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Session Highlights

 COVID-19 & Wisconsin Updates

 U.S. Dept. of Health & Human Services (HHS),
Centers for Medicare and Medicaid Services (CMS)
Waivers & Regulatory Flexibilities
 CMS Payment Program Updates
 The CARES Act
 Small Business Administration (SBA) and Treasury
Loan Programs

COVID-19 Updates

COVID-19 Updates: Wisconsin

COVID-19 Updates: Wisconsin

COVID-19 Updates
 Secretary of HHS
extends the Public
Health Emergency
(PHE) on July 25, 2020

 Gov. Evers declares
PHE again on July 30,
2020

Wisconsin Updates
• 2019 Wisconsin Act 90
– Allows a non-physician
practitioners to make findings of
incapacitation and issue DNRs if
certain requirements are met.

• 2019 Wis. Act 97
– Makes battery to a nurse or
healthcare professional working
in a hospital a Class H felony.

• 2019 Wis. Act 100
– Ratifies and enters Wisconsin
into the Physical Therapy
Licensure Compact.

• 2019 Wis. Act 185
– Licensure
– Immunity
– Health Insurance

• Updates to DHS 124
– Waivers and variances
– Plans of Correction
– Freestanding Emergency
Departments

Waivers & Regulatory
Flexibilities

CMS Reponses to COVID

• Waivers

– CMS issued national (“blanket”) §1135 waivers for certain hospital
CoPs, provider-based rules, and the physician self-referral law
(“Stark Law”)

• Regulatory Flexibilities
–
–
–
–
–
–
–

Clarifies rules for hospitals to furnish inpatient services under-arrangement with other providers
Clarifies when hospitals can furnish outpatient services in the patient’s home or other expansion
site
Establishes process for hospital outpatient department to seek exception from lower payments
when temporarily relocating due to the PHE
Expands physician supervision flexibilities for inpatient/outpatient hospitals services
Expands services that can be furnished through telehealth
Expands types of practitioners that can furnish telehealth
Expands coverage of ambulance transport to additional sites

CMS § 1135 Waivers
• §1135 of the Social Security Act (SSA)
– Once a Public Health Emergency (PHE) is declared §1135 authorizes the
Secretary to temporarily modify or waive certain Medicare, Medicaid,
Children’s Health Insurance Program (CHIP), and Health Insurance
Portability and Accountability Act (HIPAA) requirements.

• Laundry list of blanket waivers
– Applying for a blanket waiver is unnecessary
– Impacts all provider types and generally remove regulatory burdens that
could restrict access to care
– Effective March 1, 2020 – duration of the PHE (at a minimum)

• CMS COVID-19 Emergency Declaration Blanket Waivers for
Health Care Providers (Updated August 20, 2020)

CMS Waivers: Key Highlights
• Telehealth Flexibility (under the CARES Act)
• Emergency Medical Treatment and Labor Act
(EMTALA) Waiver
• Temporary Expansions
• Supervision Requirements
• Verbal Order Requirements
• Reporting Requirements
• Stark Waivers

CMS Waivers: Stark Law

• Stark Law Blanket Waivers

– No need to apply, but must maintain records
– Plan for waiver expiration

• Waivers apply only if:
– Providers are acting in good faith for a COVID‐19 Purpose (defined term)
– The financial relationship or referral is protected by one of 18 enumerated
relationships
– Compensation cannot be based on volume or value of referrals and formula
must be set in advance

• Anti-Kickback Statute (AKS)
– OIG Policy Statement (effective April 3, 2020): OIG will not impose AKS
administrative sanctions on arrangements covered by the 11compensation
related blanket Stark Law waivers

COVID-19: False Claims Act (FCA) Risks
• FCA prohibits knowingly
submitting or causing to be
submitted false/fraudulent claims
to the government
• Representations and
certifications under COVID-19
programs create potential FCA
risk
– Failure to comply with
restrictions on how funds may be
used
– Inaccurate Reporting
– Failure to maintain
documentation

Fraud & Abuse Proposed
and Final Rules

Fraud & Abuse: Proposed Rules
Stark Law Exceptions

AKS Safe Harbors/CMP Exceptions

 Value-Based Exceptions

 Value-Based Arrangements

 Valued-Based Compensation
Arrangements, Regardless of the Level of Risk
 Meaningful Downside Financial Risk
 Full Financial Risk

 Key Definitions







Value-Based Activity
Value-based Arrangement
Value-based Enterprise
Value-Based Purpose
VBE Participant
Target Patient Population

 Indirect Compensation

 Compensation arrangement to which the
physician is a direct party qualifies as a valuebased arrangement?





Care Coordination Arrangements to Improve
Quality, Health Outcomes, and Efficiency
Substantial Downside Financial Risk
Full Financial Risk

 Other Safe Harbors/Exceptions











Patient Engagement
CMS-Sponsored Models
Cybersecurity Technology and Services
EHR Items and Services
Outcomes-Based Payments
Part-Time Arrangements
Warranties
Local Transportation
ACO Beneficiary Incentive Programs
Telehealth for In-Home Dialysis

Fraud & Abuse: Proposed Rules

Timeline

October 2019: Proposed Rules issued by
CMS and OIG
December 2019: Deadline to submit
comments
June 2020: CMS announces Stark Rule
will be finalized by August of 2020
July 2020: HHS submits draft Final Rules
to Office of Management and Budget (OMB)
for final review
August 2020: CMS announces timeline for
publication of Final Rule to August 2021
 OIG has not yet made an announcement
 Stakeholders submitted letter to President
Trump urging finalization

CMS Payment Updates

Provider-Based Department (PBD) Payment Cuts
CMS Site
Neutrality Final
Rule results in
substantial cuts

•

D.C. Circuit Court
upholds second
policy and
reverses District
Court decision

American
Hospital
Association files
petition for
rehearing

Site Neutrality Policy: CMS reduced payments for clinic visit services furnished
in “excepted” off-campus PBDs to the same rate paid for the clinic visit
services furnished in non-excepted off-campus PBDs.
–
–

•

D.C. District
Court determines
CMS exceeded
authority; CMS
issues more cuts

Round 1: CMS projected to cut $300 million in Medicare spending in 2019 by paying only 70% of
OPPS rate
Round 2: CMS estimates that the Medicare program will save approximately $640 million by
paying only 40% of the OPPS rate

Courts finds that the policy is “a reasonable interpretation of HHS’ statutory
authority to adopt volume-control methods.”
–

Am. Hosp. Ass’n v. Azar , D.C. Cir., No. 19-5352 (July 2020).

CMS Prospective Payment Systems
• CY 2021 Hospital Outpatient Prospective Payment
System (OPPS)/Ambulatory Surgery Center (ASC)
Proposed Rule
– Comments due by October 5, 2020

• CY 2021 Medicare Physician Fee Schedule
(MPFS) Proposed Rule
– Comments due by October 5, 2020

• FY 2021 Hospital Inpatient Payment Systems
(IPPS) Proposed and Final Rule
– Effective October 1, 2020

OPPS/ASC Proposed Rule
Updates to OPPS and ASC
Payment Rates

Increasing Choice and
Encouraging Site Neutrality

Payment Methodology for 340B
Purchased Drugs

Meaningful Measures/Patients
Over Paperwork

“Protecting Taxpayer Dollars”
through Prior Authorization

Physician-Owned Hospitals

Updates to OPPS/ASC Rates

• Proposal to increase OPPS and ASC payment by
2.6% for hospitals and ASCs that meet quality
reporting requirements
– Promotes site-neutrality and encourages the migration of
services from the hospital setting to the lower cost ASC
setting.

• Other Updates to OPPS rates:
–
–
–
–

Partial Hospitalization Program (PHP) Rate Setting
Update to PHP Per Diem Rates
Device Pass-through Applications
Clinical Diagnostic Laboratory Test Packaging Policy and
Laboratory Date of Service (DOS) Policy

CY 2021 OPPS: Site Neutrality
Elimination of the Inpatient Only List
Expansion of ASC Covered
Procedures
• Elimination to occur over 3
calendar years
• Appx. 300 musculoskeletalrelated services to be cut first
• 2-year exemption under the 2midnight rule

Continued reduction in
reimbursement rates for
services (HCPCS code
G0463) when furnished in
excepted off-campus PBDs.

• Addition of 11 procedures
• Two alternatives for changing the
way procedures are added to the
ASC
- Nomination process
- Revised criteria under § 416.166

CY 2021 OPPS: 340B
• 340B Payment Methodology
– Proposed rate of the average sales price (ASP) -34.7%
with a 6% add-on amount for overhead and handling
costs for a net proposed rate of ASP-28.7% for
separately payable drugs or biologicals
– Alternatively, CMS proposed to continue its current policy
of paying ASP minus 22.5% for 340B-acquired drugs.

• 340B Litigation
– D.C Circuit Court Upholds 340B Cuts
• Am. Hosp. Ass'n v. Azar, No. 19-5048 (D.C. Cir. July 31, 2020).

CY 2021 OPPS cont.

• Meaningful Measures/Patients Over Paperwork
• Prior Authorization Requirements
– Applies to Cervical Fusion with Disc Removal and
Implanted Spinal Neurostimulators on or after 7/1/2021

• Physician-Owned Hospitals (POHs)
– Proposal to remove restrictions on expansion of POHs
that qualify as “high Medicaid facilities”
• Remove cap on the # of additional operating rooms, procedure
rooms, and beds
• Remove the restriction that the expansion must occur only in
facilities on the hospital’s main campus.

CY 2021 MPFS
Payment Provisions

Additional Telehealth Services

– Proposed conversion factor of $32.26, a
decrease of $3.83 from the CY 2020

– Category 1: HCPCS codes related to visit
complexity, group psychotherapy,
neurobehavioral status exam, cognitive
impairment care, rest home/custodial care
visits and home visits.
– Category 3: Temporary coverage of
additional services through the calendar
year in which the PHE ends.

Telehealth Policy Clarifications
– Telehealth rules do not apply when the
beneficiary and the practitioner are in the
same location even if audio/video
technology assists in furnishing a service.
– Licensed clinical social workers, clinical
psychologists, PTs, OTs, and speechlanguage pathologists can furnish brief
online assessment and management
services as well as virtual check-ins and
remote evaluation services.

Direct Supervision via Technology
– Proposal to permit physician direct
supervision to be provided using realtime, interactive audio and video
technology (excluding telephone that does
not also include video) through December
31, 2021.

FY 2021 IPPS Final Rule: Payment Updates
•

CMS estimates total Medicare spending of about $3.5 billion, which is an
increase of 2.7%
– Increase in operating payment rates for general acute care hospitals is approximately
2.9%.

•

Medicare Disproportionate Share Hospitals (DSH) Uncompensated Care
Payments
– CMS will distribute roughly $8.3 billion, a decrease of appx. $60 million

•

24 New Technology Add-On Payments
– Estimated add-on payments of appx. $874 million, nearly 120% increase from FY
2020.

•

Market-Based MS-DRG Relative Weight Data Collection and Methodology
– Collect hospitals’ median payer-specific negotiated charges for MA organizations on
the cost report ending on or after January 1, 2021.
– Beginning in FY 2024, CMS will use this data in a new market-based methodology

• Payment Rates under LTCH-PPS
– CMS expects LTCH-PPS payments to decrease by appx. 1.1% or $40 million.
– Payments for discharges expected to increase by 2.2%.

FY 2021 IPPS Final Rule: Bad Debt

Retroactive Revisions effective before Revisions effective on or after
October 1, 2020
October 1, 2020
 Reasonable Collection Efforts

 Reasonable Collection Efforts

 Bad Debt Write-Offs
o 120-day collection effort for nonindigent beneficiaries
o Must be charged to an expense
account for uncollectable accounts.

 Bad Debt Write-Offs

o Collection efforts for non-indigent
beneficiaries must be similar to nonMedicare patients and must involve
issuance of a bill on or shortly after
discharge.
o 120-day collection effort

o Collection efforts for non-indigent
beneficiaries must be similar to nonMedicare patients and must involve
issuance of a bill on or before 120 days
after: (1) the date of the Medicare
remittance advice; or (2) the date of the
remittance advice from the beneficiary’s
secondary payer.
o 120-day collection effort for nonindigent beneficiaries, which restarts
with each payment received
o Must be charged to an expense
account for uncollectible accounts that
results in a reduction in revenue.

•

FY 2021 IPPS Final Rule: Program Updates
Graduate Medical Education (GME) Policy
–
–

•

Expands definition of who is considered a displaced resident
Policies will allow certain residents funding to be transferred and more flexibility to transfer

Provider Reimbursement Review Board (“PRRB”) is moving to electronic filing

Other Programs Impacted:
Hospital Readmissions Reduction Program
(“HRPP”)
– Reduces payments to hospitals with excess
readmission
Hospital-Acquire Conditions Reduction
Program (“HAC”)
– Creates an incentive for hospitals to reduce
the incidence of hospital-acquired conditions
by requiring the Secretary to reduce payment
by 1% for applicable hospitals
Hospital Value-Based Purchasing (VBP)
Program
– Adjusts payments under the IPPS for
inpatient services based on performance.

Hospital Inpatient Quality Reporting (IQR)
Program
– Pay-for-reporting quality program that reduces
payment for failure to meet requirements.
Medicare and Medicaid Promoting
Interoperability Programs
– Encourages and incentivizes eligible
professionals, eligible hospitals, and CAHs to
adopt, and demonstrate meaningful use of
certified EHR technology (CEHRT).
PPS-Exempt Cancer Hospital Quality Reporting
(PCHQR) Program
– Collects and publishes data on an announced
set of quality measures.

COVID-19 Related Funding
Legislation

Families First Coronavirus Response Act (FFCRA)
• Requires paid leave to employees when
absent for COVID-19‐related reasons
– Applies to any public employer with at least one
employee and private employers with 500 or
fewer employees. Some exceptions for private
employers with less than 50 employees.

• Paid leave benefits include:
– 80 hours for fulltime employees;
– 2 weeks of pay for part‐time employees; and
– 2/3 pay when employee is caring for an individual
under quarantine or providing childcare due to
school closures

•

However, employers may elect to exclude
health care providers and emergency
responders from these benefits

“Health care provider” includes
“anyone employed at any doctor’s
office, hospital, health care center,
clinic, post-secondary educational
institution offering health care
instruction, medical school, local
health department or agency,
nursing facility, retirement facility,
nursing home, home health care
provider, any facility that performs
laboratory or medical testing,
pharmacy, or any similar institution.”

SBA Loans
Payment to
Providers

Treasury
Loans

CARES Act
Provider
Relief

Immunity

Telehealth

CARES Act: Background

• Response to economic impact of COVID-19
on individuals and businesses
– Signed into law March 27, 2020

• Largest economic stimulus plan in U.S.
history
– Provides over $2 trillion in economic relief

CARES Act: Immunity
• Good Samaritan
– Provides volunteer health care professional
immunity from liability for providing services that
relate to the diagnosis, prevention or treatment of
COVID-19 or the assessment or care of a patient
related to an actual or suspected case of COVID-19.
– Excludes gross negligence, criminal misconduct and
providing care while intoxicated

• Manufacturers receive immunity from
liability for use of respiratory protective
devices

CARES Act: Payment to Providers

Reimbursement Highlights

•Requires coverage of COVID-19 testing by public and private insurers
•Providers must publish the charge for COVID-19 diagnostic tests
•$1.32 billion for supplemental grant awards to health centers for
prevention, diagnosis, and treatment of COVID-19
•Expands rural health care grant program to include for-profit and regional
providers
•Increases Medicare payment to hospitals for COVID-19 patients
•Provides for payments to children’s hospitals, cancer hospitals & CAHs
with significant cashflow problems
•Extends mandatory funding for community health centers, National Health
Service, and GME programs

CARES Act: Telehealth

• CARES Act broadened the Secretary’s waiver authority
under §1135
• Flexibility for Medicare telehealth services:
– Expanded scope of health care professionals who may furnish and bill for
Medicare telehealth services, including PTs, OTs, speech language
pathologists, and others
– Allows the use of audio-only equipment to furnish services described by the
codes for E/M services and behavioral health counseling and educational
services

• Special provisions to modernize telehealth grant program
• HHS awarded $15 million to 159 organizations across 5
health workforce programs to increase telehealth
capabilities in response to the COVID-19 pandemic.

CARES Act: Provider Relief
• Provider Relief Fund (PRF)
– Direct payments to healthcare providers and
hospitals
– HHS distributing $175 billion in funds for
additional expenses and lost revenue as a result
of COVID-19
– Funding pool divided into multiple distributions
and paid in several phases

CARES Act: Distributions
• Reports on how funds used will be required of any
provider who received one or more payments
exceeding $10,000 in the aggregate from:
– General distributions:
• Initial Medicare
• Additional Medicare
• Medicaid, dental and CHIP

– Targeted distributions:
•
•
•
•
•

High-impact area
Rural
Skilled nursing facilities
Indian health service
Safety net hospital

CARES Act: PRF Distributions

• General distributions:

– Initial Medicare
– Additional Medicare
– Medicaid, dental and CHIP

• Targeted distributions:
–
–
–
–
–

High-impact area
Rural
Skilled nursing facilities
Indian health service
Safety net hospital

• Reports on use of funds will be required of any provider who
received payments exceeding $10,000 in the aggregate
from the PRF.

CARES Act: PRF Reporting
• Reporting system expected to be available October 1, 2020.
• Deadlines:
– All recipients must report within 45 days of the end of CY 2020 on
their expenditures through the period ending December 31, 2020.
– Recipients that have expended PRF in full prior to December 31,
2020, may submit a single final report at any time during the window
that begins October 1, 2020, but no later than February 15, 2021.
– Recipients with PRF unexpended after December 31, 2020, must
submit a second and final report no later than July 31, 2021.

• HHS issues notice that providers will receive detailed
instructions and a data template before the reporting
system’s October availability.

CARES Act: SBA Loan Programs
• Estimated $377 billion in SBA relief for eligible small
businesses
– Employ fewer than 500 people or otherwise qualify as “small
business concern” under the Small Business Act

• Paycheck Protection Program (PPP)
• Economic Injury Disaster Loans (EIDL) & Emergency
Economic Injury Grants (EIDL Grants)

CARES Act: PPP Loans
• Low interest loan
• Eligible for loan forgiveness
– Forgiveness amount not deemed taxable
income
– Spend 24 weeks after the loan origination
date or Dec. 31, 2020, whichever is first

• Businesses are eligible for the
lesser of:
– $10,000,000, or
– 2.5 times the average monthly payroll
costs determined during the 1-year
period before the date of the loan

• Deadline for lenders to obtain an
SBA loan number for a PPP loan was
Aug. 8, 2020.

• Proceeds may only be used for the
following:
– At least 60% used for payroll costs
– Payments of interest on any business
mortgage obligation on real or personal
property incurred before Feb. 15, 2020
– Payments on business rent or lease
payments under agreements effective
before Feb. 15, 2020
– Utilities, including electricity, gas, water,
transportation telephone or internet
access for which service began before
Feb.15, 2020
– Refinancing an SBA EIDL loan made
between Jan. 31, 2020 and April 3,
2020.

CARES Act: EIDL & EIDL Grants

• Low-interest loans

– 3.75% for small businesses and 2.75% for non-profits
– Original cap was $2 million, recent SBA communications indicate
that initial EIDL disbursements will be limited to $150,000
– May be used to pay fixed debts, payroll, accounts payable and other
bills that can’t be paid because of COVID-19’s impact.

• EIDLs are available from January 31, 2020 – September 30,
2020
• Eligible Businesses
– Sole proprietors, independent contractors, small businesses,
cooperatives and employee owned businesses, and Tribal small
businesses with 500 or fewer employees

CARES Act: Treasury Loans
Main Street Lending Program (MSLP)
• Established under the Federal Reserve to respond to uncertainty
related to the COVID-19 pandemic
• Treasury Department to make a $75 billion equity investment in a
Special Purpose Vehicle (SPV) in connection with the MSLP (part
of the $454 billion previously authorized under the CARES Act)
• Loans are full-recourse and not eligible for loan forgiveness
• Applies to small and medium-sized for-profit businesses and
nonprofit organizations

CARES Act: Treasury Loans
MSLP Facilities
•Expanded from 2 to 5 facilities:
– Main Street New Loan Facility
– Main Street Priority Loan Facility
– Main Street Expanded Loan Facility
– Nonprofit Organization New Loan Facility
– Nonprofit Organization Expanded Loan Facility

CARES Act: Treasury Loans
MSLP For-Profit: New, Priority, and Expanded
Loan Facilities
•Eligible Borrower Criteria is the same
– 15,000 employees or fewer, or 2019 annual revenues of $5B or less

•Minimum loan size of $250,000 for new and priority loans; $10M for
expanded loans
•Principal repayment deferred for two years; interest deferred for
one year
•Rate: LIBOR + 3%

CARES Act: Treasury Loans
MSLP Nonprofit: New and Expanded Loan
Facilities
•Same Eligible Borrower criteria, but must also have at least 10
employees
•Similar terms to for-profit loans
•Orgs with endowments exceeding $4B are ineligible
•Adjusted financial metrics used in determining eligibility
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