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Policy Update

On April 30, 2020, the Centers for Medicare and Medicaid Services (CMS) released additional waivers
and an interim final rule with comment (CMS-5531-IFC) in response to the Coronavirus (COVID-19)
pandemic. These expanded flexibilities reflect the evolving needs and priorities of healthcare providers
as the pandemic continues, and respond to stakeholder feedback requesting clarifications and further
changes to policies from the first IFC released on March 30, 2020. The April 30 IFC also implements
technical changes to help effectuate the various flexibilities.

The regulations set forth in this IFC are generally retroactive to March 1 or January 27, 2020, and are
effective through the duration of the public health emergency (PHE) declaration. Comments are due on
July 7, 2020.

As the PHE enters its fourth month and the pandemic continues its disruptive impact on the US
healthcare system, the government has limited levers to protect providers heavily affected by COVID-
19. Congress can allocate funding for direct financial relief through grants, loans or changes in tax
policy, and the Administration can direct regulatory flexibilities through the issuance of regulations and
waivers that protect and promote existing provider revenue streams and reduce administrative burdens.
These most recent waivers and IFC represent continued efforts by CMS to help healthcare providers
meet the needs of patients during this unprecedented period.

Key Takeaways

¢ As hospitals and other facilities provide an increasing number of services at temporary
expansion locations and experience changes in patient volume, CMS implements payment
policy flexibilities and other technical changes to protect reimbursement and reduce
administrative burden.

e CMS increases payment for audio-only evaluation and management (E/M) services and
proposes other changes to promote greater use of telehealth during the PHE.

¢ CMS implements many changes to increase the capacity of COVID-19-related diagnostic
testing throughout the duration of the PHE.

o CMS establishes modifications to the Medicare Shared Savings Program and Medicare quality
programs to support participants who are adversely affected by COVID-19.

Helpful Links
e Interim Final Rule
COVID-19 Waivers
McDermottPlus COVID-19 Waivers Tracker
CMS Expands Flexibilities in Response to COVID-19
McDermottPlus Coronavirus Resource Center
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http://www.mcdermottplus.com/
https://www.cms.gov/files/document/covid-medicare-and-medicaid-ifc2.pdf
https://www.cms.gov/about-cms/emergency-preparedness-response-operations/current-emergencies/coronavirus-waivers
https://www.mcdermottplus.com/wp-content/uploads/2020/05/McDermottPlus-CMS-Reg-Flexibilities-Tracker_May-Update.xlsx
https://www.mcdermottplus.com/insights/cms-expands-flexibilities-in-response-to-covid-19/
https://www.hhs.gov/provider-relief/index.html
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Expanded Hospital Flexibilities

CMS'’s Hospital Without Walls Initiative allows hospitals to expand patient care locations during the
PHE. The first IFC allowed hospitals to create surge capacity through the relaxation of various
regulations, such as permitting non-hospital building space to be used for patient care and allowing
currently enrolled ambulatory surgical centers to temporarily enroll as hospitals and provide hospital
services.

In the latest IFC, CMS continued to support this initiative through technical changes to ensure that
payment policies allow predictable Medicare payments when hospitals provide services in these
temporarily expanded spaces:

¢ Certain off-campus outpatient departments are paid 40% of the hospital outpatient rate.
Through this IFC, on-campus departments that relocate from March 1, 2020, through the
remainder of the PHE for the purposes of the pandemic may seek an exception so that they can
be paid at 100% of the hospital outpatient rate.

e Certain partial hospitalization services? delivered in temporary expansion locations, including
patients’ homes, will be covered by Medicare (e.qg., individual psychotherapy, patient education,
group psychotherapy).

e Components of certain facility payment formulas may be affected by bed capacity. CMS
implemented several policies to ensure that facilities continue to receive predictable Medicare
payment even if there are bed capacity changes:

0 Teaching hospitals can increase the number of temporary beds without facing reduced
payments for indirect medical education.

o0 Inpatient psychiatric facilities and inpatient rehabilitation facilities can admit more
patients to alleviate pressure on acute-care hospital bed capacity without facing reduced
teaching status payments.

0 Hospital systems that include rural health clinics can increase their bed capacity without
affecting the rural health clinic’'s payments.

CMS also sought to ease the administrative burden on facilities by further reducing reporting and
auditing requirements. The agency supported maximizing workforce capacity through policies to allow
healthcare professionals to practice at the top of their license.

These flexibilities have allowed facilities to create surge capacity during the pandemic. Many states and
localities will want to maintain this ability, even with gradual re-opening, to ensure that they can
increase their capacity in the event of another outbreak or hotspot development. Because these

! Partial hospitalization means an outpatient program specifically designed for the diagnosis or active treatment of
a serious mental disorder when there is a reasonable expectation for improvement or when it is necessary to
maintain a patient’s functional level and prevent relapse or full hospitalization.
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flexibilities are tied to the PHE, however, stakeholders should begin identifying longer-term changes
necessary to respond to a new on-the-ground reality.

Telehealth Update: Payment Increases for Audio-Only E/M Codes and Other
Updates

Audio-Only E/M Codes

Expanding telehealth services is a critical component of CMS'’s efforts to meet patient healthcare needs
and protect healthcare providers’ exposure to COVID-19 during the PHE. In this IFC, CMS increased
reimbursement for telephone E/M services (codes 99441-99443), making them equivalent to Medicare
payment for office/outpatient visit codes for established patients (codes 99212-99214).

Historically, CMS has not covered audio-only E/M services. In the first IFC, CMS established separate
payment for these services, but their payment rates were much less than Medicare telehealth
office/outpatient visit codes:

e Prior to this IFC, payment for audio-only E/M codes ranged from $14.44 to $41.14 (office rates)
and $13.35 to $39.70 (facility rates).

¢ Rates for the equivalent office/outpatient visit codes ranged from $46.19 to $110.43 (office
rates) and $26.35 to $80.48 (facility rates).

This rate differential was based on the agency’s belief that the work billed under the audio-only E/M
codes does not equate to the work billed under office/visit codes. Stakeholders urged CMS to increase
the payment rate for the audio-only E/M codes because, in many cases, telephone visits are the only
option for patient access. In this IFC, CMS acknowledged that during the pandemic, audio-only E/M
services are “serving as a substitute for office/outpatient Medicare telehealth visits” and therefore it was
appropriate to increase their payment rates.

CMS previously clarified that for Medicare Advantage providers, diagnoses captured from audio-video
visits would count for risk adjustment and therefore for payment purposes in Medicare Advantage. CMS
has not yet made the corresponding clarification for audio-only visits, despite the urging of providers
and plans.

Other Telehealth Changes

CMS implemented several other telehealth changes, including:

¢ Expanding the types of healthcare professionals that can furnish distant site telehealth services
to include all providers that are eligible to bill Medicare for their professional services. As a
result, a broader range of practitioners can use telehealth to provide many Medicare services.

¢ Allowing certain facilities to qualify for a telehealth originating (patient) site fee. CMS will pay this
fee to the facility for patients receiving telehealth services in their home or other temporary
expansion site, if the beneficiary’s home or temporary expansion site is considered to be a
provider-based department of the hospital, and the beneficiary is registered as an outpatient of
the hospital for purposes of receiving telehealth services billed by the physician or practitioner.
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e Adding codes to the Medicare telehealth list. The list now includes more than 200 codes.

e Using a sub-regulatory process to modify the Medicare telehealth list. Previously the rulemaking
process was required to modify the list.

¢ Allowing periodic assessments provided by opioid treatment programs to be furnished using
audio-only technology in cases where the beneficiary does not have access to audio-visual
technology.

The expansion of Medicare telehealth visits has been popular with both patients and providers. While
current flexibilities are only authorized for the duration of the PHE, there is speculation that CMS wiill
make at least some of these accommodations permanent. Stakeholders should evaluate and prioritize
these flexibilities and begin to communicate to CMS and Congress about which flexibilities should
become permanent.

Enhanced Access to COVID-19 Diagnostic Testing

Flexibilities regarding hospitals and telehealth show that CMS is seeking to allow providers to deliver
care with minimal geographic or physical restrictions where possible. Analogously, CMS is seeking to
minimize restrictions on clinicians that may supervise or order COVID-19 testing.

Supervision of Diagnostic Tests by Non-Physician Practitioners

Under existing regulations, diagnostic tests on the Medicare physician fee schedule must generally be
supervised by a physician with a few specific exemptions. Non-physician practitioners may order these
tests, but they may not supervise their performance. The April 30 IFC provides flexibility on this
requirement by allowing non-physician practitioners to supervise diagnostic tests for COVID-19 to the
extent authorized by their state scope of practice for the duration of the PHE. The extent to which this
flexibility will permit additional testing therefore may vary by state.

Flexibilities Regarding Ordering COVID-19 and Respiratory Tests

Current regulations prohibit providers and suppliers from billing for laboratory tests unless the test is
ordered by a treating physician and will be used to make decisions regarding the management of the
patient being tested. This could limit large-scale testing and the accessibility of testing to some patients.
To promote increased access to testing, CMS provided flexibilities for laboratory testing for COVID-19
and other respiratory viruses. During the PHE, COVID-19 laboratory tests and laboratory tests for other
respiratory viruses may be covered when ordered by any healthcare professional authorized to do so
under state law. CMS published a list of diagnostic laboratory tests subject to this waiver. Some
stakeholders have requested further flexibilities regarding this kind of testing.

In line with flexibilities regarding who may order diagnostic tests for respiratory infections, CMS created
flexibilities for billing for E/M visits associated with COVID-19 testing. CMS will allow the code 99211,
which is usually reserved for established patients, to be billed for patients with no established
relationship. To facilitate similar encounters in outpatient hospital setting, CMS created the new E/M
HCPCS code C9803 (Hospital outpatient clinic visit specimen collection for severe acute respiratory
syndrome coronavirus 2 (sars-cov-2) (coronavirus disease [covid-19]), any specimen source). This
code will be assigned to APC 5731 Level 1 Minor Procedures, which pays roughly $23.
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Coverage of Serology Tests

Serological tests that can detect antibodies are fast emerging. These may be useful in determining not
only who has COVID-19, but also who has been exposed to it previously. This IFC provides Medicare
coverage of US Food and Drug Administration (FDA)-authorized COVID-19 serology tests as
reasonable and necessary for beneficiaries with known current or prior COVID-19 infection or
suspected current or suspected past COVID-19 infection during the PHE. The IFC does not, however,
set a payment rate for these tests.

Medicaid Coverage of Laboratory Tests on Self-Collected Specimens

Prior to this IFC, Medicaid only covered laboratory diagnostic tests performed in physician office
settings and provided by laboratories. However, to permit flexibility for COVID-19 test coverage,
including coverage for tests administered in non-office settings, this IFC allows coverage for laboratory
processing of self-collected COVID-19 tests that are FDA-authorized for self-collection. The flexibility
applies during the PHE and during any subsequent periods of active surveillance. While few COVID-19
tests currently allow for self-collection of the specimen, as such tests become available this flexibility
will allow patients to be tested without leaving their homes or exposing specimen collection personnel
to COVID-19.

The number and types of tests for COVID-19 are rapidly evolving. CMS is attempting to adapt to these
developments and put processes and systems in place to increase access and enhance coverage of
testing. These efforts are particularly important as state, localities, employers and employees are
anxious for increased testing capacity.

Modifications to MSSP and Other Medicare Quality Programs

Entities participating in performance-based risk arrangements in the Medicare Shared Savings Program
(MSSP) have expressed concerns that enduring losses could exacerbate already dire financial
circumstances. Recognizing this, CMS expanded its extreme and uncontrollable circumstances policy,
which limits financial losses and reductions in quality scores faced by Accountable Care Organizations
(ACOs) when those ACOs or their members are affected by such circumstances. CMS has made other
changes to the MSSP to attempt to prevent “windfall” savings and provide stability for participants.
However, additional rulemaking will be necessary to provide additional stability for these and other
value based care model participants.

Forgoing 2021 Applications, Allowing One-Year Extensions

CMS announced that it will not have an application cycle for MSSPs with a January 1, 2021, start date.
Existing ACOs whose agreements end on December 31, 2020, will have the option to extend their
participation agreements effective January 1, 2021. In announcing this change, CMS cited two primary
reasons: to allow entities to focus on their patients during the pandemic rather than completing
applications, and to give the agency more time to consider and develop strategies to address the
impact of 2020 on future benchmarking.

CMS redesigned the MSSP under the Pathways to Success final rule in 2018. Under the final rule,
CMS finalized the BASIC track, which allows MSSPs to incrementally phase in higher levels offinancial
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risk and reward along a glide path with five levels, A through E. ACOs are automatically advanced a
level each year, unless the ACO elects to advance more quickly.

CMS indicated in the IFC that it will allow ACOs in the BASIC track to elect to maintain their current
level of risk for 2021. For 2022, these ACOs will advance two levels (bypassing the level they skipped
in 2021). For example, a Level B ACO that stays in B for 2021 will participate in Level D in 2022.

Extreme and Uncontrollable Circumstances Policy Linked to the PHE

The extreme and uncontrollable circumstances policy attempts to provide downside protection for
MSSP ACOQO'’s Under this existing policy, CMS reduces the amount of the MSSP ACQO'’s shared losses
and quality performance to account for the total months and percentage of beneficiaries affected by the
extreme and uncontrollable circumstances.

CMS recognized in the first IFC that 100 percent of MSSP assigned beneficiaries reside in an area
affected by COVID-19. In the April 30 IFC, CMS clarified that the months affected by the extreme and
uncontrollable circumstances policy will begin with January 2020 and continue through the end of the
PHE, including any subsequent PHE renewals. Therefore, if the PHE extends through the end of 2020,
the policy would mitigate against all shared losses. However, if the PHE runs for only six months,
losses would be reduced by half. The current PHE extension runs 90 days from April 21, 2020. We
expect that the PHE will be renewed in July, since broad flexibilities are still necessary to respond to the
virus as states continue the work of re-opening. Therefore, while this policy provides some protection
against shared losses for MSSPs, some level of uncertainty remains after October.

Accounting for COVID-19 in the MSSP Financial Model

The Coronavirus Aid, Relief and Economic Security Act specified that for COVID-19 discharges, the
Secretary of the US Department of Health and Human Services would increase the weighting factor
applied to the Diagnosis Related Group (DRG) by 20%. To account for the impact of this increased
payment and associated costs preceding and following hospitalization, CMS will exclude all Part A and
B fee-for-service payment amounts for an episode of care for treatment of COVID-19 triggered by a
qualifying inpatient service. CMS will define the episode of care as starting in the month in which the
inpatient stay begins, all months of the inpatient stay, and the month following the end of the inpatient
stay. CMS will use its authority to adjust benchmark expenditures for other factors in order to remove
these COVID-19 related expenditures from the determination of benchmark expenditures and other
program calculations, including determination of performance year expenditures.

It may be difficult at this time for ACOs to model this policy change and therefore to determine the full
impact of this adjustment. ACOs also will come to see the impact of COVID-19 on their benchmarks
and performance over the months and possibly years to come. CMS likely will need to make additional
adjustments to protect entities against the impact of COVID-19.

Adjusting Beneficiary Alignment for the Shift to Virtual Visits

In the MSSP, CMS assigns beneficiaries to ACOs based on each beneficiary’s utilization of primary
care services provided by ACO physicians. CMS revised the definition of primary care services used in
the MSSP assignment methodology for the January 1, 2021, performance year and subsequent
performance years that start during the PHE to include certain telehealth and telemedicine services.
Given the widespread use of virtual care services during the PHE, ACOs should consider whether
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additional modification to this policy may be necessary to prevent certain patients from being swept into
their alignment who should not be aligned.

Quality Program Changes

CMS made several modifications to other Medicare quality programs.

Merit-Based
Incentive Payment
System

CMS delayed by one year (until the 2022 performance period) the
requirement that all Qualified Clinical Data Registries (QCDR) measures
be fully developed and tested, with complete testing results at the
clinician level, prior to submitting the measure at the time of self-
nomination.

CMD delayed by one year (until the 2022 performance period) the
requirement that QCDRs collect data on a measure prior to submitting
the measure for CMS consideration during the self-nomination period.

Hospital VBP
Program

CMS madified the extraordinary circumstance exception (ECE) policy to
include the ability for CMS to grant exceptions to hospitals located in
entire regions or locales, without a request from affected hospitals.

CMS granted an ECE with respect to the COVID-19 PHE for certain
reporting requirements: (1) hospitals will not be required to report
National Healthcare Safety Network HAI measures and HCAHPS survey
data for Q4 2019, Q1 2020 and Q2 2020, and (2) CMS will exclude
qualifying claims data from the mortality, complications and Medicare
Spending per Beneficiary measures for Q1 2020 and Q2 2020.

IRF, LTCH, Home
Health Quality
Reporting
Programs

CMS previously adopted the Transfer of Health (TOH) Information to
Provider-Post-Acute Care and TOH Information to Patient-Post-Acute
Care quality measures for the FY 2022 IRF QRP, FY 2022 LTCH QRP
and the CY 2022 HH QRP. CMS delayed the compliance date for at
least a year.

CMS also adopted standardized patient assessment data elements
(SPADEsS) for six categories that IRFs, LTCHs for patients discharged
on or after October 1, 2020. CMS delayed the compliance date for at
least a year.

Home Health
Value-Based
Purchasing
(HHVBP) Model

If CMS excepts home health agencies (HHAS) from reporting certain
quality data or extends deadlines for the QRP, the same policies will
apply for the HHVBP.

On March 27, 2020, CMS excepted HHAs from the requirement to report
any QRP data for Q4 2019, Q1 2020 and Q2 2020.

CMS provided an exception for HHAs for April and July 2020 New
Measures submission periods.
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e Inthe FY 2020 SNF PPS final rule, CMS adopted the TOH quality
measures beginning with the FY 2022 SNF QRP and finalized that SNFs
would be required to collect data on both measures beginning with

Skilled Nursing patients discharged on October 1, 2020. CMS delayed this requirement
Facility (SNF) for at least two years.

Quality Reporting

Program (QRP) e CMS previously adopted SPADEs for six categories that SNFs must

report for all patients beginning with the FY 2022 SNF QRP with data
collection for patients discharged on October 1, 2020, for admissions
and discharges. CMS delayed this requirement for at least two years.

¢ CMS has revised existing regulations to require facilities to electronically
report information about COVID-19, including information on suspected
and confirmed COVID-19 infections among residents and staff, including
residents previously treated for COVID-19; total deaths and COVID-19
deaths among residents and staff; PPE and hand hygiene supplies;
ventilator capacity and supplies; resident beds and census; access to
Nursing Home COVID-19 testing while residents are in the facility; staffing shortages;
Reporting and other information specified by the Secretary.

¢ Facilities are required to provide the information at least weekly.
o Facilities are required to inform residents and their representatives and

families of confirmed or suspected COVID-19 cases among residents
and staff.

What's Next

The policies announced by CMS through the IFCs and waivers are currently tied to the length of the
PHE, which currently is set to expire at the end of July 2020. The Secretary can renew the PHE for 90
days and has already done so once. As the pandemic has continued to spread, the challenges facing
healthcare systems have evolved. The first IFC introduced sweeping flexibilities to help facilitate the
provision of services in the challenging environment created by COVID-19. This second IFC, while
perhaps less sweeping and more technical in nature, reflects the evolving needs and priorities of
healthcare providers, clarifies and revises previous policies, and incorporates stakeholder feedback.

Today, states and localities are phasing into a re-opening or providing guidance on how and when to do
so. This shift may create fresh challenges for healthcare systems and providers across United States.
For example, flexibilities concerning inpatient rehabilitation facilities are tied to the White House
“Opening Up America Again” guidelines, which may mean that flexibilities apply in different ways in
different parts of the country going forward. This could present both adherence and enforcement
challenges to Medicare contractors overseeing locales that are under different phases of these
guidelines.

Because CMS has limited tools at its disposal to address the pandemic, it is conceivable that the
agency will release another IFC in the future to address these and other issues. Stakeholders have an
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opportunity to provide input to the agency on their needs for future flexibilities through the comment
process for this current IFC.

Stakeholders should also reach out to CMS outside of the comment process and make a case for their
needs and priorities. In some areas, such as telehealth policy, CMS has moved incrementally, by
making a change, then revisiting the issue and making broader changes. This approach suggests that
CMS is willing to further adapt policies to meet the evolving needs of healthcare providers.

For more information please contact Paul Gerrard, Sheila Madhani, or Mara McDermott.

McDermott+Consulting LLC is an affiliate of the law firm of McDermott Will & Emery LLP. McDermott+Consulting LLC does not provide legal advice or services and
communications between McDermott+Consulting LLC and our clients are not protected by the attorney-client relationship, including attorney-client privilege. The
MCDERMOTT trademark and other trademarks containing the MCDERMOTT name are the property of McDermott Will & Emery LLP and are used under license.
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