitalsthat are undercommon ownership and, effective forall
Medicare GME affiliation agreements beginningJuly 1, 2003, meetthe rotation
requirementin §413.79(f)(2).

Under 42 CFR 413.79(f)(1), each hospital in the Medicare GME affiliated group must submit
the Medicare GME affiliation agreementtothe CMS Central Office with a copy to the
hospital’s MAC no laterthan July 1 of the residency program year during which the
Medicare GME affiliation agreement will be in effect. Inaddition, the May 12, 1998 Health
Care Financing Administration Final Rule (63 FR 26318, 26339) states that “the hospitalsin
the affiliated group may adjust the initial FTE counts by June 30 of each residency training
year if actual FTE counts for the program year are differentthan projected inthe original
agreement.”

CMS believesthat teaching hospitals need the flexibility to adjust the membership and the
resident counts in Medicare GME affiliated groups duringthe COVID-19 PHE, as sites of care
and patient needs quickly evolve. Duringthe COVID-19 PHE, teaching hospitalsare unsure
of what the nextseveral months will entail in terms of the need to deployresidentsto
alternate care sites, and what effect these decisions may have on their DGME and IME
resident caps. It may also be administratively challenging during the COVID-19 PHE to
arrange and enterinto meaningful resident cap sharing arrangements among hospitals.
Accordingly, due to the COVID-19 PHE, CMS is allowing hospitals to submitnew and/or
amended Medicare GME affiliation agreements as applicable to CMS and the MACs by
January 1, 2022. As underexisting procedures, hospitals should email new and/or amended
agreementsto CMS at Medicare GME_Affiliation Agreement@cms.hhs.gov, andindicatein
the subjectline whetherthe affiliation agreementisa new one or an amended one.
Revised:5/24/20

18. Question: When submittingan extraordinary circumstances relocation request to the
Regional Office, should the email be encrypted?
Answer: Yes.
New:6/16/20

19. Question: Can hospitals bill forand receive separate payment for COVID-19 testing services
that are providedin the outpatient department prior to an inpatientadmission?
Answer: Generally, hospitals may not bill forand receive separate Medicare FFS payment
for COVID-19 testing services on the day of inpatientadmission, the day immediately
precedinginpatientadmission, and, for most hospitals, the two days prior to that. For
subsection (d) hospitals (e.g., hospitals paid underthe inpatient prospective payment
system (IPPS), paymentfor clinical diagnostic tests provided by the hospital, or by an entity
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wholly owned or operated by the hospital, duringthe 3 days immediately precedingan
inpatientadmissionisincludedin payment for the inpatient stay. In the case of a hospital
that isnot a subsection (d) hospital (e.g., hospitals excluded from the IPPS, such as LTCHs,
inpatientrehabilitation facilities, inpatient psychiatricfacilities, children’s hospitals),
payment for clinical diagnostictests provided by the hospital, or by an entity wholly owned
or operated by the hospital, duringthe 1 day immediately precedinganinpatientadmission
isincludedinthe paymentfor the inpatientstay. These payment windows are required by
section 1886(a)(4) of the Act. Critical Access Hospitals (CAHs) may bill and receive separate
payment for COVID-19 testing services providedin the outpatient department prior to an
inpatientadmission because they are not subject to the payment window policy described
above. Please note that separate rulesapply to the program for Claims Reimbursementto
Health Care Providersand Facilities for Testing and Treatment of the Uninsured
(https://www.hrsa.gov/coviduninsuredclaim), which is administered by the Health
Resources & Services Administration (HRSA).

New:7/28/20

20. Question: CMS is waivingthe entire utilization review (UR) condition of participation at 42
CFR 482.30, which requiresthat a hospital must have a UR committee witha UR plan that
provides for review for Medicare and Medicaid patients with respectto the medical
necessity of the admissionsto the institution, duration of stays, and professional services
furnished, including drugs and biologicals. Does that mean that the use of Condition Code
44 iswaivedas well?

Answer: No, Condition Code 44 still applies. Although CMS has waived the UR condition of
participation at 42 CFR 482.30, thisdoes not mean that if a beneficiary’s statusis changed
from inpatientto outpatientand there is a determination that the inpatientadmission does
not meet the hospital’sinpatient criteria, that the hospital may bill an inpatientclaim.
Hospitals should report Condition Code 44 as appropriate.

New:8/7/20

21. Question: Under the CMS hospital Conditions of Participation (CoPs),1does a hospital need
an order from a physician (or other clinician practitioner acting in accordance with his or her
state scope-of-practice requirements) toadminister one of the available COVID-19 vaccines
to an individual whoisrequesting COVID-19 immunization?

Answer: CMS, under the waiverauthority providedinsection 1135 of the Social Security Act
(42 U.S.C. 1320b-5), is modifyingthe requirementsat 42 CFR 482.23(c)(3) to allow a hospital

! Please notethatthis discussion of the Medicare hospital CoP order requirements, which apply to all Medicare-
participating hospitalsandall hospital patients, and which is contained inthe FAQ here, clarifies CMSenforcement
of those specifichospital CoP requirements only. However, the requirements for payment under Medicare,
particularly thoserelated to hospital patient orders, and whichapply to hospital services provided to Medicare
beneficiaries only, may differ fromthe CoPsinboth their composition and application.
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to administerany COVID-19 vaccine, authorized under an FDA Emergency Use Authorization
withoutan individual clinician order. This modification to the CoP requirementis equivalent
to the individual orderexception currently provided at 42 CFR 482.23(c)(3) forinfluenzaand
pneumococcal vaccination orders and theiradministration. Under the section 1135 waiver
authority, COVID-19 vaccines will now be includedin this regulatory exception for the
duration of the Public Health Emergency (PHE). This will allow hospitals to administer
COVID-19 vaccines to patientsand other individuals requestingimmunizationina manner
similarto their previousinfluenzaand/or pneumococcal events. Hospitals must adhere to
any state law or administrative requirements regarding the administration of vaccinations.

We recognize the pressingneedto ensure broad access to available COVID-19 vaccines and
the essential role hospitalsfill in serving their communities. This includes hospitals hosting,
eitheron campus or offsite, massimmunization events that are easily accessible for those
members of the community requestingimmunization. These events (similarto annual
influenzaimmunization programs) are typically governed by state law and practice. CMS
policy allows participating hospitals (including critical access hospitals and other Medicare-
enrolled providerand suppliertypes) to serve as “mass immunizers” of the COVID-19
vaccines withoutany additional enrollment (https://www.cms.gov/medicare/covid-
19/enrollment-administering-covid-19-vaccine-shots).

CMS recommends that a hospital planningto provide this essential service toits community
follow all state laws and administrative requirements, in addition to the Centersfor Disease
Control and Prevention and the Advisory Committee on Immunization Practices guidelines
for safe vaccine administration (https://www.cdc.gov/vaccines/covid-19/index.html).
New:2/19/21

F. Hospital Inpatient Prospective Payment Systems (IPPS) Payments

1. Question: What are the provisions of section 3710 of the CARES Act?
Answer: Section 3710 of the CARES Act directs the Secretary to increase the IPPS weighting
factor of the assigned diagnosis-related group (DRG) by 20 percent for an individual
diagnosed with COVID-19 discharged during the COVID-19 publichealth emergency period.
New:5/27/20

2. Question: How will discharges for individuals diagnosed with COVID-19be identified?
Answer: A discharge of an individual diagnosed with COVID-19will be identified by the
presence of the following International Classification of Diseases, Tenth Revision, Clinical
Modification (ICD-10-CM) diagnosis codes
e B97.29 (Othercoronavirus as the cause of diseases classified elsewhere) fordischarges

occurring on or after January 27, 2020, and on or before March 31, 2020.
e UO07.1 (COVID-19)for discharges occurring on or after April 1, 2020, through the
duration of the COVID-19 publichealth emergency period.
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(For additional information on diagnosis coding related to COVID-19, refer to the FAQs for
Diagnosis Coding under International Classification of Diseases, Tenth Revision, Clinical
Modification (ICD-10-CM) found above.)

New:5/27/20

3. Question: How did CMS implement the increased payment under the IPPS for COVID-19
patients under the provisions of section 3710 of the CARES Act?
Answer: To implementthistemporary statutory adjustment, the IPPS Pricer will apply an
adjustmentfactor to increase the Medicare Severity-Diagnosis Related Group (MS-DRG)
relative weightthat would otherwise apply by 20 percent when determining IPPS operating
payments (including the calculation of payments such as for disproportionate share
hospitals (DSHs), indirect medical education (IME), outliers, new technologies, and low-
volume hospitals and the hospital specificrates for sole community hospitals (SCHs) and
Medicare-dependent hospitals (MDHs)) for discharges of patients with a principal or
secondary diagnosis of COVID-19. For additional information regarding which claims are
eligible forthe 20 percent increase in the MS-DRG weightingfactor, please see the
Medicare Learning Network (MLN) Matters article “New COVID-19 Policies for Inpatient
Prospective Payment System (IPPS) Hospitals, Long-Term Care Hospitals (LTCHs), and
Inpatient Rehabilitation Facilities (IRFs) due to Provisions of the CARES Act” available on the
CMS website at https://www.cms.gov/files/document/se20015.pdf.
Updated: 1/7/21

4. Question: Is the DR condition code required on the claim to receive the increased payment
for IPPS discharges of patients diagnosed with COVID-19 provided by section 3710 of the
CARES Act?

Answer: No. The DR condition code is not required since this is a legislative change in IPPS
payments.
New:5/27/20

5. Question: Did CMS create new MS-DRG weights under the IPPSto implementsection 3710
of the CARES Act?
Answer: No, CMS did not create new MS-DRG weightsto implementthe 20 percent
increase in the MS-DRG weight provided by the CARES Act. Rather, inaccordance with
section 3710 of the Cares Act, for discharges during the emergency period of patients
diagnosed with COVID-19, CMS will multiply the current MS-DRG relative weightfor the
discharge by a factor of 1.20 when calculating a hospital’s operating IPPS payment.
New:5/27/20

6. Question: What are the estimated MS-DRG payments under the IPPS, includingthe
adjustment provided by section 3710 of the CARES Act, for patients diagnosed with COVID-
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19 and discharged on and after January 27, 2020, and on or before March 31, 2020?
Answer: The followingtable provides examplestoillustrate the increase in IPPS operating
MS-DRG payments provided by the CARES Act for patients diagnosed with COVID-19
(identified by the presence of ICD-10-CM diagnosis code B97.29) for discharges occurring on
and after January 27, 2020, and on or before March 31, 2020.

Updated: 11/17/2021 pg. 29



(Cms

CENTERS FOR MEDICARE & MEDICAID SERVICES

Discharges MS-DRG FY 2020 Estimated
on and after Assignment Relative MS-DRG
January 27, 2020, Weight! | Payment under
and on or before the CARES Act?
March 31, 2020
Principal Diagnosis
e J12.89 - Other viral pneumonia
Secondary Diagnosis MS-DRG 193
e B97.29 - Other coronavirus as Simple Pneumoniaand
the cause of diseasesclassified Pleurisy with MCC 1.3335 »9,275.77
elsewhere
e J96.01 - Acute respiratory
failure with hypoxia (MCC)
Principal Diagnosis
e J20.8 - Acu.te.z bronchlt.ls dueto MS-DRG 203
other specified organisms .
. . Bronchitis
Secondary Diagnosis . and Asthma without 0.6938 $4,826.04
e B97.29 - Other coronavirus as CC/MCC
the cause of diseases classified
elsewhere
Principal Diagnosis
e J22 - Unspecified acute lower
respiratory infection MS-DRG 206
Secondary Diagnosis Other Respiratory System 0.8725 $6,069.07
e B97.29 - Other coronavirus as Diagnoses without MCC
the cause of diseases classified
elsewhere
Principal Diagnosis
e J80 - Acute respiratory distress
syndrome
Secondary Diagnosis
. MS-DRG 207
e B97.29 - Other coronavirus as Respiratory System
the cause of diseases classified . L . 5.7356 $39,896.58
Diagnosis with Ventilator
elsewhere Support >96 Hours
Procedures
e 5A19557 - Respiratory
ventilation, greaterthan 96
consecutive hours
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Principal Diagnosis
e (098.513 - Otherviral diseases
complicating pregnancy, third

trimester MS-DRG 833
Secondary Diagnosis Other Antepartum
y Yiag » Diagnoses without O.R. | 0.5321 $3,701.26
e J20.8 - Acute bronchitisdue to .
other specified organisms Procedure without
P ganist cc/McC
e B97.29 - Other coronavirus as
the cause of diseases classified
elsewhere
Principal Diagnosis
e A41.89 - Other specified sepsis
Secondary Diagnosis
e B20 - Human
immunodeficiency virus [HIV]
disease (CC)
MS-DRG 974

e J12.89 - Other viral pneumonia
(McCC)

e B97.29 - Other coronavirus as
the cause of diseases classified
elsewhere

Procedures

e 5A19557 - Respiratory
ventilation, greaterthan 96
consecutive hours

1See FY 2020 IPPS Final Rule and Correction Notice Table 5 (tab ‘FY 2020 Table 5 CN’) found at

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

Payment/AcutelnpatientPPS/FY2020-1PPS-Final-Rule-Home-Page-ltems/FY2020-1PPS-Final-

Rule-Tables.

2 Estimated Operating MS-DRG Payment underthe CARES Act based on FY 2020 Standardized

amount with a wage index of 1.0 of $5,796.63 (see FY 2020 IPPS Final Rule and Correction

Notice Tables 1A-1E (tab ‘FY 2020 CN Table 1A-1F’) found at

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

Payment/AcutelnpatientPPS/FY2020-IPPS-Final-Rule-Home-Page-ltems/FY2020-IPPS-Final-

Rule-Tables) forhospitals that submitted quality data and are meaningful EHR users. Note this

estimated operating IPPS payment does not include any other payment adjustments, such as

paymentsfor Disproportionate Share Hospitals (DSHs), Indirect Medical Education (IME),
outliers, and the hospital specificrates for Sole Community Hospitals (SCHs) and Medicare-

Dependent Hospitals (MDHs).

New:5/27/20

HIV with Major Related

Condition with MCC 2.6739 518,599.53
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7. Question: What would the estimated MS-DRG payments under the IPPS, includingthe
adjustment provided by section 3710 of the CARES Act, for patients diagnosed with
COVID-19 and discharged on or after April 1, 2020, through the duration of the COVID-19
publichealth emergency period?

Answer: The followingtable provides examplestoillustrate the increase in IPPS operating
MS-DRG payments provided by the CARES Act for patients diagnosed with COVID-19
(identified by the presence of ICD-10-CM diagnosis code U07.1) for discharges occurring on
or after April 1, 2020, through the duration of the COVID-19 PHE period.

Discharges MS-DRG FY 2020 Estimated
on or after April 1, 2020, Assignment Relative MS-DRG
through the duration of the Weight! | Payment under
COVID-19 public health the CARES Act?

emergency period

Principal Diagnosis
e UO07.1 - COVID-19

Secondary Diagnosis MS-DRG 177
e J12.89 - Other viral pneumonia | Respiratory Infectionsand 1.8912 $13,155.10
(McCQ) Inflammations with MCC

e ]96.01 - Acute respiratory
failure with hypoxia (MCC)

Principal Diagnosis

e U07.1 - COVID-19

Secondary Diagnosis MS-DRG 178

e J22 - Unspecified acute lower Respiratory Infections and 1.2433 $8,648.34
respiratory infection Inflammations with CC

e N17.9 - Acute kidneyfailure,
unspecified (CC)

Principal Diagnosis

e U07.1 - COVID-19

Secondary Diagnosis

e J20.8 - Acute bronchitisdue to
other specified organisms

MS-DRG 179
Respiratory Infectionsand

Inflammations without
Cc/McCC

0.8661 $6,024. 55
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Discharges
on or after April 1, 2020,
through the duration of the
COVID-19 public health
emergency period

MS-DRG
Assignment

FY 2020
Relative
Weight!

Estimated
MS-DRG
Payment under
the CARES Act?

Principal Diagnosis

e UO07.1 - COVID-19

Secondary Diagnosis

e J80 - Acute respiratory distress
syndrome (MCC)

Procedures

e 5A19557 - Respiratory
ventilation, greaterthan 96
consecutive hours

MS-DRG 207
Respiratory System
Diagnosis with Ventilator
Support >96 Hours

5.7356

$39,896.58

Principal Diagnosis

e (098.513 - Otherviral diseases
complicating pregnancy, third
trimester

Secondary Diagnosis

e U07.1 - COVID-19 (MCC)

e J20.8 - Acute bronchitisdue to
other specified organisms

MS-DRG 831
Other Antepartum
Diagnoses without O.R.
Procedure with MCC

1.0785

$7,502.00

Principal Diagnosis

e A41.89

Secondary Diagnosis

e B20 - Human
immunodeficiency virus [HIV]
disease (CC)

e UO07.1 - COVID-19 (MCC)

e J12.89 - Other viral pneumonia
(McCQ)

Procedures

e 5A19557Z - Respiratory
ventilation, greaterthan 96
consecutive hours

MS-DRG 974
HIV with Major Related
Condition with MCC

2.6739

$18,599.53
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Discharges MS-DRG FY 2020 Estimated
on or after April 1, 2020, Assignment Relative MS-DRG
through the duration of the Weight! | Payment under
COVID-19 public health the CARES Act?
emergency period

1See FY 2020 IPPS Final Rule and Correction Notice Table 5 (tab ‘FY 2020 Table 5 CN’) found at
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/AcutelnpatientPPS/FY2020-IPPS-Final-Rule-Home-Page-ltems/FY2020-IPPS-Final-
Rule-Tables.https://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/AcutelnpatientPPS/FY2020-1PPS-Final-Rule-Home-Page-ltems/FY2020-1PPS-Final-
Rule-Tables.

2 Estimated Operating MS-DRG Payment underthe CARES Act based on FY 2020 Standardized
amount with a wage index of 1.0 of $5,796.63 (see FY 2020 IPPS Final Rule and Correction
Notice Tables 1A-1E (tab ‘FY 2020 CN Table 1A-1F’) found at
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/AcutelnpatientPPS/FY2020-IPPS-Final-Rule-Home-Page-ltems/FY2020-IPPS-Final-
Rule-Tables) forhospitals that submitted quality data and are meaningful EHR users. Note this
estimated operating IPPS payment does not include any other payment adjustments, such as
paymentsfor Disproportionate Share Hospitals (DSHs), Indirect Medical Education (IME),
outliers, and the hospital specificrates for Sole Community Hospitals (SCHs) and Medicare-
Dependent Hospitals (MDHs).

New:5/27/20

8. Question: Does the increased IPPS paymentunder section 3710 of the CARES Act applyto a
hospital’s capital IPPS payments?
Answer: No.Section 3710 of the CARES Act amended Section 1886(d)(4)(C) of the Social
Security Act which generally governs IPPS operating payments. Therefore, in calculating a
hospital’s capital IPPS payment the MS-DRG weights are not adjusted for a patient
diagnosed with COVID-19 and discharged during the emergency period.
New:5/27/20

9. Question: How doesthe increased payment undersection 3710 of the CARES Act affecta
hospital’s IPPS high cost outlier payment?
Answer: The FY 2020 fixed-lossamount of $26,552 was not adjusted by the CARES Act. High
cost outlier payments for IPPS discharges during the emergency period witha COVID-19
diagnosis code are determined afterapplyingthe increased payment undersection 3710 of
the CARES Act.
New:5/27/20
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10. Question: Does the increased payment undersection 3710 of the CARES Act apply to
hospital-specificrate payment for sole community hospitals (SCHs) and Medicare-
dependent hospitals (MDHs)?

Answer: Yes, for IPPS discharges duringthe emergency period that have a principal or
secondary COVID-19 diagnosis code, CMS will multiply the current MS-DRG relative weight
for the discharge by a factor of 1.20 when calculating the hospital-specificrate paymentfor
SCHs and MDHs.

New:5/27/20

11. Question: Will cases subject to the IPPS transferpolicies receive the 20 percent increase for
patients diagnosed with COVID-19 under the CARES Act?
Answer: Yes. For IPPS discharges of patients diagnosed with COVID-19 that are subjectto
the transfer policy, the MS-DRG relative weightisincreased by 20 percent when calculating
the hospital’s operating IPPS payment.
New:5/27/20

12. Question: How will claims processed before implementation of the provisions of section
3710 of the CARES Act be handled? Will the claims need to be resubmitted toreceive the
increased IPPS payment for discharges of patients diagnosed with COVID-19?

Answer: MACs will automaticallyinitiate the reprocessing of affected claims by June 1,
2020. Affectedclaimsare identified by the presence of ICD-10-CM diagnosis code B97.29
(for discharges occurring on and after January 27, 2020, and on or before March 31, 2020)
and diagnosis code U07.1 (for discharges occurring on or after April 1, 2020, through the
duration of the COVID-19 PHE period).

New:5/27/20

13. Question: What is the new COVID-19 treatmentsadd-on payment (NCTAP) underthe
Inpatient Prospective Payment System (IPPS)?
Answer: In order to mitigate potential financial disincentives for hospitals to provide new
COVID-19 treatments during the COVID-19 PHE, the Medicare program will provide an
enhanced payment for eligible inpatient cases that involve use of certain new products
authorized or approvedto treat COVID-19. In Medicare, hospitals are generally reimbursed
a fixed paymentamount for the servicesthey provide during an inpatient stay, evenif their
costs exceed that amount. Under current rules, hospitals may qualify foran additional
“outlier payment,” but only when their costs for a particular patient exceed a certain
threshold. The NCTAP allows hospitals to qualify foradditional payments when they treat
patients with certain new products approved or authorized to treat COVID-19. The
enhanced payment will be equal to the lesserof: (1) 65 percent of the operating outlier
thresholdfor the claim; or (2) 65 percent of the cost of a COVID-19 stay beyondthe
operating Medicare payment (includingthe 20 percent add-on payment under section 3710
of the CARES Act) for eligible cases.
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CMS anticipatesthat monoclonal antibody products to treat COVID-19 will initially be given
to health care providers at no charge. Medicare will not pay for the monoclonal antibody
products to treat COVID-19 that health care providersreceive for free but will provide
payment for the infusion (that is, administration) of the product duringthe COVID-19 PHE,
when furnished consistent with the EUA. When health care providers beginto purchase
these monoclonal antibody products, CMS anticipates settingthe Medicare payment rate in
the same way it anticipates settingthe paymentrates for other COVID-19 vaccines when
administeredinthe hospital inpatient setting, whichis based on reasonable cost. Note that
Medicare pays for these monoclonal antibody products underthe COVID-19 vaccine benefit
and, therefore, these products are not eligible forthe NCTAP under the IPPS.

New:12/3/20

14. Question: What happens to the new COVID-19 treatments add-on payment (NCTAP) if an
approved product losesits EUA status?
Answer: The FDA has created a special emergency program for possible coronavirus
therapies, the Coronavirus Treatment Acceleration Program. The program uses every
available method to move new treatments to patients as quickly as possible, while atthe
same time finding out whetherthey are helpful orharmful. Additional information
regarding this program is available on the FDA website at
https://www.fda.gov/drugs/coronavirus-covid-19-drugs/coronavirus-treatment-
acceleration-program-ctap.

One aspect of the program is the issuance by the FDA of Emergency Use Authorizations
(EUASs) during the COVID-19 PHE. More informationregarding EUAs for drug and biological
products during the COVID-19 PHE is available on the FDA website at
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-
policy-framework/emergency-use-authorization#coviddrugs.

For a case to beeligible for NCTAP, it must meet certain criteria. One criterion is that the
case must include the use of a drug or biological product authorized to treat COVID-19 as
indicatedin section “I. Criteria for Issuance of Authorization” of the current letter of
authorization for the drug or biological product, or the drug or biological product must be
approved by the FDA for treating COVID-19. Because the purpose of the NCTAP is to
mitigate potential financial disincentives for hospitals to provide new COVID-19 treatments,
this criterion expeditiously provides assurance in the context of the urgency of the PHE that
a treatmentis new and isused to treat COVID-19 during the PHE. Therefore, a product
withouta current EUA or FDA approval for treating COVID-19 is not eligible for NCTAP.
New:12/3/20
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G. Hospital Outpatient — Locations off of Hospital Campus

1. Question: When hospital clinical staff furnish a service using telecommunication technology
to the patientwho is a registered outpatient of the hospital and the hospital makes the
patient’s home provider-basedto the hospital as a temporary expansionsite, should the
hospital bill usingthe telehealth modifier (modifier 95)?
Answer: No. In thissituationthe hospital is furnishingan outpatient hospital service, not a
telehealth service, toa patient ina temporarily relocated department of the hospital as
discussed at 85 FR 27560. Accordingly, the hospital would bill as it ordinarily would bill and
wouldinclude the DR condition code or CR condition code (as applicable) onthe claim. If
the situationinvolvesarelocation of an on-campus or excepted off-campus provider-based
departmentto an off-campus hospital location, the hospital would bill usingthe PO
modifier (service provided at an excepted off-campus provider-based department) only if
the hospital requests an extraordinary circumstances relocation request within 120 days of
the date the temporary expansionsite is made provider-based tothe hospital; otherwise,
the hospital would append the PN modifier (service provided at a non-excepted off-campus
provider-based department) to claims from the relocated hospital location.
New:6/16/20

2. Question: What is CMS’ current policy regarding relocating excepted and non-excepted
provider-based departments? What is different underthe new Interim Final Rule with
comment?

Answer: Under Section 603 of the Bipartisan Budget Act of 2015, new off-campus provider-
based departments (PBDs) that start billing Medicare after November 2, 2015, are
considered “non-excepted” and are paidforitems and services under the “applicable
payment system” rather than the Outpatient Prospective Payment System (OPPS). CMS
determined that the Medicare Physician Fee Schedule (PFS) was the applicable payment
systemfor applicable services billed by non-excepted departments. Effective since 2018, the
PFS Relativity Adjusterthat applies tothese servicesis 40 percent of the OPPS rate.

In 42 CFR 419.48(a)(2), CMS established apolicy that excepted off-campus PBDs that have
not impermissibly relocated can remain excepted. Generally speaking, this means that
excepted PBDs that relocate will typically lose theirexcepted status and be paid under the
PFS instead. However, in the CY 2017 OPPS/ASCfinal rule (81 FR 79704-06), we finalized a
policy to allow excepted off-campus PBDs to relocate, temporarily or permanently, without
loss of excepted status, for extraordinary circumstances outside of the hospital’s control,
such as natural disasters, significant seismicbuilding code requirements, orsignificant
publichealth and publicsafetyissues.

Under the CMS IFC publishedinthe Federal Registeron May 8, CMS istemporarily

expandingthe extraordinary circumstances relocation exception policy duringthe PHE to
include both on-campus and excepted off-campus PBDs that relocate (or partially relocate)
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to new off-campus locations, including to any temporary expansion locations (such as other
sites or the patient’shome, as applicable), due to the PHE. This policy applies to relocations
occurring on or after March 1, 2020 (85 FR 27560) and will last until the end of the PHE.
Further, CMS is streamlining the process for relocating PBDs to seek an exception, and will
allow PBDs to immediately begin furnishingand billing for services at the new location while
the regional office isreviewingthe exceptionrequest.

New: 6/19/20

3. Question: How can a hospital apply for the temporary extraordinary circumstances
relocation exception for relocated on-campus and excepted off-campus provider-based
departmentsthat isin effectduring the PHE?

Answer: Under the second IFC, CMS established anew streamlined process for hospitals
seekinga temporary exception foran on-campus or excepted off-campus PBD that
relocates off-campus due to the PHE. We note that the relocation must not be inconsistent
with the state’s emergency preparedness or pandemic plan. Under the new streamlined
process:

New: 6/19/20

A. Hospitalscan begin furnishingservicesimmediatelyinthe relocated off-campus PBD
and bill for them usingthe “PO” modifier. This modifierindicates the service was
provided at an excepted off-campus PBD and is paid the OPPS payment rate.

B. Within120 days of beginningto furnish and bill for services at the relocated off-campus
PBD, the hospital must email the applicable CMS Regional Office with seven pieces of
information:

a) The hospital’s CCN;

b) The date the hospital began to furnish services at the new location;

c) The address of the original on-campus PBD or excepted off-campus PBD (or
partially relocated PBD, as applicable);

d) The new address(es) of the relocated PBD(s);

e) A briefdescription of the justification for the relocation, the role of the
relocationin the hospital’s operationsin addressing COVID-19, and why the new
PBD locationis appropriate for furnishing covered outpatientitems and services;

f) An attestationthat the relocation(s) is/are notinconsistent with the state’s
emergency preparedness or pandemic plan; and

g) A point of contact (name, title, telephone, email) at the hospital for the request.

C. Notethat, for hospitalsthat are relocating (or partially relocating) a single PBD to more
than one new location, the hospital may supply a single CCN, address of the original
PBD, justification and attestation, as long as the hospital indicates that they apply to all
of the new PBD relocation requests. Hospitals should encrypt the relocation request
information prior to sendingit to their CMS regional office by email.
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D. If Medicare-certified hospitals will be renderingservicesinrelocated excepted PBDs, but
intend to bill Medicare for the services under the main hospital, no additional provider
enrollmentactions are required (for example, hospitals do not need to submitan
updated CMS-855A enrollmentform) for the off-campus relocated PBD during the
COVID-19 PHE.

The OMB Control Number for the Paperwork Reduction Act Notice for the temporary
extraordinary circumstances relocation request process is 0938-1376.
New: 6/19/20

4. Question: Under the temporary extraordinary circumstances relocation exception policy,
hospitals are required to provide certain information to their applicable CMS Regional
Office within 120 days of beginningto furnish and bill for care at the new location. What
email address should hospitals use for each region?

Answer: We have listed the appropriate email addresses for the Regional Offices here. Of
note, some of the regions are consolidated and thus have one email address representing
two regions:

e Boston and New York: OPOLE IFM BOSNY AR@cms.hhs.gov

e Philadelphia: OPOLE IFM PHI AR@cms.hhs.gov

e Atlanta: OPOLE IFM ATL AR@cms.hhs.gov

e Chicago and Kansas City: OPOLE IFM_CHIKCGP_AR®@cms.hhs.gov
e Dallas and Denver: OPOLE IFM DALDENGP AR@cms.hhs.gov

e San Francisco and Seattle- OPOLE IFM SFSEA AR@cms.hhs.gov
New:6/19/20

5. Question: Must a hospital that wishes to relocate a provider-based departmentapply for a
Temporary Extraordinary Circumstances Relocation Request? If not, if an on-campus or
excepted off-campus provider-based departmentrelocates and does not seeka Temporary
Extraordinary Circumstances Relocation Request, what modifier should the hospital include
on the claim line fora service provided at the relocated provider-based department?
Answer: A hospital does not needto submita temporary extraordinary circumstances
relocationrequestif it intends to bill the services provided as non-excepted services paid at
the PFS-equivalentrate. If an on-campus or excepted off-campus provider-based
departmentrelocates (includingtoa home) and does not seeka temporary extraordinary
circumstances relocation request, the hospital should bill services with the “PN” modifierso
that the services are paid the non-excepted PFS-equivalent rate.

New: 6/19/20
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6. Question: If an on-campus or excepted off-campus provider-based departmentappliesfora
Temporary Extraordinary Circumstances Relocation Request, what modifier should the
hospital include on the claim line for a service provided at the relocated department?
Answer: A hospital with an on-campus provider-based department (PBD) that relocates off-
campus (includingtoa home) for the PHE and appliesfora Temporary Extraordinary
Circumstances Relocation Request would bill for services provided by that department with
the “PO” modifier, which indicates a service was provided at an excepted off-campus PBD. It
would be paid the OPPS payment rate (includingthe reduced rate for visits at excepted off-
campus departments).

e A hospital with an excepted off-campus PBD that relocatesto a new off-campus location
(includingto a home) for the PHE and appliesfor a Temporary Extraordinary Circumstances
Relocation Request would continue to bill for services provided by that departmentwith a
“PO” modifierand be paid under the OPPS (including the reduced rate for clinicvisits at
excepted off-campus departments).

e Anon-exceptedoff-campusPBDis not eligible fora Temporary Extraordinary
Circumstances Relocation Request. The hospital would continue to bill services provided by
that departmentwiththe “PN” modifier.

Note: If a hospital is notified thatthe CMS Regional Office has denied its Temporary
Extraordinary Circumstances Relocation Requestfor a relocated department, the hospital
should bill for services provided by that department with the “PN” modifier.

New: 6/19/20

7. Question: Under the new process to seek an extraordinary circumstances relocation
exceptionthatisinplace during the COVID-19 PHE, do hospitals need to submit a relocation
requestfor every locationto which its PBD relocates, includingin circumstances where the
excepted PBD relocates to several different patients’ homes?

Answer: Hospitals have 120 days from the date on which they begin furnishingservicesat a
relocated PBD to submit a temporary extraordinary circumstances relocation exception
request (85 FR 27561). As part of a relocation exceptionrequest, hospitals should notify
their CMS Regional Office by email of the addresses of the locationsto which its PBD
relocates. Hospitals are not required to submit a separate email for every relocation site.
Hospitals can send a requestthat includes all of the addresses to which the PBD relocated
over a period of weeks or months, rather than a single requestfor each location. The
hospital should also notify the Regional Office of the addresses of any patients’ homes to
which the PBD relocates if the hospital intends to be paid under the OPPSfor these services.
If a hospital chooses not to submita patient’shome address for an extraordinary
circumstances relocation request, the hospital can simply bill for services provided at such
relocation site with the “PN” modifierand receive payment at the PFS-equivalentrate for
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those services.
New:6/19/20

8. Question: A hospital relocated an excepted PBD to a patient’s home duringthe PHE. If the
hospital wanted to be paidthe OPPS rate, must the hospital send all new PBD location
addresses (including a patient’saddress) to the CMS Regional Office as part of the
extraordinary circumstances relocation request?

Answer: Yes, a hospital would need to send each new PBD location address to CMS to seek
an extraordinary circumstances relocation exception and be paidthe OPPS rate. Hospitals
should not include any unnecessary personally identifiable information, such as beneficiary
name or diagnosis, on the relocation request. Hospitals should encrypt the relocation
requestinformation prior to sendingit to their CMS regional office by email.

New:6/19/20

9. Question: A hospital is relocating a single excepted PBD to several new locations and is
seekingan extraordinary circumstances exception. Otherthan the addresses and the dates
that care was first provided at the new PBD locations, all of the other pieces of information
requested by CMS are the same for each new PBD location. In this situation, can the
hospital submita list of the relocated PBD addresses (forexample, inan encrypted
Microsoft Excel file), as well as the date that care was firstdeliveredin each new location,
while the body of the relocation request email indicates that certain pieces of information
(e.g., the hospital’s CCN, the justification, and the attestation) apply to all of the new PBD
relocations containedin the Microsoft Excel file?

Answer: Yes. In circumstances where the hospital is relocating the same excepted PBD to
multiple new PBD locations, the hospital may identify that a single CCN, single address of
the original PBD location, single justification, single attestation, and single point of contact
apply to all of the new PBD locations without havingto copy those pieces of information for
each new location.

New:6/19/20

10. Question: A hospital has an excepted PBD that relocated to a patient’s home during the PHE
and submitted an extraordinary circumstances relocation request with its CMS Regional
Office. Afterthis, the excepted PBD needed to relocate to the same patient’shome at least
one more time during the PHE. Does the hospital need to submit an extraordinary
circumstances relocation request every time the excepted PBD relocatesto the same
patient’shome address?

Answer: No. A PBD only needsto submita relocation requestfor a particular address once,
regardless of how oftenthe PBD provides services at that location.
New:6/19/20
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11. Question: A hospital has two different excepted PBDs that both relocate to the same
patient’s home duringthe PHE. Does the hospital need to submitan extraordinary
circumstances relocation request for each provider-based department?

Answer: Yes. Each PBD must submit a request for each location that it will be providing
services. The hospital may submit the requestfor each PBD to relocate to the patient’s
home addressin the same email (or separate emails) to the RO.

New: 6/19/20

12. Question: A hospital has to relocate its current on-campus or excepted off-campus
provider-based departmentto multiple new off-campus locations during the COVID-19
publichealth emergency. Isthis allowed duringthe COVID-19 publichealthemergency
(PHE) and does each location retain excepted status?

Answer: Yes. To provide additional flexibility, for purposes of addressing the PHE, hospitals
may divide theiron-campus or excepted off-campus PBD into multiple locations. That is, ifa
single excepted PBD location relocates to multiple off-campus PBD locations to provide
needed care during the COVID-19 PHE, it will be permissible forall of the off-campus PBDs
locationsto which the excepted PBD relocated to continue to bill under the OPPS under the
revised extraordinary circumstances policy that isin place during the COVID-19 PHE. We
note that hospitalsrelocatingthese departments should follow the process discussedin the
Q&A above to notify their CMS Regional Office within 120 days of beginningto furnish and
bill for servicesinthe relocated PBDs. In addition, underthe circumstances where the
hospital is relocatingan on-campus or excepted off-campus PBD to multiple locations, the
hospital should notify the CMS Regional Offices of the addresses for all new PBD locations.

Please note that in most cases we do not anticipate that excepted PBDs would needto
relocate into many different new locations. Rather, we anticipate in most cases that
relocations would be to a limited number of locations as needed to respond to the PHE ina
manner not inconsistent with the state’s emergency preparedness and pandemicplan, with
the exception being multiple relocations to accommodate care in patient’s homes. We also
expectthat hospitals exercisingthis flexibility should be able to support that the excepted
PBD isstill the same PBD, just relocated into more than one location. For example, if the
excepted PBD was an oncology clinic, we would expectthat the relocated PBD(s) during the
PHE wouldstill be providing oncologic services, includingin the patient’shome to the
extentsuch location is made provider-based to the hospital.

New: 6/19/20

13. Question: A hospital relocated its existingon-campus or excepted off-campus provider-
based departmentduring the COVID-19 PHE. Instead of moving back, it wants to
permanently relocate the PBD to the new off-campus location. Will the relocated PBD still
be considered excepted afterthe publichealthemergency ends?

Answer: No. The temporary extraordinary circumstances exception policy is time-limited to
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the COVID-19 PHE to enable short-term hospital relocation of on-campus and excepted off-
campus provider-based departments toimprove access to care for patients. The temporary
extraordinary circumstances relocation policy ends when the COVID-19 PHE ends. For
hospitals that choose to permanently relocate these PBDs off-campus, they would be
considered “new” off-campus PBDs and therefore would be required to bill using the “PN”
modifierand would be paid the PFS-equivalent rate followingthe end of the COVID-19 PHE.

Followingthe COVID-19 PHE, hospitals may seek an extraordinary circumstances relocation
exception forexcepted off-campus locations that have permanently relocated, butthese
hospitalswould needto follow the standard extraordinary circumstances application
process we adoptedin CY 2017 and file an updated CMS-855A enrollmentformto reflect
the new address of the PBD. We note that hospitals should not rely on having relocated the
PBD duringthe COVID-19 PHE as the reason the PBD should be permanently excepted
followingthe end of the COVID-19 PHE. In other words, the fact that the PBD relocatedin
response to the COVID-19 pandemicwill not, by itself, be considered an “extraordinary
circumstance” for purposes of a permanent relocation exception. The CMS Regional Offices
will maintain discretion whetherto approve or deny these requests that apply after the
COVID-19 PHE, dependingon whetherthe relocation request meets the extraordinary
circumstances exception.

New:6/19/20

14. Question: A hospital wants to partially relocate an existing on-campus or excepted off-
campus provider-based departmentduringthe COVID-19 publichealth emergency (PHE) by
maintaining the existing PBD but starting one or more new off-campus PBD locations. Does
the new temporary extraordinary circumstances policy apply to these locations during the
COVID-19 PHE?

Answer: Yes. For purposes of the COVID-19 PHE, hospitals may relocate part of their on-
campus or excepted off-campus PBD to a new off-campus location while maintaining the
original PBD location. Said differently, if a single PBD relocates part of an excepted PBD to
one or more off-campus PBD locations, it would be permissible forthe original excepted
PBD location, as well as the relocated off-campus PBD location(s) of that excepted PBD, to
continue to bill underthe OPPS under the revised extraordinary circumstances policy that is
in place during the COVID-19 PHE so longas the extraordinary circumstances policy in effect
during the COVID-19 PHE is followed.

New: 6/19/20

15. Question: A hospital wants to relocate one of its on-campus or excepted off-campus
provider-based departmentsto a patient’s home to be able to furnish care in the home
during the COVID-19 publichealth emergency. Can the patient’shome be considereda
relocated provider-based department during the public health emergency? Does that
relocation fall under the new temporary extraordinary circumstances relocation policy?
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Answer: Yes, the patient’s home can be considered a relocated hospital PBD duringthe
COVID-19 PHE. Under the Hospital Without Walls initiative, CMS waived the requirements
for beinga provider-based department of the hospital in 42 CFR 413.65, as well as certain
(but not all) Medicare conditions of participationin § 482.41 and 485.623, to facilitate the
availability of temporary expansionlocations. These waivers allow hospitals to create
temporary expansion locationsto broaden access, and expansionsites can include tents,
convention centers, and patients’ homes, as long as the hospital can continue to meet the
conditions of participation that remainin effectduring the COVID-19 PHE.

Importantly, these waivers do not determine whethera new temporary expansion location
that isa provider-based departmentis excepted or non-excepted for purposes of Section
603 of the Bipartisan Budget Act of 2015 (“Section 603”). As a result, if the hospital
considers the patient’shome a new PBD, it would be non-excepted for purposes of Section
603. However, if the hospital considers the patient’shome a relocated (or partially
relocated) PBD, and the Regional Office approvesthe relocation under the temporary
extraordinary circumstances exception policyin effectduringthe COVID-19 PHE (and
discussedin more detail inthe other FAQs), the PBD would be considered excepted and the
hospital could add the “PO” modifierto claims for services furnished at that location and
would be paid the full OPPS rate.

New:6/19/20

16. Question: A hospital has relocated an on-campus or excepted off campus provider-based
department (PBD) during the COVID-19 PHE under the temporary extraordinary
circumstances exception policy. What billing rules do these locations need to follow? Do the
“CR” or “DR” modifiers needto be appliedto OPPS claims for services furnished at the new
location(s)?

Answer: Hospitals should add the “CR” and “DR” modifiersto all claims as applicable where
a CMS waiverwas necessary, including claims for services furnished at relocated PBDs that
are acting as temporary expansions locations during the COVID-19 PHE.

We also note that if Medicare-certified hospitals will be rendering servicesinrelocated
excepted PBDs, but intend to bill Medicare for the services underthe main hospital, no
additional providerenrollmentactions are required (for example, hospitals do not need to
submitan updated CMS-855A enrollmentform) for the off-campus relocated PBDs during
the COVID-19 PHE. Followingthe COVID-19 PHE, hospitals may seekto make a relocated
PBD permanent. If the hospital wishes to retain excepted statusfor its PBD that is
permanently relocating, the hospital could seek an extraordinary circumstances relocation
exception forexcepted off-campus locations that have permanently relocated. These
hospitalswould needto follow the standard extraordinary circumstances application
process we adoptedin CY 2017 and file an updated CMS-855A enrollmentformto reflect
the new address of the PBD.
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New:6/19/20

17. Question: The state government, U.S. Army Corps of Engineers, or other governmental
entity established anew care location in our area by repurposing and retrofittinga
convention center, gymnasium, tentor other site for patient care. See 42 C.F.R. 411.8(b)(4).
Followingits development, our hospital has been brought in to operate and staff thissite
with our clinicians. Can we bill Medicare for the facility and professional services our
organization providesthere? If so are there reporting or billing rules that determine how
thisisdone?

Answer: Under CMS’ Hospital Without Walls initiative, Medicare-enrolled hospitals that
assume the majority operations of temporary expansion locations—including gymnasiumes,
tents, convention centers, and others—that were builtor retrofitted by a publicentity can
bill Medicare for covered inpatientand outpatient hospital services provided to Medicare
beneficiaries atthose temporary expansion locations. The hospital that operates the
temporary expansion location(s) would need to continue to meetthe conditions of
participationthat remainin effect during the COVID-19 PHE. Hospitals may relocate PBDs to
these locations. Hospitals would need to follow existing rules to bill under the applicable
Medicare payment system depending on whetherthey provided outpatient care or
inpatient care. Hospitals should add the “DR” condition code to inpatientand outpatient
claims for patients treated intemporary expansion sites during the PublicHealth
Emergency. Similarly, Medicare enrolled practitioners can bill Medicare for furnishing
covered professional services to Medicare beneficiariesinthese temporary expansionsites.
Practitionersshould use the applicable place of service code dependingonwhetherthe
temporary expansionsite is beingused to furnish outpatient or inpatient care. Also,
practitioners should add the modifier “CR” to professional claims for patients treated in
temporary expansionsites duringthe PublicHealth Emergency.

New: 6/19/20

H. Hospital Outpatient Therapeutic Services Furnished In Temporary

Expansion Locations

1. Question: Can hospital outpatienttherapy, education, and training servicesthat can be
furnished otherthan in person be furnishedina temporary expansion location (which may
be the patient’shome) that is a PBD of the hospital duringthe PHE?
Answer: Yes, as long as facility staff can effectively furnish these services using
telecommunication technology, the hospital service does not require the clinical staff and
patientto bein the same locationto furnishthe service, the patientis registered as an
outpatient of the hospital, and the service is furnished under the physician's overall direction
and control. CMS has already stated that section 1135 blanket waiversin effectduringthe
COVID-19 PHE allow the hospital to considerthe patient’s home, and any other temporary
expansion location operated by the hospital during the COVID-19 PHE, to be a PBD of the
hospital, so long as the hospital can ensure the locations meetall of the conditions of
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participation, to the extent not waived.

To facilitate publicunderstanding of the types of services we believe can be furnished by the
hospital to a patientin the hospital (including the patient’shome if itis provider-based) using
telecommunications technology, we have provided on our website a list of the outpatient
therapy, counseling, and educational services that hospital staff can furnishincidentto a
physician’s or qualified non-physician practitioner’s service duringthe COVID-19 PHE to a
beneficiaryintheirhome or other temporary expansion location, that functionsas a
provider-based department of the hospital when the beneficiaryisregistered as an
outpatient of the hospital, usingtelecommunications technology. We note that this list may
not include every service that fallsinto this category. We intend to update the list
periodically, tothe extentthat would be helpful forpublicawareness. The listis available at
https://www.cms.gov/about-cms/emergency-preparedness-response-operations/current-
emergencies/coronavirus-waivers.

We note that hospitals may bill forthese servicesas if they were furnishedinthe hospital
and consistent with any specificrequirements forbilling Medicare in general, including any
relevant modificationsin effect duringthe COVID-19 PHE.

New:6/19/20

2. Question: Can hospitals bill forservicesthat are furnished by clinical staff under a physician’s
or qualified non-physician practitioner’s orderthat do not require professional work by the
physician or qualified non-physician practitioner, when furnished by the hospital in the
patient’s home that is provider-based to the hospital and are not separately billable under
the PFS?

Answer: Yes, the flexibilities that existduringthe COVID-19 PHE enable hospitalsto furnish
these clinical staff servicesin the patient’shome as a provider-based outpatient
departmentand to bill and be paid for these services as Hospital Outpatient Department
(HOPD) serviceswhenthe patientis registered as a hospital outpatient. The service must be
furnished underthe physician's overall direction and control. Hospitals should bill for these
services as they ordinarily bill for services along with any specificbillingrequirements for
relocating PBDs specificto billingduringa COVID-19 PHE. That is, hospitals should bill as if
the serviceswere furnishedinthe hospital, includingappending the PO modifierfor
excepteditemsand servicesand the PN modifierfornon-excepted servicesand the DR
condition code. The DR condition code is used by institutional providers only, at the claim
level, when all of the services/items billed on the claim are related to a COVID-19 waiver.
The CR modifierisused by both institutional and non-institutional providers to identify Part
B lineitem services/itemsthatare related to a COVID-19 waiver.

During the time period that the patientis receivingservices from the hospital clinical staff as
a registered outpatient, the patient’s place of residence cannot be considered a home for
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purposes of home health agency (HHA) services. The hospital should be aware if the patient
is undera home health plan of care and must not furnish servicesto the patient that could
be furnished by the HHA while the plan of care is active. That is, to the extentthat there s
some overlap between the types of servicesa HHA and a HOPD can provide, and the patient
has a current home health plan of care, the hospital should only furnish services that cannot
be furnished by the HHA.

New: 6/19/20

3. Question: When a physician or practitioner who ordinarily practices in the HOPD furnishesa
telehealth service toa patientwho islocated at home, can the hospital bill an originating
site fee?

Answer: When a registered outpatient of the hospital isreceivinga telehealth service, the
hospital may bill the originatingsite facility fee to support such telehealth services furnished
by a physician or practitioner who ordinarily practices there and bills for the telehealth
service thatis or would otherwise be furnished in the hospital outpatient department. This
includes patients who are at home, when the home is made provider-based to the hospital
(which means that all applicable conditions of participation, to the extent not waived, are
met).

New:6/19/20

|. Partial Hospitalization Program (PHP) Services

1. Question: Will the flexibilities that CMS isannouncing in thisrule allow hospitals and
CMHCs to provide PHP servicesin the home while the patientis registered as an
outpatient?

Answer: Effective as of March 1, 2020, and for the duration of the COVID-19 PHE, consistent
with the goals of infection control and maintainingaccess, hospitalsand CMHCs will be
permitted to provide certain PHP services remotely using telecommunicationtechnologyin
a temporary expansion location of the hospital or CMHC that meetsall applicable
conditions of participation to the extent not waived, and which may include the patient’s
home to the extentitis made provider-basedtothe hospital or an extension of the CMHC.
The followingtypes of services—to the extentthey were already billable as PHP servicesin
accordance with existing codingrequirements priorto the COVID-19 PHE—can now be
furnished to beneficiaries by facility staff using telecommunications technology during the
COVID-19 PHE: (1) individual psychotherapy; (2) patient education; and (3) group
psychotherapy. The services must be withina practitioner’s scope of practice and in
accordance with coding and documentation requirements. Because of the intensive nature
of PHP, we expect PHP servicesto be furnished usingtelecommunications technology
involving both audio and video. However, we recognize that in some cases beneficiaries
might not have access to video communication technology. In order to maintain beneficiary
access to PHP services, onlyin the case that both audio-video technology is not possible can
the service be furnished exclusively with audio.
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New:6/19/20

2. Question: Is CMS waivingor modifyingany otherrequirements for the partial
hospitalization program such as the plan of treatment or recertification requirements?
Answer: No. All other PHP requirements are unchanged and still in effect. Patientsreceiving
partial hospitalization services mustbe under an individualized plan of treatment as
previously establishedinregulations. Nothingabout furnishing services remotely changes
the requirementthat all services furnished underthe PHP require an order by a physician,
must be supervised by a physician, must be certified by a physician, and must be furnished
by a clinical staff member working within his or her scope of practice. .

New:6/19/20

3. Question: How should partial hospitalization services thatare furnished remotely during
the PublicHealth Emergency be billed?
Answer: Effective as of March 1, 2020, and for the duration of the PHE for the COVID-19
pandemic, consistent with the goals of infection control and maintainingaccess, during the
PublicHealth Emergency, partial hospitalization services thatare furnished remotely to
patients should be billed as if they were furnished inthe hospital or Community Mental
Health Center (CMHC) withthe “DR” condition code.
New:6/19/20

J. Ambulance Services

1. Question: Can ground ambulance providersand suppliers transport beneficiaries with
COVID-19 symptoms, or those who are confirmedto have COVID-19, to destination sites
that are not a hospital, critical access hospital (CAH) or skilled nursing facility (SNF)?
Answer: To provide ground ambulance providers and suppliers the flexibility to furnish
medically necessary emergency and non-emergency ambulance transports for beneficiaries
during the PHE for the COVID-19 pandemic, we are temporarily expandingthe list of
allowable destinations for ground ambulance transports. During the COVID-19 PHE, a
covered destination for a ground ambulance transport may include any destination that is
equippedtotreat the condition of the patient ina manner consistent with state and local
Emergency Medical Services (EMS) protocols where the services will be furnished. These
destinations may include, butare not limited to: any location that is an alternative site
determinedto be part of a hospital, CAH or SNF; community mental health centers;
federally qualified health centers; rural health clinics; physician’s offices; urgent care
facilities; ambulatory surgical centers; any location furnishing dialysis services outside of the
ESRD facility when an ESRD facility is not available; and the beneficiary’shome. There must
be a medically necessary ground ambulance transport of a patientin order for the
ambulance service to be covered.
New:4/9/20

Updated: 11/17/2021 pg. 48



(Cms

CENTERS FOR MEDICARE & MEDICAID SERVICES

2. Question: How are Advanced Life Support (ALS) assessment, intervention, and ambulance
transport defined?
Answer: Definitions for Ambulance Servicesare in42 CFR §414.605. ALS assessment,
intervention, and ambulance transport are defined as follows:

e Advancedlife support (ALS) assessmentis an assessment performed by an ALS crew
as part of an emergency response that was necessary because the patient'sreported
condition at the time of dispatch was such that onlyan ALS crew was qualifiedto
perform the assessment. An ALS assessment does not necessarily resultina
determination that the patient requires an ALS level of service. ALS intervention
means a procedure that is, in accordance with State and local laws, required to be
furnished by ALS personnel. Advanced life support, level 1 (ALS1) means
transportation by ground ambulance vehicle, medically necessary suppliesand
servicesand eitheran ALS assessment by ALS personnel or the provision of at least
one ALS intervention.

e Advancedlife support, level 2 (ALS2) means eithertransportation by ground
ambulance vehicle, medically necessary supplies and services, and the
administration of at least three medications by intravenous push/bolus or by
continuous infusion, excluding crystalloid, hypotonic, isotonic, and hypertonic
solutions (Dextrose, Normal Saline, Ringer's Lactate); or transportation, medically
necessary suppliesand services, and the provision of at least one of the following
ALS procedures: (1) Manual defibrillation/cardioversion, (2) Endotracheal intubation,
(3) Central venousline, (4) Cardiac pacing, (5) Chest decompression, (6) Surgical
airway, and (7) Intraosseousline.

New:4/9/20

3. Question: How isan ALS assessmentdetermined?
Answer: Medicare ambulance coverage policy providesthat an ALS assessmentisan
assessment performed by an ALS crew as part of an emergency response that was
necessary because the patient'sreported condition at the time of dispatch was such that
onlyan ALS crew was qualified to perform the assessment. An ALS assessmentdoes not
necessarilyresultina determinationthat the patient requiresan ALS level of service. In the
case of an appropriately dispatched ALS emergency service if the ALS crew completesan
ALS assessment, the services provided by the ambulance transportation service provideror
supplieriscovered at the ALS emergency level, regardless of whetherthe patientrequired
ALS intervention services duringthe transport, provided that ambulance transportation
itself was medically reasonable and necessary and all other coverage requirements are met
(see Medicare Benefit Policy Manual, Chapter 10, Section 30.1.1.).
New:4/9/20

4. Question: Will all transports of COVID-19 patients or patients suspected to have COVID-19
be designated as Advanced Life Support (ALS) transports?
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Answer: No. Payment for an ambulance transport is based on the level of service provided.
New:4/9/20

5. WillCMS allow ground ambulance providers and suppliers to treat patients in place
during the COVID-19 pandemic?
Answer: Section 9832 of the American Rescue Plan Act of 2021 providesthe Secretary with
authority to implement a waiverapplicable to ground ambulance services during the
COVID-19 PHE. Effective March 1, 2020 through the end of the COVID-19 publichealth
emergency, CMS is waivingthe requirement undersections 1861(s)(7) and 1834(l) of the
Social Security Act that an ambulance service include the transport of an individual tothe
extent necessary to allow paymentfor ground ambulance servicesfurnishedin response to
a 911 call (or the equivalentinareas without a 911 call system)in cases in whichan
individual would have beentransported to a destination permitted under42 CFR § 410.40(f)
but such transport did not occur as a result of community-wide emergency medical service
(EMS) protocols due to the COVID-19 PHE.

These ground ambulance services may be paid at the base rate that would have been paid
under the Ambulance Fee Schedule had the beneficiary beentransported, that is, based on
the level of services that was furnished, excluding any mileage payment. Pursuant to CMS’
implementation of this waiverauthority, however, CMS will not permit payment of claims
that request paymentat the ALS2 level of service. ALS2 is the transportation by ground
ambulance vehicle and the provision of medically necessary suppliesand servicesincluding
(1) at least three separate administrations of one or more medications by intravenous (1V)
push/bolus or by continuous infusion (excluding crystalloid fluids) or(2) ground ambulance
transport, medically necessary supplies and services, and the provision of at least one of the
ALS2 procedures: manual defibrillation/cardioversion; endotracheal intubation; central
venous line; cardiac pacing; chest decompression; surgical airway; or intraosseousline.
CMS believesthatservices furnished at this level of intensity would also require transport to
a Medicare covered destination (likely a hospital) and would not be consistent with services
able to berendered as treatmentin place.

Under the waiver, if the ambulance services are furnished by a CAH or by an entity thatis
owned or operated by a CAH, payment would continue to be made at 101 percent of
reasonable costs, but only if the CAH or the entityisthe only provider or supplier of
ambulance services located within a 35-mile drive of the CAH, excludingambulance
providers or suppliersthatare not legally authorized to furnishambulance servicesto
transport individualsto or from the CAH. If there is no provideror supplier of ambulance
services within a 35-mile drive of the CAH and there isan entity that is owned and operated
by a CAH that is more than a 35-mile drive from the CAH, payment for ambulance services
furnished by that entityis 101 percent of the reasonable costs of the entityin furnishing
those services, butonly if the entityis the closest provideror supplier of ambulance services
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to the CAH.

CMS will pay for treatment in place under the waiver in cases where the individual that
would have beentransported would have met the Medicare criteriafor a medically
necessary ground ambulance transport to the nearest appropriate facility that could have
treated the patient’s condition, but such transport did not occur as a result of community-
wide EMS protocols due to the COVID-19 PHE. The beneficiary’s condition must have
required both the ambulance transportation itself and the level of service providedin order
for the billed service to be considered medically necessary. Paymentfor these treatment in
place cases will be made at eitherthe BLS emergency rate or ALS-1 emergency rate
including applicable adjustments to the base rate.

Revised:5/5/21

6. Question: Should HCPCS code A0998 (ambulance response and no transport) or A0433
(ambulance service, advanced life support, level 2 (ALS2)) be reported for treatmentin
place?

Answer: No. HCPCS code A0998 should not be assigned for treatmentin place. ALS2
requiresa level of care thatis not consistent with any known community-wide EMS
protocols for treatment in place. ALS2 isthe transportation by ground ambulance vehicle
and the provision of medically necessary supplies and servicesincluding (1) at least three
separate administrations of one or more medications by intravenous (1V) push/bolus or by
continuous infusion (excluding crystalloid fluids) or(2) ground ambulance transport,
medically necessary supplies and services, and the provision of at least one of the ALS2
procedures: manual defibrillation/cardioversion; endotracheal intubation; central venous
line; cardiac pacing; chest decompression; surgical airway; or intraosseous line. CMS
believesthatservices furnished at thislevel of intensity would alsorequire transport to a
Medicare covered destination (likely ahospital) and would not be consistent with services
able to berenderedas treatmentin place.

Revised:5/5/21

7. Question: Will CMS allow all responses, including Basic Life Support (BLS), related to COVID-
19 to be billed atthe ALS rate, regardlessif ALS interventions were performed?
Answer: We recognize that COVID-19 transports require followinginfectious disease
protocols, such as decontamination procedures, personal protective equipment (PPE), and
the required engagement of paramedics which may increase the cost of transports involving
suspected or diagnosed COVID-19 patients. However, ground ambulance transports must
be billed accordingto the level of service furnished. Only transports that meetthe
requirementsforbillingat the ALS level of service can be billed at the ALS rate.
New:4/9/20

8. Question: Can ground ambulance providers and suppliers report other services they provide
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to PUI or COVID-19 patients?

Answer: Under §414.610(d), payment underthe ambulance fee schedule represents
payment infull (subjectto applicable Medicare Part B deductible and coinsurance
requirements) forall services, supplies, and other costs for an ambulance transport service
furnishedto a Medicare beneficiary.

New:4/9/20

9. Question: Can | considerany COVID-19 positive patientto meetthe medical necessity
requirementsforambulance transport?
Answer: The medical necessity requirements for coverage of ambulance services have not
been changed. For both emergency and non-emergency ambulance transportation,
Medicare pays for ground (land and water) and air ambulance transport services onlyif they
are furnished to a Medicare beneficiary whose medical conditionis such that other forms of
transportation are contraindicated. The beneficiary’s condition mustrequire both the
ambulance transportation itself and the level of service provided for the billed servicesto
be considered medically necessary.
New:4/9/20

10. Question: If the ambulance crew provides treatment but does not transport anyone, can
the company bill Medicare for the services provided?
Answer: No. Medicare law prohibits payment for an ambulance service unlessa medically
necessary transport of a Medicare beneficiary has taken place. However, when an enrolled
physician or other qualified health professional furnishes services froman ambulance, he or
she may bill for those services under the Medicare Physician Fee Schedule, assumingthat
the servicesfurnished were inaccordance with applicable state law and services are within
his or her scope of practice requirements.
Revised: 3/26/20

11. Question: How will ambulance services be paid when patients are moved from hospital to
hospital or otherapproved locations?
Answer: Medicare will pay for ambulance transportation according to the usual payment
guidelines. Ambulance transportation charges for patients who were evacuated from and
returnedto 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 underthe prospective paymentsystem.
Revised: 3/26/20

12. Question: If a beneficiary whoislivingat 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?
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Answer: Medicare’s standard payment to ambulance providers and suppliers underthe
Ambulance Fee Schedule for ambulance transports already includes paymentfor all
necessary supplies, including oxygen, provided during the transport. Thus, if the transport is
a Medicare-coveredservice (e.g., the beneficiary must be transported by ambulance to a
covered destination because other means of transportation are contraindicated), then no
separate paymentfor furnishing oxygen would be made.

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 supplierforfurnishing portable

oxygenwhen supplemental oxygenis needed forthe beneficiary duringthe transport.
Revised: 3/26/20

13. Question: In emergency/disastersituations, 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 patientcare in response to the
emergency/disaster?

Answer: CMS defines “approved destination” at 42 CFR 410.40(f), Originand destination
requirements. Medicare can only pay for ambulance transportation when it meets the
originand destination requirements and all other coverage requirements.

42 CFR 410.40(f) 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) to the following destinations:

e From any pointof originto the nearest hospital, Critical Access Hospital (CAH), or
SNF that is capable of furnishingthe required level and type of care for the
beneficiary’sillness orinjury and the return trip to the beneficiary’shome. The
hospital or CAH must have available the type of physician or physician specialist
neededto treat the beneficiary’s condition.

e ForbeneficiariesresidinginaSNF who are receiving Part B benefits only, ambulance
transport from a SNF to the nearest supplier of medically necessary services not
available at the SNF where the beneficiaryisa resident, includingthe return trip. For
SNF residents receiving Medicare Part A benefits, thistype of ambulance serviceis
subjectto SNF consolidated billing.

e Fora beneficiarywhois receivingrenal dialysis for treatment of ESRD, from a
beneficiary’s home to the nearest facility that furnishes renal dialysis, including the
return trip.

A physician’s office normally is not a covered destination under Medicare Part B. However,

under certain circumstances an ambulance transport may temporarily stop at a physician’s
office without affecting the coverage status of the transport. Note that there is an exception

Updated: 11/17/2021 pg. 53



(Cms

CENTERS FOR MEDICARE & MEDICAID SERVICES

to this rule during the COVID-19 PHE, as explained furtherbelow.

Should a facility that would normally be the nearestappropriate 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 equippedto provide the needed care for the illness orinjuryinvolved.

Medicare payment for an ambulance transport to a temporary expansion site may be
availableifthe siteisdeterminedto be part of a hospital, CAH or SNF that is an approved
destination for an ambulance transport under 42 CFR 410.40(f). Ifthe temporary expansion
siteis part of a hospital, CAH or SNF that is an approved destination under42 CFR 410.40(f)
for an ambulance transport, Medicare will pay for the transport on the same basisas it
would to any other approveddestination.

In addition, to provide ground ambulance providersand suppliers the flexibility to furnish
medically necessary emergency and non-emergency ambulance transports for beneficiaries
during the PHE for the COVID-19 pandemic, we are temporarily expandingthe list of
allowable destinations for ground ambulance transports. During the COVID-19 PHE, a
covered destination for a ground ambulance transport may include any destination that is
equippedtotreat the condition of the patient ina manner consistent with state and local
Emergency Medical Services (EMS) protocols in use where the services will be furnished.
These destinations may include, but are not limited to: any location that isan alternative
site determinedto be part of a hospital, CAH or SNF; community mental health centers;
federally qualified health centers; rural health clinics, physician’s offices; urgent care
facilities; ambulatory surgical centers; any location furnishing dialysis services outside of the
ESRD facility when an ESRD facility is not available; and the beneficiary’s home. There must
be a medically necessary ground ambulance transport of a patientin order for the
ambulance service to be covered.

Physicians, non-physician practitioners, and suppliers should contact theirPart B MAC or
DME MAC with questions about SNF consolidated billing. There isalso additional
information about SNF consolidated billingonthe CMS Medicare Learning Network (MLN)
Publications webpage.

Institutional providers should contact their Part A MAC with questions about SNF
consolidated billing. There isalso additional information about SNF consolidated billing on
the CMS MLN Publications webpage.

Revised:4/10/20

14. Question: Our ambulance uses an electronic patient care reporting device to record
beneficiary signaturesthat authorize submission of claimsto Medicare. We are concerned
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that a known or suspected COVID-19 patient using a touch screento signor holdingan
electronicpen or stylus could contaminate these devices for future patientsand for
ambulance personnel. Are we permitted to sign on behalf of a patient with known or
suspected COVID-19?

Answer: Yes, but only under specific, limited circumstances. CMS will accept the signature
of the ambulance provider’s or supplier’stransportstaff if that beneficiary oran authorized
representative givesverbal consent. CMS has determined that there is good cause to accept
transport staff signatures underthese circumstances. See 42 CFR 424.36(e). CMS
recommends that ambulance providersand suppliers follow the Centersfor Disease
Control’s Interim Guidance for Emergency Medical Services (EMS) Systems and 911 Public
Safety Answering Points (PSAPs) for COVID-19 in the United States, which can be found at
the followinglink: https://www.cdc.gov/coronavirus/2019-ncov/hcp/guidance-for-
ems.html. This guidance includes general guidelines for cleaning or maintaining EMS
transport vehiclesand equipmentaftertransporting a patient with known or suspected
COVID-19. However, in cases where it would not be possible or practical (such as a difficult
to clean surface) to disinfect the electronicdevice after being touched by a beneficiary with
known or suspected COVID-19, documentation should note the verbal consent.
New:4/10/20

15. Question: Section 6002 of the Families First Coronavirus Response Act (FFCRA) removes
cost-sharing under Medicare Part B (coinsurance and deductible amounts) for Medicare
patients for certain COVID-19 testing-related services. CMS has issued billing guidance at:
https://www.cms.gov/outreach-and-educationoutreachffsprovpartprogprovider-
partnership-email-archive/2020-04-07-mlInc-se under the “Families First Coronavirus
Response Act Waives Coinsurance and Deductibles for Additional COVID-19 Related
Services” heading. Is this applicable to ambulance services?

Answer: No. Section 6002 of the FFCRA does not apply to ambulance services. Section 6002
removes cost-sharing only for specified COVID-19 testing-related services which include
only medical visitsin certain categories of evaluation and management HCPCS codes, when
payment is made to certaintypes of practitioners and facilities, which do not include
ambulance providers and suppliers.

New:6/16/20

16. Question: What requirements must be met to allow ground ambulance providers or
suppliersto bill forservices authorized through the waiver authority that was includedin
section 9832 of the American Rescue Plan Act of 2021?

Answer: The Secretary has authorized a waiverunder this provision,and CMS has issued a
blanket waiverto implementthis provision, and has issued these FAQs. In order for the
terms of the waiverto be met, the following conditions apply:
1. The ground ambulance service was furnished inresponse to a 911 call (or the
equivalentinareas withouta 911 call system);
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2. The Medicare beneficiary would have been transported to a destination permitted
under Medicare regulations (as described in section 410.40 of title 42, Code of Federal
Regulations (or successor regulations)) but such transport did not occur as a result of
community-wide emergency medical service (EMS) protocols due to the COVID-19
publichealth emergency;

3. The ground ambulance service would have metthe existing Medicare ambulance
services coverage criteria, such that, inthe absence of a community-wide EMS protocol
due to the COVID-19 public health emergency (PHE) that required or allowed certain
transports to not be made, the beneficiary would have required medically necessary
ground ambulance transport to the nearest appropriate facility able to treat the
patient’s condition and any other means of transportation would have been
contraindicated;

4. The ground ambulance provideror supplier maintains, and can provide (upon
request), documentation to support the need for the ground ambulance transport and
the level of service provided and the documentation to support that a community-wide
EMS protocol due to the COVID-19 PHE adequate to satisfy CMS’s requirements (as
specifiedina separate FAQ) was in effectfor the area at the time in which the
ambulance treatmentoccurred; and

5. The service occurred on or after March 1, 2020.

Should all of the above criteria be met, and subject to any other applicable criteria
including, but not limited to, review of medical necessity, Medicare will reimburse
appropriately submitted claims under the Part B ambulance fee schedule based on the level
of service that was provided: BLS emergency or ALS-1 emergency without mileage.

Should, however, the ambulance services be furnished by a Critical Access Hospital (CAH) or
by an entity that is owned or operated by a CAH, paymentwould be made at 101 percent of
reasonable costs, but only if the CAH or the entityisthe only provider or supplier of
ambulance services located within a 35-mile drive of the CAH, excludingambulance
providers or suppliersthatare not legally authorized to furnishambulance servicesto
transport individualsto or from the CAH. If there is no provideror supplier of ambulance
services within a 35-mile drive of the CAH and there isan entity that is owned and operated
by a CAH that is more than a 35-mile drive from the CAH, payment for ambulance services
furnished by that entityis 101 percent of the reasonable costs of the entityin furnishing
those services, butonly if the entityis the closest provider or supplier of ambulance services
to the CAH. See section 1834(1)(8) of the Act, 42 CFR 413.70(b)(5)(D) and 100-04, Chapter
15, Section 10.4.

Importantly, payment under this waiver provision does NOT apply to a claim where:
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1. The decisionto not transport the patient was based solely on patient
preference/decision, includingwhen a patientrefused transport “against medical
advice”; or
2. The ambulance services would not have met Medicare’s existingambulance service
medical necessity requirements (meaning the beneficiary would not have required
medically necessary ground ambulance transport to the nearest appropriate facility able
to treat the patient’s condition and/or other means of transportation would not have
been contraindicated).

New:5/5/21

17. Question: Section 9832 of the American Rescue Plan Act of 2021 adds section 1135 waiver
authority to permit Medicare paymentto be made where a transport did not occur as a
result of community-wide emergency medical service (EMS) protocols due to the COVID-19
publichealth emergency. For purposes of this provision, whatare community-wide EMS
protocols and what documentation does CMS require to pay for treatment in place during
the COVID-19 pandemic under this waiver?

Answer: For purposes of applying this waiver, community-wide EMS protocols are those
established by state, local, or municipal authorities (including by a hospital, but only where
a hospital has the requisite legal authority) in response to the COVID-19 PHE that govern
the provision of ambulance services, and that require or allow, with patient consent, an
ambulance provideror supplierto “treat in place” a patientwho otherwise, but for the
COVID-19 PHE, would have beentransported to a Medicare covered destination (suchas a
hospital). We believe thatin most cases, such protocols were/will be issued in written
format, and such format may have included, but is not limited to: state or local agency and
official correspondence or electronicplatforms that provided just-in-time updatesto
standard operative procedure or protocols. However, to the extentthat a verbal protocol
(such as from an individual hospital in a remote area) was/is in effect at the time of
transport, we expectthe verbal protocol to be fully documented. In addition, claims shall be
submitted consistent with billinginstructions, including the use of appropriate modifiers
(for example, use of the ‘CR’ modifieris requiredto bill for claims underthe waiver).
Ambulance providers and suppliers must maintain documentation to support medical
necessity and the qualifying community-wide EMS protocol, and, upon request, provide this
to CMS contractors (that may use them for, among other things, part of medical review).
New:5/5/21

18. Question: Does this waiveronly apply to beneficiaries with COVID-19 or presumed to have
COVID-19?
Answer: This waiverapplies based on the criteria specified inthe community-wide EMS
protocol. Some protocols may be limited to patients with COVID-19 or presumed to have
COVID-19, whereas we believe other protocols are/were not specificto the condition.
New:5/5/21
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19. Question: How do | submit a claim under the waiver?
Answer: If the coverage requirementsare metfor a case in which an individual would have
been transported to a covered destination but such transport did not occur as a result of
community-wide EMS protocols due to the COVID-19 PHE, either HCPCS code A0429
(Ambulance service, basic life support, emergency transport (BLS-emergency) or A0427
(Ambulance service, advanced life support, emergency transport, level 1(ALS1)) based on
the level of service provided, should be reported. No codes should be reported for mileage.

In addition to reporting codes A0429 or A0427, 1) report a valid origin/destination modifier
combination (in the first modifier position) thatwould have been appropriate had the
beneficiary actually been transported, and 2) report the CR modifier. The CR modifieris
required to facilitate a differentiation of these waiverclaims from other claims, including
claims for interventions covered underthe Emergency, Triage, and Transport (ET3) model.

Ambulance providers and suppliers may submit claims for services furnished on or after
March 1, 2020.
New:5/5/21

20. Question: Will CMS waive beneficiary cost-sharing for ground ambulance services billedin
accordance with the waiver duringthe COVID-19 pandemic?
Answer: Under the Ambulance Fee Schedule, Medicare Part B pays 80 percentof the
approved amount with the beneficiary responsible for 20 percent of the approved amount
as well as the applicable Part B deductible. The HHS Office of Inspector General (OIG),
however, has issued an FAQ explaining that waivers (or discounts) of beneficiary cost-
sharing obligationsincurred as a result of claims billed in accordance with this waiver
represents a sufficiently low risk of fraud and abuse. To read OIG’s FAQ, see
https://oig.hhs.gov/coronavirus/authorities-fag.asp.
New:5/5/21

21. Question: Do mandatory claims submission rules apply?
Answer: Yes. Unlessambulance providersand suppliers choose to furnish treatmentin
place services covered under the waiver without charge (that is, neitherthe individual
furnished such items, nor anyone else, has a legal obligation to pay), they must submit
claims to Medicare on behalf of the beneficiary.
New:5/5/21

22. Question: Does mandatory assignmentapply to services covered under the waiver?
Answer: Yes. Ambulance providersand suppliers must accept the Medicare allowed amount
as payment in full and may not bill or collectfrom the beneficiary any amount other than
the unmetdeductible and coinsurance. If you previously charged a beneficiary fora service
covered under the waiver, you must refund any amounts collected beyond the applicable
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deductible and coinsurance. Violations of this requirement may subject the provider or

supplierto sanctions.
New:5/5/21

23. Question: How do | file claims that are more than 1 year old and are now covered underthe
waiver?
Answer: Under Medicare rules, claims must generally be submitted within 1 calendar year
of the date of service. CMS exercised its authority under section 1135(b)(5) of the Act to
modify the timetable forfiling claims for services permissible underthis waiverthat were
furnished between March 1, 2020 and May 5, 2021. The deadline tofile claimsthat were
not submitted within 12 months of the date of serviceis May 5, 2022. Ambulance providers
and suppliers shouldinclude the “CR” modifier onthe claim linesforthe A0427 or A0429
base rate code, in addition to a valid origin/destination modifier combinationindicating
where the beneficiary would have been transported absent the qualifying community-wide
EMS protocol when submitting claims, including for those claims with dates of service more
than 1 year old. Ambulance providers and suppliers may submit claimsin such a manner for
servicesrendered on or after March 1, 2020. The normal timely filingdeadlineappliesfor
services furnished after May 5, 2021.

CMS notes that ambulance providers and suppliers must maintain documentation to
support medical necessity of the servicesrendered and the presence of a qualifying
community-wide EMS protocol, and, upon request, must provide such documentation to
CMS contractors.

New:5/5/21

24. Question: Should a modified or reprocessed claim be submitted when a claim was
processed using the QL modifier (patient pronounced dead after ambulance called)?
Answer: No. Ambulance providers and suppliers should continue to use the QL modifier
when appropriate to report that the beneficiary died after dispatch, but before the
beneficiaryisloaded onboard the ambulance. The waiver does not supersede or change
Medicare payment policy with respect to the QL modifier.

New:5/5/21

25. Question: Does this provision (section 9832 of the American Rescue Plan Act of 2021) affect
participationin the ET3 model?
Answer: No. ET3 Model participants are ambulance providers and suppliers that have been
selected to participate in the model and have signed a participation agreementwith CMS.
Those ET3 model participantsthat have elected to implementthe model’s optional
treatmentin place intervention must enterinto arrangements with qualified health care
partners, which inturn must agree to furnish (or arrange for downstream practitioners to
furnish) the model’streatment in place intervention. An ET3 Model participant that has
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selected to implementthe model’streatmentin place intervention may still bill for initiating
and facilitating treatmentin place, and its qualified health care partners may still bill for
furnishingtreatmentin place, under the ET3 Model. An ET3 Model participant is not
prohibited from exercising the flexibility made available by the waiver undersection 9832 of
the American Rescue Plan Act of 2021, regardless of whetherit elected to implementthe
ET3 model treatmentin place intervention.

New:5/5/21

26. Question: What is the impact of this waiver on coverage by Medicare Advantage Plans?
Answer: Medicare Advantage (MA) plans must provide coverage of, by furnishing, arranging
for, or making payment for, all benefits that are covered under Part A and Part Bin the FFS
Medicare program, pursuant to section 1852(a) of the Act and 42 CFR §§ 422.100 and
422.101. Under the section 1135 waiver(s), authorized by the Secretary pursuant to section
9832 of the American Rescue Plan Act of 2021, of the requirementundersections
1861(s)(7) and 1834(l) of the Social Security Act that an ambulance service include the
transport of an individual, the Medicare FFS program will pay for certain ambulance services
where the individual was not transported under specificconditions. In order to fulfill its
obligations undersection 1852(a)(1) of the Act and §§ 422.100 and 422.101, an MA plan
may not deny coverage based on the requirementthat an ambulance service include the
transport of the enrollee insituations where that requirement has been waived by CMS, as
describedin FAQs X through Y. We note that MA plans may continue to make appropriate
medical necessity determinations using theirown medical necessity criteriathat are no
more restrictive than original Medicare’s national and, as applicable, local coverage policies.
New:5/5/21

K. Ambulance Services- Vehicle and Staffing Requirements for

Ambulance Providers and Suppliers

1. Question: Would a ground ambulance vehicle operatingwithouta renewed license
nevertheless satisfy the Medicare requirements at 42 CFR §410.41 if, during the PHE for the
COVID-19 pandemic, a state or localityissuesa law or regulation, or a legally adequate
waiver, that permits ground ambulance vehicles to operate withouta renewed license?
Answer: Yes, dependingon state or local law. 42 CFR §410.41 specifies Medicare’s
requirements forambulance vehicles, and §410.41(a)(1) states that a vehicle usedas an
ambulance must be specially designed to respond to medical emergencies or provide acute
medical care to transport the sick and injured and comply with all State and local laws
governing an emergency transportation vehicle. Key to this is that §410.41(a) requires
compliance with state and local laws. During the PHE for the COVID-19 pandemic, shoulda
state or locality enact or promulgate a law, regulation, or legally adequate waiver
permittingan ambulance vehicle to operate withouta renewed license, such an ambulance
would be in compliance with Medicare’s requirements at §410.41(a). We also note that the
staffingrequirements at §410.41(b) must be metin order for the ambulance transport to
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meetthe §410.41 requirements (see discussioninthe FAQs below regarding waivers of

these provisions).
New:5/1/20

2. Question: During the PHE for the COVID-19 pandemic, if a state law or local law permits
ambulance staffing by personnel licensed/certified below the levels of certification required
under 42 CFR §410.41(b), wouldan ambulance so staffed be considered to meet the
Medicare requirements of §410.41(b)? For example, CMS has heard that, during the course
of the PHE for the COVID-19 pandemic, and pursuant to state waiver, one or more states
may permit an Emergency Medical Responder (EMR), whichis a certification status below
the scope of practice of an Emergency Medical Technician (EMT) to staff a Basic Life Support
(BLS) vehicle, ora Registered Nurse (RN), which is a health care professional status different
than an EMT-paramedic, to staff an Advanced Life Support (ALS) vehicle.

Answer: Yes, dependingon state or local law. During the PHE for the COVID-19 pandemic,
and pursuant to 42 U.S.C. 1320b-5(b)(1)(B), Medicare is waiving the specified ambulance
staffing certification requirements of 42 CFR §410.41(b) such that, if a state and/or local
law, or regulation, or a waiverissued by the applicable state or local authority permitsa BLS
or ALS ambulance to be alternatively staffed, such staffing arrangement would satisfy
Medicare requirements. For example, should it be permitted by a state or local law, or
regulation, or a waiverissued by the applicable state or local authority, for purposes of
meeting Medicare’s staffingrequirements for a covered transport, a BLS vehicle could be
staffed withan EMR instead of an EMT-basic or an ALS vehicle could be staffed with an RN
instead of a EMT or paramedic. Note that the onus is on an ambulance provider or supplier
to ensure that it otherwise continuesto meetall applicable Medicare enrollment, coverage,
and other requirements.

New:5/1/20

3. Question: During the PHE for the COVID-19 pandemic, if an ambulance providesservices
across state lines and the vehicle staff are not licensed or certified to provide servicesin the
state in whichthe ambulance services are provided, will the ambulance be consideredto
meetthe vehicle staff certification requirements under42 CFR §410.41(b) while providing
servicesin that state?

Answer: During the PHE for the COVID-19 pandemic, pursuant to 42 U.S.C. 1320b-5(b)(2),
Medicare is waivingthe requirementat 42 CFR §410.41(b) that vehicle personnel be
licensed or certified in the State in which theyare furnishingservicesif they have equivalent
licensingor certificationin another State and are not affirmatively excluded from practice in
that State or in any other State. Where the terms of this waiverare met, the ambulance
staff certification requirements of §410.41(b) could be metwhen ambulances provide
servicesacross state lines. Note, however, that this does not waive state or local laws (only
Medicare’s own certification requirementsin §410.41(b) for purposes of Medicare payment
and coverage) such that, should a state not permit out of state ambulancesto provide
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services, Medicare’s waiver would not affect a state’s potential enforcement of its
provisions.
New:5/1/20

L. Ambulance: Data Collection and Reporting Requirements for the

Medicare Ground Ambulance Data Collection System

1. Question: CMS requiresselected ground ambulance organizationsto collect cost, revenue,
utilization, and other information through the Medicare Ground Ambulance Data Collection
System. The collected information will be provided to MedPAC, which isrequired to submit
a report to Congress on the adequacy of Medicare paymentrates for ground ambulance
servicesand geographic variationsin the cost of furnishingsuch services. Will the data
collection and reporting requirements for the Medicare Ground Ambulance Data Collection
System be delayed due to COVID-19?
Answer: Yes. CMS has issued a revised blanket waiver:
https://www.cms.gov/files/document/summary-covid-19-emergency-declaration-
waivers.pdf due to the publichealth emergency (PHE) for the COVID-19 pandemic. CMS is
modifyingthe data collection period and data reporting period, as defined at 42 CFR
§414.626(a), for ground ambulance organizations that were selected by CMS to collect data
beginning betweenJanuary 1, 2020, and December31, 2020 (Year 1) and for ground
ambulance organizations that were selected to collect data beginning betweenJanuary 1,
2021 and December 31, 2021 (year?2).

Under this modification, these ground ambulance organizations can selecta new data
collection period that begins betweenJanuary 1, 2022, and December 31, 2022; collectthe
necessary data during theirselected data collection period; and submit the data during the
data-reporting period that corresponds to their selected data collection period.

CMS is modifying this data collection and reporting period to increase flexibilities for ground
ambulance organizationsthat would otherwise be required to collect data in 2020-2021 so
that they can focus on theiroperations in support of patient care.

For additional information on the Medicare Ground Ambulance Data Collection System,
please visitthe Ambulances Services Center website at
https://www.cms.gov/Center/Provider-Type/Ambulances-Services-Center.

Updated: 2/7/21

2. Question: Will the 10 percent payment reduction still apply to ground ambulance
organizations that are now requiredto collect and report data underthe modified data
collectionand reporting period but do not sufficiently report the required data?

Updated: 11/17/2021 pg. 62



(Cms

CENTERS FOR MEDICARE & MEDICAID SERVICES

Answer: Yes. The 10 percent paymentreduction described at 42 CFR §414.610(c)(9) will still
apply ifa ground ambulance organization is selected to collect and report data underthe
modified data collection and reporting timeframe, but does not sufficiently submit the
required data according to the modified timeframe and is not granted a hardship
exemption. The paymentreduction will be applied to payments made under the Medicare
Part B Ambulance Fee Schedule for services furnished during the calendar year that begins
followingthe date that CMS provides written notification that the ground ambulance
organization did not submit the required data.

New:6/16/20

3. Question: The modification states that the ground ambulance organizations that were
selected by CMS to collectdata beginningbetweenJanuary 1, 2020, and December 31,
2020 (year1) and ground ambulance organizations that were selected to collectdata
beginning between January 1, 2021 and December 31, 2021 (year 2) can selecta new
continuous 12-month data collection period that begins betweenJanuary 1, 2022, and
December31, 2022. Do the ground ambulance organizations that were selectedinyear 1
have an option to continue with theircurrent data collection period or choose to selecta
new data collection period starting in 20227
Answer: No. The ground ambulance organizations that were selected foryear 1 and year 2
must selecta new data collection period that beginsin 2022. CMS will notallow ground
ambulance organizations the option to continue with their current data collection period
because the data collected in 2020 and 2021 during the PHE may not be reflective of typical
costs and revenue associated with providing ground ambulance services.

Updated: 2/7/21

4. Question: Does the guidance meanthat the data collected starting in 2022 by the selected
ground ambulance organizations for year 1, year 2, and year 3 will not be reportedto CMS
until 2023-2024 and that both the ground ambulance organizations that were selected for
year 1 and the ground ambulance organizations that will be selected foryear 2 will collect
and report data during the same time periods?

Answer: Yes. Under the modification, ground ambulance organizations that were selected
for year 1 will not collectdata in 2020 and ground ambulance organizations that were
selectedinyear 2 will not collect data in 2021. These ground ambulance organizations will
selecta new data collection period that beginsin 2022 and must submita completed
Medicare Ground Ambulance Data Collection Instrumentduringthe data reporting period
that correspondsto theirselected data collection period. As a result of the modification,
year 1, year 2, and year 3 selected ground ambulance organizations will collectand report
data duringthe same time periods.

Updated: 2/7/21
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M. Rural Health Clinics (RHCs) and Federally Qualified Health Centers
(FQHCs)

1. Question: Has CMS implemented any changes to help RHCs and FQHCs respondto the to
the serious publichealth threats posed by the spread of the 2019 novel coronavirus
(CovID-19)?

Answer: Yes. CMS has removed some regulatory requirements and added additional
flexibilities to assist RHCs and FQHCs in furnishing services duringthe COVID-19 Public
Health Emergency (PHE). These include:
a) Expansionof Virtual Communication Servicesfor RHCs and FQHCs to include
online digital evaluation and management services using patient portals; and
b) Revision of Home Health Agency Shortage Area Requirement for Visiting
Nursing Services Furnished by RHCs and FQHCs
New:4/9/20

2. Question: When do these changes go into effect?
Answer: These changes are in effect for the duration of the COVID-19 PHE and are not
permanent.
New:4/9/20

3. Question: Are these changes permanent?
Answer: These changes are in effectfor the duration of the PHE for the COVID-19
pandemicand are not permanent.
New:4/9/20

4. Question: Do these changes apply to all RHCs and FQHCs?
Answer: Yes. They apply to all RHCs (independent/freestanding and provider-based) and
all FQHCs (including grandfathered tribal FQHCs).
New:4/9/20

5. Question: Can a mental healthvisitbe furnished as a distant site telehealth service?
Answer: Yes. A mental health visit can be furnished as a distant site telehealth service for
the duration of the COVID-19 PHE. For a list of servicesthat can be furnishedvia
Telehealth, please see https://www.cms.gov/Medicare/Medicare-General-
Information/Telehealth/Telehealth-Codes.

New:6/16/20

6. Question: Can a medical visitand a mental healthvisit be reported on the same day when
furnished as a distantsite telehealth service?
Answer: Yes. A medical visitand a mental health visitcan be furnished onthe same day as
distant site telehealth services forthe duration of the COVID-19 PHE.
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New:6/16/20

7. Question: How do we report distantsite telehealth services when a mental health visitis
furnished on the same day as a medical visit?
Answer: Distant site Telehealth services should be billed with HCPCS code G2025 and the
appropriate revenue code, 052X for a medical visitor 0900 for mental health. Please see
SE20016 for billingguidance, available at
https://www.cms.gov/files/document/se20016.pdf.
New:6/16/20

8. Question: What if the mental health visitcode is not on the FQHC qualifyingvisit list?
Answer: If a mental health visitcode is not currently on the FQHC qualifyingvisitlist, then
those claims should be held until July 1, 2020. If the mental health visit code is on the
FQHC qualifyinglist, thenyou can submitthe claim before July 1, 2020. Please see SE20016
for additional billing guidance. https://www.cms.gov/files/document/se20016.pdf
New: 6/16/20

9. Question: Which health care providers are permitted to furnish distant site telehealth
services for RHCs and FQHCs duringthe COVID-19 PHE?
Answer: The health care providersthat are currently authorized to furnish primary care
servicesin RHCs and FQHCs are permitted to furnish distantsite telehealth services under
the waiverauthority during the COVID-19 PHE, including physicians and certain non-
physician practitioners such as nurse practitioners, physician assistants and certified nurse
midwives. Other practitioners, such as certified nurse anesthetists, licensed clinical social
workers, clinical psychologists, and registered dietitians or nutrition professionals may also
furnishtelehealth services within their scope of practice and consistent with Medicare
benefitrulesthat applyto all services.
New:6/16/20

10. Question: Are there changes to the direct supervision requirements for RHCs and FQHCs?
Answer: In general, the requirementsfor direct supervision have been modified forthe
duration of the COVID-19 PHE to include the use of a virtual supervisory presence through
the use of interactive audio and video telecommunications technology.

New: 6/16/20

11. Question: Is a specimen collection separately payable inan RHC or FQHC?
Answer: Specimen collectionservices are includedinthe all-inclusive rate for RHCs and
the prospective payment system for FQHCs and are not paid separately, includinga
specimen collection for COVID-19 testing.
New:6/16/20
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12. Question: If a hospital increases the number of beds duringthe COVID-19 PHE, will a
provider-based RHC lose its exemption to the paymentlimitif the hospital has more than
50 beds?

Answer: Generally, RHCs that are provider-based toa hospital with fewerthan 50 beds are
exempt from the national RHC paymentlimit per Section 1833(f) of the Social Security Act.
For the duration of the PHE, we are implementing, onan interim basis, a change to the
period of time used to determine the number of bedsin a hospital at § 412.105(b) for
purposes of determining which provider-based RHCs are subject to the paymentlimit. For
the duration of the PHE, we will use the number of beds from the cost-reporting period
prior to the start of the PHE as the official hospital bed count for application of this policy.
Allowingforthese provider-based RHCs to continue to receive the payment amounts they
would otherwise receive inthe absence of the PHE will help maintaintheirability to
provide necessary health care services to underserved communities.

New:6/19/20

13. Question: Can RHCs and FQHCs furnishand bill fortelehealth services?
Answer: During the COVID-19 PHE, RHCs and FQHCs can furnish any telehealth service that
isincluded onthe list of Medicare telehealth services underthe Physician Fee Schedule
(PFS). Telehealth services generally require use of interactive real-time audio and video
technology. However, during the PHE, some services can be furnished using audio
technology only. RHCs and FQHCs can furnish and bill for the services on the list of
Medicare telehealth services using HCPCS code G2025. Paymentto RHCs and FQHCs for
distant site telehealth servicesissetat $92.03, which is the average amount for all PFS
telehealth servicesonthe telehealthlist, weighted by volume forthose services reported
under the PFS. Please also referto https://www.cms.gov/files/document/se20016.pdf
New:6/19/20

14. Question: Which telehealth services can RHCs and FQHCs furnish and bill for when
furnished using audio technology only?
Answer: During the COVID-19 PHE, RHCs and FQHCs can furnish any telehealth service that
isincluded onthe list of Medicare telehealth services underthe Physician Fee Schedule
(PFS), and bill for it using HCPCS code G2025. Several codeson the Medicare telehealthlist
describe telephone evaluation and management (E/M) services (CPT codes 99441-99443),
and CMS has used waiverauthority to allow some behavioral health and patienteducation
servicesto be furnished using audio-only technology. These services are included onthe
Medicare telehealth list which can be found at this website:
https://www.cms.gov/Medicare/Medicare-General-Information/Telehealth/Telehealth-
Codes. Unless provided otherwise, otherservicesincluded on the Medicare telehealth
services list must be furnished using, at a minimum, audio and video equipment permitting
two-way, real-time, interactive communication between the patientand distant site
physician or practitioner.
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New:6/19/20

15. Question: What are the requirementsfor RHCs and FQHCs billingtelephone E/M
services?
Answer: Telephone E/Mservices (as described by CPT codes 99441-99443) have been
added to the Medicare telehealth services list effective March 1. RHCs and FQHCs can bill
for the services described by these codes as they do other Medicare telehealth services
using HCPCS code G2025, taking into considerationthe CPT code description for the
services. To bill for telephone E/M services, at least 5 minutes of medical discussionfora
telephone E/M service by a physician or other qualified health care professional who may
report E/M services must be provided to a patient, parent, or guardian. These services
cannot be billedif they originate from a related E/M service provided within the previous
7 days or lead to another E/M service or a procedure within the next 24 hours or the
soonestavailable appointment, including a service furnished viatelehealth. CMS will
exercise itsenforcementdiscretion to not impose penalties so that these services may
also be furnished to new patientsin addition to established patients, during the PHE.
New: 6/19/20

N. Expansion of Virtual Communication Services for FQHCs/RHCs
1. Question: What are “online digital evaluation and managementservices” in RHCs and

FQHCs?
Answer: Online digital evaluation and managementservices are non-face-toface, patient-
initiated, digital communications using a patient portal, that require a clinical decision that
otherwise typically would have been providedin the office. CMS has been paying
separately under the physician fee schedule forthese services since before the PHE and is
expandingthe same flexibilities to RHCs and FQHCs.
New:4/9/20

2. Question: Are there specificcodesthat describe these services?
Answer: Yes. The codesthat have beenadded for RHCs and FQHCs are:

e 99421 - Online digital evaluation and managementservice, for an established
patient, for up to 7 days, cumulative time duringthe 7 days; 5-10 minutes

e 99422 - Online digital evaluation and managementservice, for an established
patient, for up to 7 days, cumulative time duringthe 7 days; 11-20 minutes

e 99423 - Online digital evaluation and managementservice, for an established
patient, for up to 7 days, cumulative time duringthe 7 days; 21 or more minutes.
New:4/9/20

3. Question: What is an online patient portal?

Answer: An online patient portal is a secure online website that gives patients 24-hour
access to personal healthinformation from anywhere with an Internet connection by
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using a secure username and password.
New:4/9/20

4. Questions: Does the RHC or FQHC practitioner have to be physicallyin the RHC or FQHC,
or can they respond from another location such as theirhome?
Answer: The RHC or FQHC practitionercan respond from any location during a time that
they are scheduled to work for the RHC or FQHC.
New:4/9/20

5. Question: How will Medicare pay RHCs and FQHCs for performing online digital evaluation
and management services?
Answer: The online digital assessment codes are beingadded to the codes that are billed
using HCPCS code G0071, the RHC/FQHC specificcode for Virtual Communication Services.
New:4/9/20

6. Question: How can RHCs and FQHCs bill for online digital evaluation and management
services?
Answer: RHCs and FQHCs can bill for online digital evaluation and management services
using the RHC/FQHC HCPCS code G0071. The paymentfor GO0O71 will be the PFS national
non-facility payment rate for HCPCS code G2012 (communicationtechnology-based
services), HCPCS code G2010 (remote evaluationservices), CPT99421, CPT 99422, and CPT
99423. The new paymentrate is $24.76.
New:4/9/20

7. Question: When will the new payment rate for G0O071 be effective?
Answer: The new payment rate is effective forservices provided on or after March 1,
2020. However, claims submitted with this code before the claims processing systemis
updated will be reprocessed.
New:4/9/20

8. Question: How frequently can GO071 be billed by RHCs and FQHCs?
Answer: Because these codesare for a minimum 7-day period of time, they cannot be
billed more than once every 7 days.
New:4/9/20

9. Question: Can virtual communication services be furnished to both new and established
patients?
Answer: Yes. Virtual communication services may be furnished to both new and
established patients during the COVID-19 PHE.
New:4/9/20
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10. Question: Is beneficiary consentrequired?
Answer: Yes, but duringthe PHE, it may be obtained at the same time the servicesare
furnished.
New:4/9/20

11. Question: Will RHCs be held to the RHC productivity requirements duringthe COVID-19
PHE?
Answer: Many RHCs have had to change the way they staff theirclinics and bill for RHC
services as a resultof the COVID-19 PHE and may have difficultyin meetingthe
productivity standards. Under existing policy in Chapter 13 of the Medicare Benefit Policy
Manual, A/B MACs can provide an exception toany RHC that has had difficulty in meeting
the productivity standards as a result of the COVID-19 PHE; A/B MACs may choose to
proactively grant productivity exceptionsto RHCs who have experienced disruptionsin
staffingand services as a result of the COVID-19 PHE.
New:5/27/2020

12. Question: What telehealth services can be furnished and billed by RHCs and FQHCs?
Answer: RHCs and FQHCs can serve as the distant site to furnish and bill for any telehealth
servicesthat are included onthe list of Medicare telehealth services underthe Physician
Fee Schedule (PFS) for the duration of the COVID-19 PHE. A list of this servicescan be
found here: https://www.cms.gov/Medicare/Medicare-General-
Information/Telehealth/Telehealth-Codes.

New:5/27/2020

13. Question: How should distant site telehealth services be reported on the cost report?
Answer: RHCs and FQHCs should report distant site telehealth service costs on theircost
report along with costs for furnishingoriginatingsite telehealth services. RHCs must report
both originating and distant site telehealth costs on Form CMS-222-17 on line 79 of the
WorksheetA, in the sectiontitled “Cost Other Than RHC Services.” FQHCs must report
both originating and distant site telehealth costs on Form CMS-224-14, the Federally
Qualified Health Center Cost Report, on line 66 of the WorksheetA, in the sectiontitled
“Other FQHC Services”.

New:5/27/2020

14. Question: Do distant site telehealth services have to be related to COVID-19?
Answer: No. Distant site telehealth services do nothave to be related to COVID-19.
New:5/27/2020

15. Question: Do telehealth services have to be initiated by the patient?

Answer: No. Telehealth servicesdo not have to beinitiated by the patient. However, the
patientshould be made aware of any cost-sharing for which he or she isliable.

Updated: 11/17/2021 pg. 69



(Cms

CENTERS FOR MEDICARE & MEDICAID SERVICES

New:5/27/2020

16. Question: Who can furnish distantsite telehealth services?
Answer: Distant site telehealth services can be furnished by the RHC or FQHC practitioner
or any health care practitionerworking within their state scope of practice. They have to
be working for the RHC/FQHC, as an employee orunder direct contract.
New:5/27/2020

17. Question: Where can RHC or FQHC practitioners be located when furnishing distant site
telehealth services?
Answer: For the duration of the COVID-19 PHE, RHC or FQHC practitioners can furnish
distant site telehealth servicesfromany location, including theirhome, during the time
that they are working for the RHC or FQHC.
New:5/27/2020

18. Question: Can the patient’shome serve as an originatingsite?
Answer: Yes. Effective March 6, 2020, the patient’shome can serve an originatingsite for
the duration of the COVID-19 PHE. For treatment of substance use disorderand related
conditions, the patient’s home was eligible before the PHE.
New:5/27/2020

19. Question: Will coinsurance apply to distant site telehealth services?
Answer: During the COVID-19 PHE, coinsurance and deductible (if applicable) does not
apply for certain evaluation and managementservices when they are related to COVID-19
testing, whetherthey are furnishedin person or via telehealth. Alist of these services can
be found at https://www.cms.gov/outreach-and-
educationoutreachffsprovpartprogprovider-partnership-email-archive /2020-04-07-mlnc-
se# Toc37139913. Additional information regarding coinsurance and deductibles can be
found at https://www.cms.gov/files/document/se20011.pdf.
New:5/27/2020

20. Question: Are modifiersrequired toidentify services to which coinsurance and deductibles
do not apply?
Answer: RHCs and FQHCs must use the “CS” modifieron the claim to identify the COVID-19
testing-related services to which the coinsurance and deductible do not apply. Coinsurance
and deductible amounts should not be collected from beneficiaries for these services.
New:5/27/2020

21. Question: Will coinsurance and deductibles apply for telehealth servicesthatare not

related to COVID-19 testing?
Answer: Yes. Coinsurance and deductible (if applicable) is only removed for specified
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COVID-19 testing-related services, whetherthey are furnishedin person or via telehealth,
as described at https://www.cms.gov/outreach-and-
educationoutreachffsprovpartprogprovider-partnership-email-archive /2020-04-07-mlnc-
se.

New:5/27/2020

22. Question: Can FQHC lookalikes also bill for distant site telehealth services during the
COVID-19 PHE?
Answer: Yes, FQHC lookalikes can also bill for distant site telehealth servicesforthe
duration of the COVID-19 PHE.
New:5/27/2020

23. Question: When did the changes for services furnished by RHCs and FQHCs during the
COVID-19 PHE go into effect?
Answer: The effective dates forthese changes are as follows:
Distant Site Telehealth Services by RHCs and FQHCs - January 27, 2020
Telehealth Services Furnished when the patientis at home - March 6, 2020 (For treatment
of substance use disorder and related conditions, the patient’s home was eligible before
the PHE).
Expanded Virtual Communication Services - March 1, 2020
Revision of HHA Shortage Area Requirementfor Visiting Nursing Services - March 1, 2020
Audio-only Telehealth Services - March 1, 2020
New:5/27/2020

0. Revision of the Home Health Agency Shortage Area Requirement for
Visiting Nursing Services Furnished by RHCs and FQHCs

1. Question: Can RHCs and FQHCs bill forvisiting nursing services?
Answer: Yes. In an area in which there exists a shortage of home health agencies (HHAs),
visiting nursing services can be furnished to a homebound individual byan RN or a LPN
under a written plan of treatment.
New:4/9/20

2. Question: How are we changing the HHA shortage area requirementforvisiting nursing
servicesand what additional flexibilities does this provide for RHCs and FQHCs?
Answer: During the COVID-19 PHE, we will assume that the area typically served by the
RHC, and the area that isincludedin the FQHC’s service area plan, has a shortage of home
health agencies, and no requestfor this determinationisrequired. The RHC or FQHCs must
check the HIPAA Eligibility Transaction System (HETS) before providingvisiting nurse
servicesto ensure that the patientis not already under a home health plan of care. No
visits will be payable to the RHC/FQHC if such patientis already beingtreated under a
home health plan of care.
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New:4/9/20

3. Question: Is there a change inhow “homebound” is determined?
Answer: No. During the PHE, as previously, a patientwould be considered “homebound” if
it is medically contraindicated for the patient to leave the home. The patient’s medical
records must document leavingthe home is medically contraindicated. For example, a
beneficiary could be considered “homebound”if: (1) a physician has determinedthatitis
medically contraindicated for a beneficiary toleave the home because he or she has a
confirmed or suspected diagnosis of COVID-19; or (2) where a physician has determined
that itis medically contraindicated for a beneficiary to leave the home because the patient
has a condition that may make the patient more susceptible to contracting COVID-19.
New:4/9/20

4. Question: Can avisiting nurse service be billed if the nurse goes to the patient’shome to
collecta lab specimen for coronavirus testing?
Answer: Not ifitis the only service provided. Visiting nurse services are only billable asan
RHC/FQHC visitwhen they require skilled nursing services. If the RN or LPN collectsa
specimen for testingand does not provide skilled nursing services undera written plan of
treatment, then it would not be a RHC or FQHC billable visit.
New:4/9/20

5. Question: How doesthis change affect how RHCs and FQHCs bill for visiting nursing
services?
Answer: There are no billing changesfor visiting nursing services. Qualified visiting nursing
servicesare billedasan RHC or FQHC visit using revenue code 0527.
New:4/9/20

P. Medicare Telehealth

1. Question: What services can be provided by telehealth duringa waiverfor the public
healthemergency (PHE) declared by the Secretary under the section 1135 waiver
authority?

Answer: Medicare telehealth servicesinclude many services that are normally furnished
in-person. CMS maintains a list of services that may be furnished via Medicare telehealth.
This listis available here: https://www.cms.gov/Medicare/Medicare-General-
Information/Telehealth/Telehealth-Codes. These services are described by HCPCS codes
and paid under the Physician Fee Schedule. Under the emergency declaration and waivers,
these services may be provided to patients by physicians and certain non-physician
practitionersregardless of the patient’s location. Medicare also pays for certain other
services that are commonly furnished remotely usingtelecommunications technology, but
are not considered Medicare telehealth services. These services can always be providedto
patients wherevertheyare located, and include physician interpretation of diagnostic
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tests, care managementservices, and virtual check-ins.
New:4/9/20

2. Question: What types of health care practitioners are permitted to furnish telehealth
servicesunder broadened 1135 waiverauthority granted by the CARES Act?
Answer: All health care practitioners who are authorized to bill Medicare for their
professional services may also furnish and bill fortelehealth services. This allows health
care professionals who were not previously authorized underthe statute to furnish and bill
for Medicare telehealth services, including physical therapists, occupational therapists,
speech language pathologists, and others, to receive payment for Medicare telehealth
services.

Additionally, telehealth services performed by auxiliary personnel who cannot
independently bill Medicare for theirservices, such as respiratory therapists, can be
furnished and billedincident tothe services of an eligible billing practitioner.

Hospitals do not bill for Medicare telehealth services. However, if ahospital employs
certain practitioners who are not authorized to independently bill Medicare fortheir
services, such as respiratory therapists, the hospital may bill for the outpatient hospital
services provided by that staff usingtelecommunications technology. Hospitals should
review requirements for providing hospital servicesinrelocated provider based
departmentsincludingthe patient’shome and temporary expansion locations as
appropriate. We note that Medicare cannot pay for servicesthat are furnished by a
physician or practitionerlocated outside of the United States (see 42 CFR 411.9).
Updated: 6/19/20

3. Question: Is any specialized equipment needed to furnish Medicare telehealth services?
Answer: Currently, CMS requires most telehealth servicesto be furnished using
telecommunications technology that has audio and video capabilities that are used for
two-way, real-time interactive communication. For example, to the extentthat many
mobile computing devices have audio and video capabilities that may be used for two-way,
real-time interactive communication, they may be usedto furnish Medicare telehealth
services.

CMS has used its waiverauthority to allow, beginningon March 1, 2020, telephone
evaluationand management codes and certain counseling behavioral health care and
educational services, to be furnished as telehealth services usingaudio-only
communications technology (telephones orotheraudio-only devices). A list of those
servicesis available here: https://www.cms.gov/Medicare/Medicare-General-
Information/Telehealth/Telehealth-Codes. Forall other services, a Medicare telehealth
service requires, at a minimum, audio and video equipment permitting two-way, real-time
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interactive communication between the patient and distant site physician or practitioner.
Update: 6/19/20

4. Question: Can practitioners provide Medicare telehealth services using video-enabled
phones?
Answer: Yes. CMS amended its regulationsto remove outdated references that could be
interpreted as potential restrictions on technology that practitioners can use to provide
telehealth services. Interactive real-time audio-video technology may be used to perform
all serviceson the Medicare telehealth list.

The HHS Office for Civil Rights has issued a Notification of Enforcement Discretion and
related guidance to ensure that covered health care providers can use popular non-public
facing applications that allow for video chats, including Apple FaceTime, Facebook
Messenger video chat, Google Hangouts video, or Skype, to provide telehealth without risk
of penalty for noncompliance with the HIPAA Rules related to the good faith provision of
telehealth duringthe COVID-19 nationwide publichealth emergency. For more
information on the Office for Civil Rights’ guidance, please visit;
https://www.hhs.gov/hipaa/for-professionals/special-topics/emergency-
preparedness/notification-enforcement-discretion-telehealth/index.html; and
https://www.hhs.gov/sites/default/files/telehealth-fags-508.pdf

CMS has used its waiverauthority to allow, beginningon March 1, 2020, telephone
evaluation and management codes and certain behavioral health care and educational
servicesto be furnishedviatelehealth usingaudio-only telephones. A complete list of
Medicare telehealth services, including those that may be furnished usingaudio-only
technology, is available here: https://www.cms.gov/Medicare/Medicare-General-
Information/Telehealth/Telehealth-Codes.

For the duration of the PHE for the COVID-19 pandemic, Medicare is making payment for
CPT codes 99441-99443, which describe an audio-only phone visitfor practitioners who
can independently bill for E/M services. These CPT codes can be used for both new and
established patients. As for all Medicare telehealth services furnished during the PHE,
please report the place of service code that would have appliedif the service had occurred
in person for these telephone-only telehealth service codes.

Medicare payment rates for audio-only telephone evaluation and managementvisits are
aligned with the payment rates for the established patient office/outpatient E/M visit
levels 2—4 (CPT codes 99212—99214). Claims processed at the lowerrate before the
payment changes are in place will be automatically re-processed by Medicare
Administrative Contractors.
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In addition, while CMS did not add the codes to the Medicare telehealth serviceslist,
during the PHE for COVID-19, CMS makes separate payment for CPT codes 98966-98968,
which describe audio-only telephone assessmentand managementvisits with health care
practitioners who cannot independently bill for E/M phone visits, for example certain
therapists, social workers, and clinical psychologists.

Updated: 6/19/20

5. Question: How doesa health care providerbill for telehealth services?
Answer: The IFC directs physicians and practitioners who bill for Medicare telehealth
servicesto report the place of service (POS) code that would have beenreported had the
service been furnishedin person. This will allow our systems to make appropriate payment
for servicesfurnished via Medicare telehealth which, if not for the PHE for the COVID-19
pandemic, would have beenfurnishedin person, at the same rate they would have been
paid if the services were furnished in person. We believe thisinterim change will maintain
overall relativity underthe PFSfor similarservices and eliminate potential financial
deterrentsto the clinically appropriate use of telehealth. During the PHE, the CPT
telehealth modifier, modifier 95, should be applied to claim lines that describe services
furnishedviatelehealth. Practitioners should continue to bill these services usingthe CMS-
1500/837P.
New:4/9/20

6. Question: How much does Medicare pay for telehealth services?
Answer: Medicare pays the same amount for telehealth services asit wouldif the service
were furnishedin person.
New:4/9/20

7. Question: How longwill practitioners be able to bill usingthese new flexibilities?
Answer: The telehealth waiverwill be effective until the end of the PHE declared by the
Secretary of HHS on January 31, 2020. Billingfor the expanded Medicare telehealth
services, as well as for the telephone assessment and management, telephone, evaluation
and management services, and additional flexibilities for communications technology-
based services (CTBS) are effective beginning March 1, 2020, and through the end of the
PHE.
New:4/9/20

8. Question: Can physicians and practitioners let their patients know that Medicare covers
telehealthin new locations during the PHE?
Answer: Yes. Physicians and practitioners should inform their patients that services are
available viatelehealthinnew locations, including theirhomes, during the PHE and
educate themon any applicable cost sharing.
New:4/9/20
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9. Question: Should on-site visits conducted via video or through a window in the clinicsuite
be reported as telehealth services? How could a physician or practitioner bill if this were
telehealth?

Answer: Services should only be reported as telehealth services when the individual
physicianor practitionerfurnishingthe service is not at the same location as the
beneficiary. If the physician or practitionerfurnished the service from a place other than
where the beneficiaryislocated (a “distant site”), they should report those servicesas
telehealth services. If the beneficiary and the physician or practitionerfurnishingthe
service are in the same institutional setting but are utilizingtelecommunications
technologyto furnish the service due to exposure risks, the practitionerwould not needto
report this service as telehealth and should instead report whatevercode described the in-
person service furnished.

New:4/9/20

10. Question: How are telehealth services differentfrom virtual check-insand e-visits? How
much does Medicare pay for these services?
Answer: Medicare telehealth services are services that would normally occur in person but
are instead conducted via telecommunications technology and are paid at the fullin-
person rate. Service such as the virtual check-in, eVisits, remote evaluation, and telephone
visits are not services that would normally occur in person, and are not paid as though the
service occurred in person. A virtual check-in lets professionals bill for brief (5-10 min)
communications that mitigate the needfor an in-personvisitand can be furnished viaany
synchronous telecommunications technology visit that would be furnished along with an e-
visitis similarto a virtual check-in, but should be reported when a beneficiary
communicates with their health care provider through an online patient portal. Telephone
visits may be furnished viaaudio-only telephone whereas the remote evaluation describes
the evaluation of a prerecorded video or image provided by the patient. Table 1illustrates
the respective payment rates to the physician or other practitioner; they vary based on the
practice setting.

New:4/9/20
Table 1: Paymentrates for the virtual check inand the e-Visit
Office-based Facility-based
Payment Rate Payment Rate
to the to the
HCPCS Descriptor Professional Professional
Online digital evaluation and management
service, for an established patient, forup to 7
99421 . . .
days, cumulative time during the 7 days; 5-10
minutes $15.52 $13.35
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HCPCS

Descriptor

Office-based
Payment Rate
to the
Professional

Facility-based
Payment Rate
to the
Professional

99422

Online digital evaluation and management
service, for an established patient, forup to 7
days, cumulative time during the 7 days; 11-20
minutes

$31.04

$27.43

99423

Online digital evaluation and management
service, for an established patient, forup to 7
days, cumulative time during the 7 days; 21 or
more minutes

$50.16

$43.67

G2061

Qualified non-physician healthcare professional
online assessment, foran established patient,
for up to seven days, cumulative time during
the 7 days; 5-10 minutes

$12.27

$12.27

G2062

Qualified non-physician healthcare professional
online assessmentservice, foran established
patient, for up to seven days, cumulative time
during the 7 days; 11-20 minutes

$21.65

$21.65

G2063

Qualified non-physician qualified healthcare
professional assessment service, foran
established patient, forup to seven days,
cumulative time during the 7 days; 21 or more
minutes

$33.92

$33.56

G2012

Brief communication technology-based service,
e.g.virtual check-in, by a physician or other
qualified health care professional who can
report evaluation and management services,
providedto an established patient, not
originatingfrom a related e/m service provided
withinthe previous 7 days nor leadingto an
e/m service or procedure within the next 24
hours or soonestavailable appointment; 5-10
minutes of medical discussion

$14.80

$13.35

11. Question: What has changed for communication technology-based services (e.g. remote
evaluation of patient images/video and virtual check-in) for practitioners who bill for E/M
codes?
Answer: During the PHE for COVID-19, HCPCS codes G2010 and G2012, which may only be
reported when theydo not resultin anin-personor telehealth visit, can be furnished to
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both new and established patients. During the PHE, the required annual beneficiary
consent to receive these services may be obtained at the same time that the servicesare
furnished eitherby the billing practitioner or by staff under general supervision. If the brief
communication technology-based service originates from a related E/M service provided
withinthe previous 7 days by the same physician or other qualified health care
professional the service would be considered bundledinto the previous E/M service and
would not be separately billable.

New:4/9/20

12. Question: Can other practitioners who do not bill for E/M codes provide communication
technology-based services (e.g. remote evaluation of patientimages/video and virtual
check-in) or telephone assessmentand management services during the PHE?

Answer: Yes. During the PHE, the availability of HCPCS codes G2010 and G2012 is
broadenedto allow certain practitioners, such as physical therapists, occupational
therapists, speech language pathologists, licensed clinical social workers, and clinical
psychologists, who do not report E/M codes to bill for these services. CMS has also
activated CPT codes 98966, 98967, and 98968, which describe assessmentand
managementservices conducted over the phone.

New:4/9/20

13. Question: Will CMS require specificmodifiersto be applied tothe existing codes?
Answer: For telehealth servicesfurnished duringthe PHE, CMS is allowing practitioners to
use the POS code that they would have otherwise reported had the service been furnished
in person. To identify these services as Medicare telehealth, CMS is requiring that modifier
95 be appendedto the claim.

There are also three additional scenarios where modifiers are ordinarily required on
Medicare telehealth claims. When a telehealth service is furnished viaasynchronous (store
and forward) technology as part of a federal telemedicine demonstration projectin Alaska
and Hawaii, the GQ modifierisrequired. When a telehealth service is billed under CAH
Method Il, the GT modifierisrequired. Finally, when telehealth service is furnished for
purposes of diagnosisand treatment of an acute stroke, the GO modifierisrequired.
New:4/9/20

14. Question: Can the distantsite practitionerfurnish Medicare telehealth services fromtheir
home? Or do they have to be ina medical facility?
Answer: There are no paymentrestrictions on distantsite practitioners furnishing
Medicare telehealth servicesfromtheirhome during the public healthemergency. The
practitionershould report the place of service (POS) code that would have been reported
had the service beenfurnishedin person. This will allow our systems to make appropriate
payment for services furnished via Medicare telehealth which, if not for the PHE for the
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COVID-19 pandemic, would have been furnishedin person, at the same rate they would
have been paid if the services were furnishedin person.
New:4/9/20

15. Question: What about beneficiaries who do not have access to smart phones or other
technology that supports two-way, audio and video telecommunications technology or
patients that do not want to use video?

Answer: Beginningon March 1, 2020, health care providerscan bill certain Medicare
telehealth services furnished viaaudio-only calls, including telephone evaluation and
managementservices, and specificbehavioral health care and educational services. These
services may be billed forboth new and established patients.

New:6/19/20

16. Question: What has changed for communication technology-based services (CTBS) (HCPCS
codes G2010 and G2012 - e.g.remote evaluation of patientimages/video and virtual
check-ins) for practitioners who bill for Evaluation and Management (E/M) services?
Answer: As stated in the CY 2019 PFS final rule, we finalized thatif the communications
technology-based service originates from a related E/M service provided within the
previous 7 days by the same physician or other qualified health care professional, the CTBS
would be considered bundled into that previous E/M service and would not be separately
billable. Underthe policyin the CY 2019 PFS final rule, ininstances when the CTBS leadsto
an E/M service with the same physician or other qualified health care professional, the
CTBS isconsidered bundledinto the pre- or post-visit time of the associated E/M service,
and therefore, would not be separately billable. However, when the CTBS leads to an E/M
visitwith a different physician or other qualified health care professional, the CTBS would
not be considered bundledinto that visit (83 FR 59486) and the CTBS is separately billable.
This has not changed duringthe PHE.

New:4/9/20

17. Question: Can consent for multiple CTBS or interprofessional consultations services be
obtained at onetime?
Answer: Yes. Beneficiary consent may be obtained annually for all CTBS (e.g.remote
evaluation of patient images/video and virtual check-ins) or interprofessional consultation
servicesoccurring withinthe year (84 FR 62699).
New:4/9/20

18. Question: What does it mean for CTBS (HCPCS codes G2010 and G2012, (e.g.remote
evaluation of patient images/video and virtual check-ins)) to be initiated by the patient?
Answer: On page 59484 of the CY 2019 PFS final rule, we stated that, for G2012, “We
expectthat these services will be initiated by the patient, especially since many
beneficiaries would be financially liable for sharingin the cost of these services.” For
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G2010, we notedthat thisserviceis initiated by the patient (83 FR 59487). This means that
the patient must consent to the service before or at the same it takes place and does not
prohibit practitioners from educating, on theirown initiative, beneficiaries on the
availability of the service prior to, or at the same time it takes place.

New:4/9/20

19. Question: Can the CTBS (HCPCS codes G2010 and G2012, (e.g.remote evaluation of
patientimages/video and virtual check-ins)) be billed on the same day, by the same
practitioner, for the same patient?

Answer: As longas all requirements for billing both codes are met, and time and effortare
not being counted twice, HCPCS codes G2010 and G2012 may be billed by the same
practitioner, for the same patient, on the same day.

New:4/9/20

20. Question: Can Remote Physiologic Monitoring (RPM) services be furnished to new patients
as well as established patients?
Answer: Starting March 1 and for the duration of the PHE, RPM services can be furnished
to both new and established patients. We ordinarily require an initiating visit for RPM
services, similarto other care management services, but this requirement may be satisfied
via a telehealth visit. Regardless, forthe duration of the PHE, we are not requiring patients
to be established patientsin order to receive RPM services. Patients that receive RPM
services can be established or new.
Revised: 4/23/20

21. Question: May clinical staff provide RPM services under general supervision?
Answer: Yes. We finalized inthe CY 2020 PFS final rule (84 FR 62698) that RPM services,
including but not limited to HCPCS codes 99453, 99454, 99457, 99458, may be provided
under the general supervision of the billing practitioner. We note that, beneficiary consent
to receive these services may also be obtained by auxiliary personnel undergeneral
supervision of the billing practitioner. Further, we note that, as specifiedinthe IFC (85 FR
19245-19246), during the PHE when physicians and other health care professionalsare
faced with challenges regarding potential exposure risks forthemselves and their patients,
the direct supervision requirement thatapplies for most other services that are furnished
incidentto a physician or other practitioner’s services may be met virtually through
audio/videoreal-time communications technology.

We also note that clinical staff are “auxiliary personnel.” Accordingto the 2019 CPT
Codebook (p. xii), “Aclinical staff memberis a person who works under the supervision of
a physician or other qualified health care professional and who is allowed by law,
regulation, and facility policy to perform or assist in the performance of a specified
professional service, but who does not individually report that professional service.”
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New:4/9/20

22. Question: The prefatory language for the Remote Physiologic Monitoring (RPM) CPT codes
99453, 99454, and 99457 requiresthat the device usedto capture a patient’s physiologic
data must be a medical device as defined by the FDA. Can we assume that any device used
to capture a patient’s physiologicdata whetherClass |, Class I, Class Il would meet this
requirement?

Answer: The device used to capture a patient’s physiologicdata must meet the FDA
definition of beinga medical device. The CPT code descriptor does not indicate that the
device must be an FDA approved device. Medical devices are defined onthe FDA website
as follows:

“Medical devicesrange from simple tongue depressors and bedpans to complex
programmable pacemakers with micro-chip technology and laser surgical devices. In
addition, medical devicesinclude invitro diagnostic products, such as general purpose lab
equipment, reagents, and testkits, which may include monoclonal antibody technology.
Certain electronicradiation emitting products with medical application and claims meet
the definition of medical device. Examplesinclude diagnosticultrasound products, x-ray
machines, and medical lasers.” For more information, see the FDA link at:
https://www.fda.gov/medical-devices.

New:4/9/20

23. Question: Current CPT coding guidance states that CPT code 99454 cannot be reported
when monitoring occurs for fewerthan 16 days of a 30-day period. While it is possible that
remote physiologicservices (RPM) could be used to monitor a patient with COVID-19 for
more than 16 days, many patients with COVID-19 may not need to be monitored for as
many as 16 days. Can practitioners bill for RPM when a patient needs to be monitored for
fewerthan 16 days?

Answer: For the same reasons we established otherpolicies supporting use of RPM
services as part of the pandemicresponse, we are establishingapolicy on an interim basis
for the duration of the PHE for COVID-19 that monitoring for fewer days than 16 of 30
days, but no lessthan 2 days, can be reportedas long as the other requirements forbilling
the code are met. However, in order to bill and receive reimbursementfor RPM services
withfewerthan 16 days of monitoring, the receiving patient must have a confirmed or
suspected case of COVID-19.

New: 6/19/20

24. Question: Are beneficiary-provided vital signs sufficient to satisfy that portion of the
annual wellnessvisit (AWV) when conducted viatelehealth?
Answer: Ifthe beneficiaryisat home and has access to the types of equipment they would
needto self-reportvital signs (e.g., weight, blood pressure), and if the visit meets all other
requirements of the code, this scenario would satisfy the requirements for purposes of
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billingthe AWV code.

CMS maintains a list of servicesthat are normally furnished in-personthat may be
furnished via Medicare telehealth duringthe PHE. This listis available here:
https://www.cms.gov/Medicare/Medicare-General-Information/Telehealth/Telehealth-
Codes.

New:5/27/2020

25. Question: What telephone-only service codes were finalized as telehealth services forthe
duration of the PHE?
Answer: For purposes of the PHE for the COVID-19 pandemic, Medicare has added several
codes that describe telephone-only services to the list of Medicare telehealth services.
These include CPT codes 99441-99443, which describe audio-only telephone evaluation
and management (E/M) phone visits with practitioners who can independently bill for E/M
services. While these codes are ordinarily limited to established patients, during the PHE,
Medicare will make paymentfor them for both new and established patients. These
servicesare noted on the list of telehealth services at
https://www.cms.gov/Medicare/Medicare-General-Information/Telehealth/Telehealth-
Codes.

Please report the POS that would have used had the service occurred in personfor these
telephone-only service codesand all other telehealth services during the PHE.

In addition, while not currently on the Medicare telehealth services list, duringthe PHE for
COVID-19, CMS pays CPT codes 98966—98968, which describe audio-only telephone
assessmentand management visits for practitioners who cannot independently bill for
E/M phone visits, forexample certain therapists, social workers, and clinical psychologists.
New:5/27/2020

26. Question: If the video connectionis disconnected duringan audio-video Medicare
telehealthvisitdue to technological issues, can the visitstill be billed as Medicare
telehealth?

Answer: Practitionersshould report the code that best describes the service. If the service
was furnished primarily through an audio-only connection, practitioners should consider
whetherthe telephone evaluation and management or assessmentand management
codes bestdescribe the service, or whether the service is best described by one of the
behavioral health and education codes for which we have waivedthe videorequirement
during the PHE for the COVID-19 pandemic. If the service was furnished primarily using
audio-video technology, thenthe practitionershould bill the appropriate code from the
Medicare telehealth list that describes the service. Note that CPT codes 99441-99443,
which describe audio-only telephone E/Mphone visits with practitioners who can
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independently billfor E/M services, have been added to the Medicare telehealthlist for
the purposes of the PHE for the COVID-19 pandemic, and paymentrates for these codes
are set to be the same as the analogous in-person E/M visits.

New:5/27/2020

27. Question: How should the CS modifier, which removes application of beneficiary cost-
sharing (deductible and co-payment), be applied to telehealth services and/or E/M visits?
Answer: The CS modifiershould be appliedfor certain evaluation and management
servicesrelated to COVID-19 testing, whethertheyare furnishedin personor via
telehealth. These services are medical visits under the HCPCS evaluation and management
categories described below when outpatient providers, physicians, or other providers and
supplierswho bill Medicare for Part B services orders or administersa COVID-19 lab test,
regardless of the HCPCS codes they use to report the test. Cost-sharing does not apply for
COVID-19 testing-related services, which are medical visits that: are furnished between
March 18, 2020, and the end of the PHE; resultin an order for or administration of a
COVID-19 test; are related to furnishing or administeringsuch a test or to the evaluation of
an individual for purposes of determining the need for such a test; and are in any of the
following categories of HCPCS evaluation and management codes:

e Office and other outpatientservices

e Hospital observation services

e Emergency departmentservices

e Nursingfacility services

e Domiciliary, rest home, or custodial care services

e Home services

e Onlinedigital evaluation and management services

Cost-sharing does not apply to the above medical visit services for which payment is made

to:

e Hospital Outpatient Departments paid under the Outpatient Prospective Payment
System

e Physiciansand other professionals underthe Physician Fee Schedule

e Critical Access Hospitals (CAHs)

e Rural Health Clinics (RHCs)

e Federally Qualified Health Centers (FQHCs)

For servicesfurnished on or after March 18, 2020, and through the end of the PHE,
outpatient providers, physicians, and other providers and suppliers that bill Medicare for
Part B services under these payment systems should use the CS modifieronapplicable
claim linesto identify the service as subject to the cost-sharing waiverfor COVID-19
testing-related services and should NOT charge Medicare patientsany co-insurance and/or
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deductible amounts for those services.

Additionally, the CPTtelehealth modifier, modifier 95, should be appliedto claimlinesthat
describe servicesfurnished viatelehealth. And the billing practitionershould report the
POS code that reflects the place the service would have been furnishedif furnishedin-
person.

Update: 7/24/2020

28. Question: Do Medicare telehealth servicesrequire CR (“catastrophe/disasterrelated”)
modifierand/or DR (“disaster related”) condition code?
Answer: No, the CR and DR modifiers are not necessary for Medicare telehealth services.
New:5/27/2020

29. Question: What codes can emergency physicians use if they want to perform telehealth
services?
Answer: ED physicians can perform telehealth services fromany location. CMS has
temporarily added the ED E/M codes (CPT codes 99281-99285), the critical care codes
(CPT codes 99291 and 99292), and the observation codes (CPT codes 99217-99220,
99224-99226, and 99234-99236) to the list of Medicare telehealth servicesforthe
duration of the COVID-19 PHE. When deliveringemergency telehealth services, ED
physicians should use the code that most accurately reflectsthat service and use the same
place of service code that they would have used if that service was deliveredin-person.
The CPT telehealth modifier, modifier 95, should be applied to claim linesthat describe
servicesfurnishedviatelehealth. Forexample, regardless of location, ED physicians who
are deliveringemergency services can use the ED E/M codes with place of service 23 (ED)
and apply modifier95.

When a practitionerfurnishesservicesto a patientwho is at the same location, such as
whenthe practitioner and patientare in different areas of the same hospital, the services
are not considered telehealth services. Instead, the services should be reported as in-
person services.

New:5/27/2020

30. Question: How should telehealth services be documentedinthe medical record (e.g., face-
to-face time, preparationtime)?
Answer: We expectthe same level of documentation that would ordinarily be provided if
the services furnished viatelehealth were conductedin person.
New:5/27/2020

31. Question: Can Physician Assistants (PAs) provide and bill for Interprofessional
Telephone/Internet/Electronic Health Record Consultations (codes 99446-99449 and
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99451)?
Answer: Yes, a PA can furnish these interprofessional consultation services, and the usual

billingrules for PA services apply.
New:5/27/2020

32. Question: How should practitioners bill for audio-only services that lastlonger than 30
minutes?
Answer: During the PHE for the COVID-19 pandemic, Medicare has added to the list of
telehealth services CPT codes 99441-99443, which describe audio-only phone visits with
practitionerswho can independently billfor E/M services, and CPT codes 98966—98968,
which describe audio-only phone visits with practitioners who cannot independently bill
for E/M services (for example certain therapists, social workers, and clinical psychologists).
CPT codes 99443 and 98968 describe 21-30 minutes of medical discussion, respectively for
each practitioner type; but there are no CPT codes available to describe medical
discussions lastinglongerthan 30 minutes.
New:5/27/2020

33. Question: Is beneficiary consent required for virtual check-ins, e-visits, audio-video
telehealth visits, and/ortelephone-only E/Mtelehealth visits?
Answer: Beneficiary consentto receive virtual check-ins and e-visitsis required althoughiit
may be obtained once annually and, during the PHE for the COVID-19 pandemic, consent
may be obtained at the same time the service is furnished. Similarto services furnishedin
person, the patient’s consent is not requiredto be noted on the medical record for
telehealth services furnished usinginteractive audio-video technology. The audio-only
phone visits also do not require the patient’s consent to be notedin the medical record.
New:5/27/2020

34. Question: Should practitioners use the same telehealth billing codes if the audio-video or
audio-only appointmentincludes Teletype (TTY), relay services, accessible software,
interpreterservices support, or other means of effective communication?

Answer: Yes, if a practitioner receives TTY, relay services, accessible software, interpreter
services support, or other means of effective communication, thenthey would use the
same billing codes for when they don’t need TTY, relay services, accessible software
interpreterservices, or other means of effective communication. Practitioners cannot
charge patients more for a telehealthvisitsif the patientrequires TTY relay services,
accessible software, interpreterservices or other means of effective communication.
New:5/27/2020

35. Question: Are services designated on the telehealth listas non-covered by Medicare

eligible for payment during the PHE?
Answer: No. Services that are currently non-covered remain so unless subsequent
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rulemakingis undertaken to make them covered services. These services were added to
the telehealthlist forinformational purposes only, to reflect stakeholderrequests.
New:5/27/2020

36. Question: What has changed for telephone E/M visits (CPT codes 99441-99443)?
Answer: On an interim basis during the PHE for the COVID-19 pandemic, Medicare
payment for CPT codes 99441-99443 for claims with dates of service on or afterMarch 1 is
increased to align withthe payment rates for the level 2—4 established patient
office/outpatient E/M services (CPT codes 99212-99214). CMS has also added these
servicesto the Medicare telehealth services list. These codes may be billed forboth new
and established patients during the PHE, and should be billedinaccordance withthe rules
establishedforbilling telehealth services during the PHE.
New:6/19/20

37. Question: What time should be usedto selectthe correct level of office/outpatient E/M
visitwhenselectingthe level based on time?
Answer: On an interim basis for the duration of the PHE for the COVID-19 pandemic,
practitioners should use the typical time as specifiedinthe CPT code descriptorfor
purposes of level selection when selectingbased ontime.
New:6/19/20

38. Question: What is changing about the process by which CMS adds servicesto the Medicare
telehealthlist?
Answer: For the duration of the PHE for the COVID-19 pandemic, CMS will considerand
make appropriate additions of servicesto the Medicare telehealthlistona rolling basis as
servicesare identified by the publicor through internal review. The current Medicare
telehealth serviceslistcan be found at this website:
https://www.cms.gov/Medicare/Medicare-General-Information/Telehealth/Telehealth-
Codes.
New:6/19/20

39. Question: What should practitioners consider while setting up agreements with vendors of
telehealth and telecommunication technology to ensure that telehealthis accessible to all
patients?

Answer: We remind stakeholders that access to telehealth and telecommunications
technology must be inclusive, especially for those patients who may have disabilities
where the use of technology and/or communication may be more challenging. Section 504
of the Rehabilitation Actand the Americans with Disabilities Act protect qualified
individuals with disabilities from discrimination on the basis of disability in the provision of
benefitsand services. To provide these individuals with effective communications, covered
entities must provide auxiliary aids and services when needed. We encourage providersto
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discuss what aid or service is appropriate with the person with a disability makingthe
request. For more information on best practices in serving deaf and hard of hearing
individuals see

https://www.nad.org/covid19-telehealth-access-for-providers/. Concerns related to
potential discriminationissuesunder504 should be referred to the Office of Civil Rights for
further review.

New: 6/19/20

40. Question: How will recently enacted legislation allow CMS to utilize Medicare telehealth to
address the declared COVID-19 public health emergency (PHE)?
Answer: The Coronavirus Preparedness and Response Supplemental Appropriations Act, as
signedinto law by President Trump on March 6, 2020, broadened a provision that allowed
the Secretary of the Department of Health and Human Services to waive certain Medicare
statutory and regulatory telehealth paymentrequirements. The Secretary exercised this
waiverauthority to lift limitations on the originating sites at which Medicare patients may
be located to receive telehealth services during the PHE declared by the Secretary January
31, 2020. Exercisingthiswaiver authority allowed beneficiariesinall areas of the country
to receive telehealth services whereverthey are located, including at their home. Using the
further broadened waiverauthority under the Coronavirus Aid, Relief, and Economic
Security Act (CARES Act), CMS allows more types of healthcare practitioners to furnish and
bill for Medicare telehealth services, and certain services can be furnished viatelehealth
using audio-only communications technology, during the PHE.
New:6/19/20

41. Question: Are telehealth services limited to services for patients with COVID-19?
Answer: No. The CARES Act amendment broadens telehealth flexibility without regard to
the diagnosis of the patient. This is a critical point given the importance of social distancing
and other strategies recommended to reduce the risk of COVID-19 transmission, since the
use of telehealth services can preventvulnerable beneficiaries from enteringa health care
facility when theirneeds can be met remotely. For example, abeneficiary could use
communications technology flexibility to have a visit with a doctor before receivinga
prescription refill. However, Medicare telehealth services, like all Medicare services, must
be reasonable and necessary under section 1862(a) of the Act inorder to be covered.
New:6/19/20

42. Question: Can physiciansand other practitioners furnish Medicare telehealth servicesto
beneficiariesintheirhomes?
Answer: Yes. The waivertemporarily eliminates the requirementthatthe originatingsite
must be a physician’s office or other specified type of healthcare facility located in a rural
area, and allows Medicare to pay for telehealth services furnished to beneficiariesin their
homes or any setting of care.
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New:6/19/20

43. Question: Which healthcare professionals can furnish and bill for diabetes self-
managementtraining (DSMT) servicesthey furnishvia telehealth?
Answer: During the COVID-19 PublicHealth Emergency (PHE), Centersfor Medicare &
Medicaid Services (CMS) announced a waiverthat expands the types of healthcare
professionalsthat can furnishtelehealth services. Underthis waiver, professionals thatare
eligible to bill Medicare Part B directly for DSMT services, i.e., accredited and certified
DSMT programs that have been approved by a Medicare Administrative Contractor (MAC),
may furnish and bill for DSMT services furnished viatelehealth forthe duration of the
COVID-19 PHE. Further, under additional waiverauthority in effect for the duration of the
COVID-19 PHE, CMS has alsodesignated DSMT services as educational services that may be
furnished usingaudio-only telephone calls ratherthan viatwo-way interactive audio-video
communication technology.
New:7/28/20

44. Question: Can DSMT services provided by hospitals be billed as telehealth services?
Answer: Hospital outpatient departments may serve as originatingsites and bill for an
originatingsite facility fee when DSMT services are furnished to outpatients viatelehealth
by practitioners who may furnish and bill independently for DSMT services. However, if the
DSMT service is being furnished by hospital staff as an outpatient hospital service, the
section 1135 blanketwaiversallow a hospital to provide DSMT servicesto a patientlocated
at theirhome whenthe home servesas a relocated provider-based departmentor
temporary expansionlocation of the hospital duringthe COVID-19 PHE. Hospitals should
review requirements for providing hospital servicesinrelocated provider-based
departmentsincludingthe patient’s home and temporary expansionlocations as
appropriate.

New:7/28/20

45. Question: Can Medicare pay for telehealth servicesfurnished by physicians or practitioners
who are physically located outside of the United States?
Answer: No. Section 1862(a)(4) of the Act and our corresponding regulationat 42 CFR §
411.9 prohibit Medicare paymentfor services that are not furnished within the United
States. This paymentexclusion remainsin effectduring a publichealthemergencyand is
not affected by telehealth flexibilities putin place for the COVID-19 PHE. While section
1834(m) of the Act permits payment for telehealth services thatare furnished by a
physicianor practitionerat a distant site via a telecommunications systemtoa Medicare
beneficiary at an originatingsite, a telehealth service is considered to be furnished at both
the originatingsite and the distant site. Therefore, both the originatingsite and the distant
site are subject to the statutory payment exclusion that prohibits Medicare payment for
services that are not furnished within the United States.
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New:7/28/20

46. Question: Can the CPT codes 98966-98968 be used by registered dietitians or nutrition
professionals (RDs/NPs) duringthe public health emergency based on CMS’s decision to
change these codes from "non-covered" to "covered" status?

Answer: Yes. Practitioners who are eligible to bill Medicare directly for their services,
including RDs/NPs, may furnish and bill for the services described by CPT codes 98966-
98968. Those CPT codes describe audio-only telephone assessmentand management
services furnished by practitioners who are eligible to bill Medicare directly for their
services.

We note that RDs/NPs are also eligible distantsite practitioners, as definedin section
1842(b)(18)(C) of the Act, who are permitted to furnish and bill fortelehealth services,
including outside the circumstances of the PHE for COVID-19. All medical nutrition therapy
(MNT) and diabetes self-management training (DSMT) services (with the exception of code
G0271) are on the listof telehealth services. Please note that during the PHE for COVID-19,
these telehealth services are among those that may be furnished via audio-only
telecommunications technology (audio-video technologyis not required).

New: 10/20/20

47. Question: Should hospitals submit a separate 012x type of bill (TOB) for the telehealth
originatingsite facility fee charges during an inpatient stay?
Answer: Yes, hospitalsand critical access hospitals should bill their A/B/MAC for the
originatingsite facility fee on a 12x TOB using the date of discharge as the line item date of

service.
New: 10/20/20

48. Question: Can audio-only phone E/M visits (CPT codes 99441-99443) be billedinthe same
month as chronic care management (CCM) services?
Answer: Yes. During the public health emergency (PHE), audio-only phone E/M visits (CPT
codes 99441-99443) may be billedinthe same month as chronic care management (CCM)
services when reasonable and necessary and as longas time is not counted toward more
than one code. We expectthat in most cases the time counted toward CCM would be
clinical staff minutes while the time counted for audio-only phone E/M services would
representa direct interaction betweenthe patientand the billing professional. Ingeneral,
for the duration of the PHE, CPT codes 99441-99443 can be usedto report an
office/outpatient E/Mvisit furnished by phone including during a month where chronic
care managementservices are beingfurnished, and these codes can therefore be reported
in the same time period as CCM services.
New:3/5/21
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Q. Physician Services

1. Question: What does the IFC change for physician and practitioner billing?
Answer: We are revising certain Medicare regulations to ensure that sufficient health care
itemsand services are available to meet the needs of individuals enrolled in the Medicare
program during the public health emergency (PHE) resulting from the COVID-19 pandemic.
To that end, the IFC makes temporary changes to certain policiesregarding:

e Supervision by a physician or non-physician practitioner

e Paymentfor certain servicesfurnished by teaching physiciansand moonlighting
residents

e Telehealthand other communication technology-based services

e Servicesfurnished by Rural Health Clinics (RHCs) and Federally Qualified Health Centers
(FQHCs)

e Paymentto laboratories for specimen collection
New:4/9/20

2. Question: What are the changes to supervision?
Answer: In general, we are revisingthe definition of direct supervisiontoinclude, during
the PHE, a virtual presence through the use of interactive telecommunications technology,
for services paid underthe Physician Fee Schedule as well as for hospital outpatient
services. The revised definition of direct supervision also applies to pulmonary, cardiac, and
intensive cardiac rehabilitation services during the PHE. Additionally, we changed the
supervisionrequirements fromdirect supervisionto general supervision, and to allow
general supervision throughout hospital outpatient non-surgical extended duration
therapeuticservices. Most other therapeutichospital outpatient services have been subject
to general, rather than direct, supervision requirements since January 1, 2020. General
supervision meansthat the procedure isfurnished under the physician’s overall direction
and control, but that the physician’s presence is not required during the performance of the
procedure. General supervision may also include a virtual presence through the use of
telecommunications technology but we would note that evenin the absence of the PHE
general supervision could be conducted virtually, such as by audio-only telephone ortext
messaging.
New:4/9/20

3. Question: When do the changes on supervision take effectand for how long?
Answer: The changes to supervisionrules are effective forservices beginning March 1,
2020, and last for the duration of the COVID-19 PublicHealth Emergency.
New:4/9/20

4. Question: Are there any changes in how hospitals account for resident time at alternate
locations?
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Answer: Existingregulations have specificrules on when a hospital may count a residentfor
purposes of Medicare graduate medical education payments. Currently, if the residentis
performingactivities withinthe scope of his/herapproved program in his/herown home, or
a patient’shome, the hospital may not claim the resident. We are changing the regulations
so if theresidentis at home orin a patient’shome, but performing duties withinthe scope
of the approved residency program and meets appropriate physician supervision
requirements, a hospital that is payingthat resident’s salary and fringe benefits can claim
that resident for IME and DGME purposes. This allows residentsto perform theirdutiesin
alternate locations, including their home or a patient’shome, so longas it meets
appropriate physician supervision requirements.

New:4/9/20

5. Question: Can residents furnish telehealth services?
Answer: Through this interimfinal rule, for the duration of the PHE for the COVID-19
pandemic, we are allowing Medicare paymentfor services billed by teaching physicians
whenresidents furnish telehealth services to beneficiaries underdirect supervision of the
teaching physician whichis provided by interactive telecommunicationstechnology.
Medicare may also make payment for services billed by the teaching physician under the so-
called primary care exceptionunderour regulation at section415.174 whena resident
furnishestelehealth services to beneficiaries underthe direct supervision of the teaching
physician by interactive telecommunications technology.
New:4/9/20

6. Question: Does Medicare pay for a doctor or non-physician practitioner (NPP) to furnish
care ina beneficiary’shome?
Answer: Medicare pays for evaluation and management (E/M) and other services (e.g.,
injections, venipunctures.) furnished in abeneficiary’shome by a physician or NPP.
Medicare pays for Medicare telehealth services, whichinclude many servicesthat are
normally furnishedin-person. Under the emergency declaration and waivers, these services
may be provided to patients by physiciansand certain non-physician practitioners
regardless of the patient’s location. Additionally, Medicare makes payment for a number of
non-face-to-face services thatcan be usedto assessand manage a beneficiary’s conditions.
These servicesinclude: care management, remote patient monitoring, and communication
technology based services, e.g., remote evaluation of patientimages/video and virtual
check-ins. Importantly, Medicare will also pay physiciansfor care furnishedin the patient’s
home by auxiliary personnel aslong as those services are furnishedincidenttoa physician’s
service and as longas the practitioneris providingappropriate supervision through
audio/video communication when needed. In additionto personnel employed by the
physician, this could potentially alsoinclude clinicians leased from other entities (e.g., a
home health agency, home infusion provider, or ambulance provider). Inthese
circumstances, payment for such services would be made to the billing practitionerwho
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would then make the appropriate payment to the contracted entity (forexample, the home
infusion provider).
Revised: 4/10/20

7. Question: Can the distantsite practitionerfurnish Medicare telehealth servicesfromtheir
home? Or do they have to be ina medical facility?
Answer: There are no paymentrestrictions on distantsite practitioners furnishing Medicare
telehealth servicesfromtheirhome duringthe publichealth emergency. The practitioner
shouldreport the place of service (POS) code that would have beenreported had the
service been furnishedin person. This will allow our systems to make appropriate payment
for services furnished via Medicare telehealth which, if not for the PHE for the COVID-19
pandemic, would have beenfurnishedin person, at the same rate they would have been
paid if the services were furnished in person.
New:4/10/20

8. Question: The ambulatory surgical center (ASC) in my community has recently converted to
a hospital underunique provisions available duringthe PHE and my medical group has been
contracted to provide care there. If clinicians from our medical group furnish covered
professional services to Medicare beneficiaries atthe ASC-turned-Hospital, can we bill
Medicare for non-surgical services?

Answer: Yes. Physicians and other practitioners who are permitted to bill under Medicare
can bill Medicare for covered professional hospital servicesthat are furnished to Medicare
beneficiariesatan ASC that temporary enrolls as a hospital during the PHE. Practitioners
would bill under the Medicare Physician Fee Schedule and follow existing billingrules for
care furnishedin a hospital. Practitioners should use the applicable place of service code
dependingonwhetherthe ASC-turned-hospital is furnishing outpatient orinpatient care.
Also, practitioners should add the modifier “CR” to professional claims for patients treated
in temporary expansion sites duringthe PublicHealth Emergency.

New:4/10/20

9. Question: My medical group is contracted to provide care at a local hospital. The hospital
has builta tent, transitioned a gymnasium, or converted another non-clinical locationintoa
space to provide patient care. If clinicians from our medical group furnish covered
professional services to Medicare beneficiaries atthose new patientcare locations, can we
bill Medicare?

Answer: Yes. Physicians and other practitioners who are permitted to bill under Medicare
can bill Medicare for covered professional services that are furnished to Medicare
beneficiaries attemporary expansionsites, including gymnasiums, or other non-clinical
locations. Practitioners would bill underthe Medicare Physician Fee Schedule and following
existingbillingrulesforservices furnished in the hospital. Practitioners should use the
applicable place of service code dependingon whether the temporary expansionsite is

Updated: 11/17/2021 pg.92



(Cms

CENTERS FOR MEDICARE & MEDICAID SERVICES

furnishing outpatientor inpatient care. Also, practitioners should add the modifier “CR” to

professional claimsfor patients treated intemporary expansion site during the PHE.
New:4/10/20

10. Question: The state or the Army Corps of Engineers, or other governmental entity
established anew care location in our area by repurposing and retrofittinga convention
center, gymnasium, or other site for patient care. My medical group has been asked to
provide patientcare in one of these locations. Can we bill Medicare for covered professional
services furnishedinthese locations? If so are there reporting or billing rules that determine
how thisisdone?

Answer: Yes. Physicians and other practitioners who are permitted to bill under Medicare
can bill Medicare for covered professional services that are furnished to Medicare
beneficiaries attemporary expansionsites, including those established by the state, the
Army Corps of Engineers or other governmental entities. Practitioners would bill underthe
Medicare Physician Fee Schedule and following existing billing rules forservices furnishedin
the hospital. Practitioners should use the applicable place of service code dependingon
whetherthe temporary expansionsite is furnishing outpatient or inpatient care. Also,
practitioners should add the modifier “CR” to professional claims for patients treated in
temporary expansionsite duringthe PHE.

New:4/10/20

R. Scope of Practice

1. Question: Who is currently authorized under the Medicare regulations governing diagnostic
tests to supervise the performance of diagnostic tests and what changes are being made for the
public health emergency?
Answer: Medicare has different regulatory requirements for who may order a diagnostic test,
furnish that test, and supervise the test. With regard to supervision, Medicare rules generally
authorize only physicians (medical doctors and doctors of osteopathy) to provide the
appropriate level of supervision assigned to a diagnostic test (42 CFR 410.32(b)(1)). However,
throughout the duration of the COVID-19 public health emergency, we established aninterim
final policy that provides an exception to this basic rule at 42 CFR 410.32(b)(1) to also allow
nurse practitioners (NPs), clinical nurse specialists (CNSs), physician assistants (PAs) and
certified nurse-midwives (CNMs) to provide the appropriate level of supervision assigned to a
diagnostic test subject to applicable state law. In the CY 2021 Physician Fee Schedule final rule?
issued December 2, 2020, we made this policy permanent, and included certified registered
nurse anesthetists (CRNAs) among the non-physician practitioners who may supervise
diagnostic tests. Under their statutory benefit category, NPs and CNSs continue to be required
to furnish their professional services in collaboration with a physician; similarly, the relationship
of PAs with physicians under our regulations would continue to apply.

2 https://public-inspection.federalregister.gov/2020-26815.pdf
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Updated: 12/11/20

2. Question: What changes is CMS making during the Public Health Emergency for Part B
physical and occupational therapy serviceswhenit is necessary to carry out the servicesof a
maintenance program — more commonly known as maintenance therapy—when needed to
maintain, preventor slow the deterioration of a patient’s functional status?

Answer: CMS has provided flexibility during the PublicHealth Emergency to allow physical
and occupational therapists who established the maintenance program to delegate the
performance of needed maintenance therapy services to therapy assistants, when clinically
appropriate. This flexibility is applicable to all providersettings, includinginstitutional
providers and therapist private practices, where Part B outpatient therapy services are
furnished.

New:6/19/20

3. Question: What requirements are beingchanged in regard to student documentationin the
medical record?
Answer: CMS has clarified that any individual who has a separately enumerated benefit
under Medicare law that authorizesthem to furnish and bill for their professional services,
whetheror not theyare acting in a teaching role, for services they bill they may review and
verify (sign and date), rather than re-document, notes inthe medical record made by
physicians, residents, nurses, and students (including studentsin therapy or other clinical
disciplines), orothermembers of the medical team. We are applyingthis broad flexibility to
also include therapists. This aligns with policies adopted in the CY 2020 Physician Fee
Schedule (PFS) final rule, where we finalized a policy to allow the physician, physician
assistant (PA), or the advanced practice registered nurse (APRN) who furnishes and bills for
theirprofessional services to review and verify, rather than re-document, information
includedinthe medical record by physicians, residents, nurses, students or other members
of the medical team. Thisis not a change in the requirements fordocumentationin the
medical record; rather, we are providingclarification on how that documentation can be
provided.
New:6/19/20

4. Question: Is the policy for pharmacists performing servicesincidentto the professional
services of a physicianor NPP a new policy or a clarification?
Answer: This isnot a new policy under Medicare. We clarified explicitly that pharmacists fall
withinthe regulatory definition of auxiliary personnel underourincidentto regulations. As
such, pharmacists may provide servicesincidentto the services, and under the appropriate
level of supervision, of the billing physician or NPP, if payment for the servicesis not made
under the Medicare Part D benefit. Thisincludes providing the servicesincidentto the
services of the billing physician or NPP and in accordance with the pharmacist’s state scope
of practice and applicable state law.
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New:6/19/20

S. Additional Flexibility under the Teaching Physician Regulations

1. Question: Did CMS make changes related to the supervision of residents underthe teaching
physicianregulations?
Answer: Yes. In the March 31, 2020 COVID-19 IFC (85 FR 19230), we amended the
regulationin 42 CFR 415.172 to state that for the duration of the PHE, the requirement for
the presence of a teaching physician during the critical or key portion of the procedure can
be met, at a minimum, through direct supervision by interactive telecommunications
technology. In other words, the teaching physician must provide supervision either with
physical presence or be present through interactive telecommunications technology during
the critical key portion of the service.
New:6/19/20

2. Question: Can residents moonlightinthe inpatient settingduringthe PublicHealth
Emergency?
Answer: Yes. In the March 31, 2020 COVID-19 IFC (85 FR 19230), we amended regulations
at 42 CFR 415.208 to state that for the duration of the PHE, services of residents that are
not relatedto theirapproved graduate medical education programs and are performedin
the inpatient setting of a hospital in which they have theirtraining program are separately
billable physicians’ services forwhich paymentcan be made under the PFS provided that
the servicesare identifiable physicians’ services and meet the conditions of payment for
physicians’ servicesto beneficiariesin providers;the residentisfully licensed to practice
medicine, osteopathy, dentistry, or podiatry by the State in which the servicesare
performed;and the services are not performed as part of the approved graduate medical
education program.
New: 6/19/20

3. Question: Under the “primary care exception” at 42 CFR 415.174, can the supervision of
residents be performed through communications technology immediately following
telehealth visits performed by residents?

Answer: Yes. Under 42 CFR 415.174, which describesthe so-called primary care exception,
Medicare may make PFS payment for certain services of lowerand mid-level complexity
furnished by a residentwithoutthe presence of a teaching physician. The teaching physician
reviews the care furnished by the resident during or immediately after each visit. Inthe May
8, 2020 COVID-191FC (85 FR 27550), forthe duration of the PHE, we increased the flexibility
to allow the teaching physician to supervise the resident during or immediately aftereach
visitremotely through interactive communications technology. This means that if the
teaching physicianisin quarantine or otherwise not physically available, technology would
enable the teaching physicianto remotely supervise the resident.
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New:6/19/20

4. Question: Can aresidentfurnishtelephone E/M services (CPT codes 99441-91443)?
Answer: Yes. In the March 31st COVID-19 IFC (85 FR 19230), we statedthat for the duration
of the PHE, we are making separate payment for CPT codes 98966-98968 (for non-physician
practitioners) and CPT codes 99441-99443 (for physicians). With respect to teaching
physician supervision of residents, we introduced flexibilityin 42 CFR 415.172 ofthe
regulationsto state that the teaching physician must provide supervision duringthe key
portion of the service, eitherwith physical presence or by being present through interactive
telecommunications technology during the key portion of the service. This means that the
resident can conduct a phone visitwith a patientwhile beingsupervised virtually by the
teaching physician. In the May 8, 2020 COVID-19 IFC (85 FR 27550), we stated that for the
duration of the PHE, residents may also furnish CPT codes 99441-91443 under the primary
care exception.

New: 6/19/20

5. Question: What servicesare includedin the primary care exception for the duration of the
PHE?
Answer: Under the regulation at 42 CFR 415.174, Medicare makes PFS paymentin primary
care settings for certain services of lower and mid-level complexity furnished by a resident
withoutthe physical presence of a teaching physician, referredto as the primary care
exception. These services are listed in Chapter 12, Section 100.1.1.C of the Medicare Claims
Processing Manual: Levels 1-3 of Office/Outpatient Evaluation and Management (E/M)
Servicesfor new patients (CPT codes 99201-99203) and established patients (CPT codes
99211-99213), Welcome to Medicare visit (HCPCS code G0402), and the Annual Wellness
Visits (HCPCS codes G0438-G0439).

In the March 31, 2020 COVID-19 IFC (85 FR 19230) for the duration of the PHE, we
expanded the primary care exceptionto include all five levels of an office/outpatient E/M
service (CPT codes 99201-99205 and CPT codes 99211-99215). Medicare may also make
payment underthe PFS for teaching physician services when a resident furnishes Medicare
telehealth servicesunderthe primary care exception.

In the May 8, 2020 COVID-19 IFC, for the duration of the PHE, we also expanded the primary
care exceptiontoinclude the followingservices: Telephone E/M services (CPT codes 99441—
99443), Transitional Care Management (CPT codes 99495-99496), and Communication
Technology-Based Services (CPTcodes 99421-99423 and 99452, and HCPCS codes G2010
and G2012). For office/outpatient E/M services furnishedviatelehealth, the E/M level
selection can be based on Medical decision making (MDM) or time, with time defined as all
of the time associated with the E/M on the day of the encounter. We also removed any
requirements regarding documentation of history and/or physical exam inthe medical
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record.
New:6/19/20

T. Home Infusion Services

1. Question: How can beneficiaries who are not leaving theirhome get infusion therapy? Can
physician practices provide medically necessary drugs in the beneficiaries’ home?
Answer: Under existing policy eligible home infusion therapy suppliers (i.e., durable medical
equipment (DME) suppliersenrolled in Medicare as pharmacies that provide external
infusion pumps and supplies, who comply with Medicare’s DME Supplierand Quality
Standards, and maintain all pharmacy licensure requirementsinthe State in which the
applicable infusion drugs are administered) can furnish medically necessary infusion
therapy in the patient’s home. See the followinglist of Frequently Asked Questions (FAQs)
for more information on the home infusion therapy benefit, includingalist of covered
infusion drugs: https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/Home-
Infusion-Therapy/Downloads/Home-Infusion-Therapy-Services-Temp-Transitional-Payment-

FAQs.pdf

Under existing policy, home health agencies also may administer medically necessary
injected or infused drugs inthe patient’shome, if the patientor caregiver cannot self-
administer, when part of the plan of care. CMS considers beneficiaries to be “confined to
the home” (thatis, “homebound”) if it is medically contraindicated for the patientto leave
the home. For example, abeneficiary could be considered “homebound” if: (1) a physician
has determinedthat it is medically contraindicated for a beneficiary toleave the home
because he or she has a confirmed or suspected diagnosis of COVID-19; or (2) where a
physician has determined that it is medically contraindicated for a beneficiary to leave the
home because the patient has a condition that may make the patient more susceptible to
contracting COVID-19.

Physicians (including those practicing in freestandinginfusion centers) can furnish
physicians’ services, including medically necessaryinjected orinfused drugs, in the patient’s
home. Through this interim final rule, physicians can also do this incident to their
professional services, forexample, under contract with auxiliary personnel, as definedin
our regulation at §410.26(a)(1), to leverage additional staff and technology necessary to
provide care outside theiroffice setting underdirect supervision usinginteractive audio-
videotechnology. For example, physicians may enterinto contractual arrangements with a
home health agency (defined undersection 1861(o) of the Act), a qualified infusion therapy
supplier(defined undersection 1861(iii)(3)(D) of the Act), or entities that furnishambulance
servicesin order to utilize their nurses or otherclinical staff as auxiliary personnel under
leased employment (§410.26(a)(5)). In such instances, Medicare payment for the
physicians’ directand “incident-to” services would be made to the billing practitionerwho
would then make the appropriate payment to the contracted entity (forexample, the HHA).
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Payments would be made in accordance with the PFS and would not be considered a home
health service under the Medicare home health benefitor a service under the home
infusiontherapy services benefit. Rather, the entity with which the physician contracts
would seek payment for any services they provided from the billing practitionerand would
not submit claimsto Medicare for such services.

New:4/9/20

2. Question: For physiciansthat are providingneeded drugsin the patient’shome incidentto
their professional services usingauxiliary personnel, are there changes to physician
supervisionrequirements?

Answer: Through this interimfinal rule, CMS is altering supervision requirements for
physicians and other practitioners. For the duration of the PHE for the COVID-19 pandemic,
CMS is altering the definition of direct supervision at §410.32(b)(3)(ii), to provide that the
necessary presence of the physician or other practitionerfor direct supervisionincludes
virtual presence through audio/video real-time communications technology when use of
such technologyis indicated to reduce exposure risks for the beneficiary or health care
provider. We also note that this new flexibility would apply where the physician practice
contracts with an entity for auxiliary personnel as defined in our regulation at §410.26(a)(1),
includinga home health agency, or a qualified home infusion therapy supplier, to provide
incident-toservicesinthe patient’shome.

New:4/9/20

U. Medicare Shared Savings Program - Accountable Care Organizations
ACO

1. Question: What happens if an Accountable Care Organization (ACO) or its participants do
not report the Quality or PromotingInteroperability categories to the Merit-based
Incentive Payment System (MIPS), and what happens if they do?

Answer: For MIPS eligible clinicians (ECs) who participate in Shared Savings Program ACOs,
if the ACO does not completely report quality and no ACO participant or MIPS ECin the
ACO reports promoting interoperability (Pl) due to extreme and uncontrollable
circumstances, then the ACO will be eligible to have those two categories reweighted to
zero percent, and the cost performance category will continue to be weighted at zero
percent underthe Alternative Payment Model (APM) scoring standard. Although MIPS ECs
participatingin Shared Savings Program ACOs will continue to receive full credit for
ImprovementActivitiesunderthe APM scoring standard, because it would be the only
performance category that would be scored, the MIPS ECs participating inthe ACO would
instead receive a neutral paymentadjustment under MIPS.

In contrast, however, if the ACO completely reports quality and/or any ACO participant or
MIPS EC in the ACO reports Promoting Interoperability, then all MIPS ECs that bill through
the tax identification number (TIN) of an ACO participant in the ACO would receive a MIPS
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score (based on ACO quality data and/or available Promoting Interoperability data, added
to full credit for Improvement Activities, while the cost performance category would
continue to be weighted at zero percent). The resultant MIPS payment adjustment could
be upward, downward, or neutral.

Applicable Time Period: Performance Year 2019

Updated: 3/5/21

2. Question: MIPS ECs who have not submitted any MIPS data by April 30, 2020, will qualify
for the automatic extreme and uncontrollable circumstances policy and will receive a
neutral payment adjustment for the 2021 MIPS paymentyear, but for MIPS ECs who
participate in Medicare Shared Savings Program (Shared Savings Program) ACOs, what
happensif some but not all MIPS ECs or groups participating in the ACO report data for the
Pl performance category?

Answer: If the ACO completely reports data for the Quality performance category and/or
any ACO participant TIN or MIPS EC in the ACO reports data for the Pl performance
category, then all MIPS ECs that bill through the TIN of an ACO participant in the ACO
wouldreceive a MIPS score. Under the APM scoring standard, that score would be based
on ACO quality data and/or available Pl data, added to full credit for the Improvement
Activities performance category, while the Cost performance category would continue to
be weighted at zero percent. If some Pl data is reported and quality data is not reported,
the quality performance category would be re-weighted to zero percentin calculating the
score. The resultant MIPS payment adjustment could be upward, downward, or neutral.

With regard to the Pl performance category, it is important to note that an ACO’s Pl score
is the average of the scores for the MIPS ECs in the ACO. If a MIPS EC qualifiesfora
significant hardship or other type of exceptionforthe Pl performance category (as all MIPS
ECs, includingthose who participate in APMs, do for performance year 2019 as a result of
the current PHE), but chooses to submit data for the category as an individual or group,
theirdata will be scored and will contribute to the ACO’s Pl score. If a MIPS EC does not
report PI, they will be excluded from the calculation and will not negatively impact the
ACO’s overall Pl performance category score.

Applicable Time Period: Performance Year 2019

Updated: 3/5/21

3. Question: Our organizationis preparing the beneficiary notification for our Medicare FFS
beneficiaries. Inan effort to focus operational resources on the prevention and treatment
of COVID-19 for our Medicare beneficiaries, can we delay proactive beneficiary
notifications?

Answer: CMS is aware that the COVID-19 PHE may impact an ACO’s ability to furnish the
standardized written notice to beneficiaries priorto or at the first primary care visit, as
required by 42 CFR § 425.312(a)(2). CMS is sensitive to the challenges caused by the
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pandemicand will considerthe impact that these circumstances have on an ACO’s ability
to carry out the required beneficiary notificationsina timely manner. Accordingly, due to
the PHE posed by COVID-19 and the urgent need for ACOs to focus on respondingto the
pandemic, CMS is exercisingits enforcementdiscretion to adopt a temporary policy of
relaxed enforcementin connection with the deadline forfurnishingthe standardized
written beneficiary notifications required under § 425.312(a) as longitis completed by the
end of the applicable performance year.

Applicable Time Period: Performance Years 2020 and 2021

Updated: 3/5/21

4. Question: Our organization has experienced asignificantreductionin office primary care
visitsdue to the COVID-19 PHE. We would like to know how to provide the standardized
written beneficiary notificationininstances of e-visitand telehealth services?

Answer: Under 42 CFR § 425.312(a)(2), ACOsare permitted to distribute the annual
standardized written notice to beneficiariesina form and manner specified by CMS. CMS
has stated in the Medicare Shared Savings Program Accountable Care Organizations
Marketing and Outreach Materials Guidance that the standardized written notifications
may be provided through electronictransmission (such as email or secure portal) or mail.
These methods can be used in conjunction with e-Visits and Telehealth technology. CMS is
sensitive tothe challenges caused by the pandemicand will considerthe impact that these
circumstances have on an ACQO’s ability to carry out the required beneficiary notifications
in a timely manner. Accordingly, due to the PHE posed by COVID-19 and the urgent need
for ACOs to focus on respondingto the pandemic, CMS is exercisingits enforcement
discretionto adopt a temporary policy of relaxed enforcementin connection with the
deadline forfurnishingthe standardized written beneficiary notificationsrequired under §
425.312(a) as longitis completed by the end of the applicable performance year.
Applicable Time Period: Performance Years 2020 and 2021

Updated: 3/5/21

5. Question: What emergency preparedness and response resources are available for ACOs?
Answer: HHS Office of the Assistant Secretary for Preparedness and Response (ASPR)
Technical Resources, Assistance Center, and Information Exchange (TRACIE) has developed
several emergency preparedness and response resources for healthcare facilities and
emergency medical professionals, includingatechnical assistance (TA) document
specifically addressing Engagement of ACOs in Medical Surge Activities.

New:5/1/20

6. Question: If an ACO terminated its Shared Savings Program agreement effective August 31,
2020, and if the ACO were to incur shared losses for performance year 2020, for how many
months wouldthe ACO owe shared losses if the Extreme and Uncontrollable policy was
triggered?
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Answer: The Secretary’s declaration of the COVID-19 PublicHealth Emergency (PHE) in
January 2020 triggered the Medicare Shared Savings Program’s Extreme and
Uncontrollable Circumstances Policy. The extreme and uncontrollable circumstances of the
COVID-19 PHE began in January 2020, and will apply nationwide for the duration of the
PHE for the COVID-19 pandemic. Shared losses for performance year 2021 will be
mitigated for all ACOs participating ina performance-based risk track, including: Track 2,
the ENHANCED track (previously Track 3), the BASIC track, levels Cthrough E, and the Track
1+ Model, based on the length of the PHE. For ACOs responsible for pro-rated shared
losses under Medicare Shared Savings Program policies governingthe payment
consequences of early termination, and that experience an extreme and uncontrollable
eventduring the calendar year in which theirtermination becomes effective: we will
calculate the ACO’s shared losses amount based on the 12 month calendar year, adjusting
the shared losses amount to reflectthe number of months and the percentage of the
ACQ’s assigned beneficiary population affected by extreme and uncontrollable
circumstances, before we calculate the pro-rated amount of shared losses for the portion
of the year the ACO participated in the Shared Savings Program before termination. For
example, ifthe COVID-19 PHE isin effectfor 7 months of performance year 2021 (January
through July) any shared lossesan ACO incurs for the performance year will be reduced by
at least 58.33% (for 7 of the 12 months). Then, if an ACO terminates on August 31st, the
ACO would owe 66.66% (for 8 of the 12 months) of any remainingshared lossesfor the
performance year afteradjusting for the extreme and uncontrollable circumstance (see 42
CFR § 425.221(b)(2)). If the PHE covers the full year (January through December) any
shared lossesan ACO incurs for the performance year would be reduced completely, and
the ACO would not owe any shared losses.

Applicable Time Period: Performance Year 2021 (referto Question 17 for additional
information).

Updated: 3/5/21

7. Question: Under the Medicare Shared Savings Program, SNFs approved to use a SNF 3-day
rule waiver must normally have and maintain an overall rating of 3 stars or higheron the
CMS 5-star Quality Rating System. Has CMS waived the Shared Savings Program star-rating
requirementas well?

Answer: The Shared Savings Program has not waived the star-rating requirement under42
CFR & 425.612(a)(1)(iii)(A).SNF affiliates of ACOs with an approved SNF 3-Day Rule Waiver
must comply with the requirementto have and maintain an overall rating of 3 or higherif

they are eligible tobeincludedinthe CMS 5-star Quality Rating System.

Applicable Time Period: Performance Year 2020 and 2021

Updated: 3/5/21

8. Question: When will the 2020 Consumer Assessment of Healthcare Providers and Systems
(CAHPS) for ACOs final list of survey vendors be available and when do we authorize a
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vendor to administerthe survey on our behalf?

Answer: Due to the impact of the COVID-19 PHE for performance year 2020, CMS waived
the CAHPS for ACOs reportingrequirementand will assign all ACOs automatic credit for the
CAHPS for ACOs survey measures.

Applicable Time Period: Performance Year 2020

Updated: 3/5/21

9. Question: Will CMS be conducting the Quality Measures Validation (QMV) Auditfor the
2020 performance year for the Medicare Shared Savings Program ACOs?
Answer: CMS is continuingto evaluate the impact the COVID-19 PHE had on Shared
Savings Program ACOs’ quality reporting for the 2020 performance yearinorder to
determine an approach for the QMV audit. We will review the data reported by ACOs via
the CMS Web Interface to determine if any data anomalies would require us to look at the
data more closelyviaan audit, consistent with our current process. After completingthis
review, CMS may opt against conducting a QMV audit for the 2020 performance year.
However, as providedin 42 CFR § 425.500(e), we retain the right to ask for additional
information from ACOs or to conduct a targeted auditif egregious data anomalies are
found.
Applicable Time Period: Performance Year 2020
New: 3/5/21

10. Question: Can ACOs apply to participate in the Medicare Shared Savings Program for an
agreementstart date of January 1, 20217?
Answer: No, on May 8, 2020 CMS announced that it was forgoingthe annual application
cycle foralJanuary 1, 2021 start date due to the COVID-19 public healthemergency (See 85
FR 27574). ACOs withan agreementending December 31, 2020, were eligible toelectto
extendtheircurrent agreement for a fourth performance year, ending December 31, 2021.
No ACO will have an agreement start date of January 1, 2021.
Applicable Time Period: Performance Year 2021
Updated: 3/5/21

11. Question: Is CMS offering Medicare Shared Savings Program ACOs with an agreementend
date of December31, 2020, the opportunity to extend their current agreementfor one
performance year?

Answer: Yes, CMS is providinga voluntary 12-month extension forexisting Medicare
Shared Savings Program ACOs whose participation agreements expire on December 31,
2020. We believeitis necessary to offer this extension, sothat ACOs whose firstor second
agreement periods expire December 31, 2020, can continue their participation inthe
program withoutinterruptionand withoutthe burden of applyingto renew their
participation agreement during summer and fall of 2020.

Applicable Time Period: Performance Year 2021
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Updated: 3/5/21

12. Question: How doesan ACO whose Medicare Shared Saving Program participation
agreementis set to expire on December 31, 2020, voluntarily electto extendits current
agreement periodin the Medicare Shared Savings Program for an additional performance
yearin 2021?

Answer: All ACOs with an agreement period endingon December 31, 2020, that wishto
extendtheiragreementfor an additional performance year will need to log into the ACO-
Management System (ACO-MS) to make their voluntary election beginningJune 18, 2020.
CMS will provide a more detailed schedule and instructions for all ACOs through the
ACOMS Knowledge Library.

ACOs that elect to extend their agreement period will need to take the following steps:

e Certify that they have notified their ACO participants and, if applicable, SNF affiliates of
theircontinuation in the program in 2021; and

¢ |f necessary, update theiragreements with ACO participants and, if applicable, SNF
affiliates toreflect participation for performance year 2021 and certify that any such
updates have been made. ACOs do not need to submitupdated ACO Participant or SNF
Affiliate Participant agreements reflectingthe extension to CMS for review, unless CMS
requests to review these documents.

We anticipate the final date by which an ACO must complete its voluntary election will be
September22, 2020, at 12 p.m. ET. Please note, all dates are subjectto change. ACOs
currently participatingin the Shared Savings Program should visit the ACO-MS Knowledge
Library for additional information.

ACOs that do NOT electto extend theiragreementperiod and do not voluntarily
terminate early will end participationin the Shared Savings Program on December31,
2020, and must complete closeoutactions in the form and manner and by the deadline
specified by CMS. These ACOs should monitor email for additional information regarding
closeout procedures.

Applicable Time Period: Performance Year 2020 to take effectduring Performance Year
2021

Updated: 3/5/21

13. Question: How doesan ACO that is currently participatingin the BASICtrack’s glide path
voluntarily elect to maintainits participation level for performance year 2021?
Answer: All ACOs currently participatingin the BASIC track’s glide path may electto
maintain or “freeze” their current participation level for performance year 2021. For
example, an ACO participatingin BASIC track Level B for performance year 2020 may elect
to maintain its participation level for performance year 2021. ACOs wishingto “freeze”
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their BASIC track glide path participation level will need tologinto the ACO-Management
System (ACO-MS) to make theirvoluntary election beginningJune 18, 2020. CMS will
provide a more detailed schedule and instructions for all ACOs through the ACO-MS
Knowledge Library. Note, an ACO that elects this advancement deferral option will be
automatically advanced for PY 2022 to the level of the BASIC track's glide path in which it
would have participatedif it had advanced automatically to the nextlevel for PY 2021. For
example, if an ACO participatingin the BASIC track Level B in PY 2020 electsto maintain its
current level of participation for PY 2021, it will participate underLevel B for PY 2021 then
will automatically advance to Level D for PY 2022 (unlessthe ACO voluntarily choosesto
advance to Level E for PY 2022).

ACOs that do not electto maintain theircurrent participationlevel forPY 2021 by the date
specified by CMS, will automatically advance to the nextlevel of the BASIC track's glide
path, or to a higherlevelif the ACO voluntarily elects to advance more quickly, effective
January 1, 2021.

Applicable Time Period: Performance Year 2020 to take effectduring Performance Year
2021

Updated: 3/5/21

14. Question: If | am an ACO currently participatingin the Shared Savings Program, what
participation option changes can | make for performance year 2021?
Answer: Currently participating ACOs that meeteligibility criteria may apply for a SNF 3-
day rule waiveror to establish a beneficiary incentive program. Currently participating
ACOs may modify their ACO participant listand/or SNF affiliate list for performance year
2021. Eligible ACOs may also elect to change their selection of beneficiary assignment
methodology or advance more quickly along the BASIC track’s glide path. Additionally,
ACOs participatingin the BASIC track’s glide path may elect to maintain their performance
year 2020 participationlevel forperformance year 2021. ACOs will be able to make their
voluntary elections, apply fora SNF 3-day rule waiver or to establish a beneficiary incentive
program, or submit change requestsin ACO-MS beginningJune 18, 2020.

We updated the following documents to accompany the participation options change
requestreview schedule:

¢ Medicare Shared Savings Program Skilled Nursing Facility 3-Day Rule Waiver Application
* Medicare Shared Savings Program Beneficiary Incentive Program Application

e Shared Savings Program ACO Participation Options

e ACO Participant List and Participant Agreement Guidance

e Skilled Nursing Facility 3-Day Rule Waiver Guidance

¢ Beneficiary Incentive Program Guidance

* Repayment Mechanism Arrangements Guidance

¢ ACO Banking Form Guidance
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¢ Shared Savings Program Participation Options Table

¢ Shared Savings Program Participation Options Tip Sheet ACOs can access the updated
documents on the Shared Savings Program website and in the ACO-MS Knowledge Library.
Applicable Time Period: Performance Year 2020 to take effect during Performance Year
2021

Updated: 3/5/21

15. Question: When is the next opportunity to apply to participate in the Shared Savings
Program?
Answer: The nextavailable Shared Savings Program application cycle will be for a January
1, 2022 agreementstart date. The application cycle will occur in calendar year 2021. We
encourage you to monitor the Shared Savings Program website forupdated information.
New:6/19/20

16. Question: For the Medicare Shared Savings Program, what is the schedule for ACOs to
submit change requeststo modify their participation options, ACO participant list, and/or
SNF affiliate lists for performance year 20217
Answer:

ACTION ACO RESPONSE PERIOD

INITIAL CHANGE REQUEST 6/19 — 7/20/20 at 12:00 p.m. (noon) Eastern Time (ET)
SUBMISSION

RFI-1 RESPONSE PERIOD 8/11 —8/24/20 at 12:00 p.m. (noon) ET

RFI-2 RESPONSE PERIOD 9/16 —9/22/20 at 12:00 p.m. (noon) ET

FINAL DISPOSITION 10/20/20 at 12:00 p.m. (noon) ET

ANNUAL CERTIFICATION 10/27 —11/9/20 at 12:00 p.m. (noon) ET

Dates are subject to change and any updates will be made available through the ACO
Spotlight newsletter.

Eligible ACOs can take the followingactions during the initial change request submission
period and the first and second Request for Information (RFI-1 and RFI-2) response periods:
¢ Voluntary election to extend agreement period for an optional fourth performance year
for ACOs whose participation agreements are scheduled to end December 31, 2020.

¢ Voluntary election to maintain current level underthe BASIC track for performance year
2021 ortransition to a higherlevel of risk and reward within the BASIC track’s glide path. To
participate under a performance-based risk level, the ACO must establish anadequate
repayment mechanism and selecta minimum savings rate (MSR)/minimum loss rate (MLR).
e Applyfora Skilled Nursing Facility (SNF) 3-Day Rule Waiver and/or to establish a
Beneficiary Incentive Program (BIP).

e Add ACO participant and/or SNF affiliate change requests.

* Change selection of beneficiary assignment methodology. We anticipate the final date by
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which an ACO must complete its voluntary election(s) is September 22, 2020, at 12 p.m. ET.
Please note, all dates are subjectto change. ACOs currently participatingin the Shared
Savings Program should visitthe ACO-MS Knowledge Library for additional information.
Applicable Time Period: Performance Year 2020 to take effect during Performance Year
2021

Updated: 3/5/21

17. Question: How is CMS applyingthe Medicare Shared Savings Program Extreme and
Uncontrollable Circumstances Policy to shared losses?
Answer: The Secretary’s declaration of the COVID-19 PHE inJanuary 2020 triggeredthe
Medicare Shared Savings Program Extreme and Uncontrollable Circumstances Policy. The
extreme and uncontrollable circumstances of the COVID-19 pandemicwill apply startingin
January 2020 and extend for the duration of the PHE as specifiedin 42 CFR § 400.200.
Shared losses will be mitigated for all ACOs participating ina performance-based risk track
(or payment model within a track): Track 2, the ENHANCED track, LevelsC, D and E of the
BASIC track, and the Track 1+ Model. Since the PHE for COVID-19 was still in effectin
December 2020, all shared lossesfor performance year 2020 will be mitigated. The
Medicare Shared Savings Program Extreme and Uncontrollable Circumstances Policy will
continue to apply for the duration of the PHE. The PHE for COVID-19 continuesto be in
effectin 2021. If the PHE covers 3 months of 2021 (January through March) any shared
lossesan ACO incurs for performance year 2021 would be reduced by one-fourth; if the
PHE covers 6 months of 2021 (January through June) any shared lossesan ACO incurs for
performance year 2021 would be reduced by one-half; if the PHE covers 9 months of 2021
(January through September) any shared losses an ACO incurs for performance year 2021
would be reduced by three-fourths; and if the PHE covers the full year (January through
December2021) any shared lossesan ACO incurs for performance year 2021 would be
reduced completely, and the ACO would not owe any shared losses.
Applicable Time Period: Performance years 2020 and 2021
Updated: 3/5/21

18. Question. Is CMS expandingthe list of primary care services used for beneficiary
assignmentin the Medicare Shared Savings Program?
Answer. Yes, in recognition of the increased use of telehealth and other technology-based
services, we expanded the list of primary care services used in determining beneficiary
assignmentwhenthe assignmentwindow (as defined at §425.20) for a benchmark or
performance year includes any months during the PHE for COVID-19 definedin42 CFR
400.200, to include remote evaluation of patientvideo/images, virtual check-ins, online
digital evaluation and managementservices (e-visits), and telephone evaluation and
managementservices. We will apply the additional primary care service codeslistedin the
chart below to all months of the assignmentwindow (as definedin §425.20), whenthe
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assignmentwindow includes any month(s) during the PHE for COVID-19 definedin
§400.200.

Category List of codes (CPT or HCPCS)
Remote Evaluation of Patient | G2010, G2012
Video/Images and Virtual

Check-In

E-Visits 99421, 99422, and 99423
Telephone Evaluationand 99441, 99442, and 99443
Management

We also clarify that those HCPCS and CPT codesincludedin the List of Telehealth Services
that are also includedin the Shared Savings Program definition of primary care servicesfor
purposes of assignmentin § 425.400(c) are used for assignmentregardless of whetherthey
are furnishedin person or viatelehealth, provided they are billable and payable under
Medicare FFS payment policiesand a relevant place of service exclusionis not included for
the codes inour assignment methodology. The codes for E-visits and for Remote
Evaluation of Patient Video/Images and Virtual check ins have been permanently added to
the definition of primary care servicesin § 425.400(c) and are no longer limited tothe PHE
starting in PY2021.

Applicable Time Period: Performance years 2020 and 2021

Updated: 3/5/21

19. Question. How is CMS mitigating the impact of increased COVID-19 related expendituresin
Medicare Shared Savings Program calculations?
Answer: Inaccordance with § 425.611, we are excluding from Shared Savings Program financial
calculations all Parts A and B fee-for-service (FFS) payment amounts for an episode of care
triggered by an inpatient service for treatment of COVID-19. CMS will identify an episode of care,
based on either: (1) discharges for inpatient services eligible for the 20 percent DRG adjustment
under section 1886(d)(4)(C) of the Social Security Act, or (2) discharges for acute care inpatient
services for treatment of COVID-19 from facilities that are not paid under the inpatient prospective

payment system, such as CAHs, when the date of discharge occurs within the PHE as defined in 42
CFR § 400.200. We will define the episode of care as starting in the month in which the inpatient

stay begins as identified by the admission date, all months during the inpatient stay, and the month
following the end of the inpatient stay as indicated by the discharge date.

CMS will adjust the following Shared Savings Program calculations to exclude all Parts A
and B FFS payment amounts for a beneficiary’s episode of care for treatment of COVID-19:

¢ Calculation of Medicare Parts A and B FFS expendituresforan ACO’s assigned
beneficiariesforall purposesincluding the following: establishing, adjusting, updating, and
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resettingthe ACO’s historical benchmark, and determining performance year
expenditures.

e Calculation of FFS expenditures forassignable beneficiaries as used in determining
county-level FFS expenditures and national Medicare FFS expenditures, including for
calculating average county FFS expenditures, truncatingexpenditures, cappingthe regional
adjustmentto the ACO’s historical benchmark, and trending forward and updating the
ACO’s benchmark

¢ Calculation of Medicare Parts A and B FFS revenue of ACO participants for purposes of
calculating the ACO’s loss recoupment limit underthe BASIC track as specifiedin42 CFR §
425.605(d).

e Calculation of total Medicare Parts A and B FFS revenue of ACO participants and total
Medicare Parts A and B FFS expenditures forthe ACO's assigned beneficiaries for purposes
of identifyingwhetheran ACO isa high revenue ACO or low revenue ACO, as defined under
42 CFR § 425.20, and determiningan ACO’s eligibility for participation options according to
§ 425.600(d).

e Calculation or recalculation of the amount of the ACO’s repayment mechanism
arrangement according to 42 CFR § 425.204(f)(4).

Applicable Time Period: Performance years 2020 and 2021

Updated: 3/5/21

20. Question: Will advance / accelerated payments and payments made through the CARES
Act Provider Relief Fund be included in Medicare Shared Savings Program ACO’s financial
reconciliation calculation?

Answer: There are certain payments related to the COVID-19 PHE that fall outside of
Medicare FFS Parts A and B claims, and by virtue of thisfact, these payments will not be
utilized underthe Shared Savings Program methodology fordetermining beneficiary
expenditures. Forexample, we would not account for payment or recoupment of
accelerated or advance payments, which are merely advances and repayments of loans.
This is because the underlying Parts A and B claims used in Shared Savings Program
expenditure calculations would continue to reflect the amount the providers/suppliers are
eligible to be paid, although that payment may be subject to offset for repayment of
accelerated or advance payments. Further, Shared Savings Program expenditure
calculations would also not account for grant payments made to hospitals and other
healthcare providers through the CARES Act Provider Relief Fund, which occur outside of
Parts A and B claims. We will continue to capture Medicare FFS Parts A and B payments to
providers/ suppliersreceivingthese fundsin Shared Savings Program calculations.

For additional information, see CMS, “Fact Sheet: Expansion of the Accelerated and
Advance Payments Program for Providersand Suppliers During COVID-19 Emergency,”
available at https://www.cms.gov/files/document/accelerated-and-advanced-payments-
fact-sheet.pdf and the HHS website, CARES Act ProviderRelief Fund, at
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https://www.hhs.gov/provider-relief/index.html.
Applicable Time Period: Performance Years 2020 and 2021
Updated: 3/5/21

21. Question: Will diagnoses from telehealth visits be used in the CMS-HCC risk scores usedin
program calculations for ACOs? Are ACOs included inthe ‘otherorganizations’ that may
submitdiagnoses codes that are referencedinthe 4/10/2020 HPMS memo that addressed
the applicability of diagnoses fromtelehealth visits for purpose of risk adjustment?
Answer: CMS calculatesrisk scores for all Medicare beneficiaries, and uses the final CMS-
HCC risk scores calculated for FFS beneficiariesin ACO program calculations; the Medicare
Shared Savings Program and existing CMMI ACO models do not calculate separate CMS-
HCC risk scores for these ACO initiatives. Final CMS-HCCrisk scores will include telehealth
visits when those visits meetall criteria for risk adjustmenteligibility, whichinclude being
from an allowable inpatient, outpatient, or professional service. Diagnoses resulting from
telehealth services can meet the risk adjustment face-to-face requirementwhenthe
services are provided usingan interactive audio and video telecommunications system that
permits real-time interactive communication.

While Medicare Advantage organizations submit diagnoses for theirenrollees, CMS
calculates the risk scores of FFS beneficiaries, including those assigned to ACOs, with those
diagnosesthat are submitted on claims by FFS providers, and that meet risk adjustment
criteria. CMS usesthe information on these FFS claims to determine whetherdiagnoses are
risk adjustmenteligible, includingthose from telehealth visits. In other words, when
diagnosesfrom applicable telehealth visits meet the risk adjustment criteria, they will be
usedin calculating risk scores for FFS beneficiaries.

The 4/10/20 HPMS memo was referringto plans that submitdiagnoses on behalf of their
enrollees, and that submit data to the Risk Adjustment Processing System (RAPS) or
Encounter Data System (EDS) for purposes of calculating risk scores. Because beneficiaries
participatingin ACOs are FFS beneficiaries, and CMS uses diagnoses from FFS claims to
calculate theirrisk scores, ACOs are not considered ‘otherorganizations’ and do not
submit data to RAPS or EDS for purposes of calculating risk scores.

For information on how the CMS-HCC risk scores are calculated, please referto the
Medicare Managed Care Manual, Chapter 7, Risk Adjustment
(https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/mc86c07.pdf). If
additional information is needed, please email RiskAdjustmentPolicy@ cms.hhs.gov.

Applicable Time Period: Performance Years 2020 and 2021
Updated: 7/2/21 (changesto linkand contact email in last paragraph only)
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22. Question: How will Medicare Shared Savings Program calculations adjust for the
suspension of the sequestration adjustment?
Answer: As announced in the MLN Connects, section 3709 of the CARES Act temporarily
suspended the two percent payment adjustment currently applied to all Medicare FFS
payments due to sequestration. The suspensionis effective for claims with dates of service
from May 1 through December 31, 2020 (referto the April 10, 2020 MLN Connects Special
Edition, available at https://www.cms.gov/files/document/2020-04-10-mlnc-se.pdf). The
Consolidated Appropriations Act, 2021, signedintolaw on December 27, 2020, extendsthe
suspension period to March 31, 2021 (referto the December28, 2020 MLN Connects
Special Edition, available at https://www.cms.gov/outreach-and-
educationoutreachffsprovpartprogprovider-partnership-email-archive /2020-12-28-mlnc-
se). Under current Medicare Shared Savings Program procedures, CMS adjusts shared
savings payment amounts for sequestration by reducingthem by two percent, as required
by the Budget Control Act of 2011. This two percent reductionis applied after CMS applies
the final shared savings rate to the ACO’s savings and prior to applyingthe performance
payment limit. For the duration of the suspension of the sequestration reduction, CMS will
not apply the two percentreduction to ACO shared savings payments. This included shared
savings payments for performance years (or a performance period) in 2019, whichwere
paid during Fall 2020, withinthe suspension period.
Applicable Time Period: Performance Year 2019
Updated: 3/5/21

23. Question: Will Medicare FFS claims for items and services furnished duringan episode of
care for treatment of COVID-19 be used for purposes of assigning beneficiariestoa
Medicare Shared Savings Program ACO eventhough payment amounts for these episodes
are beingexcluded from certain program calculations?

Answer: Yes. Any primary care servicesincludedinthe Medicare Shared Savings Program
assignment methodology, describedin 42 CFR part 425, subpart E, provided during an
episode of care for treatment of COVID-19 (identified accordingto § 425.611) will be used
for purposes of beneficiary assignment to the Medicare Shared Savings Program. Part B
services provided duringan inpatient stay that do not meetthe definition of primary care
serviceswill notbe used to assign beneficiariesto ACOs. While applicable payment
amounts are used for purposes of determiningthe plurality of allowed charges for primary
care services for purposes of beneficiary assignment, CMS will exclude all Parts A and B FFS
payment amounts for a beneficiary’s episode of care for treatment of COVID-19, for
purposes of determining performance year expenditures and establishing, adjusting,
updating, and resetting the ACQO’s historical benchmark, among other program calculations
as providedin § 425.611.

Applicable Time Period: Performance years 2020 and 2021

Updated: 3/5/21
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24. Question: If ACO professionalsonly provide services to hospitalized beneficiaries eitherin
inpatientfacilities ortemporary hospital expansionsites allowed underthe new waivers,
would these beneficiaries potentially getassigned to our Medicare Shared Savings Program
ACO?

Answer: No. Inpatient hospital evaluation and management CPT codes (ranging from
99221 to 99239) are not used in beneficiary assignmentinthe Medicare Shared Savings
Program. For example, if a family practitionerdelivers a service with CPT code 99221, for
new or established patientinitial hospital inpatient care services, to a beneficiary admitted
to an inpatient hospital, this service would not be includedin determining plurality of
primary care servicesfor this beneficiary.

Applicable Time Period: Performance Year 2020 and subsequentyears

Updated: 3/5/21

25. Question: If ACO professionalsonly provide services to beneficiariesina Skilled Nursing
Facility, would these beneficiaries potentially get assigned to a Medicare Shared Savings
Program ACQO?

Answer: No. Consistent with our current assignment methodology, CMS will exclude
allowed charges for professional services claims billed under CPT codes 99304 through
99318 from use in the assignment methodology whenthere is a Skilled Nursing Facility
claim in our claims files with dates of service that overlap with the date of service for the
professional service.

Applicable Time Period: Performance Year 2020 and subsequentyears

Updated: 3/5/21

26. Question: Some ACOs have expressed concernabout the impact of COVID-19 on
prospective assignment for performance year (PY) 2021. What is CMS doing to address
these concerns?

Answer: We are monitoringthe potential impact of the COVID-19 pandemic on ACO
assignment. It is important to note that ACOs in agreement periods beginningon July 1,
2019, and in subsequentyears have the option to change their selection of beneficiary
assignment methodology for PY 2022. ACOs concerned about the impact of the COVID-19
pandemicon prospective assignment may wish to elect preliminary prospective
assignment with retrospective reconciliation for PY 2022. This option would be available to
July 1, 2019 starters and January 1, 2020 starters for PY 2022, and ACOs enteringa new
agreement period beginningon January 1, 2022. New, re-entering ACOs, and renewing
ACOs will have the opportunity to make their beneficiary assignment methodology
selection duringthe application cycle for a January 1, 2022 start date. ACOs withinan
existingagreement period will have an opportunity to electto change their beneficiary
assignment methodology selection during the change requestreview cycle before the start
of performance year 2022.

Applicable Time Period: Performance year 2021 to take effectduring Performance Year
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2022
Updated: 3/5/21

27. Question: When will the changes announcedin the May 8, 2020 Interim Final Rule with
Comment (IFC) be included in ACOs’ quarterly program reports?
Answer: The May 8, 2020 IFC includes updates to the primary care services codes used in
beneficiary assignmenttoadd the codesfor certain evaluation and management services
provided remotely or via telehealth and also provides for the removal of all Parts A and B
fee-for-service paymentamounts for an episode of care triggered by an inpatientservice
for treatment of COVID-19 from program expenditure calculations. Due to the timing of
theirfinalization, these policy changes are not reflectedinthe Performance Year (PY) 2020
Q1 reports. CMS anticipatesthat the updates to the assignment methodology to include
remote evaluation of patientvideo/images, virtual check-ins, online digital evaluation and
managementservices (e-visits), and telephone evaluation and management services will
be reflectedin preliminary prospective assignmentbeginning with PY2020 Q2 reports
providedin August. CMS also anticipates making expenditure and utilization datarelated
to the removal of episodes of care for treatment of COVID-19 available to ACOs beginning
with the PY 2020 Q2 reports in August. More information on the content and timing of
these reports will be forthcoming.
Applicable Time Period: Performance Years 2020 and 2021
Updated: 3/5/21

28. Question: What claim typesand facility typesis CMS usingto identify an inpatientservice
for treatment of COVID-19 to identify episodes of care for use in adjusting Shared Savings
Program calculations?

Answer: To identify inpatient services thattrigger an episode of care for treatment of
COVID-19, we will use a combination of claim type, CMS certification number (CCN), and
discharge with B97.29 or U07.1 diagnosis appearing on the claim. Specifically, we will use
claim type 60 (inpatientclaim)in combination with the followingfacility types asidentified
by the last four digits of the CCN or by the character in the third position of the CCN: Short-
Term (General and Specialty) Hospitals (0001-0879); Hospitals that participated inan Office
of Research and Development Demonstration Project (0880-0899); Critical Access
Hospitals (CAHs) (1300-1399); Long Term Care Hospitals (LTCH) (2000-2299); Inpatient
Rehabilitation Facilities (3025-3099), Children’s Hospitals (3300-3399), Rehabilitation Units
(Tin third position); and CAH Rehabilitation Units (R in third position).

This approach will capture claimsforinpatientservices, whichinclude services provided at
a hospital expansionsite, and “under arrangements” with other providers, or in excluded
distinct part units repurposed for acute care services (such as a psychiatric unit), and
servicesfor swing-beds usedfor acute inpatient care.

Applicable Time Period: Performance years 2020 and 2021

Updated: 11/17/2021 pg.112



(Cms

CENTERS FOR MEDICARE & MEDICAID SERVICES

Updated: 3/5/21

29. Question: When excluding from Shared Savings Program calculations Parts A and B FFS
payment amounts for an episode of care for treatment of COVID-19, will COVID-19
admissions/staysina Skilled Nursing Facility (SNF) triggerthese episodes of care?

Answer: An episode of care is triggered by an inpatientservice for treatment of COVID-19
(42 CFR §425.611(b)). Under flexibilitiesin response tothe COVID-19 pandemic, a SNF (for
example) can work with hospitals under arrangements to be able to provide inpatient
acute care to Medicare beneficiaries and these admissions would trigger an excluded
COVID-19 episode of care. However, if the beneficiary’s SNFadmissionis for post-acute
services, thisalone would not trigger an episode of care for treatment of COVID-19. It is
important to note that if post-acute care, such as SNF care, follows the beneficiary’s
discharge from a facility or unitwhere they were receivinginpatientservices fortreatment
of COVID-19, payment amounts for post-acute care in the month of and the month
followingthe discharge date (along with all otherParts A and B services) will also be
excluded.

Applicable Time Period: Performance years 2020 and 2021

Updated: 3/5/21

30. Question: Will the episode span the beginning of the month in which the admission date
occurs through the end of the month followingthe month in which the discharge date
occurs?

Answer: Yes, we explainedin preamble to the May 8, 2020 Interim Final Rule with
Comment Period that the length of the episode of care isin units of months (85 FR 27580).
We define the episode of care as starting in the month in which the inpatientstay begins
as identified by the admission date, all months during the inpatient stay, and the month
followingthe end of the inpatient stay as indicated by the discharge date. This approach to
measuringthe length of the episode of care in units of months aligns with the Shared
Savings Program’s existing methodology for calculating benchmark year and performance
year expenditures.

For example:the beneficiaryisadmitted March 15 and discharged April 17; the episode
lengthis March 1-May 31 and all Parts A and B FFS paymentamounts with dates of service
during this episode of care would be excluded from Shared Savings Program financial
calculations, including the determination of performance year and benchmark year
expenditures.

Applicable Time Period: Performance years 2020 and 2021

Updated: 3/5/21

31. Question: For a claim to be used to identify an episode of care for treatment of COVID-19
according to 42 CFR § 425.611, do International Classification of Diseases, Tenth Revision,
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Clinical Modification (ICD-10-CM) codes B97.29 “Other coronavirus as the cause of
diseases classified elsewhere” (for discharges occurring on or after January 27, 2020, and
on or before March 31, 2020) or U07.1 “COVID-19” (fordischarges occurring on or after
April 1, 2020, through the duration of the COVID-19 PHE period) need to be the principal
diagnosison the claim?

Answer: We will identify claimsfortreatment of COVID-19, for use inidentifyingepisodes
of care, when the diagnosis code B97.29 or U07.1 is presentin any diagnosis code field,
based on established coding guidelines. Foradditional information, please referto
guidelinesforproviders for coding encounters related to COVID-19 (such as
https://www.cdc.gov/nchs/data/icd/COVID-19-guidelines-final.pdf), and CMS claims
processinginstructions (such as https://www.cms.gov/files/document/mm11764.pdf).
Applicable Time Period: Performance years 2020 and 2021

Updated: 3/5/21

32. Question: Are current procedural terminology (CPT) codes for administration of health risk
assessment (96160 and 96161), outpatientvisitfor the evaluation and management for
new (99201-99205) and established patients (99211-99215), transitional care
managementservices (99495 and 99496), and advanced care planning (99497 and 99498)
includedinthe definition of primary care servicesin 42 CFR § 425.400 and used for
purposes of Medicare fee-for-service beneficiary assignmentinthe Medicare Shared
Savings Program, when delivered viatelehealth services?

Answer: Yes. CPT codes for administration of healthrisk assessment (96160 and 96161),
outpatientvisitfor the evaluation and management for new (99201-99205) and
established patients (99211-99215), transitional care management services (99495 and
99496), and advanced care planning (99497 and 99498) are includedin the Medicare
Shared Savings Program assignment methodology when delivered viatelehealth. These
codes were already established as able to be delivered viatelehealth priorto the start of
the COVID-19 PHE, so regardless of the waivers for place of service duringthe COVID-19
PHE, they are includedin the Shared Savings Program assignment methodology.

When primary care services, as definedin 42 CFR § 425.400(c), are furnished and paidin
accordance with Medicare fee-for-service payment policies, allowed charges for these
services will be used inassignmentin the Shared Savings Program.

Applicable Time Period: Performance Year 2020 and subsequentyears

Updated: 3/5/21

33. Question: Does the Medicare Shared Savings Program (Shared Savings Program) extreme
and uncontrollable circumstances policy for quality apply to all ACOs for performance year
20217
Answer: Yes. The PublicHealth Emergency (PHE) for COVID-19 extendsinto performance
year 2021. Consequently, CMS considers all ACOs affected by the COVID-19 PHE and the
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Shared Savings Program extreme and uncontrollable circumstances policy appliesfor
performance year 2021. ACOs that are able to report quality data via the Alternative
Payment Model (APM) Performance Pathway (APP) and meet MIPS data completenessand
case minimumrequirements, will receive the higher of their ACO quality score or the 30t
percentile MIPS Quality performance category score. ACOs that are unable to report
quality data viathe APP and meetthe MIPS Quality data completenessand case minimum
requirements, will have their quality score set equal to the 30t percentile MIPS Quality
performance category score.

Applicable Time Period: Performance Year 2021

New: 3/5/21

34. Question: Will CMS be conducting the Quality Measures Validation (QMV) Auditfor the
2019 performance year for the Medicare Shared Savings Program ACOs?
Answer: CMS is continuing to evaluate the impact the COVID-19 PHE had on Shared
Savings Program ACOs’ quality reporting for the 2019 performance yearinorder to
determine an approach for the QMV audit. At this time, we are reviewingthe data
reported by ACOsviathe CMS Web Interface to determine if any data anomalies would
require us to look at the data more closely viaan audit, consistent with our current
process. After completing this review, CMS may opt against conducting a QMV audit for
the 2019 performance year. However, as providedin 42 CFR § 425.500(e), we retainthe
right to ask for additional information from ACOs or to conduct a targeted audit if
egregious data anomalies are found.
Applicable Time Period: Performance Year 2019
New: 3/5/21

35. Question: For purposes of infection prevention and control, can ACOs remove the
beneficiary notification postersin theirfacilities?
Answer: No, ACO participants cannot remove the beneficiary notification posteras CMS
has not waivedthisrequirementoutlinedin 42 CFR §425.312(a)(2)(i). We recommend that
ACOs and their ACO participantsfollow detailed CDC guidance related to infection
prevention and control found here: https://www.cdc.gov/coronavirus/2019-
ncov/hcp/guidance-hcf.html and here: https://www.cdc.gov/coronavirus/2019-
ncov/hcp/infection-control-recommendations.html
New:3/31/21

V. Cost Reporting

1. Question: Will CMS delaythe filing deadline forcost reports impacted during the COVID-19
PHE?
Answer: Yes, 42 CFR 413.24 (f)(2)(ii)allows this flexibility. CMS will delay the filing deadline
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of Fiscal Year End (FYE) 10/31/2019 and FYE 11/30/2019 cost reports until June 30, 2020.
CMS will alsodelay the filing deadline of the FYE 12/31/2019 cost reports until August 31,
2020. Forthe FYE 01/31/2020 cost report, the extended due date is August 31, 2020. For
the FYE 02/29/2020 cost report, the extended due date is September 30, 2020. For any cost
reporting period not previously identified and ending on a date falling in the period of March 1,
2020 through December 31, 2020, providers are granted an additional 60 days fromthe initial due
dateto file their costreports.

In summary the extensionimpacts the following costreporting fiscal year endsfor all
providertypes (hospitals, SNFs, HHAs, hospices, ESRDs, RHCs, FQHCs, CMHCs, OPOs,
histocompatibility labs and home office cost statements):

Cost Reporting Period | InitialDue Date Extended Due Date Revised Due Date
Ending

10/31/2019 03/31/2020 06/30/2020

11/30/2019 04/30/2020 06/30/2020

12/31/2019 05/31/2020 07/31/2020 08/31/2020
01/31/2020 06/30/2020 08/31/2020

02/29/2020 07/31/2020 09/30/2020

For any cost reporting period not previously identified and ending on a date falling in the
period of March 1, 2020 through December 31, 2020, providers are granted an additional 60
days fromtheinitial due date to file their costreports.

Revised: 1/5/21

2. Question: How will the Provider Relief Fund (PRF) payments be reported on the Medicare

Cost Reportin terms of revenue?
Answer: All providers must report the PRF payments on the cost report’s statement of
revenues for informational purposes. The revenue amount must be identified as COVID-19
PHE PRF. PRF payment amounts must be reported in aggregate on the following forms:

e hospital, form CMS-2552-10, Worksheet G-3, line 24.50;

e Skilled Nursing Facility, form CMS-2540-10, WorksheetG-3, line 24.50;

e HHA, form CMS-1728-94, Worksheet F-1, line 31.50;

e hospice, form CMS-1984-14, WorksheetF-2, column 3, line 16.50;

e ESRD, form CMS-265-11, WorksheetF-1, line 31.50;

e FQHC, form CMS-224-14, WorksheetF-1, line 28.50; and
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e CMHC, form CMS-2088-17, WorksheetF, line 20.50
New: 8/26/20

3. Question: How will the Small Business Administration (SBA) Loan Forgiveness amounts be
reported on the Medicare Cost Report in terms of revenue?
Answer: If a providerreceivesforgiveness forthe SBA loan, or any portion thereof, the
provider must report the forgiven amount on the cost report’s statement of revenuesfor
informational purposes. The loan forgiveness amount must be reported in aggregate, on the
same cost report forms, worksheets, and lines as noted above for the PRF payments in
Question 1. If the providerdoes not receive forgiveness forthe SBA loan, or any portion
thereof, the provider reports no forgiven amounts on the Medicare cost report. If the
provider pays intereston any portion of the SBA loan, the provider may report the interest
expense, similarto other interest expenses, on the cost report.
New: 8/26/20

4. Question: Should PRF payments offset expensesonthe Medicare cost report?
Answer: No, providers should not adjust the expenses onthe Medicare cost report based
on PRF payments received. However, providers must adhere to HRSA’s guidance regarding
appropriate uses of PRF payments, in order to ensure that the moneyis used for
permissible purposes (namely, to prevent, prepare for, or respond to coronavirus, and for
health care related expensesorlost revenuesthat are attributable to coronavirus) and that
the uses of the PRF payments do not violate the prohibition on using PRF money to
reimburse expenses orlosses that have been reimbursed from other sources or that other
sources are obligated to reimburse.

Recipients may find additional information on the terms and conditions of the PRF at
https://www.hhs.gov/coronavirus/cares-act-provider-relief-fund/for-providers/index.html.
Questions regarding use of the funds, pursuant to the Fund Terms and Conditions and any
guestions about overpayments should be directed to HRSA.

New: 8/26/20

5. Question: Should SBA loan forgiveness amounts offset expenses on the Medicare cost
report?
Answer: No. Do not offset SBA Loan Forgiveness amounts against expenses unless those
amounts are attributable to specificclaims such as payments for the uninsured. The
Paycheck Protection Program loan administered by the SBA is a loan designed to provide a
direct incentive forsmall businesses to keep theirworkers on the payroll. The terms and
conditions of the SBA loan forgiveness, overseen by the SBA, include employee retention
criteria, and the funds must be used for eligible expenses.
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Recipients may find additional information at https://www.sba.gov/funding-
programs/loans/coronavirus-relief-options/paycheck-protection-program and
https://home.treasury.gov/system/files/136/PPP--Loan-Forgiveness-FAQs.pdf.
New: 8/26/20

6. Question: Should hospitals report charges reimbursed through the PRF Uninsured Program
on Worksheet S-107?
Answer: Subsection (d) hospitals that receive PRF payments from the Uninsured Program
must not report charges reimbursed through that program for uninsured COVID-19 patients
on Worksheet S-10 of the Medicare cost report.
New: 8/26/20

7. Question: Should PRF paymentamounts for lost revenue not directly attributable to
patient-specificclaims be used to offset expenses onthe Medicare cost report?
Answer: PRF paymentamounts that are not attributable to patient-specificclaimsand are
not PRF payment amounts from the Uninsured Program, should not be used to offset
expenseson the Medicare cost report. Providers must adhere to HRSA’s guidance regarding
appropriate uses of PRF payments, in order to ensure that the moneyis used for
permissible purposes (namely, to prevent, prepare for, or respond to coronavirus, and for
health care related expensesorlost revenuesthat are attributable to coronavirus) and that
the uses of the PRF payments do not violate the prohibition on using PRF money to
reimburse expenses orlossesthat have been reimbursed from other sources or that other
sources are obligatedto reimburse.
New: 8/26/20

8. Question: Can | claim my “employer’s share of Social Security tax” that | elected to deferin
accordance with section 2302 of the Coronavirus Aid, Relief, and Economic Security (CARES)
Act, as an accrued liability inthe year the costs were incurred?

Answer: Yes, in limited circumstances only. Section 2302 of the CARES Act provides that
employers may deferthe depositand payment of the employer's portion of Social Security
taxes and certain railroad retirement taxes (collectively referred to as the “employer’s share
of Social Security tax”). The deferral applies to deposits and payments of the employer's
share of Social Security tax that would otherwise be required to be made during payroll tax
deferral period that beginson March 27, 2020, and ends December 31, 2020. Providers that
electto take advantage of this payment deferral may expense thisliability onthe Medicare
cost report inthe year the costs were incurredin accordance with 42 CFR
413.100(c)(2)(i)(B), which states that “if, within the 1-year time limit, the provider furnishes
to the contractor sufficient written justification (based upon documented evidence) for
nonpayment of the liability, the contractor may grant an extension for good cause. The
extension may not exceed 3 years beyond the end of the cost reporting period in which the
liability wasincurred.” Contractors may grant extensionsforgood cause for COVID-19-
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related deferrals of the employer’s share of Social Security taxes that were permitted under
section 2302 of the CARES Act. Section 2302 of the CARES Act requiresemployers to deposit
50 percentof the deferred taxes on or before December31, 2021, and the remaining 50
percent by December31, 2022. However, if employers received loans underthe Small
Business Act and such loans were forgiven undersection 1106 of the CARES Act, then such
employers are not eligible forthis deferral relief.

Disclaimer Language:

The contents of this document do not have the force and effect of law and are not meant to
bindthe publicin any way, unless specificallyincorporated into a contract. This documentis
intended only to provide clarity to the publicregarding existing requirements underthe law.
New: 8/26/20

W. Opioid Treatment Programs (OTPs)

1. Question: How are the add-on codes for take-home supplies of medication provided by
opioid treatment programs billed?
Answer: There are two codes that describe take-home dosages of medication:

e HCPCS code G2078 — take-home supplies of methadone — describesup to 7
additional days of medicationand is billed along with the respective weekly bundled
payment in units of up to 3 (for a total of up to a one-month supply). This add-on code
is only used withthe methadone weekly episode of care code (HCPCS code G2067).

e HCPCS code G2079 — take-home suppliesof oral buprenorphine — describesup to 7
additional days of medicationand is billed along with the base bundle in units of up to
3 (for a total of up to a 1-month supply). This add-on code is only used with the oral
buprenorphine weekly episode of care code (HCPCS code G2068).

New:4/10/20

2. Question: What is the threshold for billingthe weekly bundled payment codes for opioid
treatment programs?
Answer: The thresholdto bill a full episode isthat at leastone serviceis furnished (from
eitherthe drug or non-drug component) to the patientduring the week that corresponds to
the episode of care. If no drug was provided to the patientduring that episode, the OTP
must bill the G-code describinga weekly bundle notincludingthe drug (HCPCS code G2074)
and the threshold to bill would be at least one service inthe non-drug component. If a drug
was provided with or withoutadditional non-drug componentservices, the appropriate G-
code describingthe weekly bundle thatincludesthe drug furnished may be billed.
New:4/10/20

3. Question: Will there be any changes to the rulesfor Opioid Treatment Programs (OTPs)

billing the periodicassessmentadd-on code (HCPCS code G2077) during the COVID-19
publichealth emergency (PHE)?
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Answer: Yes, in light of the PHE for the COVID-19 pandemic, in CMS-5531-1FC, CMS revised
§ 410.67(b)(7) on an interim final basis to allow periodicassessments (described by HCPCS
code G2077) to be conducted via two-way interactive audio-video communication
technology. In cases where the beneficiary does not have access to two-way interactive
audio-video communication technology, the periodicassessment may be furnished using
audio-only telephone calls.

New: 6/19/20

X. Inpatient Rehabilitation Facility Services

1. Question: If an IRF freestanding hospital or unit of a hospital accepts a patientsolelyin
order to meet the demands of an emergency, will the patient be includedin the
freestandinghospital’s or unit’sinpatient population for purposes of calculatingthe
applicable compliance thresholds at 42 CFR 412.29(b) (“the 60 percentrule”)?
Answer: As a result of the COVID-19 emergency, and when an applicable section 1135
waiveris in effect, CMS will modify enforcement of the requirements specifiedin 42 CFR
412.29(b), which isthe regulation commonly referred to as the “60 percent rule.” Additional
information regarding these requirements can be foundin Chapter 3, Section 140.1.3 of the
Medicare Claims Processing Manual (Pub. 100-04). If an IRF freestanding hospital or unit of
a hospital admits a patientsolelyto respondto the emergency and the patient’s medical
record properly identifies the patientas such, the patientwill not be includedinthe
freestanding IRF hospital’s or IRF unit’sinpatient population for purposes of calculating the
applicable compliance thresholds outlinedin §412.29(b). In the case of an admission that is
made solely to meetthe demands of the emergency, the facility should clearly identifyin
the inpatient’s medical record that the patientis beingadmitted solely to meetthe
demands of the emergency. In addition, during the applicable waivertime period, we would
also apply the exceptionto facilities notyet classified as IRFs, but that are attempting to
obtain classification as an IRF.
New:4/10/20

2. Question: Is CMS waivingthe IRF “3-hour rule”?
Answer: Yes. Section 3711(a) of the CARES Act requiresthe Secretary to waive 42 CFR
412.622(a)(3)(ii) (referredto as the “3-hour rule”) during the public health emergency (PHE)
period. This waiverwas issued on April 15, 2020, at
https://www.cms.gov/files/document/summary-covid-19-emergency-declaration-
waivers.pdf. Thisrule is waived for all IRF admissions during the PHE for the COVID-19
pandemic.
New:6/19/20

3. Question: Can IRFs now admit patientsthat have some rehabilitation needs, but would not
need/benefitfrom 3 hours of therapy per day and might only receive 1-2 hours of therapy
per day?
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Answer: Yes, the waiverrequired by section 3711(a) of the CARES Act waivesthe intensity
of therapy requirement forall IRF patients during the publichealth emergency.
New: 6/19/20

4. Question: After the PHE has ended, will IRFs still be able to use the waiver of the “3-Hour
Rule”?
Answer: No, this waiveris only available during the PHE for the COVID-19 pandemic.
New: 6/19/20

5. Question: What additional flexibilities is Medicare providingto IRFs to admit patients during
the PHE who do not meetthe IRF coverage or classification requirements?
Answer: In the interim final rule with comment issued on April 30, 2020, CMS is temporarily
modifying the classification and coverage criteriain 42 CFR 412.29(d), (e), (h),and (i) and
§ 412.622(a)(3)(i), (iii), (iv), (a)(4), and (a)(5) for care furnished to Medicare Part A fee-for-
service patients who are admitted to a freestanding IRF in an area thatis in Phase 1 or has
not entered Phase 1 (see Guidelines for Opening Up America Again) solely to alleviate acute
care hospital capacity during the PHE.
New:6/19/20

6. Question: Do these flexibilitiesapply for hospital-based IRFs as well?
Answer: The waiverrequired by section 3711(a) of the CARES Act appliesto IRF care in both
freestandingand hospital-based IRFs during the PHE for COVID-19. However, CMS is
temporarily modifyingthe classification and coverage criteriain 42 CFR 412.29(d), (e), (h),
and (i) and § 412.622(a)(3)(i), (iii), (iv), (a)(4),and (a)(5) only for care furnished to Medicare
Part A fee-for-service patientswho are admitted to a freestanding IRFin an area thatisin
Phase 1 or has not entered Phase 1 (see Guidelines for Opening Up America Again) solely to
alleviate acute care hospital capacity during the PHE. CMS believes that hospital-based IRFs,
due to theiraffiliations with acute care hospitals, will be able to more easily alleviate bed
capacity inthose hospitals than freestanding IRFs.
New:6/19/20

7. Question: Do freestanding IRFsstill need to comply with all requirementsin42 CFR
412.622(a)(3), (4),and (5) and § 412.29(d), (e), (h), and (i) for patients (not cared for solely
to relieve acute care hospital capacity) during the PHE for the COVID-19 pandemic?
Answer: With the exception of the “3-Hour Rule” (§ 412.622(a)(3)(ii)), freestandingand
hospital-based IRFs must still comply with all other applicable regulations and requirements
for Medicare Part A fee-for-service patientswho are not admitted solely to relieve acute
care hospital capacity.

New:6/19/20
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8. Question: Will freestanding IRFs be paid under the inpatient perspective paymentsystem or
the IRF prospective payment system for patients admitted in areas that are in Phase 1 or
have not entered Phase 1 (see Guidelines for Opening Up America Again) solelyto relieve
acute care hospital capacity duringthe PHE?

Answer: With the changes implementedinthe interim final rule with comment titled,
“Medicare and Medicaid Programs; Policy and Regulatory Revisionsin Response to the
COVID-19 PublicHealth Emergency” (CMS-1744-1FC), freestanding IRFs can admit Medicare
Part A fee-for-service patients underarrangements with the acute care hospitalsto relieve
acute care hospital bed capacity. The acute care hospitals will bill forthe care providedto
patients admittedin this way, and payment will be made underthe inpatient prospective
payment system. Alternatively, underthe policy changes finalizedinthe interimfinal rule
with comment issued on April 30, 2020, freestandingIRFs can admit Medicare Part A fee-
for-service patientsin areas that are in Phase 1 or have not entered Phase 1 (see Guidelines
for Opening Up America Again) solely torelieve acute care hospital capacity duringthe PHE,
document themas such in the IRF medical record, and receive paymentunder the IRF
prospective paymentsystem.

New: 6/19/20

9. Question: How shouldfreestanding IRFs designate which patientsare cared forin areas that
are in Phase 1 or have not entered Phase 1 (see Guidelines for Opening Up America Again)
solelyto alleviate acute care hospital capacity?

Answer: IRFs must append the letters “DS” to the end of the patient’s unique patient
identifiernumber (the numberthat identifies the patient’s medical recordsin the IRF) to
identify Medicare Part A fee-for-service patients who are admitted to the freestanding IRF
in areas that are in Phase 1 or have not entered Phase 1 (see Guidelines for Opening Up
America Again) solely to alleviate acute care hospital bed capacity during the COVID-19
pandemic. The letters “DS” at the end of the patient’s unique hospital identifiernumber will
identify those Medicare Part A fee-for-service patients forwhom the requirementsin 42
CFR 412.622(a)(3)(i), (iii), (iv), (a)(4) and (a)(5) and § 412.29(d), (e), (h) and (i) do not apply.
New:6/19/20

10. Question: Will freestanding IRFs in all states (or regions, as applicable) be able to bill at the
IRF PPS rate for patients who are admitted to the IRF solely to relieve acute care hospital
capacity duringthe PHE for the COVID-19 pandemic?

Answer: No, freestanding IRFs located in states (or regions, as applicable) thatare in Phase
2 or Phase 3 of the White House’s Guidelines for Opening Up America Again
(https://www.whitehouse.gov/openingamerica/) atthe time of admission will not be able
to bill at the IRF PPS rate for patients who are admitted to the IRF solelytoalleviate acute
care hospital capacity. In this case, IRFs provide care under arrangements with the acute
care hospitals, and Medicare pays for the services at the IPPS rate. Freestanding IRFs
located in states (or regions, as applicable) thatare in Phase 1 (or pending Phase 1) at the
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time of admission will be able to bill at the IRF PPS rate for patients who are admitted to the
IRF solely to relieve acute care hospital capacity during the PHE for COVID-19.
New:6/19/20

Y. Skilled Nursing Facility Services

1. Question: Does the section 1812(f) waiverfor the 3-day qualifying hospital stay apply only
to those beneficiaries who are actually diagnosed with COVID-19, or does the waiver apply
to all SNF-level beneficiaries under Medicare Part A?
Answer: The qualifying hospital stay waiverappliesto all SNF-level beneficiaries under
Medicare Part A, regardless of whetherthe care the beneficiary requires hasa direct
relationship to COVID-19. See: https://www.cms.gov/About-CMS/Agency-
Information/Emergency/EPRO/Current-Emergencies/Current-Emergencies-page
New:4/10/20

2. Question: Can a Medicare Part A beneficiary who has exhausted his or her SNF benefits, but
continuesto needand receive skilled care inthe SNF (e.g., for a qualifyingfeedingtube),
renew SNF benefits underthe section 1812(f) waiverregardless of whether or not the SNF
or hospital was affected by the COVID-19 emergency?

Answer: If the patient has a continued skilled care need (such as a feedingtube) that is
unrelated to the COVID-19 emergency, thenthe beneficiary cannotrenew his or her SNF
benefits underthe section 1812(f) waiveras it isthis continued skilled care inthe SNF rather
than the emergency that is preventingthe beneficiary from beginningthe 60 day “wellness
period.” (https://www.cms.gov/files/document/coronavirus-snf-1812f-waiver.pdf)
New:4/10/20

3. Question: In order to help minimize unnecessary person-to-person contacts during the
current PHE, is it permissible forclinical social workers (CSWs) to conduct theirvisits to Part
A SNF residentsremotely? If so, are such services subject to consolidated billing (CB, the
SNF “bundling” requirementfor services furnished during the course of a Medicare-covered
stay)?

Answer: The optionto conduct their SNF visits remotelyis always open to CSWs, regardless
of whethera PHE is in effect. Moreover, the CB rules that apply to bundled services (such as
CSW servicesthat are furnishedto a SNF’s Part A resident) do not change merely because
the servicesin question happen to be rendered remotely rather than in person; accordingly,
such services when conducted remotely would remain subject to CB.

New: 3/26/20

4. Question: Does waiving (pursuant to section 1812(f) of the Act) the requirementfor a 3-day
prior hospitalization for coverage of a SNF stay apply to swing-bed services furnished by
CAHs and rural (non-CAH) swing-bed hospitals?

Answer: Yes, under the section 1812(f) waiver, CAHs and rural (non-CAH) swing-bed
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hospitals may furnish extended care servicesto a SNF-level patientevenif the patient has
not had a 3-day prior hospitalizationinthat or any other facility. The Social Security Act
permits certain CAHs and rural (non-CAH) swing-bed hospitalsto enter intoa swing-bed
agreement, under which the hospital can useits beds, as needed, to provide eitheracute or
SNF care. Rural (non-CAH) hospitals are paid under the SNF PPSfor their SNF-level swing-
bed services. By contrast, CAH swing-bed services are not subject to the SNF PPS. Instead,
Medicare pays CAHs based on 101 percentof reasonable cost for theirswing-bed services.
For additional information on swing-beds, see: https://www.cms.gov/Medicare/Medicare-
Fee-for-Service-Payment/SNFPPS/SwingBed.

New:4/10/20

5. Question: In order to help minimize unnecessary person-to-person contacts during the
current public healthemergency (PHE), isit permissible to provide therapy services to Part
A SNF residents remotely? If so, are such services subject to consolidated billing (the SNF
“bundling” requirement for services furnished during the course of a Part A Medicare-
covered stay)?

Answer: Yes, therapy services furnished to a Part A SNF resident may be furnished remotely
during the COVID-19 PHE (consistent with state scope of practice laws), based on the clinical
judgment of the therapistthat the therapy beingfurnishedis appropriate to be provided
remotely and continuesto meet the SNF level of care requirements. Moreover, the
consolidated billingrulesthatapply to bundled services (such as therapy services that are
furnished to a SNF’s Part A resident) do not change merely because the servicesin question
happen to be rendered remotely rather than in person;accordingly, such services when
conducted remotely would remain subject to consolidated billing. Therapy services, such as
those furnished by Physical Therapists, Occupational Therapists, and Speech Language
Pathologists, to SNF residents who are not ina covered Part A SNF stay may be payable
under the Part B Physician Fee Schedule, whenreasonable and necessary. In these
instances, PT, OT, and SLPs should follow the telehealthand CMS billing policies for Part B,
including “Part B” consolidated billing, under which therapy services furnished to a SNF
residentduringa non-covered stay (Part A benefits exhausted, SNF level of care
requirement not met, etc.), whetherin person or by telehealth, must be billed to Part B by
the SNF itself using bill type 22X.

New: 6/19/20

6. Question: Can a positive COVID-19 test qualify a beneficiary (includingabeneficiarywhois
currently receiving non-skilled servicesinanursing home?) for a covered Medicare Part A
skilled nursingfacility (SNF) stay?

Answer: A COVID-19 diagnosis would not inand of itself automatically serve to qualifya
beneficiary for coverage under the Medicare Part A SNF benefit. That’s because SNF
coverage isn’tbased on particular diagnoses or medical conditions, but rather on whether
the beneficiary meets the statutorily-prescribed SNF level of care definition of needingand
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receivingskilled services on a daily basis which, as a practical matter, can only be provided
in a SNF on an inpatient basis.
New:6/19/20

7. Question: If a new benefitperiod was granted pursuant to the section 1812(f) waiver, and
the PHE endsin the middle of that new benefit period, would the beneficiary be entitled to
the full 100 days of renewed SNF benefits, orwould that entitlementend onthe day the
PHE ends?

Answer: If a beneficiary has qualified forthe special one-time renewal of SNF benefits
under the benefit period aspect of the section 1812(f) waiver while the section 1812(f)
waiveris in effect, that reserve of 100 additional SNF benefit days would remain available
for the beneficiary todraw upon even after the waiver itself has expired.

New:10/20/20

Z. General Billing Requirements

1. Question: Regarding the use of the condition code “DR” and modifier “CR”, should these
codes be usedfor all billing situations relating to COVID-19 waivers?
Answer: Yes. With the exception of telehealth services, use of the “DR” condition code and
“CR” modifierare mandatory for institutional and non-institutional providersin billing
situationsrelated to COVID-19 for any claim for which Medicare payment is conditioned on
the presence of a “formal waiver” (as defined inthe CMS Internet Only Manual, Publication
100-04, Chapter 38, §10). The DR condition code is used by institutional providers only, at
the claim level, when all of the services/items billed on the claim are related to a COVID-19
waiver. The CR modifieris used by both institutional and non-institutional providers to
identify Part B line item services/itemsthatare related to a COVID-19 waiver. Medicare will
not deny claims due to the presence of this condition code or modifierforservices/items
not related to a COVID-19 waiver.
Revised: 4/23/20

2. Question: How will Medicare pay for COVID-19 testing administered priorto and in
association with a procedure to be performedin a Medicare-enrolled setting, such as
ambulatory surgical centersand independentfreestandingemergency departments?
Answer: CMS has not established national policy, eitherthrough rulemaking or a national
coverage determination, regarding coverage of pre-procedure COVID-19 testing. Absent
national policy, coverage of these tests are determined by the Medicare Administrative
Contractors. Providers are reminded that all services provided must be reasonable and
necessary and medical necessity must be documentedin the medical record.
New:5/27/20

3. Question: If a beneficiary previously received testing for COVID-19, can the
facility/practitionerbe paid for retesting the beneficiary priorto the performance of the
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procedure?

Answer: CMS has not established national policy, eitherthrough rulemaking or a national
coverage determination, regarding coverage of pre-procedure COVID-19 testing. Absent
national policy, coverage of these tests are determined by the Medicare Administrative
Contractors. Providers are reminded that all services provided must be reasonable and
necessary and medical necessity must be documentedin the medical record.
New:5/27/20

AA. Home Health

1. Question: For purposes of the statutory requirementthat a patient have a face-to-face
encounterwith a physician or an allowed non-physician practitionerin order to qualify for
Medicare home health care, can this encounteroccur via telehealth duringa 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 performedvia telehealthinaccordance with the requirements
under 1834(m)(4)(C) of the Social Security Act. Under the expansion of telehealth underthe
1135 waiver, beneficiaries are able to use telehealth technologies with their doctors and
practitionersfrom home (or other originatingsite) for the face-to-face encounterto qualify
for Medicare home health care.

Please see the FAQsregarding the 1135 telehealth waiverat:
https://edit.cms.gov/files/document/medicare-telehealth-frequently-asked-questions-faqgs-
31720.pdf

New:5/1/20

2. Question: Can home health agencies furnish services using telecommunications technology
during the PHE for the COVID-19 pandemic?
Answer: Yes. Home health agenciesare able to furnish services usingtelecommunications
technology during the PHE as long as such services do not substitute forin-person visits
orderedon the plan of care. This can include telephone calls (audio only and TTY), two-way
audio-video telecommunications thatallow for real-time interaction between the patient
and clinician (e.g., FaceTime, Skype), and remote patient monitoring. It would be up to the
clinical judgment of the home health agency and patient’s physician/practitionerasto
whethersuch technology can meet the patient’s need. The use of telecommunications
technologyin furnishing services underthe home health benefit must be included onthe
plan of care and the plan of care must outline how such technology will assistin achieving
the goals outlined on the plan of care.
New:5/1/20

3. Question: Can home health agenciesinclude services furnished using telecommunications
technology on the home health claim that it submits to Medicare for payment?
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Answer: Onlyin-personvisits are to be reported on the home health claim submitted to
Medicare for payment. On an interim basis, HHAs can report the costs of
telecommunications technology onthe HHA cost report as allowable administrative and
general (A&G) costs by identifyingthe costs usinga subscript between line 5.01 through line
5.19.

New:5/1/20

4. Question: Can orderingclinicianinclude “as needed” or “when necessary” (commonly
abbreviated as PRN) on the orders for the home health plan of care for telecommunications
encountersin the eventthe patient chooses not to have in-person visits by home care
nurse?

Answer: If an HHA anticipates that there may be the needfor “PRN” telecommunications
encounters (includingtelephone calls) forthe purposes of providinga skilled service, these
“PRN” orders can be included on the home health plan of care similarto how “PRN” orders
forin-personvisitswould be included. That is, orders for services to be provided “as
needed” or “PRN” must be accompanied by a description of the beneficiary's medical signs
and symptoms that would occasion the visitand a specificlimitonthe number of those
visits to be made underthe order before an additional physician order would have to be
obtained. Orders for care may indicate a specificrange in frequency of visitsto ensure that
the most appropriate level of servicesis furnished. If a range of visitsis ordered, the upper
limit of the range is considered the specificfrequency under42 CFR §409.43(b).
New:5/1/20

5. Question: Can home health agencies complete the initial assessmentsvirtually oroverthe
phone during the PHE for the COVID-19 pandemic?
Answer: Yes. CMS has waived the requirementsat42 CFR §484.55(a) to allow HHAs to
perform Medicare-coveredinitial assessments and determine patients’ homebound status
remotely, by phone, or by record review. Thiswill allow patientsto be cared forin the best
environmentforthem while supportinginfection control and reducingimpact on acute care
and long- term care facilities. This will also allow for maximizing coverage by already scarce
physician and advanced practice cliniciansand allow those clinicians to focus on caring for
patients with the greatest acuity.
New:5/1/20

6. Question: Can home health agencies complete the comprehensive assessmentand updates
to the comprehensive assessmentvirtually orover the phone during the PHE for the COVID-
19 pandemic?
Answer: Utilizingtelecommunications technology is an option for the completion of the
comprehensive assessmentand the update of the comprehensive assessment. HHAs can
provide servicesto beneficiaries usingtelecommunications technology (which can include
audio-onlyor TTY telephone calls, or two-way audio-video telecommunications technology,
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like FaceTime or Skype) so longas it’s part of the patient’s plan of care and does not
substitute for in-person visits as ordered on the plan of care. We acknowledge that the use
of such technology may resultin changes to the frequency or types of in-persons visits
outlined on existing or new plans of care. The plan of care should be modifiedto reflect
which visits will be made in person, and which visits will be conducted via
telecommunications technology.

While we have provided certain flexibilities, the regulations require HHAs to have an
infection prevention and control program, and to educate patients about infection
prevention and control in the home. As such, we expect HHAs to make every effortto
educate patientsas to what processesthe HHA has in place to protect patientsas well as
home care staff. While there are some aspects of care that can be done via
telecommunications technology, not everything can be accomplished by
telecommunications technology when skilled care isrequired. The HHA will have to work
closely with the patientto determine what would help to reassure them that visits from
HHA staff are safe. If the patient continuesto refuse any in-personvisits as per the plan of
care, including assessment or other patient care visits, the HHA will have to determine if the
HHA can meetthe patient’s medical, nursing, rehabilitative, and social needsin his or her
place of residence per42 CFR §484.60.

New:5/1/20

7. Question: Section 3708 of the CARES Act made changes regarding who is able to certify
beneficiaries foreligibility and order services underthe home health benefit. Who can now
perform these services?

Answer: “Allowed practitioners” inadditionto physicians, can now certify beneficiaries for
eligibility, orderhome health services, and establish and review the care plan. Allowed
practitioners are defined at42 CFR 484.2 as physician assistants, nurse practitioners, or
clinical nurse specialists as defined elsewhere in 42 C.F.R. Part 484. The definitions forsuch
practitioners are aligned with existing definitionsinregulation at §§ 410.74— 410.76, for
consistency across the Medicare program and to ensure that Medicare home health
beneficiaries are afforded the same standard of care. In general, nurse practitioner (NPs),
clinical nurse specialists (CNSs), and physician assistants (PAs) are required to practice in
accordance with state law in the state in which the individual performs such services.
Individual states have varying requirements for conditions of practice, which determine
whethera practitioner may work independently without awritten collaborative agreement
or supervisionfroma physician, or whethergeneral or direct supervision and collaboration
is required.

New:6/19/20

8. Question: How can home health agencies ensure that allowed practitioners are practicing in
accordance with state law?
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Answer: Home health agencies or other practitioners should check with the relevant state
licensingauthority websites to ensure that practitioners are working within theirscope of
practice and prescriptive authority.

New: 6/19/20

9. Question: When can physician assistants, nurse practitioners, and clinical nurse specialists
begin certifyingand ordering care for patients under the home health benefit?
Answer: Physician assistants, nurse practitioners, and clinical nurse specialists workingin
accordance with State Law can begin certifying, re-certifying beneficiaries foreligibility,
ordering home health services, and establishingand overseeing plans of care underthe
Medicare home health benefit beginning with dates of service of March 1, 2020, or later,
and home health services can beginbillingforthese services, for 30-day periods of care
with “claim through dates” of March 1, 2020, or later.
New:6/19/20

10. Question: How can physician assistants, nurse practitioners, and clinical nurse specialists’
bill for the work involved with certifying/recertifying patient eligibility for home health care
and for care plan oversight while the patientis receivinghome health services?

Answer: These practitioners can bill for services usingthe G-codes: G0179, G0180, and
G0181. Althoughthese code descriptionsstill indicate they are physician codes, allowed
practitioners, as defined at 42 CFR 484.2 can begin billingthem fordates of service on or
after March 1, 2020. Furtherinformationwill be forthcoming inan upcoming edition of
MLN Connects.

New:6/19/20

11. Question: Are other non-physician practitionertypes, such as certified nurse midwives,
considered “allowed practitioners”?
Answer: Pursuant to the statutory language set out at section 3708 of the CARES Act,
“allowed practitioners” are only physician assistants, nurse practitioners, and clinical nurse
specialists forthe purpose of certifyingand ordering home health services and establishing
the plan of care. Section 3708 of the CARES Act does not give CMS the authority to allow
other non-physician practitioners, such as nurse midwives, to certify and order home health
services; however, as set out at 42 CFR 424.22(a)(1)(v)(A), they may continue to perform the
face-to-face encounter.
New: 6/19/20

12. Question: Will the changes to allow NPs, CNSs and PAs to order and certify patients for
eligibility underthe Medicare home health benefitbe permanentor only during the Public
Health Emergency for COVID-19?

Answer: This IFC makes permanent changes to sections 1814(a) and 1835(a) of the Act,
pursuant to section 3708 of the CARES Act, to allow NPs, CNSs, and PAs, to order and certify
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patients for eligibility underthe Medicare home health benefit.
New:6/19/20

13. Question: Can a nurse practitioner, physician assistant, or clinical nurse specialistsignthe
home healthrecertification statementand the plan of care in place of a physicianor
another allowed practitioner?

Answer: The home health conditions of participation do not prohibithome health agencies
(HHAs) from accepting orders from multiple physicians, and now with the recent statutory
change, nurse practitioners, physician assistants, and clinical nurse specialists (i.e., allowed
practitioners). The HHA is ultimately responsible forthe plan of care, whichincludes
assuring communication with all physicians and allowed practitionersinvolvedinthe plan of
care and integrating orders from all physicians/allowed non-physician practitionersinvolved
in the plan to assure the coordination of all servicesand interventions providedtothe
patient. This responsibility extends to a physician or other allowed non-physician
practitioner, other than the certifying physician or allowed non-physician practitionerwho
established the home health plan of care, who signs the plan of care or the recertification
statementin the absence of the certifying physician or allowed non-physician practitioner.
This is only permitted when such physician or non-physician practitioner has been
authorized to care for his/herpatientsin his/herabsence. The HHA is responsible for
ensuringthat the physician or allowed non-physician practitioner who signs the plan of care
and recertification statement was authorized by the physician or allowed non-physician
practitionerwho established the plan of care and completed the certification for his/her
patientin his/herabsence. Our regulationsat 42 CFR 424.22(a)(1)(v)(A) require that the
physician or allowed practitioner that performed the required face-to-face encounteralso
sign the certification of eligibility, unlessthe patientis directly admitted to home health
care from an acute or post-acute care facility and the encounterwas performedby a
physician or allowed practitionerin such setting.

New:6/19/20

BB. Drugs & Vaccines under Part B

1. Question: Will Medicare Part B pay for COVID-19 vaccinations of Medicare beneficiaries?
Answer: Yes. The CARES Act includes a provision that establishes Part B coverage for COVID-
19 vaccines and theiradministration without any cost-sharing. Because it will be covered
under Part B, the COVID vaccine and its administration will not be covered underPart D.
New:4/10/20

2. Question: If new drugs are approved 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 once they receive a code and are
on the pricingfiles.
Posted:3/6/20
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3. Question: Will Medicare Part B cover an extended supply of drugs duringa pandemicor
similaremergency, when such drugs are needed for a patient’s chronic condition?
Answer: For Part B drugs, when consideringwhetherto pay for an extended supply of
drugs, Medicare and its contractors, known as Medicare Administrative Contractors or
MACs, will make decisions locally. In general, local Medicare contractors will take into
account the nature of the particular Part B drug (including Part B immunosuppressive
drugs), the patient’s diagnosis, the extentand likely duration of disruptions to the drug
supply chain during an emergency, and other relevantfactors that would be applicable
when making a determination asto whether, on the date of service, an extended supply of
the drug was reasonable and necessary. Information on payment for extended supplies of
Part B drugs in special circumstances is made available by the local MAC that processes a
provideror supplier’'sdrugclaims.

Please see Fact Sheet posted at: https://www.cms.gov/files/document/03052020-
medicare-covid-19-fact-sheet.pdf
New: 3/26/20

4. Question: If a Medicare-enrolled providerorsupplierreceivesdrugs or supplies (including
testing supplies) fromthe Strategic National Stockpile (SNS) or other drugs or supplies
procured or provided by a governmental entity, what are the Medicare billingrules? How
should these providersand suppliers handle billing forservices and supplies that involve the
use of SNS or other federally provided drugs or supplies?

Answer: A provideror supplier’s use of drugs or supplies procured or provided by a
governmental entity to diagnose or treat patients with known or suspected COVID-19 would
not affect Medicare’s payment for the service under the applicable prospective payment
system or fee schedule. Although Medicare usually doesn’tallow payment for services that
are paid for by a governmental entity, thereisan exceptionforservicesfurnishedas a
means of controllinginfectious diseases (see 42 CFR § 411.8(b)(4)). However, providers and
suppliersshould not seek additional payment on the claim for these drugs or supplies, as
describedin the CMS Internet Only Manual, Pub. 100-04, Chapter 32, Section 67. In
addition, providers and suppliers that submit Medicare cost reports should not reflectthe
costs of free drugs or supplies on theircost reports. In contrast, providersand suppliers
should follow ordinary billing rules for drugs or supplies purchased from governmental
entities.

Revised: 7/28/20

5. Question: Will Medicare pay for monoclonal antibody products to treat COVID-19 and their
administration under Part B? Could monoclonal antibody products authorized under an
Emergency Use Authorization (EUA) to treat COVID-19 be paid for under Medicare Part B, if
so, how?

Updated: 11/17/2021 pg.131



(Cms

CENTERS FOR MEDICARE & MEDICAID SERVICES

Answer: Yes, in order to ensure immediate access duringthe COVID-19 publichealth
emergency (PHE), Medicare will pay for monoclonal antibody products authorized for
emergency use to treat COVID-19, furnished consistent with the terms of the EUA, or
approved by the Food and Drug Administration (FDA) to treat COVID-19. Medicare payment
for monoclonal antibody products for the treatment of COVID-19 will be in accordance with
Section 3713 of the Coronavirus Aid, Relief, and Economic Security Act (CARES Act). As of
early May 2021, two monoclonal antibody products had active FDA EUAs: one for
casirivimab and imdevimab (administered together), and one for bamlanivimab and
etesevima (administered together).30n April 16, 2021, the FDA revoked the EUA for
bamlanivimab. Medicare will nolonger pay for the administration of bamlanivimab when
that product is administered by itself. Should the FDA authorize or approve additional
monoclonal antibodies for the treatment of COVID-19, the same Medicare payment policies
would apply.

Health care providers who furnish these servicesto enrolleesina Medicare Advantage (MA)
plan should submit claims for monoclonal antibodies to treat COVID-19 that are covered by
Part B, in accordance with Section 3713 of the CARES Act, to Original Medicare for all
patients enrolledin MA in 2020 and 2021.

Medicare will make a payment to the provideror supplierfor the monoclonal antibody
product to treat COVID-19 (whenitisnot received by the providerfor free) and will make a
separate payment for its administration (infusion). Medicare will not provide payment for
the monoclonal antibody products to treat COVID-19 that health care providers receive for
free, as will be the case upon the product’s initial availability in response to the COVID-19
PHE. Because these monoclonal antibody products are being paid underthe COVID-19
vaccine benefit, they are not eligible forthe New COVID-19 Treatments Add-on Payment
(NCTAP) under the Inpatient Prospective Payment System (IPPS).

While physicians and other Medicare providers and suppliers cannot bill Medicare for the
product they receive for free, they may be paid for its administration. For monoclonal
antibodies furnished through May 5, 2021, the Medicare national average paymentrate*
for the administration was approximately $310 for the infusion of bamlanivimab,>
casirivimab and imdevimab (administered together) orbamlanivimab and etesevima
(administeredtogether). This preliminary payment rate was based on one hour of infusion
and post-infusion monitoringin the hospital outpatientsetting. Medicare announced that

3 Casirivimab andImdevimab FDA EUA: https://www.fda.gov/media/143891/download (they are administered
together) / Bamlanivimab and etesevima FDA EUA: https://www.fda.gov/media/145801/download (they are
administered together)

4 For moreinformation please visit: https://www.cms.gov/medicare/medicare-part-b-drug-average-sales-
price/covid-19-vaccines-and-monoclonal-antibodies

50nApril 16,2021, the FDArevoked the EUA for bamlanivimab. Medicare will no longer pay forthe administration
of bamlanivimabwhen that productis administered by itself.
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for monoclonal antibodies furnished on or after May 6, 2021, the national average payment
rate will be increased to $450 per administration. Inaddition, Medicare also announced a
new national average paymentrate of $750 when providers or suppliers furnish monoclonal
antibodiesinthe home or residence on or after May 6, 2021.

When health care providers beginto purchase monoclonal antibody products, CMS
anticipates settingthe Medicare payment rate in the same way we anticipate setting the
payment rate for COVID-19 vaccines.

See the chart below for how the paymentrates are established by settingtype for COVID-19
vaccine products and theiradministration. CMS intends to address potential refinementsto
payment for these monoclonal antibody products and their administration through future
notice and comment rulemaking.

Updated: 5/6/21

6. Question: How long will Medicare pay for monoclonal antibody COVID-19 products to treat
COVID-19 and theiradministration under Part B?
Answer: In order to ensure immediate access during the COVID-19 PHE, Medicare will pay
for monoclonal antibody products to treat COVID-19 in accordance with Section 3713 of
CARES Act. That is, during the COVID-19 PHE, Medicare will coverand pay for these
infusions, when furnished consistent with the EUA, in the same way it covers and pays for
other COVID-19 vaccines.
Updated: 5/6/21

7. Question: What are the different paymentamounts for monoclonal antibody products to
treat COVID-19 and their associated administration across health care settings?
Answer: In order to ensure immediate access during the COVID-19 PHE, Medicare will pay
for monoclonal antibody products to treat COVID-19 in accordance with Section 3713 of the
CARES Act. That is, during the COVID-19 PHE, Medicare will coverand pay for these
infusions, when furnished consistent with the FDA EUA or approval, the same way it covers
and pays for other COVID-19 vaccines. CMS intends to address potential refinements to
payment for these monoclonal antibody products and their administration through future
notice and comment rulemaking.

Medicare will make a payment to the provideror supplierfor the monoclonal antibody
product to treat COVID-19 (whenthe product is not received by the providerfor free) and
make a separate payment for its administration (infusion). Medicare will not pay for the
monoclonal antibody products to treat COVID-19 that health care providersreceive forfree,
as will be the case upon the product’s initial availability in response to the COVID-19 PHE. If
health care providersbeginto purchase these monoclonal antibody products, CMS
anticipates settingthe Medicare payment rate for the product, which will be reasonable

Updated: 11/17/2021 pg.133



CENTERS FOR MEDICARE & MEDICAID SERVICES

cost or 95% of the average wholesale price formany health care providers, consistent with
usual vaccine payment methodologies.

While physicians and other Medicare providersand suppliers cannot bill Medicare for the
product they receive for free, they may be paid for its administration. For monoclonal
antibodies furnished through May 5, 2021, the Medicare national average paymentrate®
for the administration was approximately $310 for the infusion of bamlanivimab,”
casirivimab and imdevimab (administered together) orbamlanivimab and etesevima
(administered together). This preliminary payment rate was based on one hour of infusion
and post-infusion monitoringin the hospital outpatient setting. Medicare announced that
for monoclonal antibodies furnished on or after May 6, 2021, the national average payment
rate will be increased to $450 per administration. Inaddition, Medicare also announced a
new national average paymentrate of $750 when providers or suppliers furnish monoclonal
antibodiesinthe home or residence on or after May 6, 2021.

A list of Medicare providers and suppliersandthe corresponding payment rate for COVID-
19 vaccines and theiradministrationis below. Medicare will cover and pay for these
infusionsinthese settings when furnished consistent with each product’s FDA EUA or
approval, and in accordance with any state scope of practice and licensure requirements.

Medicare Provider/Supplier8 Vaccine Payment Rate?2 Vaccine Administration
Paymenti0

Physician Offices 95% Average Wholesale Paid separately using the
Price established rate for the
applicable administration
code

Hospitals: Outpatient Departments | Reasonable Cost!! Paid separately usingthe
established rate for the
applicable administration

6 For moreinformation please visit: https://www.cms.gov/medicare/medicare-part-b-drug-average-sales-
price/covid-19-vaccines-and-monoclonal-antibodies

70n April 16,2021, the FDArevoked the EUA for bamlanivimab. Medicare will no longer pay forthe administration
of bamlanivimabwhen that productis administered by itself.

8 Currentlyenrolled providers andsuppliers maycontact their MAC to furnish and bill forthese items and services.
Additional provider enrollmentinformation, can be accessed here: https://www.cms.gov/medicare/covid-
19/enrollment-administering-covid-19-vaccine-shots

° Theserates apply onlywhen the provider or supplier does not receive the product for free. Medicare will not
provide payment for the monoclonal antibody products that health care providers receive for free.

10 As of November 10, 2020, the established Medicare nationalaverage payment rate for theinfusion of the
bamlanivimab productto treat COVID-19is roughly$310, unless otherwise noted. This paymentrateis based on
onehour of infusioninthe hospital outpatient setting. See applicable administration codes in question below.

11 Reasonable cost means costactually incurred, to the extent that costis necessary forthe efficient delivery of the
service, and subject to the exclusions specified in paragraph 42 CFR 413.13(d).
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code. Reasonable cost for
hospitals not subject to
the Outpatient
Prospective Payment
System.

Hospitals: Inpatient

Reasonable Cost

Paid separately usingthe
established rate for the
applicable administration
code.

Skilled Nursing Facilities

Reasonable Cost

Paid separately usingthe
established rate for the
applicable administration
code.

Home Health Agencies

Reasonable Cost

Paid separately usingthe
established rate for the
applicable administration
code.

Critical Access Hospitals (CAHs)

101% of Reasonable Cost

101% of Reasonable cost

Long-Term Care Hospitals

Reasonable Cost

Paid separately usingthe
established rate for the
applicable administration
code.

Inpatient Rehabilitation Facilities

Reasonable Cost

Paid separately using the
established rate for the
applicable administration
code.

Federally Qualified Health Centers
& Rural Health Centers

Paid through the cost
report process

Paid through the cost
report process

Indian Health Service Hospitals &
CAHs

95% Average Wholesale
Price

Paid separately usingthe
established rate for the
applicable administration
code.

Hospice

95% Average Wholesale
Price

Paid separately usingthe
established rate for the
applicable administration
code.

Home Infusion Therapy Suppliers

95% Average Wholesale
Price

Paid separately usingthe
established rate for the
applicable administration
code.

Updated: 11/17/2021
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Updated: 5/6/21

8. Question: What is the new Medicare payment rate for COVID-19 monoclonal antibody
products administeredina patient’shome or residence?
Answer: Beginningon May 6, 2021, Medicare established separate coding and payment for
administering COVID-19 monoclonal antibody products in a patient’shome or residence.
Effective forservices furnished on or after May 6, 2021, the new Medicare payment rate for
administering monoclonal antibody products in a patient’s home or residence is
approximately $750. This rate reflects updated information about the costs involvedin
furnishingthese complex products in a patient’s home. For many providersand suppliers
this rate is geographically adjusted based on the locality in which the serviceis furnished.

Providers and suppliers may bill for the higher home payment rate when they furnisha
COVID-19 monoclonal antibody product in a “home or residence,” whichincludes
circumstances, such as a beneficiary’s permanentresidence, temporary lodging (e.g.,
hotel/motel, cruise ship, hostel, or homeless shelter) and homes or residences that have
been made provider-basedtothe hospital during the COVID-19 PHE. Providersand
suppliersadministering COVID-19 monoclonal antibodies to beneficiariesin traditional
health care locations (e.g., hospital outpatientinfusion clinicor freestandinginfusion clinic)
should continue to bill HCPCS codes M0243 or M0245 as applicable. Get the most
current list of billing codes, payment allowances, and effective dates for currently
authorized monoclonal antibody products.

Updated: 5/6/21

9. Question: Which billing codes should be used for submitting claims for the monoclonal
antibody COVID-19 products? What is the paymentrate associated with those codes?
Answer: CMS makes Level IHCPCS codes for monoclonal antibody products to treat COVID-
19 and theiradministration (e.g., infusion) available shortly after they are authorized or
approved by the FDA. The current list of Level Il HCPCS codes for monoclonal antibodies to
treat COVID-19, the corresponding codes for administration, and associated effective dates
is maintained at https://www.cms.gov/medicare/medicare-part-b-drug-average-sales-
price/covid-19-vaccines-and-monoclonal-antibodies.

CMS has released HCPCS codes for the monoclonal antibody for COVID-19 casirivimab and

imdevimab (administered together) and bamlanivimab and etesevima (administered

together).

e Casirivimab and imdevimab: Product — HCPCS Q0243/ Administration—HCPCS M0243 /
Administrationinthe home or residence — HCPCS M0244

e Bamlanivimab and etesevima: Product — HCPCS Q0245 / Administration—HCPCS M0245
/ Administrationinthe home or residence — HCPCS M0246
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For specificinstructions on how to bill the Medicare program for monoclonal antibody
treatments, please see the monoclonal antibody program instruction here:
https://www.cms.gov/files/document/covid-medicare-monoclonal-antibody-infusion-
program-instruction.pdf

Quarterly HCPCS Coding updates are posted here:
https://www.cms.gov/Medicare/Coding/HCPCSReleaseCodeSets/HCPCS-Quarterly-Update.
Updated: 5/6/21

10. Question: What is the cost-sharing obligation for Medicare beneficiaries?
Answer: There is no beneficiary cost sharing and no deductible for monoclonal antibody
COVID-19 products to treat COVID-19 when administrationis provided in a Medicare-
enrolled care setting by a Medicare-enrolled providerorsupplier (consistent with Section
3713 of the CARES Act).
Updated: 5/6/21

11. Question: If for Medicare payment purposes Medicare istreating monoclonal antibody
products to treat COVID-19 as Part B vaccines, how will entities thatare paid for such
vaccines undera cost-based methodology be paid?

Answer: Many institutional providers are paid “reasonable cost” for vaccines. See the chart
in the above questionsfor a list of Medicare providersand suppliersand the corresponding
payment rate for COVID-19 vaccinesand theiradministration.

Updated: 5/6/21

12. Question: Will mass immunizers be able to furnish and bill for monoclonal antibodies and
theiradministration?
Answer: Yes, similarto other COVID-19 vaccines, mass immunizers will be able to furnish
and bill for monoclonal antibodies to treat COVID-19 and their administration, consistent
with the product’s EUA and inaccordance with state law and scope of practice
New:5/6/21

13. Question: Will Medicare pay specialty pharmacies for obtainingand preparing the
monoclonal antibodies for use by another provider or supplier?
Answer: As notedin other questions and answers above, Medicare will coverand pay for
monoclonal antibody infusionsto treat COVID-19, when furnished consistent with the EUA,
the same way it covers and pays for other COVID-19 vaccines. Medicare will make a
payment for the monoclonal antibody product to treat COVID-19 to the provideror supplier
that furnishedit(whenthe productis not received by the providerfor free) and make a
separate paymentfor its administration (infusion). Medicare will not provide paymentfor
the monoclonal antibody products to treat COVID-19 that health care providers receive for
free, as will be the case upon the product’s initial availability in response to the COVID-19
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PHE.

Medicare will not make separate payment for the preparation of monoclonal antibodies for
use by another provideror supplier, includingin cases where the product is provided free of
charge to specialty pharmacies that prepare the product prior to infusion. The enrolled
provideror supplierthat administers (infuses) the product to the patient would bill forthe
administration and would be eligible for paymentfor the administration, but would not
receive paymentif the actual product was providedto an entity free of charge (see previous
FAQs for the Medicare administration paymentamount).

If health care providers beginto purchase monoclonal antibody COVID-19 products, CMS
anticipates settingthe Medicare payment rate for the product, which will be reasonable
cost or 95% of the average wholesale price for many health care providers, consistent with
usual Part B vaccine payment methodologies (please see chartin earlier question). For
specificinstructions on how to bill the Medicare program for monoclonal antibody
treatments, please see the monoclonal antibody program instruction here:
https://www.cms.gov/files/document/covid-medicare-monoclonal-antibody-infusion-
program-instruction.pdf.

Updated: 5/6/21

14. Question: What documentationis a health care provideror supplier expectedto maintain
when they bill Medicare for monoclonal antibody COVID-19 treatments and their
administration?

Answer: Medicare will pay for monoclonal antibody products authorized for emergency use
to treat COVID-19, furnished consistent with the terms of the EUA, or approved by the FDA
to treat COVID-19. The EUAs for COVID-19 monoclonal antibodies contain specific
requirementsforadministration that are considerably more complexthan for other services
that are billed usingroster billing. CMS expectsthat health care providers will maintain
appropriate medical documentation that supports the medical necessity of the service. This
includes documentation that supports that the terms of the applicable EUA are met,
includingthat itis beingused for the treatment of mild to moderate coronavirus disease
2019 (COVID-19) for a patient that is at high risk for progressingto severe COVID-19 and/or
hospitalization. The documentation should also include the name of the practitionerwho
ordered or made the decisionto administerthe infusion, evenin cases where claims for
these services are submitted on roster bills.

Updated: 5/6/21

15. Question: CMS has established flexibilities under the Hospital Without Walls initiative to
allow hospitals to furnish care in temporary expansionsites, including erected tents,
retrofitted convention centers and beneficiaries’ homes. Would hospitals also be able to
use these same flexibilities to furnish monoclonal antibodiesintemporary expansionsites?
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Answer: In response to the COVID-19 PHE, CMS issued several 1135 waivers of certain
hospital conditions of participation and the provider-based rules, inorder to allow hospitals
to furnish hospital services, including drug infusion, in temporary expansion sites. These
Hospital Without Walls flexibilities permit hospitals to furnish any reasonable and necessary
treatments, including monoclonal antibodies, intemporary expansionsites, such as an
erected tent, a retrofitted convention center, or the beneficiary’s home, consistent with the
terms of each product’s EUA or FDA approval, as applicable. Hospitals that previously
constructed expansionsites at the beginning of the PHE, and were approved under earlier
1135 waivers, are able to continue usingthose sites so long that they continue to meet the
conditions of participation that remainin effectduring the COVID-19 PHE.

Effective forservices furnished on and after May 6, 2021, Medicare announced a new
national average payment rate of $750 when providers or suppliers furnish monoclonal
antibodiesinthe home or residence. We note that hospital outpatient departments may bill
for this higher payment when a) the hospital has made the patient’shome provider-based
to the hospital under the Hospital Without Walls flexibility and b) the hospital furnishes
monoclonal antibodies may to the beneficiaryinthat location.

More information about the Hospitals Without Walls flexibilities and the temporary
extraordinary circumstances relocation exception can be found here.
New:5/6/2021

16. Question: Under Section 603 of the Bipartisan Budget Act of 2015, new off-campus
provider-based departments (PBDs) that start billing Medicare under the OPPS after
November2, 2015, are considered “non-excepted” and are paid for items and services
under the “applicable payment system” rather than the Outpatient Prospective Payment
System (OPPS). CMS determined that the Medicare Physician Fee Schedule (PFS) was the
applicable payment system for applicable services billed by non-excepted departments.
Effective since 2018, the PFS Relativity Adjusterthat appliesto these servicesis 40 percent
of the OPPSrate. Will the applicable payment system apply to payments for monoclonal
antibody products usedto treat COVID-19 and theiradministration when performed by
non-excepted PBDs?

Answer: Payment for monoclonal antibody COVID-19 products and their administration will
be at the same rate as the full OPPS payment when furnished by non-excepted off-campus
PBDs. This means that the 40% PFS relativity adjuster does not applyin this circumstance.
Updated: 5/6/21

17. Question: How will Skilled Nursing Facilities and other entities be paid by Medicare for
monoclonal antibody products to treat COVID-19 furnished to Medicare beneficiaries?
Answer: During the PHE, Medicare Part B will cover and pay for monoclonal antibody
products authorized for emergency use to treat COVID-19, when furnished consistent with
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the product’s EUA, or approved by the FDA to treat COVID-19, in accordance with Section
3713 of the CARES Act; that is, during the COVID-19 PHE, Medicare will cover and pay for
these infusions, when furnished consistent with the EUAs, inthe same way it covers and
pays for COVID-19 vaccines. Medicare will not provide payment for monoclonal antibody
products to treat COVID-19 that health care providersreceive for free, as we anticipate will
be the case upon the product’s initial availability in response to the COVID-19 PHE. If
providers beginto purchase these monoclonal antibody products during the COVID-19 PHE,
Medicare will pay for these products furnished to beneficiariesthe same way it pays for
other COVID-19 vaccines.

Any entity that can bill Medicare for Part B vaccines can bill Medicare for these infusions, so
long as it is administered ina manner consistent with the product’s EUA or FDA approval to
treat COVID-19. Medicare will make a paymentto the health care providers, like Skilled
Nursing Facilities, forthe monoclonal antibody product to treat COVID-19 when the product
is not received by the providerfor free, and will make a separate payment for its
administration (infusion) under Medicare Part B.

If you are an entity that is not currently able to furnish and bill forinfusions based on your
Medicare enrollment status and wish to administer monoclonal antibody products to treat
COVID-19 (inaccordance with each product’s EUA), you can follow the enroliment
information provided for vaccine providers found here: https://www.cms.gov/covidvax-
provider. The same enrollment process for entities wishingto enroll as a COVID-19 vaccine
providerwill apply for entities wishing to administer monoclonal antibody treatments to
treat COVID-19.

See previous FAQs for the specific Medicare paymentrates as updated on May 6, 2021.
Updated: 5/6/21

18. Question: Does SNF Consolidated Billing preclude outside entities from billing Part B directly
for furnishing monoclonal antibody products to treat COVID-19 to Part A SNF residents?
Answer: No. In order to facilitate the efficientadministration of COVID-19 vaccines and
COVID-19 monoclonal antibody treatments to SNF residents, CMS will exercise enforcement
discretion (as discussed at https://www.cms.gov/medicare/covid-19/snf-enforcement-
discretion-relating-certain-pharmacy-billing) with respect to statutory provisionsrequiring
consolidated billing by SNFs as well as any associated statutory referencesand
implementing regulations, including asinterpretedin pertinentguidance. Through the
exercise of that discretion, CMS will allow Medicare-enrolled immunizers working within
theirscope of practice and subjectto applicable state law, including, but not limited to,
pharmacies working with the United States, as well as infusion centers, and home health
agencies, to bill directly and receive direct reimbursement from the Medicare program for
administering monoclonal antibody treatmentsto Medicare Part A SNF residents. This
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enforcementdiscretion, and accordingly the ability for entities otherthan the SNF to submit
claims for these monoclonal antibody products and their administration furnished to
Medicare Part A SNF residents, islimited to the period described in the above-cited
enforcementdiscretion notice.

If you are an entity that is not currently able to furnish and bill forinfusions based on your
Medicare enrollment status and wish to administer monoclonal antibody products to treat
COVID-19 (inaccordance with the each product’s EUA), you can follow the enroliment
information provided for vaccine providers found here: https://www.cms.gov/covidvax-
provider. The same enrollment process for entities wishingto enroll as a COVID-19 vaccine
providerwill apply for entities wishingto administer monoclonal antibody treatments to
treat COVID-19.

New:5/6/21

19. Question: Can Home Health Agencies (HHAs) and Home Infusion Therapy (HIT) suppliers
furnish and bill for the administration of monoclonal antibody treatments?
Answer: Yes, subject to applicable state law, HHAs and HIT suppliers working within their
scope of practice may bill for the monoclonal antibody products to treat COVID-19 and their
administration, when furnished consistent with the EUA, for the duration of the PHE. We
note that HIT suppliers mustbe enrolled as a “mass immunizer” in order to separately bill
Medicare for these products and their administration. Duringthe PHE, Medicare will cover
and pay for these infusionsin accordance with Section 3713 of the CARES Act and thus pay
forthem in the same way it covers and pays for other COVID-19 vaccines (when furnished
consistentwith the product’s EUA). A Medicare-enrolled HHA does not need to take any
action to administerand bill formonoclonal antibody products to treat COVID-19 and their
administration, eitherthrough individual claims orroster billing, as home health agencies
can already separately bill for vaccines. A Medicare-enrolled HIT suppliershould also enroll
as a mass immunizerand bill Medicare accordingly. More information on the mass
immunizerenrollment process can be found here: https://www.cms.gov/medicare/covid-
19/enrollment-administering-covid-19-vaccine-shots.

See previous FAQs for the specific Medicare paymentrates the administration of COVID-19
monoclonal antibody treatments administeredina patient’shome or residence.
New:5/6/21

20. Question: Can physicians and non-physician practitioners furnish and bill Medicare for
evaluation and management (E/M) serviceson the same day that the patientreceivesan
infusion of monoclonal antibodies? Similarly, can hospital outpatient departments furnish
office visitservices on the same day the patient receives an infusion of monoclonal
antibodies?

Answer: CMS understands that many providers and suppliers are still developingthe
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optimal model to ensure patients with COVID-19 receive monoclonal antibodiesinthe
timeliestfashion, since early evidence indicates they work betterthe earlierthey are
furnished. Itis possible that physicians and non-physician practitioners may conduct an
office visitfor a patient, test the patientfor COVID-19, obtain a positive diagnosis, and
ensure the patientreceivesan infusion of monoclonal antibodiesallinthe same day. It is
our intention to support these kinds of models that speedthe time from diagnosisto
infusion, asthey could ensure more beneficiaries receive effective treatment with reduced
morbidity and mortality.

Under current policy, if a physician or non-physician practitionerseesa beneficiary forthe
sole purpose of administeringa vaccine (includinga COVID-19 monoclonal antibody
treatment), they may not routinely bill foran E&M visit. However, physicians and non-
physician practitioners can bill for an E&M service furnished on the same day as a vaccine
(includinga COVID-19 monoclonal antibody treatment) when the practitioner performsa
medically necessary and significant, separately identifiable E&M visitin addition to the
vaccine administration. Duringthe PHE, we would anticipate this circumstance to be a
common occurrence, and physicians and non-physician practitioners furnishing these
serviceson the same day should add modifier “25” to the E&M code to identifyitas a
medically necessary E&M service furnished onthe same day that another serviceis
furnished by the same physician or other supplier. Similarly, hospital outpatient
departments furnishing separately identifiable office visits on the same day a vaccine
(including COVID-19 monoclonal antibody treatments) is administered should also add
modifier “25” to identify amedically necessary E&M service furnished on the same day as
another service.

New:5/6/21

21. Question: If | am an entity enrolled inthe Medicare program, but currently unable to
furnish and bill for the administration of vaccines (whether by injection or infusion), what
stepsdo | needto take so that | can administerand bill for COVID-19 vaccines, including the
monoclonal antibody treatments?

Answer: Ifyou are an entity that isnot currently able to furnish and bill for Part B vaccines
based on your Medicare enrollment status, you can follow the vaccine enrollment
information for providers found here: https://www.cms.gov/covidvax-provider. Currently
enrolled providersand suppliers may also contact their MAC to furnish and bill for these
items and services (including COVID-19 monoclonal antibody treatments).

Most providerscan currently bill for COVID-19 vaccines without separately enrollingas a
mass immunizer. We note that during the PHE for COVID-19, CMS is treating monoclonal
antibody products as preventive COVID-19 vaccines, and providing Medicare paymentfor
monoclonal antibody products (when furnished consistent with each product’s FDA EUA or
approval) for the treatment of COVID-19, in accordance with Section 3713 of the
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Coronavirus Aid, Relief, and Economic Security Act (CARES Act). Therefore, entities not
currently able to furnish and bill for Part B vaccines based on their current enrollment status
(for example, home infusion therapy suppliers) may enroll as mass immunizers to
administer COVID-19 monoclonal antibody treatments when furnished in compliance with
each product’s FDA EUA or approval, as well as applicable state law and theirscope of
practice.

The same enrollment process for entities wishingto enroll as a COVID-19 vaccine provider
will apply for entities wishingto enroll as a providerto administer monoclonal antibody
treatments to treat COVID-19.

Updated: 5/6/21

22. Question: For beneficiaries dually covered by Medicare and Medicaid, how will monoclonal
antibody products be reimbursed?
Answer: For beneficiaries dually eligible for Medicare and Medicaid, Medicare will be the
primary payer for COVID-19 monoclonal antibody treatments. Entities that provide
monoclonal antibody treatments to dually eligible beneficiaries should first bill Medicare.
During the PHE for COVID-19, Medicare covers monoclonal antibody products to treat
COVID-19 as Part B preventive vaccines. Therefore, consistent with section 3713 of the
CARES Act, thereis no beneficiary cost sharing (copayment or deductible) fora monoclonal
antibody product and its administration to treat COVID-19 when furnished in compliance
with the product’s EUA or approval and billed by an appropriately enrolled Medicare
provideror supplier. Forspecificinstructions on how to bill the Medicare program for
monoclonal antibody treatments, please see previous questions on billing for COVID-19
monoclonal antibody treatments and the monoclonal antibody program instruction here:
https://www.cms.gov/files/document/covid-medicare-monoclonal-antibody-infusion-
program-instruction.pdf.

Forinformation on coverage and paymentfor COVID-19 treatments and vaccines (including
monoclonal antibody treatments) underthe Medicaid program, see the resourceslistedin
the next Q&A.

Updated: 5/6/21

23. Question: Where can | find additional materials related to administeringand billing for
monoclonal antibody treatments for COVID-19, COVID-19 vaccines, or other COVID-19
treatments under Medicare, Medicaid, and CHIP?

Answer: CMS has released many different resources related to monoclonal antibody
treatments for COVID-19, COVID-19 vaccines, and other COVID-19 treatments. We note that
for Medicare purposes, CMS considers COVID-19 monoclonal antibody infusionsto be
COVID-19 vaccines and provides Medicare payment for monoclonal antibody products
(when furnished consistent witha FDA EUA or approval) for the treatment of COVID-19, in
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accordance with Section 3713 of the CARES Act. Please see the listbelow for further
information.

Medicaid and CHIP:
e COVID-19 Frequently Asked Questions: https://www.medicaid.gov/state-resource-
center/downloads/covid-19-fags.pdf
e COVID-19 Vaccine Toolkit: https://www.medicaid.gov/state-resource-
center/downloads/covid-19-vaccine-toolkit.pdf

Medicare:

e COVID-19 Monoclonal Antibody Treatment Program Instruction:
https://www.cms.gov/files/document/covid-medicare-monoclonal-antibody-
infusion-program-instruction.pdf

e COVID-19 ProviderToolkits: https://www.cms.gov/covidvax-provider

e Paymentrates, billingcodes and associated effective dates:
https://www.cms.gov/medicare/medicare-part-b-drug-average-sales-price/covid-
19-vaccines-and-monoclonal-antibodies

Additional Resources:

e COVID-19 Vaccine Toolkits for providers, health plansand issuers, state Medicaid
programs, and Children’s Health Insurance Programs can be accessed here:
https://www.cms.gov/covidvax

e More informationand guidance related to COVID-19 can be accessed on CMS’
current emergencies page: https://www.cms.gov/About-CMS/Agency-

Information/Emergency/EPRO/Current-Emergencies/Current-Emergencies-page
Updated: 5/6/21

24. Question: How do Institutional Providers bill for COVID-19 monoclonal antibody products
and theirinfusion?
Answer: Medicare paymentsfor COVID-19 monoclonal antibody products and theirinfusion
will be made in the same manner as for COVID-19 and other preventive vaccines (e.g.,
influenza). Institutional Providers shall bill the product codes with Revenue Code 0636 and
infusion codes with Revenue Code 0771. Changes to support roster billing of COVID-19
monoclonal antibody products and their infusionin Fiscal Intermediary Shared System (FISS)
have been made. Institutional Providers shall report COVID-19 monoclonal antibody
products and theirinfusion usingthe date of discharge. See linkto CMS website for COVID-
19 Vaccines and Monoclonal Antibodies at: https://www.cms.gov/medicare/medicare-part-
b-drug-average-sales-price/covid-19-vaccines-and-monoclonal-antibodies.

Because COVID-19 monoclonal antibody products are considered preventive vaccines, they
are not eligible forthe New COVID-19 Treatments Add-on Payment (NCTAP) underthe
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Inpatient Prospective Payment System (IPPS).
Updated: 5/6/21

25. Question: How do Institutional Providers bill for COVID-19 monoclonal antibody or COVID-
19 immunization vaccine products obtainedfor free?
Answer: When COVID-19 monoclonal antibody or COVID-19 immunization vaccine doses
are provided by the government without charge, providers should only bill for the
administration. Health care providers should not include the COVID-19 monoclonal
antibody codes or COVID-19 immunization vaccine codes on the claim when the product is
provided for free. However, CMS recognizesthat many providerbilling systems require a
charge to be submitted, even whena product is provided for free or without charge. In this
instance, Institutional Providers should follow the direction providerin the IOM 100-04,
Chapter 32, Section 67.2 — Institutional Billingfor No Cost Items. For drugs provided at no
cost, institutional providers must report the applicable drug HCPCS code and appropriate
units with a token charge of lessthan $1.01 for the item inthe covered charge fieldand
mirror this lessthan $1.01 amount reported in the non-covered charge field. Institutional
Providers must report the “No Cost” item as non-covered.
New:2/19/21

26. Question: How do physiciansand other clinicians bill for COVID-19 monoclonal antibody
products and theirinfusion?
Answer: Physicians and other clinicians shall bill the infusion codes with HCPCS codes listed
at https://www.cms.gov/medicare/medicare-part-b-drug-average-sales-price/covid-19-
vaccines-and-monoclonal-antibodies. Changesto support roster billing of COVID-19
monoclonal antibody products and their infusion have been made in both PC-ACEand MCS.
Physicians and other clinicians shall report COVID-19 monoclonal antibody products and
theirinfusion with the appropriate diagnosis code.
Updated: 5/6/21

27. Question: How do physicians and non-physician practitioners bill for COVID-19 monoclonal
antibody or COVID-19 immunization vaccine products obtained for free?
Answer: When COVID-19 monoclonal antibody or COVID-19 vaccine doses are provided by
the government or any otherentity without charge, physicians and non-physician
practitioners should only bill for the administration of the product. Health care providers
should not include the COVID-19 monoclonal antibody codes or COVID-19 immunization
vaccine codes on the claim when the product is provided for free. However, CMS recognizes
that many providerbilling systemsrequire a charge to be submitted, evenwhena product
is providedfor free or without charge. In this instance, physicians and non-physician
practitioners bill the monoclonal antibody or COVID-19 immunization vaccine with a token
charge of $0.01 (one penny).
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New:2/19/21

28. Question: Will Medicare require an order from a physician or non-physician practitioner for
a COVID-19 immunization vaccine, once they are available?
Answer: No, an order will not be required for COVID-19 immunization vaccines. Therefore,
a beneficiary could receive the COVID-19 immunization vaccine upon request withouta
physician’s order and without physician supervision.
New:2/19/21

29. Question: Will Medicare require an order from a physician or non-physician practitionerfor
a COVID-19 monoclonal antibody infusion?
Answer: Yes, an order will be required for COVID-19 monoclonal antibody infusions. Use of
the drug or biological must be safe and effective and otherwise reasonable and necessary.
Drugs or biologicals approved for marketing by the Food and Drug Administration (FDA) are
considered safe and effective for purposes of this requirement when usedfor indications
specified onthe labeling. Therefore, the program may pay for the use of an FDA approved
drug or biological, if:
¢ [t was administered on or after the date of the FDA’s approval;
e |t is reasonable and necessary for the individual patient; and
¢ All other applicable coverage requirements are met.
New:2/19/21

30. Question: The current FDA approval for Veklury (Remdesivir) indicates that the drug
“should only be administeredin a hospital or healthcare setting capable of providingacute
care comparable to inpatient hospital care.” (Indications and Usage section at
https://dailymed.nlm.nih.gov/dailymed/druglinfo.cfm?setid=c0978fa8-53ff-4ca2-82a7-
567fd3e958ca retrieved February 18, 2021). Will CMS pay for Remdesivirifitis
administeredinthe outpatientsetting?

Answer: CMS expectsthat the vast majority of infusions of Remdesivirwill take placein
inpatientsettings, consistent with the current drug labeling. These inpatientinfusions could
occur in traditional inpatient settings, or in alternate care sites that furnishinpatient care
and bill under the Inpatient Prospective Payment System. Additional information regarding
hospital flexibilitiesin place duringthe COVID-19 Public Health Emergency is available here:
https://www.cms.gov/about-cms/emergency-preparedness-response-operations/current-
emergencies/coronavirus-waivers.

Questions about coverage of Remdesivirwhen a patientis not an inpatient, such as
treatment occurring in outpatient hospital departments or in physician offices, should be
directedto the Medicare Administrative Contractor that processesa provideror supplier’s
claims. This includes questions about off label uses of Remdesivir, such as its usein
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outpatientacute care settings.
Updated: 5/6/21

31. Question: Who can administerthe COVID-19 vaccine to Medicare beneficiaries?
Answer: Individuals who are authorized under applicable state scope of practice and
licensure requirements may administervaccinesto Medicare beneficiaries. The list of health
care providertypeseligible toenroll and bill Medicare for the COVID-19 vaccination is
available inthe providertoolkitlocated here: https://www.cms.gov/medicare/covid-
19/enrollment-administering-covid-19-vaccine-shots.
Updated: 3/5/21

CC. National Coverage Determinations (NCD)

1. Question: Are all LCD/NCD medical necessity DME criteriawaived under CMS-1744-IFC,
Section U? Specifically, are the requirementsforin person pre-service interactions waived
for DME?

Answer: No. While CMS-1744-1FC waived certain coverage criteria and/or in-person
encounterrequirements (foritems other than power mobility devices), the medical record
must be sufficient to support payment for the services billed (thatis, the services were
actually provided, were provided at the level billed, and were medically necessary). We
remind physicians, practitioners, and suppliers that, unlessthereis a specificexception,
servicesand equipmentfurnished to patients must be reasonable and necessary for the
diagnosis or treatment of illness orinjury or to improve the functioning of a malformed
body member.

CMS-1744-1FC finalized that to the extentan NCD or LCD (includingarticles) would
otherwise require a face-to-face or in-person encounterfor other implied face-to-face
services, those requirements would not apply during the publichealth emergency (PHE) for
the COVID-19 pandemic. However, some face-to-face encounterrequirements for DMEPOS
Power Mobility Devices (PMDs) are mandated by statute for program integrity purposes.
The IFC does not apply to those statutory requirements.

New:4/23/20

2. Question: Regarding face-to-face requirements, some drugs require the first few doses to
be administered by a healthcare professional before DME coverage begins. Would the
infusion nurse/supplierbe able to provide first doses at a beneficiary’shome as long as the
physicianis there virtually?

Answer: Physicians (including those practicing in free-standinginfusion centers) can furnish
physicians’ services, including medically necessary injected orinfused drugs, in the patient’s
home. Through flexibility adopted inthe March 31st interimfinal rule, physicians can also
furnish servicesin the patient’shome as an incidentto their professional services with their
auxiliary personnel, asdefinedin our regulation at §410.26(a)(1), under direct supervision
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which is provided using interactive audio-video technology. This allows physicians to
leverage additional staff and technology necessary to provide care outside theiroffice
setting, for example, with contracted auxiliary personnel, underdirect supervision using
interactive audio-video technology. Forexample, physicians may enter into contractual
arrangements witha home health agency (defined undersection 1861(o) of the Act), a
qualifiedinfusiontherapy supplier (defined undersection 1861(iii)(3)(D) of the Act), or
entities that furnishambulance servicesin order to utilize theirnurses or other clinical staff
as auxiliary personnel underleased employment (§410.26(a)(5)). In such instances,
Medicare payment for the services furnished directly by physicians, and provided by
auxiliary personnel incident to their professional services, would be made to the billing
practitionerwho would then make the appropriate paymentto the contracted entity (for
example, the HHA). Medicare payments would be made to the physician underthe PFS, and
serviceswould not be considered a home health service under the Medicare home health
benefitor a service under the home infusiontherapy services benefit. Rather, the entity
with which the physician contracts would seek payment from the billing practitionerforany
auxiliary personnel they provided and would not submit claims to Medicare for such
services.

The safety of the patient needsto be considered regarding the settingfor patient
treatment. Accordingly, the healthcare professional will need to use their clinical judgment
when consideringvirtual services. We recommend that the healthcare provideralso take
into account the reasonable accommodations of the individual and be inclusive of
caregiversin the treatment process. We remind physicians, practitionersand suppliers that
servicesand equipmentfurnishedto patients must be reasonable and necessary.
Accordingly, the medical record should be sufficientto support payment for the services
billed (thatis, the services were actually provided, were provided at the level billed, and
were medically necessary).

New:4/23/20

3. Question: With the lifting of certain clinical indicationsin the IFC, does that allow for home
oxygen coverage for Medicare/Medicaid beneficiaries for non-respiratory conditions, such
as with cluster headache?

Answer: No. During the PublicHealth Emergency, we will not enforce the clinical indications
for coverage across respiratory NCDs and LCDs (includingarticles) to allow for maximum
flexibility for practitioners to care for their patients with respiratory conditions. While
respiratory devicesforacute respiratory conditions are covered as describedin Section U of
CMS-1744-1FC, these changes do not applyto non-respiratory conditions like cluster
headaches.

New:4/23/20
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4. Are there other NCDs/LCDs whose clinical indications will not be enforced during the

COVID-19 PHE?

Answer: Yes, our April 6, 2020 interim final rule with comment includes, but is not limited

to, respiratory, anticoagulation managementand infusion pump policies (85 FR 19266).

Some NCDs and LCDs are specifically identified in the IFC. In addition to that list, we have

identified LCDs for nebulizers and high frequency chest wall oscillation and will continue to

update thelist inthese FAQs if we identify other NCDs or LCDs that fall withinthe types

establishedinthe interim final rule with comment. Questions may be directed to your

Medicare Administrative Contractor regarding whetheradditional NCDs or LCDs should be

considered.

e NCD 240.2 Home Oxygen

e NCD 240.4 Continuous Positive Airway Pressure for Obstructive Sleep Apnea

e LCD L33800 Respiratory Assist Devices (ventilators for home use)

e NCD 240.5 Intrapulmonary Percussive Ventilator

e LCD L33797 Oxygenand Oxygen Equipment (for home use)

e NCD 190.11 Home Prothrombin Time/International Normalized Ratio (PT/INR)
Monitoring for Anticoagulation Management.

e NCD 280.14 Infusion Pumps.

e LCD L33794 External Infusion Pumps.

e LCD L33785 High frequency chest wall oscillation.

e LCD L33370 Nebulizers.

e LCD L33822 Glucose Monitors.

e |CD L35434 Oximetryservices.

e LCD L33718Positive Airway Pressure Devicesfor the Treatment of Obstructive Sleep
Apnea

e LCD L33611 Oral Appliances forthe Treatment of Obstructive Sleep Apnea

e LCD L33800 Respiratory Assist Devices

e LCD L33795 Mechanical In-exsufflation Devices
Updated: 12/8/20

5. Question: Can an exception be made to allow hyperbaricoxygen (HBO) where we can treat,
only when medically necessary, COVID-19 patients specifically where Pulmonary Fibrosis or
other related conditions are at play?

Answer: No.The NCD for HBO (20.29) is not one of the types of NCDs under CMS-1744-1FC,
Section U. In the Medicare population, HBO is used primarily to treat chronic wounds and
not lung disease so itis not included.

New:4/23/20
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6. Question: If an LCD or NCD is not specifically listed in CMS-1744-IFC, Section U, are the
clinical indications lifted? Forexample, would the nebulizer LCD/NCD be included in CMS-
1744-IFC, Section U?

Answer: As longas the LCD or NCD is respiratory, home anticoagulation management, or
infusion pump-related, it would fall under CMS-1744-1FC, Section U. The list of covered NCD
and LCDs in CMS-1744-1FC, Section U is not all-inclusive. Inthe example of the nebulizer
LCD/NCD, it fallsunder CMS-1744-IFC, Section U because it isrespiratory-related. We
remind physicians, practitionersand suppliers that services and equipmentfurnishedto
patients must be reasonable and necessary. Accordingly, the medical record should be
sufficientto support payment for the servicesbilled (thatis, the services were actually
provided, were provided at the level billed, and were medically necessary).

New:4/23/20

7. Question: Can atelehealth service meetthe face-to-face requirementfora prosthetic?
Answer: Perhaps. The regulation at 42 CFR 410.38 recognizes that the face-to-face
requirements can be satisfied by usingtelehealth services forsome prostheticdevices.
Under the regulations, CMS established a master list of DMEPOS items potentially subjectto
face-to-face and other requirements that are items of DMEPOS that CMS has identifiedin
accordance with sections 1834(a)(11)(B) and 1834(a)(15) of the Social Security Act. The
criteria for thislist are specifiedin42 CFR 414.234. The Master List servesas a library of
DMEPQS items from whichitems may be selected forinclusion on Required Face-to-Face
Encounter and Written Order Prior to Delivery Listand/or the Required Prior Authorization
List.

New:6/2/20

8. Question: Can | use telehealth to satisfy the face-to-face requirementin NCDs and LCDs
during the COVID-19 publichealth emergency (PHE)?
Answer: During the COVID-19 PHE, we will not enforce the face-to-face requirements
required through NCDs, LCDs, or articles. To the extentthat a provider, supplier, or
physician would like to use telehealth services duringthis periodin lieu of a face-to-face
visitthat would otherwise be specifiedinan NCD, LCD, or article, they are free to do so. For
periods outside of the publichealth emergency, please consult existinginstructions when
telehealth services could be used to satisfy NCD and LCD requirementsin accordance with
the Agency’s current telehealth guidance.
https://www.cms.gov/Medicare/Medicare-General-Information/Telehealth/index

Note that certain items of durable medical equipment may have differentrequirements
that are not addressedin NCDs and LCDs but are instead required by statute, regulation, or
the DMEPOS Quality Standards (https://www.cms.gov/Outreach-and-Education/Medicare-
Learning-Network-MLN/MLNProducts/DMEPOSQuality/DMEPOSQualBooklet-905709.html).
Those requirements are still enforceable during the COVID-19 PHE.
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New:6/2/20

9. Question: During the public health emergency (PHE) for the COVID-19 pandemic, does the
requirementfora face-to-face examination apply for power mobility devices?
Answer: Yes. Power mobility devices continue to require face-to-face examinationand a
written prescription for the item, as mandated by statute and regulation (section
1834(a)(1)(E))(iv) of the Act and 42 C.F.R. §410.38). The face-to-face encounter may be
conducted via telehealth.
New:6/2/20

10. Question: CMS-1744-1FC (April 6, 2020) established that CMS will not enforce certain
requirementsforface-to-face or in-person encounters for evaluations, assessments, and
certifications, that would otherwise apply through NCDs, LCDs, or articles duringthe PHE.
Does this mean that documentationindicating that a beneficiary meets coverage criteria for
the DMEPOS is not necessary? What are the requirements for physician or non-physician
signatures?

Answer: No, these requirements are still required duringthe PHE. We remind physicians,
practitioners, and suppliersthat servicesand equipment furnished to patients must be
reasonable and necessary undersection 1862(a)(1)(A) of the Social Security Act.
Accordingly, the medical record should be sufficientto demonstrate that payment for the
services billediswarranted (that is, the services were actually provided, were provided at
the level billed, and were medically necessary). Power Mobility Devices (PMDs) require a
written order prior to delivery. Other DMEPOS require written orders with a practitioner
signature before the claim is submitted for payment (42 CFR 410.38(d)). Practitioners can
submit electronicsignatures to suppliers as needed.

New:6/2/20

11. Question: Regarding oxygen patients who are not able to be seen by a physician according
to the timeframe typically required by the LCD, may they continue receiving oxygen and is it
appropriate for the supplierto submit a bill, since the CMS-1744-1FC (April 6, 2020) waives
clinical requirements duringthe publichealthemergency?

Answer: Yes, they may continue to receive oxygenand yes, the suppliermay submita bill.
Face-to-face requirements forevaluations, assessments, certifications or other implied face-
to-face services as requiredin NCDs and LCDs do not apply duringthe PHE for the COVID-19
PHE. The safety of the patientneedsto be considered regardingthe settingfor patient
treatment. Accordingly, the healthcare professional will need to use their clinical judgment.
We remind physicians, practitioners and suppliers that services and equipment furnished to
patients must be reasonable and necessary undersection 1862(a)(1)(A) of the Social
Security Act. Accordingly, the medical record should be sufficient to demonstrate that
payment for the services billedis warranted (that is, the services were actually provided,
were provided at the level billed, and were medically necessary).
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New:6/2/20

12. Question: Since in-home assessments for power mobility devices require the supplierto be
face-to-face with the beneficiary, can a virtual in-home assessment be performed to meet
NCD/LCD coverage criteria and ensure an itemis appropriate to the beneficiary’s
environment?

Answer: The supplier must ensure that the itemfurnished is both medically necessary and
able to be used in the beneficiary’s home environment. If this can be ascertained and
documentedvia virtual means, thisis acceptable.

New:6/2/20

13. Question: The NCD 240.2 home oxygen policy specifies certain health conditions must be
met for coverage. Are these conditions for coverage beingenforced duringthe PHE for the
COVID-19 PHE?

Answer: No. As specifiedinthe CMS-1744-1FC (April 6, 2020), clinical indications for certain
respiratory policies will not be enforced during the PHE for the COVID-19 PHE, including
NCD 240.2 home oxygen. Atthe conclusion of the PHE for the COVID-19 PHE, we will return
to enforcement of these clinical indications for coverage. We remind physicians,
practitioners, and suppliersthat services and equipment furnished to patients must be
reasonable and necessary undersection 1862(a)(1)(A) of the Social Security Act.
Accordingly, the medical record should be sufficientto demonstrate that payment for the
servicesbilledis warranted (that is, the services were actually provided, were provided at
the level billed, and were medically necessary).

New:6/2/20

14. Question: Does CMS-1744-1FC (April 6, 2020) temporarily waive restrictions around
acquiring supplemental 02and comfort medicationsfor end of life care outside of the
hospice setting, in the beneficiary’shome?

Answer: The current NCDs and LCDs that otherwise restrict coverage of home-use of
oxygen to certain clinical conditions will not be enforced duringthe publichealth
emergency for the COVID-19 PHE. This change is intended to allow practitioners flexibilityto
treat their patients with home-use of oxygen during this emergency. This enforcement
discretion will apply only during the PHE for the COVID—-19 pandemic. At the conclusion of
the PHE for the COVID-19 pandemic, we will returnto enforcement of these clinical
indications for coverage. CMS-1744-IFC (April 6, 2020) does not prevent enforcement of any
policies related to medicationsrelated to end of life care whetherthe services are furnished
in a hospice setting or outside of a hospice setting.

New:6/2/20

15. Question: Are the conditions of coverage and clinical indications waived and/or modified
during the PHE for the COVID-19 pandemicfor Tumor Treating Fields Therapy (TTFT)?
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Answer: The MACs, generally, have authority to make individual coverage determinations
which takes the individual clinical and beneficiary circumstances under consideration. We
note that the TTFT LCD has flexibility with regard to documenting the 18-hour daily use
requirement. The LCD notes an exceptionto the 18-hour daily use if the treating
practitionerdocuments there is medical need to limitorinterrupttreatment.

CMS established through an interim final rule with comment, CMS-1744-1FC (April 6, 2020),
that requirements forface-to-face or in-person encountersin LCDs or NCDs do not apply
during the COVID-19 PHE, with certain exceptions not applicableto TTFT. In the second
interim final rule with comment, CMS-5531-IFC (May 8, 2020), CMS clarified that physicians,
practitioners, and suppliers are required to continue documenting the medical necessity for
all services. Accordingly, the medical record must be sufficientto support paymentfor the
servicesbilled (thatis, the services were actually provided, were provided at the level billed,
and were medically necessary). While NCD or LCD face-to-face encounterrequirements will
not be applied during this COVID-19 PHE, there may be other opportunities todocument a
beneficiary’s average at-home use of the device or a medical need to limitorinterrupt
treatment. There are expanded flexibilities fortelehealth and telephonicservices to connect
with the patient. Further, while DMEPOS orders continue to require a signature, orders can
be signed electronically.

Moreover, TTFT is covered for the treatment of newly diagnosed Glioblastoma Multiforme
(GBM) when, among other criteria, it isinitiated within 7 weeks from the last dose of
concomitant chemotherapy or radiotherapy, whicheveris later. Should the chemotherapy
or radiotherapy be delayed due to COVID-19, the 7 weeks wouldstill not begin until after
these treatments have been completed.

In the eventa patient cannot initiate TTFT withinthe 7 week period after completion of the
above therapies, the MACs, generally, have authority to make individual coverage
determinations, which takesthe documentedindividual clinical and beneficiary
circumstances under consideration.

New:6/2/20

16. Question: The April 6, 2020 Interim Final Rule with Comment Period (IFC) finalizesonan
interim basis that CMS will not enforce the clinical indicationsforcoverage across infusion
pump (NCD 280.14) and (LCD L33794) external infusion pump national and local coverage
determinations duringthe Public Health Emergency for the COVID-19 pandemic. Does this
mean that all drugs or only certain drugs can be infused at home?

Answer: Only certain drugs can be infused at home. Durable Medical Equipment Medicare
Administrative Contractors (DME MACs) may expand coverage for uses of external infusion
pumps for drugs other than those listed in the indicationsin the infusion pump (NCD
280.14) and external infusion pump (LCD L33794) if they make the determination that the
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use of the infusion pump itselfis appropriate and necessary for administration of the drug
in the patient’shome by the patientor caregiver, and that the drugitselfisreasonable and
necessary for the patient’s treatment. This flexibility applies only to clinical indications and
not to otherpolicy aspects, such as benefit category determinations, of NCDs and LCDs.
New:9/11/20

17. Question: Will ventilator management services be covered if provided via telehealth?
Answer: Ventilatormanagementservices codes (94002-94005) were addedto the list of
telehealth services. Additional information regarding these codes is available here:
https://www.cms.gov/Medicare/Medicare-General-Information/Telehealth/Telehealth-
Codes.

New:9/11/20

18. Question: Do the coverage flexibilitiesinthe April 6, 2020 IFC1 and May 8, 2020 IFC2
pertaining to face-to-face requirements, direct supervision, and the lifting of certain clinical
indicationsin NCDs or LCDs apply to non-covid-19 patients?

Answer: Yes.
New:9/11/20

19. Question: For a beneficiary to be eligible for Continuous Positive Airway Pressure (CPAP),
will Medicare require a sleep study to diagnose obstructive sleep apnea (OSA) duringthe
PHE for COVID-19?

Answer: When OSA issuspectedin a Medicare beneficiary and treatment is contemplated,
a comprehensive sleep evaluationisimportant, but not required during the PHE for COVID-
19. Along with clinical evaluation, in-lab polysomnography (also known as a sleep study) can
be usedto help diagnose this condition. However, home sleeptesting can replace
institutional testingfor OSA in appropriate patients. As these tests help to prevent the
potential harms of misdiagnosis, they remain among the reasonable and necessary criteria
required for the identification of OSA and should be performed during the PHE when
possible.

Beneficiaries with OSA using CPAP therapy is considered reasonable and necessary. We will
not enforce the clinical indications for NCD for CPAP for OSA (240.4), including the
requirementsfora sleep study based diagnosis of OSA duringthe COVID-19 PHE. However,
the medical record must be sufficientto support that Continuous Positive Airway Pressure
was reasonable and necessary, includinginformation about how such a determination was
made in the absence of sleep testing.
New:9/11/20

20. Question: Can a Nurse Navigator place an order for Lung Cancer Screening with Low Dose
Computed Tomography (LDCT) after a phone interaction with the beneficiary forthe
subsequent LDCT?
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Answer: Yes, to the extent NCDs and LCDs require a specific practitionertype or physician
specialty to furnish a service, procedure or any portion thereof, we have provided flexibility
that on an interim basis that the chief medical officer or equivalent of the facility can
authorize another physician specialty or other practitionertype to meetthose requirements
during the PHE for the COVID-19 pandemic. See 85 Fed. Reg. at 19267 (April 6, 2020).
New:9/11/20

21. Question: Can providers now prescribe a therapeuticcontinuous glucose monitorto all
beneficiaries with diabetes [Type | and Type |l] for the duration of the COVID-19 PHE,
irrespective of theirlevel of insulin dependence and the parameters of the existinglocal
coverage determinations (LCDs), so longas documentation supports its being medically
appropriate?

Answer: Yes, our May 8, 2020 interim final rule with comment finalized on an interim basis
that we will not enforce the clinical indications for therapeutic continuous glucose monitors
in LCDs (85 FR 27595) during the COVID-19 PHE. We will not enforce the current clinical
indications restrictingthe type of diabetes that a beneficiary must have or relating to the
demonstrated need for frequent blood glucose testing. This enforcement discretion will
only apply during the publichealth emergency for the COVID-19 pandemic. We remind
physicians, practitionersand DME suppliers that services and equipment furnished to
patients must be reasonable and necessary. Accordingly, the medical record should be
sufficientto support payment for the services billed (thatis, the services were actually
provided, were provided at the level billed, and were medically necessary).

New:9/11/20

22. Question: Because CMS is not enforcingclinical indications for certain NCDs and LCDs
during the COVID-19 PHE, how will practitioners, providers and suppliers know what
indications will be covered and what is required for documentation?

Answer: Standard written orders (SWO) and medical record documentation will be critical
in demonstratingto MACs that the service furnished was reasonable and necessary. This is
the same process that is used when there is an absence of NCDs or LCDs for an item or
service. We remind physicians, practitioners and suppliersthatservicesand equipment
furnishedto patients must be reasonable and necessary. Accordingly, the medical record
should be sufficientto support payment for the services billed (thatis, the serviceswere
actually provided, were provided at the level billed, and were medically necessary). This
flexibility applies only to clinical indications and not to other policy aspects, such as benefit
category determinations, of NCDs and LCDs.

New:9/11/20

23. Question: During the PHE, face-to-face and in-person encountersthat are required or

inferred as part of NCDs and LCDs will not apply. How do practitioners, providers and
suppliersinterpretthis flexibility whenitcomesto NCDs and LCDs that have coverage
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criteria based on a patient’sclinical data that can only be collected by physicallyinteracting
with the patient?

Answer: The flexibility granted to face-to-face and in-person encounters does not confer
changes to the clinical indications of coverage for any LCD or NCD unless otherwise
specifically indicated. There may be situationsin which practitioners may deema physical
encounternecessary to assess and treat beneficiaries orthere may be situationsin which
practitioners may deemtelehealth services necessary. We remind physicians, practitioners
and suppliers that services and equipment furnished to patients must be reasonable and
necessary (to include the documentation of clinical data) and the medical record should be
sufficient to support medical necessity of equipment.

New:9/11/20

DD. Medicare Payment to Facilities Accepting Government Resources
1. Question: Can askilled nursingfacility (SNF) or hospital accept Federal, State, or local
governmentresources (e.g., supplies and staffing assistance) to help with the COVID-19
emergency and still bill Medicare?
Answer: Yes. Although Medicare usually doesn’tallow payment for services that are paid
for by a governmental entity, thereisan exceptionforservices furnished as a means of
controllinginfectious diseases (see 42 CFR 411.8(b)(4)).
Updated: 7/15/20

2. Question: Does Medicare pay health care providers such as hospices, hospitals, and skilled
nursing facilities (SNFs) separately for personal protective equipmentand supplies
necessary to preventthe spread of infectious disease?

Answer: Not directly. Medicare payments for health care servicesinclude paymentfor the
supplies necessary to appropriately provide the service, including any personal protective
equipmentand supplies appropriate for the patient's condition and treatment. However,
there are not separate payments for those supplies. Additional resources forinfection
control, such as supplies orstaffing assistance, may be made available from other local,
state, or federal government agencies.

Revised: 4/10/20

EE. Oxygen

1. Question: Does Medicare cover home use of oxygen for patients diagnosed with COVID-19?
Answer: The current national and local coverage determinations that otherwise restrict
coverage of home-use of oxygen will not be enforced duringthe publichealth emergency
for the COVID-19 pandemic. This change is intended to allow practitioners flexibility to treat
their patients with home-use of oxygen during this emergency. This enforcementdiscretion
will only apply during the PHE for the COVID-19 pandemic. At the conclusion of the PHE for
the COVID-19 pandemic, we will return to enforcement of these clinical indications for
coverage.
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Revised: 4/10/20

FF. Temporary Department of Defense Sites

1. Question: Do temporary Department of Defense (DOD) medical treatment sites bill
Medicare for emergency inpatientand outpatient hospital services?
Answer: No, military hospital ships docked in a United States port and temporary military
field hospitals erected inthe United Statesin response to a mission assignment from the
Federal Emergency Management Agency do not bill civilians or the Medicare program for
any servicesrendered.
New:4/17/20

GG. Military Treatment Facilities (MTFs)

1. Question: Do Department of Defense (DOD) MTFs bill Medicare for emergency inpatient
and outpatienthospital services?
Answer: The Medicare statute generally prohibits paymentto Federal providers like DOD
hospitals, but there is an exception for emergencyinpatientand outpatient hospital
services. CMS and DOD have worked closely on this so that a substantial number of DOD
hospitals withinthe United States can meetthis exception and bill Medicare for covered
emergency hospital services related to COVID-19 treatment (as well as for covered
emergency hospital services not related to COVID-19). Regulations concerning payments are
set out at 42 C.F.R. Part 424, subpart G.
New:4/17/20

HH. Hospice

1. Question: Can hospicesfurnish services using telecommunications technology during the
PHE for the COVID-19 pandemic?
Answer: Yes. Hospices are able to furnish services using telecommunications technology
during the PHE when a patient isreceivingroutine home care. This can include telephone
calls (audioonly or TTY), two-way audio-video telecommunications technology thatallow
for real-time interaction between the patientand clinician (e.g., FaceTime, Skype), and
remote patient monitoring. It would be up to the clinical judgment of hospice as to whether
such technology can meet the patient’s/caregiver’s/family’s needs and the use of
technology should be included on the plan of care for the patientand family.
New:5/1/20

2. Question: Can hospice physicians/hospice nurse practitioners conduct the required face-to-
face encounterfor re-certifications usingtelecommunications technology?
Answer: Hospices are allowed to use 2-way audio-video telecommunications technology
that allowsfor real-time interaction between the patientand the clinician (e.g., FaceTime,
Skype) to satisfy the face-to-face encounterrequirement, whichis required for the third

Updated: 11/17/2021 pg. 157



(Cms

CENTERS FOR MEDICARE & MEDICAID SERVICES

benefit period (afterthe patienthas typically been receiving hospice for six months) and
each subsequent 60-day benefit period thereafter. An explanation of why the clinical
findings from the hospice face-to-face encounter support that the patientstill has a life
expectancy of sixmonths or lessis required as part of the recertification narrative. We do
not believe thattelephone calls (audio only or TTY) would provide the necessary clinical
information for a hospice physicianto determine whetherthe patient continues to have a
life expectancy of six months or less. As such, telephone calls (audio only or TTY) cannot be
used to satisfy the hospice face-to-face encounterrequirement.

New:5/1/20

3. Question: Can hospicesinclude services furnished using telecommunicationstechnology on
the hospice claim that it submitsto Medicare for payment?
Answer: Onlyin-personvisits (with the exception of social work telephone calls) are to be
reported on the hospice claim submittedto Medicare for payment. For purpose of service-
intensity add-on (SIA) payments, only in-person visits performed by registered nurses and
social workers provided during routine home care during the last seven days of life are
eligible forthese add-on payments. As a reminder, the SIA payments are made above and
beyond the routine home care per diem paymentamount. On the hospice cost report,
hospices can report the costs of telecommunications technology used to furnish services
under the routine home care level of care during the PHE for the COVID-19 pandemic as
“other patient care services” using Worksheet A, cost center line 46, or a subscript of line 46
through 46.19, cost center code 4600 through 4619, and identifyingthis costcenter as “PHE
for COVID-19”.
New:5/1/20

4. Question: Can hospicescomplete the initial and comprehensive assessments virtually or
over the phone during the PHE for the COVID-19 pandemic?
Answer: Assumingthat the patientis receivingroutine home care during the initial and
comprehensive assessment timeframe, furnishing services using telecommunications
technology (e.g., usingtwo-way audio-video telecommunications technology that allows for
real-time interaction between the clinician and the patient, like FaceTime or Skype, or using
audio-only or TTY telephone calls) would be compliant if such technology can be used to the
extentthatitis capable of resultingin a full assessment of the patientand caregiver'sneeds
to inform an individualized plan of care. The initial and comprehensive assessmentare the
foundation of the plan of care, laying out the patientand family needs/goals and outlining
the plan for the delivery of these services. An in-personinitial and comprehensive
assessmentis standard practice and crucial to establishingthe patient-hospice relationship.
During this PHE, we expectin most, but not all, situations that the initial and comprehensive
assessmentvisits would be done in person (especially when assessing skin/wound care;
uncontrolled pain/symptoms; effectively teaching patient/caregiver medication
administration, etc.). The assessments must identify the physical, psychosocial, emotional,
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and spiritual needs related to the terminalillness that must be addressed in order to
promote the hospice patient's well-being, comfort, and dignity throughout the dying
process. The ultimate goal of these assessmentsisto fullyidentifyingthe needs of the
patientand caregiversto establish an individualized patient-centered plan of care.
New:5/1/20

ll. Ambulatory Surgical Centers (ASC)

1. Question: If ASCs had participated inthe Accelerated and Advance Payment (AAP) program
and Hospital without Walls, do Medicare payments made when the entity is operating as a
hospital count toward the recoupment?

Answer: Yes. Under the COVID-19 Accelerated and Advance Payment (CAAP) program, at
this time CMS plans to beginrecoupment of the payment 120 days after issuance of the
AAP.When the recoupment period begins, all Part A and Part B claim payments for the
provideror supplierthat received the payment will be applied to the AAP until the end of
the recoupment period. For providers covered under the CARES Act (acute inpatient
hospitals, children’s hospitals, certain cancer hospitals, and critical access hospitals), CMS
will beginto fully recovertheir AAP beginning one year from the date these providers
received AAP payments. CMS will begin to fully recover AAP for Non-CARES Act providers
and all Part B suppliersstarting 210 days from the date of payment. A demand letter will be
issued for any balance that remains at the end of the recoupment period. Once a demand
letteris issued and if the entityis not able to repay the AAP in full due to financial hardship,
they may work with their Medicare Administrative Contractor (MAC) to establishan
extended repaymentschedule (ERS); however, interest will start to accrue on the unpaid
balance 31 days after issuance of the demand letter.

We note that on April 26, 2020, CMS issued a notice that it was suspending Advanced
Paymentsfor Part B suppliersand would no longer be accepting applicationsfor this
program. CMS also announced that it would be reevaluating new and pendingapplications
forits Accelerated Payment Program. These announcements follow the provision of
additional funding for healthcare providers under the Paycheck Protection Program and
Health Care Enhancement Act, Pub. L. No. 116-139 (2020), as well as the initial resources
provided by Congress underthe CARES Act. These funds are beingdistributed through
HHS’s CARES Act Provider Relief Fund, and, unlike funds from the Accelerated and Advance
Payment Program, they do not needto be repaid. We encourage providersin need of
additional liquidity to apply for funding from the ProviderRelief fund at
www.hhs.gov/providerrelief

New:5/1/20

2. Question: If enrolling as a hospital, will the facility be able to bill for services under both
Parts A and B?
Answer: Once the ASC is successfully enrolled as a hospital during the PHE, they will be able
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to bill for all facility and professional services within the scope of theirlicensure and
expertise. These facilities should ensure that they are appropriately resourced for the types
of proceduresthey are performing. They would be able to bill forall services that an acute
care hospital isable to bill for, includinginpatientand outpatient services under both Parts
A and B. We remind ASCs that converted theirenrollmentto a hospital during the PHE that
they should be performingservicesina manner whichis notinconsistent with their state’s
emergency preparedness or pandemic plan.

New:11/16/21

3. Question: If an ASC enrolls as a hospital and electsto resume its operation as an ASC prior
to the end of the PHE, is thisresumption of ASC billing privileges effective on the
postmarked date of the notification from the ASC, or does the ASC needto receivea formin
return from the MAC or the regional office?

Answer: Ifthe temporarily enrolled hospital decidesto revert back to an ASC prior to the
end of the PHE period, they must notify their MAC in writing. The notification should
include the hospital and ASC’s Legal Business Name, Tax Identification Number, National
Providerldentifier, Provider Transaction Access Number and the requested deactivation
date of the hospital’stemporary billing privileges. The ASC’s billing privileges will be
restored as of the date of postmarking, although a lag may be required to process the
notification. The MAC will notify the ASC when theirbilling privileges have been restored.
However, the ASC does not need to wait for this notification from the MAC to resume
normal operations.

Note that the ASC must be incompliance with all applicable ASC federal participation
requirements, includingthe ASC Conditions for Coverage, before billing privileges can be
restored.

New:5/1/20

4. Question: If CMS deactivatesthe ASC’s billing privilegeswhenitenrolls as a hospital, are
private payers, who often use the same Medicare PTAN, able to continue to use the ASC
PTAN to process reimbursement, even though Medicare has issued a hospital PTAN for the
entity?

Answer: CMS’s temporary deactivation of an ASC’s PTAN to process payment should have
no direct bearingon the ability of private payers to use this numberfor their own payment
processing purposes; however, we cannot speak directly for private payersor to the
operations of their payment systems. Facilities should contact payers with whom they have
network arrangements or otherwise do business with to verify how conversionto a hospital
may impact theirability to receive payment.

New:5/1/20

Updated: 11/17/2021 pg. 160



(Cms

CENTERS FOR MEDICARE & MEDICAID SERVICES

5. Question: Is it possible for an ASC to affiliate with multiple hospitalsina market?
Answer: Assumingfor the purposes of thisresponse, provided that the ASC that becomesa
hospital is incompliance with COPs to the extent not waived, the ASC can provide inpatient
and outpatient hospital services under arrangements with multiple hospitals. An ASC
furnishing services underarrangements with a hospital is not eligible to directly bill
Medicare for those services, and should seek reimbursement from the hospital for which it
is performingservices underthe terms of the arrangement. Medicare is generally not
involved with contractual agreements between private entities, including those associated
with services furnished “under arrangements.”
New:5/1/20

6. Question: Do ASCs enrollingas a hospital during the PHE only receive hospital rates for
cases they were not previously performing?
Answer: No. An ASC which chooses to utilize the waivers provided by CMS to convertinto a
hospital will be a hospital for the duration of the PHE, and will be paid as a hospital for all
covered services furnished. Facilities enrollingas a hospital for the duration of the PHE
should ensure that they are operatingin a manner which is consistent with the state
pandemicpreparedness plan, and that they satisfy all COPs not waived.
New:5/1/20

7. Question: Are only inpatient cases at an ASC-become-hospital now billed/paid as hospital
under Part A? Will previously-scheduled outpatient procedures scheduled at ASC also be
billed as hospital services? Or can thisinstitution bill asa hospital only if a hospital physician
performs a treatment or procedure at our ASC-become-hospital?

Answer:

e ASCs not temporarily recertifying as hospitals, but that are instead operatingunder
arrangements with a hospital, should seek payment from the hospital, if applicable,
under the terms of their contract, which may or may not permitthem to continue to
provide theirown ASC services.

e ASCs furnishingservices as a temporary provider-based departmentwithina
hospital are considered part of the hospital and therefore cannot bill independently
as an ASC for other services.

e An ASC which utilizesthe waivers provided by CMS to convert to a hospital for the
duration of the PHE will be paid as a hospital under the appropriate part of Medicare
dependingonwhetherthe patientisadmitted (i.e., inpatientvs. outpatient) and will
be subjectto all Medicare payment policies and limitations to the extent not waived
(e.g.,two midnightrule and MOON).

New:5/1/20

8. Question: Which claimform do | use whenan ASC is temporarily enrolling as a hospital
during the COVID-19 PublicHealth Emergency (PHE)?
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Answer: Once the ASC is successfully enrolled as a hospital during the PHE, they will use the
8371 electronictransaction/CMS-1450 (UB-04) paper form. Free billing software called PC-
ACE is available from your A/B MAC.

New:2/19/21

9. Question: How can | get my remittance advice whenan ASCistemporarily enrollingas a
hospital during the PHE?
Answer: Providers are required to obtain Electronic Funds Transfers and Electronic
Remittance Advice (ERA). Medicare providesfree software to read the ERA and print an
equivalent of a Standard Paper Remit (SPR) using the software. Institutional and
professional providers can get PC Print and Medicare Remit Easy Print (MREP) respectively
from their contractors. These software products enable providersto view and print
remittance advice whenthey are needed, thus eliminatingthe need to request or await
mail delivery of SPRs. The MREP software also enables providersto view, print, and export
special reports to Excel and other application programs they may have.
See the Medicare Claims Processing Manual, (Pub.100-04), Chapters 22 and 24 for further
remittance advice information.
New:2/19/21

10. Question: Which bill type doesan ASC that is temporarily enrolling as a hospital use on the
billing claimform?
Answer: ASCs that are enrolling as a hospital duringthe PHE use Type of Bill 0111 for
inpatientservice and Type of Bill 0131 for outpatient services. Referto the Medicare Claims
Processing Manual, (Pub.100-04), Chapters 3 and 4 for Inpatientand Part B Hospital Billing.
New:2/19/21

11. Question: Which Revenue Codes doesan ASC that is temporarily enrolling as a hospital use
on the billing claim form?
Answer: ASCs that are enrollingas a hospital duringthe PHE use revenue codes allowed by
the National Uniform Billing Committee. The code list can be obtained by purchasing a
“Data Specifications Manual” at NUBC.org.
New:2/19/21

12. Question: How isan ASC that is temporarily enrolling as a hospital paid by Medicare?
Answer: Instead of ASC PPS rates, an ASC that isenrolling as a hospital duringthe PHE is
paid under the outpatient prospective payment system (OPPS) for outpatient claims and the
inpatient prospective payment system (IPPS) payment system for inpatient claims.
New:2/19/21

13. Question: After the ASCPTAN has been deactivated, will there be any impact on claims for
services that have already beenrenderedviathe ASC?
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Answer: Claims for services rendered under the ASC PTAN prior to the date of deactivation
will be processed under that PTAN. However, claims with dates of service after the date of
deactivation will not be processed underthat PTAN.

New:2/19/21

JJ. Diagnosis Coding under International Classification of Diseases,
Tenth Revision, Clinical Modification (ICD-10-CM)

1. Question: Where can | findinformation about coding for the 2019 novel coronavirus

disease (COVID-19)?

Answer: You can find information about coding for the 2019 novel coronavirus disease

(COVID-19) from the four cooperating parties for the ICD-10-CM. The four cooperating

parties are the American Hospital Association, American Health Information Management

Association, Centers for Medicare & Medicaid Services, and the Centers for Disease Control

and Prevention/National CenterforHealth Statistics.

Centersfor Disease Control and Prevention/National CenterforHealth Statistics:

e Fordischarges before April 1, 2020 —

e https://www.cdc.gov/nchs/data/icd/interim-coding-advice-coronavirus-March-2020-
final.pdf

e Fordischarges on or after April 1, 2020 -

e https://www.cdc.gov/nchs/data/icd/COVID-19-guidelines-final.pdf

Centersfor Medicare & Medicaid Services:

e https://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/AcutelnpatientPPS/MS-DRG-Classifications-and-Software

e https://www.cms.gov/Medicare/Coding/ICD10/2020-1CD-10-CM

A frequently asked questions (FAQ) document, jointly developed and approved by two of
the four cooperating parties for ICD-10-CM, the American Hospital Association’ Central
Office on ICD-10-CM/PCS (the official U.S. Clearinghouse on medical coding) and the
American Health Information Management Associationis available at:

e https://www.codingclinicadvisor.com/fags-icd-10-cm-coding-covid-19

e https://journal.ahima.org/ahima-and-aha-fag-on-icd-10-cm-coding-for-covid-19/
New:5/27/20

KK. Chronic Care Management Services

1. Question: When, how and by whom can beneficiary consentfor chronic care management
(CCM) services be obtained?
Answer: Informed consentto receive CCM services must be obtained prior to the start of
CCM services. Consent does not have to be obtained at the requiredinitiating visitfor CCM
that must be performed by the billing practitioner, but itcan be obtained at that time. Since
the billing practitionerdiscusses CCM with the beneficiary duringthe initiating visit, if
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consent isseparately obtained, it may be obtained under general supervision, and can be
verbal as longas it isdocumented inthe medical record and includes notification of the
required information. Further, there need not be an employment relationship between the
person obtainingthe consent and the billing practitioner.

New:5/27/20
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LL. Hospital Billing for Remote Services

1. Question: Is there atool that can help hospitals better understand flexibilities during the
COVID-19 PHE when the beneficiary’shome isservingas a provider-based department of
the hospital (that is, where the hospital ensures the location meets all of the conditions of
participation, to the extent not waived, and registers the beneficiary as a hospital
outpatient)?

Answer: The following graphicshows flexibilities duringthe COVID-19 PHE and can help
inform appropriate hospital billingin such situations. Note that a telehealth service would
needto be furnished by a physician or other practitionerlocated at a distant site in order
for a hospital to bill for the originatingsite facility fee. Please see separate graphic and FAQs
in this document on billing fortherapy via telehealth.

IF YES (for example, IF NO (for
behavioral health example,
counseling or chemotherapy
nutrition services) infusion)
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*The hospital should follow billinginstructions for usingthe PO/PN modifiers as applicable.

*For hospital outpatient departmentservicesthat do not involve a distant site provider, but
are furnishedin an off-campus PBD, hospitals should bill forfurnished services on the UB-04
as though the care was furnishedinthe hospital (whetherthe service is furnishedinthe
patient’s home or via real-time audio-visual communications). We expect hospitals to
properlyidentify services that can be furnished with telecommunications technology.
New:7/28/20

2. Question: Can hospitals and other institutional providers bill for telehealth services thatare
furnished by certain practitioners?
Answer: In general, no. While a hospital may bill forcertain “remote services” furnishedina
provider based department (which may include the patient’s home during the COVID-19
PHE), hospitals and other institutional providers are not generally permitted to bill for
telehealth services. Telehealth services are professional (thatis, physician or practitioner)
services furnished usinginteractive audio and video technology (with certain exceptionsin
the context of the COVID-19 PHE). The individual physician or practitioneris located at a
distant site when furnishingthe telehealth service toa beneficiary whois ina different
location, the “telehealth originatingsite.” A hospital may serve as the originatingsite, and
can bill for an originatingsite facility fee for a registered hospital outpatient who is receiving
a telehealth service.

Billingfortelehealth servicesisdistinct from billing for hospital services and other
institutional services, and in most circumstances occurs using professional claims, not
institutional claims that would be submitted by the hospital or other institutional provider.

We note that prior to the COVID-19 PHE, CAHs that elect CAH Method Il billing for
professional services bill using the institutional claim format (UB-04). Under the COVID-19
PHE, Method Il CAHs, can similarly bill using the institutional claim format for telehealth
services furnished by practitioners that can furnishtelehealth services as they can outside
of the PHE.

New: 7/28/20

3. Question: For servicesfurnished to patients ina provider-based department of the hospital
(which may include the patient’s home duringthe COVID-19 PHE), when can a hospital bill
for the clinicvisit code (G0463, “Hospital outpatient clinicvisit”) and when can a hospital bill
for the originatingsite facility fee (Q3014)?

Answer: We remindreaders that the providershould bill usingthe HCPCS code that
describes the service(s) that were furnished. The followinginformation may help hospitals
determine appropriate billing.
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e If adistant site practitioner furnishes a telehealth service to a registered hospital
outpatient, and hospital staff provide administrative and clinical support, the hospital
may bill for the originatingsite facility fee (Q3014). It would not be appropriate for the
hospital to bill HCPCS code G0463 inthis situation.

e HCPCS code G0463 describesa clinicvisitfurnishedinthe hospital outpatientsetting
whenthe practitioner and the patientare both located withinthe hospital. Typically, the
hospital would bill G0463 when a professionalislocatedin the hospital and furnishesan
evaluation and management outpatient service to a hospital outpatient whois also in the
hospital. If a physicianis practicing from a hospital that has registered the patientas a
hospital outpatientin the patient’shome, which isservingas a provider-based
departmentof the hospital, we consider the physician and patientto be “in the hospita
and usual hospital outpatient billing rules would apply in terms of billing for the service(s)
furnished. Inthis situation, there is no distant site practitionerand no telehealth service
beingfurnished.

New:7/28/20

III

4. Question: When a physicianis employed by a hospital and typically furnishes servicesinthe
hospital, but furnishes servicesto a registered hospital outpatient from the physician’s
home duringthe COVID-19 publichealth emergency, can the hospital bill G0463 as they
usually would for a clinicvisitfurnishedinthe hospital outpatient setting?

Answer: No, as indicated in FAQ #3 above, the hospital would only bill the originating site
facility fee (Q3014) whenthe visitis furnished via telehealth.
New:7/28/20

5. Question: When there is no Medicare-enrolled professional billingfora telehealth service,
can the hospital furnish services remotely?
Answer: Yes, as explainedintheinterimfinal rule published in the Federal Registeron May
8, 2020, so long as the hospital conditions of participation are met (to the extent not waived
during the COVID-19 PHE), the hospital may register the beneficiaryin his/herhome so long
as the patient’shome isserving as a provider-based department of the hospital for the
provision of hospital outpatient services. Some services can be furnished remotely using
telecommunicationstechnology, such as behavioral health counseling and nutrition
counseling. Hospitals should bill for these services on the UB-04 as if the serviceswere
furnishedinthe hospital. Other services, such as a chemotherapy infusion, require hospital
staff to physically be in the patient’shome. We expect hospitalsto properly identify services
that can be furnished with telecommunicationstechnology.

An example list of outpatient therapy, counseling, and educational services that hospital
clinical staff can furnishincidentto a physician’s or qualified NPP’s service during the
COVID-19 PHE to a beneficiaryintheir home or other temporary expansionlocation that
functions as a PBD of the hospital when the beneficiaryisregistered as an outpatient of the
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hospital is posted on the CMS website at: https://www.cms.gov/files/zip/covid-ifc-2-list-
hospital-outpatient-services.zip.
New:7/28/20

MM. Outpatient Therapy Services

1. Question: Can outpatienttherapy services that are furnished via telehealth and separately
paid under Part B be reported on an institutional claim (e.g., UB-04) during the COVID-19
PHE?
Answer: Yes, outpatient therapy servicesthat are furnishedviatelehealth, and are
separately paid and not included as part of a bundled institutional payment, can be
reported on institutional claims with the “-95” modifierapplied tothe service line. This
includes:
* Hospital — 12X or 13X (forhospital outpatienttherapy services);
e Skilled Nursing Facility (SNF)— 22X or 23X (SNFs may, in some circumstances, furnish Part
B physical therapy (PT)/occupational therapy (OT)/speech-language pathology (SLP) services
to their own long-termresidents);
e Critical Access Hospital (CAH) — 85X (CAHs may separately provide and bill for PT, OT, and
SLP serviceson 85X bill type);
e Comprehensive Outpatient Rehabilitation Facility (CORF) — 75X (CORFs provide
ambulatory outpatient PT, OT, SLP services);
¢ Outpatient Rehabilitation Facility (ORF) — 74X (ORFs, also known as rehabilitation
agencies, provide ambulatory outpatient PT & SLP as well as OT services); and
¢ Home Health Agency (HHA) — 34X (agencies may separately provide and bill for outpatient
PT/OT/SLP servicesto persons in theirhomes onlyif such patientsare not undera home
health plan of care).
New:5/27/20

2. Question: Can therapy servicesfurnished usingtelecommunications technology be paid
separatelyin a Medicare Part A skilled nursingfacility (SNF) stay?
Answer: Provision of therapy services using telecommunications technology (consistent
with applicable state scope of practice laws) does not change rules regarding SNF
consolidated billing or bundling. For example, Medicare payment for therapy servicesis
bundledintothe SNF Prospective Payment System (PPS) rate duringa SNF covered Part A
stay, regardless of whetheror not they are furnished using telecommunications technology.
Therapy servicesfurnished to a SNF resident, whetherin person or as telehealth services,
during a non-covered SNF stay (Part A benefits exhausted, SNF level of care requirement
not met, etc.) must be billed to Part B by the SNF itself using bill type 22X, regardless of
whetheror not they are furnished usingtelecommunications technology.
New:5/27/20

3. Question: Can outpatienttherapy services be furnished and paid separately for patients
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receiving Medicare home health services?

Answer: No. For patientsunder a home health plan of care, payment for therapy services
(unless provided by physicians/non-physician practitioners) isincluded orbundledinto
Medicare’s paymentto the HHA, and those services must be billed by the HHA under the
HHA consolidated billingrules. Patients should first be assessed for whetherthey are
eligible toreceive therapy services underthe home health benefit priorto initiating
outpatienttherapy services. Receivingtherapy services underthe home health benefit may
be inthe best interest of the patient as there is no applicable coinsurance, copay, or
deductible forsuch services (with the exception of negative pressure wound therapy usinga
disposable device), and the patient may also have a need for skilled nursing services, home
health aide services, or medical social services under the home health benefit. However, if
the patientis not eligible forhome health care, includingwhenit is not possible to provide
in-persontherapy servicesin the patient’shome (i.e., the patientis not under a home
health plan of care), then outpatient therapy furnished via telehealth underPart B could be
an appropriate alternative and separately billed, assumingall applicable requirements are
otherwise met.

New:5/27/20
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4. Question: Is there a graphic that can show me how to bill for outpatient therapy
services furnishedviatelehealth duringthe COVID-19 PublicHealth Emergency?
Answer: The below graphic demonstrates the options available to therapistswho
furnish physical therapy (PT), occupational therapy (OT), and speech-language
pathology (SLP) servicesvia telehealth orunder Hospital Without Walls flexibilities.

Private practice PT,
OT, SLP enrolled to
bill Medicare for
outpatient therapy
services.

Hospital/Institution —
based PT, OT, SLP where
institution bills outpatient
therapy for employees’
therapy services.

» OR
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*The hospital cannot also bill for the originatingsite facility fee.
New:7/28/20

2. Question: How do hospitals bill for outpatient therapy services furnished by employed or
contracted therapists usingtelecommunications technology on the UB-04 claim form during
the COVID-19 PHE?

Answer: There are two optionsavailable to hospitals and theirtherapists.

1) A hospital could choose to bill for services furnished by employed/contracted PTs,
OTs, or SLPs through telehealth, meaning that they would identify furnished services
on the telehealthlist (https://www.cms.gov/Medicare/Medicare-General-
Information/Telehealth/Telehealth-Codes), they would bill these servicesona UB-04
witha “-95” modifieroneach line forwhich the service was delivered viatelehealth.
No POS code is required (and there is no location for it on the UB-04).

2) A hospital could, instead, use the flexibilities available underthe Hospital Without
Walls initiative. The hospital would registerthe patient as a hospital outpatient,
where the patient’shome acts as a provider-based department of the hospital. The
hospital’s employed/contracted PT, OT, SLP would furnish the therapy care that the
hospital believed could be furnished safely and effectively through
telecommunications technology. The hospital is not limited to servicesincluded on
the telehealth list (since these would not be considered telehealth services), but
must ensure the care can be fully furnished remotely using telecommunications
technology. The hospital would bill as if the therapy had beenfurnishedinthe
hospital and the applicable PO/PN modifierwould apply for the patient’shome since
it would be servingas an off-campus department of the hospital.

The optionto bill for telehealth services, along with the -95 modifier, furnished by
employed/contracted PTs, OTs, and SLPs using applicable audio-visual
telecommunications technology appliesto the following types of hospitals and
institutions:

e Hospital — 12X or 13X (forhospital outpatienttherapy services);

e Skilled Nursing Facility (SNF)—22X or 23X (SNFs may, in some circumstances,
furnish Part B PT/ OT/ SLP servicesto their own long-termresidents);

e Critical Access Hospital (CAH) — 85X (CAHs may separately provide and bill for PT,
OT, and SLP services on 85X bill type);

e Comprehensive Outpatient Rehabilitation Facility (CORF) — 75X (CORFs provide
ambulatory outpatient PT, OT, SLP services);

¢ Outpatient Rehabilitation Facility (ORF)— 74X (ORFs, also known as rehabilitation
agencies, provide ambulatory outpatient PT and SLP, as well as OT services); and

¢ Home Health Agency (HHA) — 34X (agencies may separately provide and bill for
outpatient PT/OT/SLP servicesto persons in theirhomes onlyif such patientsare not
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under a home health plan of care).
New:7/28/20

5. Question: In the scenario in whichthe hospital chooses to bill for telehealth services of an
employed/contracted PT, OT, or SLP using a -95 modifieron each applicable service line on
a UB-04 for a registered outpatient, can the hospital also bill for the originatingsite facility
fee (Q3104)?

Answer: No. In thisscenario, the hospital must bill ona UB-04 for all PT, OT, and SLP
services provided to theiroutpatients, even whenthose services are furnished by private
practice therapists underarrangement with the hospital, due to providerbillingrulesand
restrictions on where private practice therapists are paid—their offices and patient’s
homes. In these cases, the hospital cannot bill forthe originatingsite facility fee in addition
to the service(s) furnishedviatelehealth.

New:7/28/20

6. Question: Does the revised definition of direct supervision thatincludes virtual presence as
defined at 42 CFR 410.32(b)(3)(ii) apply to physical therapists (PTs) and occupational
therapists (OTs) in Private Practice who are required to provide direct supervision of their
therapy assistants— physical therapist assistants (PTAs) and occupational therapy assistants
(OTAs) —when they furnish services?

Answer: The revised definition of direct supervision at 42 CFR 410.32(b)(3)(ii) allows virtual
presence of the supervising professional through the use of interactive telecommunications
technology for the duration of the Public Health Emergency (PHE). PTs and OTs in private
practice must directly supervise their PTAs and OTAs, respectively, and may do so through
theirvirtual presence whethertheyare providingsupervision of PTAs/OTAs in the office, in
the beneficiary’s home, orwhen therapy assistants are furnishingtherapy servicesvia
telehealth. Asdirect supervisionrequiresthe PT's/OT’s immediate availability, but not their
constant presence inthe room during the service, the PT/OT does not need to be in contact
100% of the time, but they need to be ready to provide the virtual presence wheneverit’s
needed.

New:10/6/21

NN. Durable Medical Equipment Interim Pricingin the CARES Act

1. Question: Are there any changes to durable medical equipment (DME) fee schedule
amounts?
Answer: Yes. Section 1834(a)(1)(F) of the Social Security Act requires CMS to use pricing
information from the Durable Medical Equipment, Prosthetics, Orthotics, and Supplies
(DMEPOS) Competitive Bidding Program (CBP) to adjust the fee schedule amounts for
certain DME, and enteral nutrients, supplies, and equipmentin areas of the country where
the CBP has not previously beenimplemented. Areas of the country where the CBP has not
previously beenimplemented are called non-competitive bidding areas (non-CBAs). The
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methodology that CMS uses to adjust the fee schedule amounts based on information from
the CBP is set forth at 42 C.F.R.414.210(g). Section 3712 of the CARES Act revisesthe fee
schedule adjustment methodology at 42 CFR 414.210(g)(9)(iv) for certain itemsand services
furnishedin non-rural and contiguous non-CBAs through the duration of the publichealth
emergency period described in section 1135(g)(1)(B) of the Social Security Act.

New: 6/19/20

2. Question: What areas are affected by section 3712 of the CARES Act?
Answer: Section 3712 of the CARES Act addresses fee schedule amounts for items furnished
in non-CBAsthat CMS considersrural or non-contiguous. Section 3712 alsoaddresses fee
schedule amounts for items furnished in non-CBAs that are non-rural areas within the
contiguous U.S. (i.e., non-rural contiguous non-CBA areas). A rural area is definedin 42 CFR
414.202 as a geographic area represented by a postal ZIP code if at least 50 percentof the
total geographic area of the area includedin the ZIP code is estimated to be outside any
metropolitan area (MSA), or a geographic area represented by a postal ZIP code thatis a
low population density area excluded from a CBA. Non-contiguous areas refer to areas
outside the contiguous U.S., such as Alaska, Puerto Rico, and Hawaii. During the two-year
gap inthe CBP, the fee schedule amounts paid for DME items and services furnishedinthe
former CBAs are based on the single paymentamounts paid in 2018 under the CBP
increased by annual inflation update factors for 2019 and 2020. The fee schedule amounts
paid inthe former CBAs are not affected by section 3712 of the CARES Act.
New:6/19/20

3. Question: How has CMS been paying for DME in the non-CBAs prior to the recent payment
changes?
Answer: CMS has been paying different fee schedule amounts for certain DME and enteral
nutrients, supplies, and equipment furnished in non-CBAs, dependingon where the itemor
service is furnished: 1) rural areas and non-contiguous areas, or 2) non-rural areas within
the contiguous U.S. The fee schedule amounts for non-rural contiguous non-CBAs are
adjusted based on 100 percent of the average payment amounts under the CBP while the
fee schedule amounts for rural and non-contiguous non-CBAs are adjusted based on a blend
of 50 percent of the adjusted fee schedule amounts (adjusted based on information from
the CBP) and 50 percent of the higher historic, unadjusted fee schedule amounts. CMS
started adjustingthe fee schedule amounts paidin non-CBAs based on information from
competitive biddinginformationin 2016.
New: 6/19/20

4. Question: What does Section 3712 of the CARES Act change?
Answer: Section 3712 of the CARES Act continues this bifurcationin fee schedule amounts
between non-CBAs that are rural or non-contiguous, and non-rural contiguous non-CBAs.
However, section 3712(b) increases the fee schedule amounts CMS pays for certain DME
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and enteral nutrition items and services furnished in non-rural contiguous non-CBAs. In
accordance with section 3712(b) of the CARES Act, fee schedule amounts for DME items
and services furnished non-rural and contiguous non-CBAs are adjusted based on a blend of
75 percentof the adjusted fee schedule amounts and 25 percent of the higher historic,
unadjusted fee schedule amounts from March 6, 2020 through the duration of the public
health emergency period. Section 3712(a) continuesthe 50/50 blendin rural and non-
contiguous non-CBAs as planned through December 31, 2020, or through the duration of
the publichealthemergency period, whicheveris longer.

New:6/19/20

5. Question: How much does section 3712(b) of the CARES Act raise fee schedule amounts, on
average, for certain DME and enteral nutrients, supplies, and equipment furnishedin non-
CBAs that are non-rural or contiguous?

Answer: It is estimated that section 3712(b) of the CARES Act raises fee schedule amounts
for these items and services furnished in non-rural and contiguous non-CBAs by 33% on
average.

New: 6/19/20

6. Question: When will the changes insection 3712 of the CARES Act take effect,and how long
will they last?
Answer: As discussed, Section 3712(b) of the CARES Act increases the fee schedule amounts
for certain DME items and enteral nutrients, suppliesand equipmentservices furnishedin
non-rural contiguous non-CBAs effective on March 6, 2020, and these higherfee schedule
amounts will be effective through the remainder of the emergency period describedin
section 1135(g)(1)(B) of the Act (42 U.S.C. 1320b-5(g)(1)(B)). Should the publichealth
emergency period expire on or before December 31, 2020, the fee schedule amounts for
DME items and services furnished in non-rural contiguous non-CBAs will again be based on
100 percent of the adjusted paymentamounts. The current fee schedule adjustmentsfor
items and services furnishedin non-CBAs that are rural or non-contiguous will continue as
plannedthrough December 31, 2020, or through the duration of the emergency period
describedin section 1135(g)(1)(B) of the Act, if longer. More information on the
implementation of these changesis available on the CMS DME Center website here:
https://www.cms.gov/Center/Provider-Type/Durable-Medical-Equipment-DME-Center.
New: 6/19/20

00. Medical Education

1. Question: What is a teachinghospital?
Answer: Under 42 CFR § 415.152, ateaching hospital is defined asa hospital engagedin an
approved Graduate Medical Education (GME) residency program in medicine, osteopathy,
dentistry, or podiatry.
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New:6/19/20

2. Question: Where can | find general information on CMS policies regarding Medicare
Graduate Medical Education (GME) Payment Amounts?
Answer: In general, underexisting policies for Direct Graduate Medical Education (DGME)
(see https://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/AcutelnpatientPPS/DGME and 42 CFR §§ 413.75 — 413.83), the calculation of
DGME payment amounts is affected by the hospital’s number of full-time equivalent (FTE)
residents (up to the hospital’s “cap” in the case of allopathicand osteopathic residents), the
hospital’s per residentamount (PRA), and the hospital’s Medicare utilization.

Additionally, under existing policies for Indirect Medical Education (IME) (see
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/AcutelnpatientPPS/Indirect-Medical-Education-IME and 42 CFR § 412.105), CMS
makes an additional paymentfor each Medicare discharge to reflectthe higher patientcare
costs of teaching hospitals relative to non-teaching hospitals.

The additional paymentis based on the IME adjustment factor. The IME adjustment factor
is calculated using a hospital's ratio of residents to beds, whichis representedasr, and a
multiplier, whichisrepresentedasc, in the followingequation:cx [(1 + r)9405 - 1]. The
multipliercis set by Congress, and its current value is 1.35. Thus, the amount of IME
payment that a hospital receivesis dependent upon the number of residents the hospital
trains, the number of available beds, and the current level of the IME multiplier.
New:6/19/20

3. Question: What changes did CMS announce regarding IME and DGME payments?
Answer: CMS recently announced that for the duration of the COVID-19 PHE, a teaching
hospital that sendsresidentsto other hospitals will be able to continue to claim those
residentsinthe teaching hospital’s IME and DGME resident FTE counts in accordance with
42 CFR § 413.78(i) (see 85 FR 27550, 27623). Moreover, the presence of residentsin non-
teaching hospitals will not trigger establishment of IME and/or DGME FTE resident caps at
those non-teachinghospitals. In addition, specifically for DGME, the presence of residentsin
non-teaching hospitals will not trigger establishment of PRAs at those non-teaching
hospitals. This measure is intended to ensure that teaching hospitals are able to send
residents, onan emergency basis to hospitals where they are most needed to treat patients
with or without COVID-19. We recognize these actions are a significant departure from prior
policy and these actions are beingtaken onlyin light of the unprecedented nature of the
COVID-19 PHE.
New:6/19/20
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4. Question: What additional changes did CMS announce regarding IME payments?
Answer: To hold teaching hospitals harmless from a reduction in IME payments caused by a
temporary increase in the number of available hospital beds to accommodate an expected
influx of COVID-19 patients, CMS recently announced that beds temporarily added during
the PHE for COVID-19 will be excluded from the calculations to determine IME payment
amounts in accordance with 42 CFR § 412.105(d)(1).
New: 6/19/20

5. Question: Will my Inpatient Rehabilitation Facility (IRF) or Inpatient Psychiatric Facility (IPF)
teaching status adjustment payments be impacted because we have more patients due to
COVID-19 or move patients around because of COVID-19?

Answer: No, CMS is holding IPF and IRF teaching status adjustment payments harmless for
the duration of the PHE. This means the teaching status adjustmentamounts for the IRF and
IPF hospitals and units of hospitals will be the same during the COVID-19 PHE as they were
on the day before the PHE was declared, in order to hold theirteaching status adjustment
payments harmless during the pandemic.

New: 6/19/20

PP. Applicability Dates of Provisions in Second IFC

1. Question: What are the applicability dates for the provisionsinthe second IFC?
Answer: Most policiesinthese regulations are applicable beginningonJanuary 27, 2020 or
March 1, 2020, as described inthe preamble of the IFC, unless otherwise noted. All
provisions with an applicability date otherthan January 27, 2020 or March 1, 2020 are
noted inthe table below.

Provision Applicability Date

Medicare Shared Savings Program — We are revising § 425.400 to expand the
Expansion of Codes usedin Beneficiary definition of primary care servicesusedin the
Assignment Shared Savings Program beneficiary

assignment methodology for the
performance year starting on January 1,

2020, and for any subsequent performance
year that starts during the PHE for the COVID-
19 pandemic, as definedin § 400.200, which
includes any subsequentrenewals.

Modificationto Medicare Rules and We are revising §§ 409.41 through 409.48;
Medicaid Concerning Certification and 424.22; 424.507(b)(1); § 440.70(a)(2) and (3)
Provision of Home Health Services and § 440.70(b)(1), (2) and (4); and several

sections of 42 CFR part 484 to include
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physician assistants, nurse practitioners, and
clinical nurse specialists asindividuals who
can certify the need for home health services
and order services. These changes are
permanent, and applicable to services
provided on or after March 1, 2020.

Flexibility for Medicaid Laboratory We are revising § 440.30 to provide states
Services with flexibility to provide Medicaid coverage
for certain laboratory tests and X-ray services
that may not meet certain requirementsin

§ 440.30 (a) or (b) (such as the requirement
that tests be furnishedinan office or similar
facility). This flexibility is retroactive to March
1, 2020, during the period of the COVID-19
PHE and for any subsequent periods of active
surveillance. The flexibility also applies to
future PHEs resulting from outbreaks of
communicable disease and subsequent
periods of active surveillance.

Requirement for Facilities to Report We are revising § 483.80 to establish explicit
Nursing Home Residents and Staff reporting requirements forlong-term care
Infections, Potential Infections, and facilities toreport information related to
Deaths Related to COVID-19 COVID-19 cases among facility residents and

staff. These reporting requirements are
applicable on the effective date of this IFC.

Separate Billingand Segregation of Funds | We are delaying by 60 days the date when
for Abortion Services individual market qualified health plan (QHP)
issuers must be in compliance withthe
separate billing policy for non-Hyde abortion
services. Under this 60-day delay, QHP issuers
must comply with the separate billing policy
beginningon or before the QHP issuer’s first
billing cycle following August 26, 2020.

DME Interim Pricing inthe CARES Act We are revising § 414.210 to provide
increased fee schedule amounts in certain
areas starting on March 6, 2020, and for the
duration of the PHE for the COVID-19
pandemic.
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Merit-based Incentive Payment System For the reasons discussedin sectionII.R. of
(MIPS) Qualified Clinical Data Registry this IFC, we are delayingthe implementation
(QCDR) Measure Approval Criteria of the completion of QCDR measure testing
- Completion of QCDR Measure policy by 1 year. Specifically, we are
Testing amending § 414.1400(b)(3)(v)(C) to state that
- Collection of Data on QCDR beginning with the 2022 performance period,
Measures all QCDR measures must be fully developed

and tested, with complete testingresults at
the clinician level, priorto submitting the
QCDR measure at the time of self-
nomination. This change is applicable on the
effective date of this IFC.

For the reasons discussedin sectionIl.R. of
this IFC, we are delayingthe implementation
of the collection of data on QCDR measures
policy by one year. Specifically, we are
amending § 414.1400(b)(3)(v)(D) to state that
beginning with the 2022 performance period,
QCDRs are requiredto collect data on a QCDR
measure, appropriate to the measure type,
prior to submittingthe QCDR measure for
CMS consideration during the self-
nomination period. This change is applicable
on the effective date of this IFC.

Hospital Value-Based Purchasing Program | We are revisingthe extraordinary
circumstances exception policy to allow CMS
to grant an exceptionto hospitalslocated in
an entireregion or locale without a request
and we are codifyingthe updated policyat §
412.165(c). This change is permanent, and is
applicable beginning onthe effective date of
this IFC.

IRF Quality Reporting Program We are revisingthe compliance date for the
IRF Quality Reporting Program to October 1st
of the year that is at least one full fiscal year
after the end of the PHE. This change is
applicable on the effective date of this IFC.

LTCH Quality Reporting Program We are revisingthe compliance date for the
LTCH Quality Reporting Program to October
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1st of the year that is at least one full fiscal
year after the end of the PHE. This change is
applicable on the effective date of thisIFC.

HH Quality Reporting Program We are revisingthe compliance date for the
HH Quality Reporting Program to January 1st
of the year that is at least one full calendar
year after the end of the PHE. This change is
applicable on the effective date of thisIFC.

SNF Quality Reporting Program We are revisingthe compliance date for the
SNF Quality Reporting Program to October
1st of the year that is at least two full fiscal
years after the end of the PHE. This change is
applicable on the effective date of thisIFC.

New: 6/19/20
QQ. Indian Health Service (IHS) Hospitals

1. Question: During the COVID-19 PublicHealth Emergency (PHE), does Medicare pay Indian
Health Service (IHS) hospitals an all-inclusive outpatient pervisitrate (AIR) for COVID-19
specimen collection and laboratory testing provided by the HOPD staff when the beneficiary
did not interact with a physician or non-physician practitioner (NPP)?

Answer: Yes. An |HS outpatientclinicvisitfor COVID-19 specimen collection and/or
laboratory testing will qualify as a billable encounterfor purposes of the AIR, eveniif the
patient does not have a face-to-face encounterwith a physician or NPP. This is effective for
COVID-19 specimen collection and/ordiagnostic testing provided on or after March 1, 2020,
and for the duration of the COVID-19 PHE.

New:12/1/20

2. Question: How can IHS hospitals bill for COVID-19 specimen collection and COVID-19
laboratory testing provided by HOPD staff?
Answer: During the PHE, IHS hospitals shall use type of Bill (TOB) 013x claims to report the
charges for COVID-19 specimen collection (using HCPCS code C9803) and/or diagnostic
laboratory testingservices under revenue code 0510 (clinicvisit). Providers shall include the
“CS” modifier, asapplicable, to ensure beneficiary cost-sharingis not applied. While we
assume that most IHS hospitals are providing both COVID-19 specimen collectionand
diagnostictesting, IHS hospitals may provide only specimen collection or only diagnostic
testingas appropriate and bill forthe AIR.
New:12/1/20

3. Question: Can the IHS hospital receive additional payment for COVID-19 specimen
collectionand/or laboratory testing provided on the same day as an otherwise billable
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encounter?

Answer: No. When specimen collection and/or laboratory testingare provided on the same
date as other covered outpatient services, the outpatientservices should be billed only
once (i.e., all-inclusive) and are paid undera single outpatient AIR.

New:12/1/20

4. Question: Can an IHS hospital bill the outpatient AIR for purchased COVID-19 laboratory
services?
Answer: Yes. Ifthe IHS hospital purchases COVID-19 diagnostic services fromanother
entity, that entity billsthe hospital; the hospital bills Medicare and is paid based on the AIR.
This policy appliesto COVID-19 diagnostictesting services that, for example, the IHS
hospital performs underarrangement with a reference laboratory. In this scenario, the
reference lab cannot also bill Medicare directly.
New:12/1/20

5. Question: Can the IHS hospital bill for COVID-19 laboratory testingon a 13X TOB underthe
outpatient AIR if Medicare paid for these services on a different type of bill?
Answer: No. If the IHS hospital or another entity submitted a differenttype of bill and
received Medicare paymentfor COVID-19 laboratory testingthat can be billed on a 13X and
paid based on the AIR, the IHS hospital (and the other entity, if applicable) may work with
the MAC to cancel the previous claim before submittinga claim for COVID-19 laboratory
testingon a 13X TOB.
New:12/1/20

6. Question: Can Indian Health Service (IHS) and Tribal hospitals be reimbursed at the
Medicare outpatient All-Inclusive rate (AIR) for services furnished remotely by hospital staff
to Medicare beneficiaries duringthe PHE?

Answer: Yes, existing COVID-19 Medicare waiversin effectduring the PHE apply to IHS and
Tribal hospitals and allow them to bill for hospital outpatientservices furnished remotelyto
Medicare beneficiaries. This flexibility applies when the clinical staff are in person, at the
beneficiary’shome, or whentelecommunications technology is used to connect the
beneficiary and hospital staff. In these circumstances, assuming all other requirements are
met, IHS and Tribal hospitals can bill and be paid as if the services were provided face-to-
face.

Please referto the sectiontitled “LL. Hospital Billingfor Remote Services” in these FAQs for

more information about these flexibilities.
New:7/2/20
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