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Session Highlights
✓COVID-19 Updates
✓Consolidated Appropriations Act
✓Transparency in Healthcare & Pricing
✓CMS Payment Program and Related
Updates
✓Fraud & Abuse Final Rules

COVID-19 Updates

COVID-19 Updates: Wisconsin

*Data provided by the Wisconsin Department of Health Services

Wisconsin Public Health Emergency
• Executive Order #105 Declaring a
State of Emergency and Public
Health Emergency is Struck Down
• Wisconsin Supreme Court
Decision – March 2021
– "The question in this case is not
whether the Governor acted wisely; it
is whether he acted lawfully. We
conclude he did not."

COVID-19 Updates: Wisconsin

*Data provided by the Wisconsin Department of Health Services

Vaccine Mandates

WI Legislative Activity: Vaccines
WI AB 23 & SB 4

WI AB 316 & SB 342

Would prohibit DHS and local health officers
from mandating COVID-19 vaccination.

Seeks to prohibit the state or any government entity
from discriminating against any person based on
whether they have received the vaccination or have
proof of vaccination status.

WI AB 25 & SB 5
Would prohibit employers from requiring
current or prospective employees to receive
the vaccine or show proof of vaccination as a
condition of employment.

WI AB 299 & SB 383
Seeks to prohibit WI, government entities, and
private businesses from requiring proof of
vaccination “as a condition of receiving any
services, transacting any business, accessing
any building,” or participating in any
government or nonprivate function.

WI AB 303
Seeks to prohibit any private person/entity from
discriminating against any customer, client, or
potential customer/client based on whether the
person has received any vaccine or is able to show
proof.

WI AB 309
Seeks to prohibit any private person or entity from
discriminating “against any customer, client, or
potential customer/client based on whether the
person has received any vaccine or is able to show
proof.

COVID-19 Updates
✓ Secretary Becerra of
HHS extends the
Public Health
Emergency (PHE) on
July 20, 2021
✓ PHE effective through October
20, 2021
✓ “We have determined that the
PHE will likely remain in place for
the entirety of 2021. . . .”

CMS Waivers Continue
• CMS Waivers continue under §1135 of the Social Security Act
(SSA) and the Coronavirus Aid, Relief, and Economic Security Act
(CARES Act)
– Once a 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 Waivers: Key Highlights
Emergency Declaration Blanket Waivers for Health Care Providers
•

Highlights
–
–
–
–
–

•

Flexibility for Medicare Telehealth
Emergency Medical Treatment and Labor Act (EMTALA) Waiver
Medical Records
Certain Hospital Classifications
Physical Environment

Updates
–
–
–
–

Ambulance Treat in Place
Medicare Graduate Medical Education (GME) Affiliation Agreement
Ground Ambulance Data Collection System
Conditions of Participation (CoP) for COVID-19 Vaccinations

CMS Waivers of Section 1877 Continue
• 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 through termination of blanket
waivers): OIG will not impose AKS administrative sanctions on
arrangements covered by the 11 compensation related blanket Stark Law
waivers

Consolidated
Appropriations Act

Consolidated Appropriations Act
Highlights
• Provider Relief Fund (PRF)
• Coronavirus Relief Fund
• Funding for COVID-19 Testing, Tracing, Vaccines and
Therapeutics
• Rural Health Care (RHC)
– New Rural Emergency Hospital (REH) Medicare designation
– Direct Billing by Physician Assistants
– RHC Payments

• Mental and Behavioral Health
– Expansion of access to mental health via telehealth
– Funding to various agencies to address addiction and mental health
– Parity in mental health and substance use disorder benefits

Consolidated Appropriations Act
Highlights Continued
• Medicaid
– Elimination of Medicaid disproportionate share hospitals (DSH)
Reductions
– Non-DSH Supplemental Payment Reporting
– Treatment party payments
– Medicaid transportation coverage

•
•
•
•

Prescription Drugs
Paycheck Protection Program (PPP)
Extension of Paid Leave Credits
Flexible Spending Arrangements (FSA) benefits extension

Transparency in
Healthcare & Pricing

Hospital Price Transparency
Final Rule – Became Effective January 2021
• Requires hospitals to make publicly available in a machine-readable file: (1)
Gross charges; (2) Payer-specific negotiated charges; (3) Discounted cash
price; (4) De-identified minimum negotiated charge, and (5) De-identified
maximum negotiated charge.
– Also requires a publication of a consumer-friendly list of a limited number of
“shoppable” services

• Disclosure requirements apply to all “Items and Services” that could be
provided to an individual in connection with an inpatient admission, or
outpatient visit for which the Hospital has established a standard charge.
– Includes Diagnostic Related Groups (DGR), bundled services, and other types of
service packages.

• Currently a $300 maximum Civil Monetary Penalty per day for
noncompliance.
• CMS Proposed Modifications in OPPS CY 2022 Proposed Rule

Transparency in Coverage
Final Rule
• Requires insurers to provide members with receive real-time access
to seven content elements upon request: (1) estimated cost-sharing
liability; (2) accumulated amounts; (3) negotiated rates; (4) out-ofnetwork allowed amounts; (5) a list of items and services subject to
bundled payment arrangements; (6) a notice or prerequisites if
applicable, and (6) a disclosure notice.
– 500 services on or after 1/1/2023, everything else on or after 6/1/2024

• Requires insurers to make publicly available in 3 separate machinereadable files: (1) In-Network negotiated rates, (2) Out-of-network
claims history and actual payments made, and; (3) Rates for covered
prescriptions.

No Surprises Act
Applies to plan years beginning on or after January 1, 2022

• Interim Rule Part I implements provisions that:
– Apply to group health plans and issuers offering group or individual coverage, carriers in
the Federal Employee Health Benefit Program, and air ambulance services;
– Prohibits nonparticipating providers, facilities, and air ambulance providers from balance
billing Members in certain situations, while allowing balance billing if certain notice and
consent requirements are met;
– Establishes disclosure requirements; and
– Establishes a complaints process.

• Limit member cost-sharing for emergency services, as well as care
provided by out-of-network providers at in-network facilities unless certain
conditions are met.
– Plans are prohibited from charging higher cost-sharing amounts than is allowable under
in-network benefit rules.
– While protections are in place, out-of-network providers/facilities cannot bill patients for
the balance of charges not paid by insurance.

Information Blocking
• Information Blocking Generally
– A practice that, except as required by law or covered by an exception, is
likely to interfere with access, exchange, or use of electronic health
information (EHI), and the Actor (healthcare provider) has actual knowledge,
or in the case of Actors who are health IT developers, HINs or HIEs, should
know, that the practice is unreasonable and is likely to interfere with,
prevent, or materially discourage access, exchange, or use of EHI.

•

Effective April 5, 2021, Actors must not Information Block with respect to
data elements represented in the United States Core Data for
Interoperability (USCDI) standard.

•

Developers of certified health IT will be subject to the conditions of
certification in 45 CFR 170.401

•

Beginning October 6, 2022, the Actor must respond to requests with all
EHI

Information Blocking: Exceptions
Two Types:
• Practices that involve not fulfilling requests for EHI
–
–
–
–
–

Preventing Harm
Privacy
Infeasibility
Security
Health IT Performance

• Practices that involve procedures for fulfilling requests for
EHI
– Content and Manner
– Fees
– Licensing

CMS Interoperability and Patient Access
•

Issued by CMS in conjunction with ONC’s Information Blocking Rule
– Creates new data-sharing standards for payers participating in Medicare Advantage
(MA), Medicaid, CHIP and the Federally-facilitated Exchanges (FFEs) (collectively,
CMS-Regulated Payers) and creates new policies applicable to providers to enable
better patient access to health information.

•

New Policies
– Patient Access API
– Provider Director API
– Payer-to-Payer Data Exchange

– Improving the Dually Eligible Experience
– Public Reporting and Information Blocking

– Digital Contact Information
– Admission, Discharge, and Transfer Event Notifications

•

CMS exercised its discretion and delayed enforcement of the API
provisions to July 1, 2021

CMS Payment Program
Updates

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

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

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

American
Hospital
Association files
petition for
rehearing

Supreme Court declines to hear the case!
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.
–
–

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

As a result of the decision being upheld, CMS announced that beginning in July of 2021, it
will begin reprocessing claims for outpatient clinic visit services provided at excepted offcampus PBDs

PBD Updates: Mid-Build Exception
• Medicare Mid-Build Off-Campus PBD Exception Audits
– Existing off-campus PBDs will continue to be paid as they
were before under OPPS
– New off-campus PBDs would be paid under MPFS
• CMS issued audit determinations on whether certain offcampus PBD qualified for the mid-build exception on
January 19, 2021
– 334 audits conducted, 132 qualified and 202 failed
– Providers have 240 days to address overpayments as a
result of failure to meet the exception

CMS Prospective Payment Systems
• CY 2022 Hospital Outpatient Prospective Payment
System (OPPS)/Ambulatory Surgery Center (ASC)
Proposed Rule (collectively, OPPS)
– Comments due by September 17, 2021
• CY 2022 Medicare Physician Fee Schedule (MPFS)
Proposed Rule
– Comments due by September 13, 2021
• FY 2022 Hospital Inpatient Payment Systems (IPPS)
Final Rule
– Effective October 1, 2021

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

Promoting Increased Compliance
with Hospital Price Transparency

Payment Methodology for 340B
Purchased Drugs

Inpatient Only List (IPO) &
ASC Procedures List

Medicare REH designation

Temporary Policies for the PHE

Updates to OPPS/ASC Payment & Rates
• Proposal to increase OPPS and ASC payment by
2.3% for hospitals and ASCs that meet quality
reporting requirements
– Rate setting based on CY 2019 due to the PHE

• Other Updates to OPPS rates:
–
–
–
–

Separate payment in ASC for non-opioid pain management
Partial Hospitalization Program (PHP) Rate Setting
Update to PHP Per Diem Rates
Device Pass-through Applications

CY 2022 OPPS: 340B
• 340B Payment Methodology
– Proposal to maintain the payment rate of Average
Sale Price (ASP) minus 22.5% for certain separately
payable drugs or biologicals acquired through the
340B Program.
• Exception for rural sole community hospitals, children’s
hospitals, and PPS-exempt cancer hospitals

• 340B Litigation over Medicare reductions
– American Hospital Association, et al. v. Becerra
– Supreme Court term to begin in October

CY 2022 OPPS: Medicare REH Designation
• Effective January 1, 2023
– REH established as a new provider type under the Consolidated
Appropriations Act of 2021

• Facilities that convert from either a critical access hospital
(CAH) or a rural hospital with less than 50 beds, and that do
not provide acute care inpatient services
– Exception: skilled nursing facility services furnished in a distinct part
unit.

• Required to furnish emergency department services and
observation care
– May provide other outpatient services specified

• CMS is seeking input on issues relating to health and safety,
payment policies and quality measures.

CY 2022 OPPS: Price Transparency
• Beginning January 1, 2022:
– Proposed increase in civil monetary penalties (CMP)
– Minimum of $300/day applicable to hospitals with bed count of 30 or
less
– Minimum of $10/bed/day applicable to hospitals, not to exceed a daily
amount of $5,500
– Proposal to deem state forensic hospitals as meeting the requirements of
the transparency rule
– Proposal to prohibit additional specific barriers to access to the machinereadable file
– Automated searches and direct downloads

• CMS is seeking comments:
–
–
–
–

Online price estimator tools
Plain language descriptions of shoppable services
Standardization of machine-readable files
Ways to identify exemplar hospitals

CY 2022 OPPS: IPO & ASC Procedures List
• IPO Changes
– CY 2021: CMS finalized a policy to eliminate IPO over a 3-year
period
– CY 2022: CMS reverses course due to abundance of opposing
comments, and is proposing to halt IPO elimination
– Two-Midnight Rule Medical Review Exemptions

• ASC Covered Procedures List (CPL) Changes
– For CY 2022, CMS is reinstating several patient safety criteria for
adding a procedure to the ASC CPL
– Proposal to remove 258 of 267 procedures that were added in 2021,
but seeks comment on if any of these procedures meet the proposed
reinstated criteria
– Proposal to adopt a nomination process for surgical procedures

CY 2022 OPPS: Temporary Policies for PHE
CMS is seeking comment to assess use of waivers and flexibilities
issued in response to and effective during the PHE and whether these
should be made permanent:
• Billing of mental health services
furnished to beneficiaries in their
homes
through
communication
technology during the PHE, and if
providers
anticipate
continued
demand for such care
• Whether there are any changes that
CMS should make to account for
shifting practice patterns that rely on
communication technology to provide
mental
health
services
to
beneficiaries in their homes

•

Reliance on the flexibility to allow for
physician virtual presence purposes
of the direct supervision requirement
for certain services to reduce
exposure risks

•

Whether CMS should keep C9803
(hospital outpatient visit specimen
collection for COVID-19) active

•

Whether it should extend or make
permanent the OPPS payment
associated with specimen collection
for COVID-19 tests

CY 2022: MPFS Updates
Payment Rate Updates
• Proposed PFS conversion factor of $33.58, which is a
decrease of $1.31 from CY 2021
– Reflects the expiration of the 3.75% payment increase in
CY 2021, a 0% update factor as required by the
Medicare Access and CHIP Reauthorization Act
(MACRA) of 2015, and a budget-neutrality adjustment.

CY 2022: MPFS Updates
• Evaluation & Management
(E/M) Visits
– Split (or shared) E/M Visits
– Critical Care Services
– Teaching Physician Services

•
•
•
•

Payment for Telehealth
Physician Assistant Services
Vaccine Administration
Medicare Enrollment
– Authority to deny/revoke

• Medicare Shared Savings
Program changes

• Appropriate Use Criteria
(AUC)
– Penalty delay

• Opioid Treatment Program
(OTP) Payment Policy
• Electronic Prescribing of
Controlled
Substances(ECPS) under
Part D
• Quality Payment Program
(QPP)

FY 2022 IPPS Final Rule: Payment Updates
•

CMS estimates hospital payments
will increase by $2.3 billion
– Increase in IPPS payments by 2.5%
for hospital participating in the
Inpatient Quality Reporting (IQR)
Program
– Other adjustments:
• Payment reductions for excess
readmissions under the Hospital
Readmissions Reduction
Program;
• Payment reduction (1%) for the
worst-performing quartile under
the Hospital- Acquired Condition
Reduction Program;
• Upward and downward
adjustments under the Hospital
Value-Based Purchasing Program

•

Payment Rates under LTCH-PPS
– CMS expects LTCH-PPS
payments to increase by appx.
1.1% or $42 million.
– Payments for discharges paid the
standard LTCH rate expected to
increase by 0.9%.

•

Uncompensated Care Payments
– CMS will distribute roughly $7.2
billion, a decrease of appx. $1.1
billion from FY 2021
– CMS will use data from Worksheet
S-10 in the FY 2018 cost report to
determine the distribution of FY
2022 DSH uncompensated care
payments.

FY 2022 IPPS Final Rule: Updates
New COVID-19 Treatments Add-on
Payments (NCTAP)
–

–

Proposal to extend the NCTAP
payments for eligible COVID-19 products
for through the end of the fiscal year in
which the PHE ends.
Proposal to discontinue NCTAP for
discharges on or after October 1, 2021
for a product that is approved for NTAP
beginning in FY 2022.

New Technology Add-on Payment
(NTAP)
–

Proposal of a one-year extension of new
technology add-on payments for 14
technologies for which the new
technology add-on payment would
otherwise be discontinued beginning FY
2022.

Repeal of Market-Based MS-DRG Relative
Policy
–

–

No longer will collect hospitals’ median
payer-specific negotiated charges for MA
organizations on the cost report ending on or
after January 1, 2021 due to administrative
burden
CMS continue using the existing cost-based
MS-DRG relative weight methodology to set
Medicare payment rates for inpatient stays
for FY 2024 and subsequent fiscal years.

Graduate Medical Education
–

–

Additional 1,000 new Medicare-funded
medical residency positions to train
physicians
Restore the ability to receive Medicare
funding for residents in new training program
if the hospital begins a new medical
residency-training program within the first
five years after enactment.

FY 2022 IPPS Final Rule: Quality Updates
Hospital Quality Reporting & Value Programs
Hospital Readmissions Reduction Program
(HRPP)

Hospital Value-Based Purchasing (VBP)
Program

• Modify readmission conditions to suppress the
pneumonia readmissions measure and exclude
COVID-19 diagnosed patients from the
remaining 5 measures

•

Suppression of most measures for 2022

•

Suppression of pneumonia mortality measure
and removal of claims-based

Hospital-Acquire Conditions Reduction
Program (HAC)
• Suppress the third and fourth quarters of CY
2020
Promoting Interoperability Programs
• Continue the 90-day reporting for CY 2023 and
to increase the reporting period to 180-days for
CY 2024.
• Modify technical specifications of the Provide
Patients Electronic Access to Their Health
Information measure to include establishing a
data availability requirement

Hospital IQR Program

• 5 new measures (5 removed)
• New measures reflecting COVID-19 vaccination
coverage among healthcare personnel and
adoption of practices to reduce maternal
morbidity.
Health Equity
• CMS is seeking feedback on a hospital equity
score, demographic and social risk data
collection, and future potential additional
stratification of quality measure results by race,
Medicare/Medicaid dual eligible status, disability
status, LGBTQ+, and socioeconomic status.

Fraud & Abuse Final Rules

Fraud & Abuse: Final Rules
Stark Law and AKS/CMP Final Rules effective January 19, 2021
• Stark Law prohibits:
– A physician from making a Medicare referral to an entity for DHS, if the
physician (or a member of his/her immediate family) has a financial
relationship with the entity--unless the relationship meets an exception
• AKS makes it a criminal offense to:
– knowingly and willfully offer, pay, solicit, or receive remuneration to induce or
reward, among other things, the referral of business reimbursable under any
Federal healthcare programs
• CMP Law provides for:
– The imposition of CMPs against any person who offers or transfers
remuneration to a Medicare/Medicaid beneficiary that the person knows or
should know is likely to influence the beneficiary’s selection of a particular
provider, practitioner, or supplier for the order or receipt of any item or service
for which payment may be made, in whole or in part, by Medicare/Medicaid

Stark Law Final Rule
Value-Based Exceptions
• Valued-Based Compensation
Arrangements
• Meaningful Downside Financial
Risk
• Full Financial Risk

Value-Based Exceptions
Require:
• Must be participants in a ValueBased Enterprise (VBE)

Value-Based Definitions
• Value-Based Purpose
• Target Patient Population
• Value-Based Activity

Fundamental Terminology and
Definitions
• Commercially Reasonable
• Volume or Value / Other Business
Generated Standards
• Fair Market & General Market Value
• Designated Health Services (DHS)
• Physician
• Remuneration

Stark Law Final Rule
Limitation of Ownership Interests
• Titular Ownership
• Employee Stock Ownership Programs

Changes to Compensation
Exceptions
•
•
•
•
•
•
•
•

Compliance with the AKS
Isolated Financial Transaction
Exclusive Use
Lease of Office Space
Recruitment
Payments by a Physician
Limited Remuneration to a Physician
Unrelated to DHS

Changes Related to Technology
• Revisions to EHR Exception
• New Cybersecurity Exception
• Electronic Signatures and
Documents

Other Changes
• Group Practices
• Temporary Non-Compliance with
Writing Requirement
• Amendments to Compensation
• Period of Disallowance
• Special Rule for Reconciling
Compensation
• Indirect Compensation
Arrangements

AKS/CMP Final Rule
•

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

•

New/Modified Safe Harbors and Exceptions
–
–
–
–
–
–
–
–
–

Patient Engagement and Support
CMS-Sponsored Models
Cybersecurity Technology and Services
Electronic Health Records Items and Services
Outcomes-Based Payments and Part-Time Arrangements
Warranties
Local Transportation
Accountable Care Organization Beneficiary Incentive Program
Telehealth for In-Home Dialysis
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