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AGENCY: Centers for Medicare &
Medicaid Services (CMS), Depatment of
Health and Human Services (HHS).

ACTION: Proposed rule.

SUMMARY: This proposed rule would
revise the Medicare hospital outpatient
prospective payment system (OPPS) and
the Medicare ambulatory surgical center
(ASC) payment system for Calendar
Year (CY) 2022 based on our continuing
experience with these systems. In this
proposed rule, we describe the proposed
changes to the amounts and factors used
to determine the payment rates for
Medicare services paid under the OPPS
and those paid under the ASC payment
system. Also, this proposed rule would
update and refine the requirements for
the Hospital Outpatient Quality
Reporting (OQR) Program and the ASC
Quality Reporting (ASCQR) Program,
update Hospital Price Transparency
requirements, and update and refine the
design of the Radiation Oncology
Model. Finally, this proposed rule
includes a Request for Information (RFI)
focusing on the health and safety
standards, quality measures and
reporting requirements, and payment
policies for Rural Emergency Hospitals
(REHSs), a new Medicare provider type.
The RFI will be used to inform future
rulemaking for REHs.

DATES: To be assured consideration,
comments must be received at one of
the addresses provided below, by
September 17, 2021.

ADDRESSES: In commenting, please refer
to file code CMS-1753-P when
commenting on the issues in this
proposed rule. Because of staff and
resource limitations, we cannot accept
comments by facsimile (FAX)
transmission.

Comments, including mass comment
submissions, must be submitted in one
of the following three ways (please
choose only one of the ways listed):

1. Electronically. You may (and we
encourage you to) submit electronic
comments on this regulation to http://
www.regulations.gov. Follow the
instructions under the “submit a
comment” tab.

2. By regular mail. You may mail
written comments to the following
address ONLY: Centers for Medicare &
Medicaid Services, Department of
Health and Human Services, Attention:
CMS-1753-P, P.O. Box 8010, Baltimore,
MD 21244-1850.

Please allow sufficient time for mailed
comments to be received before the
close of the comment period.

3. By express or overnight mail. You
may send written comments via express
or overnight mail to the following
address ONLY: Centers for Medicare &
Medicaid Services, Department of
Health and Human Services, Attention:
CMS-1753-P, Mail Stop C4-26-05,
7500 Security Boulevard, Baltimore, MD
21244-1850.

b. For delivery in Baltimore, MD—
Centers for Medicare & Medicaid
Services, Department of Health and
Human Services, 7500 Security
Boulevard, Baltimore, MD 21244—1850.

For information on viewing public
comments, we refer readers to the
beginning of the SUPPLEMENTARY
INFORMATION section.

FOR FURTHER INFORMATION CONTACT:
Advisory Panel on Hospital Outpatient
Payment (HOP Panel), contact the HOP
Panel mailbox at APCPanel@
cms.hhs.gov.

Ambulatory Surgical Center (ASC)
Payment System, contact Scott Talaga
via email at Scott. Talaga@cms.hhs.gov
or Mitali Dayal via email at
Mitali.Dayal2@cms.hhs.gov.

Ambulatory Surgical Center Quality
Reporting (ASCQR) Program
Administration, Validation, and
Reconsideration Issues, contact Anita
Bhatia via email at Anita.Bhatia@
cms.hhs.gov.

Ambulatory Surgical Center Quality
Reporting (ASCQR) Program Measures,
contact Cyra Duncan via email
Cyra.Duncan@cms.hhs.gov.

Blood and Blood Products, contact
Josh McFeeters via email at
Joshua.McFeeters@cms.hhs.gov.

Cancer Hospital Payments, contact
Scott Talaga via email at Scott.Talaga@
cms.hhs.gov.

CMS Web Posting of the OPPS and
ASC Payment Files, contact Chuck
Braver via email at Chuck.Braver@
cms.hhs.gov.

Composite APCs (Low Dose
Brachytherapy and Multiple Imaging),
contact Au’Sha Washington via email at
AuSha.Washington@cms.hhs.gov.

Comprehensive APCs (C—APCs),
contact Mitali Dayal via email at
Mitali.Dayal2@cms.hhs.gov.

Hospital Inpatient Quality Reporting
Program—Administration Issues,
contact Julia Venanzi, julia.venanzi@
cms.hhs.gov.

Hospital Outpatient Quality Reporting
(OQR) Program Administration,
Validation, and Reconsideration Issues,
contact Shaili Patel via email
Shaili.Patel@cms.hhs.gov.

Hospital Outpatient Quality Reporting
(OQR) Program Measures, contact Janis
Grady via email Janis.Grady@
cms.hhs.gov.

Hospital Outpatient Visits (Emergency
Department Visits and Critical Care
Visits), contact Elise Barringer via email
at Elise.Barringer@cms.hhs.gov.

Hospital Price Transparency, contact
the Hospital Price Transparency email
box at
PriceTransparencyHospitalCharges@
cms.hhs.gov.

Inpatient Only (IPO) Procedures List,
contact Au’Sha Washington via email at
Ausha.Washington@cms.hhs.gov, or
Allison Bramlett via email
Allison.Bramlett@cms.hhs.gov, Lela
Strong-Holloway via email Lela.Strong@
cms.hhs.gov, or Abigail Cesnik at
Abigail.Cesnik@cms.hhs.gov.

Medical Review of Certain Inpatient
Hospital Admissions under Medicare
Part A for CY 2021 and Subsequent
Years (2-Midnight Rule), contact Elise
Barringer via email at Elise.Barringer@
cms.hhs.gov.

New Technology Intraocular Lenses
(NTIOLs), contact Scott Talaga via email
at Scott.Talaga@cms.hhs.gov.

No Cost/Full Credit and Partial Credit
Devices, contact Scott Talaga via email
at Scott.Talaga@cms.hhs.gov.

OPPS Brachytherapy, contact Scott
Talaga via email at Scott.Talaga@
cms.hhs.gov.

OPPS Data (APC Weights, Conversion
Factor, Copayments, Cost-to-Charge
Ratios (CCRs), Data Claims, Geometric
Mean Calculation, Outlier Payments,
and Wage Index), contact Erick Chuang
via email at Erick.Chuang@cms.hhs.gov,
or Scott Talaga via email at
Scott.Talaga@cms.hhs.gov, or Josh
McFeeters via email at
Joshua.McFeeters@cms.hhs.gov.

OPPS Drugs, Radiopharmaceuticals,
Biologicals, and Biosimilar Products,
contact Josh McFeeters via email at
Joshua.McFeeters@cms.hhs.gov, or Gil
Ngan via email at Gil. Ngan@
cms.hhs.gov, or Cory Duke via email at
Cory.Duke@cms.hhs.gov, or Au’Sha
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Washington via email at
Ausha.Washington@cms.hhs.gov.

OPPS New Technology Procedures/
Services, contact the New Technology
APC mailbox at
NewTechAPCapplications@
cms.hhs.gov.

OPPS Packaged Items/Services,
contact Mitali Dayal via email at
Mitali.Dayal2@cms.hhs.gov or Cory
Duke via email at Cory.Duke@
cms.hhs.gov.

OPPS Pass-Through Devices, contact
the Device Pass-Through mailbox at
DevicePTapplications@cms.hhs.gov.

OPPS Status Indicators (SI) and
Comment Indicators (CI), contact
Marina Kushnirova via email at
Marina.Kushnirova@cms.hhs.gov.

Partial Hospitalization Program (PHP)
and Community Mental Health Center
(CMHC) Issues, contact the PHP
Payment Policy Mailbox at
PHPPaymentPolicy@cms.hhs.gov.

Rural Hospital Payments, contact Josh
McFeeters via email at
Joshua.McFeeters@cms.hhs.gov.

Skin Substitutes, contact Josh
McFeeters via email at
Joshua.McFeeters@cms.hhs.gov.

Supervision of Outpatient
Therapeutic Services in Hospitals and
CAHs, contact Josh McFeeters via email
at Joshua.McFeeters@cms.hhs.gov.

All Other Issues Related to Hospital
Outpatient and Ambulatory Surgical
Center Payments Not Previously
Identified, contact Elise Barringer via
email at Elise.Barringer@cms.hhs.gov or
at 410-786-9222.

RO Model, contact
RadiationTherapy@cms.hhs.gov or at
844-711-2664, Option 5.
SUPPLEMENTARY INFORMATION:

Inspection of Public Comments: All
comments received before the close of
the comment period are available for
viewing by the public, including any
personally identifiable or confidential
business information that is included in
a comment. We post all comments
received before the close of the
comment period on the following
website as soon as possible after they
have been received: http://
www.regulations.gov. Follow the search
instructions on that website to view
public comments. CMS will not post on
Regulations.gov public comments that
make threats to individuals or
institutions or suggest that the
individual will take actions to harm the
individual. CMS continues to encourage
individuals not to submit duplicative
comments. We will post acceptable
comments from multiple unique
commenters even if the content is
identical or nearly identical to other
comments.

Addenda Available Only Through the
Internet on the CMS Website

In the past, a majority of the Addenda
referred to in our OPPS/ASC proposed
and final rules were published in the
Federal Register as part of the annual
rulemakings. However, beginning with
the CY 2012 OPPS/ASC proposed rule,
all of the Addenda no longer appear in
the Federal Register as part of the
annual OPPS/ASC proposed and final
rules to decrease administrative burden
and reduce costs associated with
publishing lengthy tables. Instead, these
Addenda are published and available
only on the CMS website. The Addenda
relating to the OPPS are available at:
https://www.cms.gov/Medicare/
Medicare-Fee-for-Service-Payment/
HospitalOutpatientPPS/Hospital-
Outpatient-Regulations-and-Notices.

The Addenda relating to the ASC
payment system are available at: https://
www.cms.gov/Medicare/Medicare-Fee-
for-Service-Payment/ASCPayment/ASC-
Regulations-and-Notices.

Current Procedural Terminology (CPT)
Copyright Notice

Throughout this proposed rule, we
use CPT codes and descriptions to refer
to a variety of services. We note that
CPT codes and descriptions are
copyright 2019 American Medical
Association. All Rights Reserved. CPT is
a registered trademark of the American
Medical Association (AMA). Applicable
Federal Acquisition Regulations (FAR
and Defense Federal Acquisition
Regulations (DFAR) apply.
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I. Summary and Background

A. Executive Summary of This
Document

1. Purpose

In this proposed rule, we propose to
update the payment policies and
payment rates for services furnished to
Medicare beneficiaries in hospital
outpatient departments (HOPDs) and
ambulatory surgical centers (ASCs),
beginning January 1, 2022. Section
1833(t) of the Social Security Act (the
Act) requires us to annually review and
update the payment rates for services
payable under the Hospital Outpatient
Prospective Payment System (OPPS).
Specifically, section 1833(t)(9)(A) of the
Act requires the Secretary to review
certain components of the OPPS not less
often than annually, and to revise the
groups, the relative payment weights,
and the wage and other adjustments that
take into account changes in medical
practices, changes in technology, and
the addition of new services, new cost
data, and other relevant information and
factors. In addition, under section
1833(i)(D)(v) of the Act, we annually
review and update the ASC payment
rates. This proposed rule also includes
additional policy changes made in
accordance with our experience with
the OPPS and the ASC payment system
and recent changes in our statutory
authority. We describe these and
various other statutory authorities in the
relevant sections of this proposed rule.
In addition, this proposed rule would
update and refine the requirements for
the Hospital Outpatient Quality
Reporting (OQR) Program and the ASC
Quality Reporting (ASCQR) Program.

2. Summary of the Major Provisions

e OPPS Update: For 2022, we
propose to increase the payment rates
under the OPPS by an Outpatient
Department (OPD) fee schedule increase
factor of 2.3 percent. This increase
factor is based on the proposed hospital
inpatient market basket percentage
increase of 2.5 percent for inpatient
services paid under the hospital
inpatient prospective payment system
(IPPS) reduced by a proposed
productivity adjustment of 0.2
percentage point. Based on this update,
we estimate that total payments to OPPS
providers (including beneficiary cost-
sharing and estimated changes in
enrollment, utilization, and case-mix)

for calendar year (CY) 2022 would be
approximately $82.704 billion, an
increase of approximately $10.757
billion compared to estimated CY 2021
OPPS payments.

We propose to continue to implement
the statutory 2.0 percentage point
reduction in payments for hospitals that
fail to meet the hospital outpatient
quality reporting requirements by
applying a reporting factor of 0.9805 to
the OPPS payments and copayments for
all applicable services.

e Data used in CY 2022 OPPS/ASC
Ratesetting: To set CY 2022 OPPS and
ASC payment rates, we would normally
use the most updated claims and cost
report data available. However, because
the CY 2020 claims data includes
services furnished during the COVID-19
PHE, which significantly affected
outpatient service utilization, we have
determined that CY 2019 data would
better approximate expected CY 2022
outpatient service utilization than CY
2020 data. As a result, we are proposing
to utilize CY 2019 data to set CY 2022
OPPS and ASC payment rates.

e Partial Hospitalization Update: For
the CY 2022 OPPS/ASC proposed rule,
CMS is proposing to use the CMHC and
hospital-based PHP (HB PHP) geometric
mean per diem costs, consistent with
existing methodology, but with a cost
floor that would maintain the per diem
costs finalized in CY 2021. CMS is also
proposing to use CY 2019 claims and
cost report data for each provider type.
This proposal is consistent with a
broader CY 2022 OPPS ratesetting
proposal to use claims and cost report
data prior to the PHE.

e Changes to the Inpatient Only (IPO)
List: For 2022, we propose to halt the
elimination of the IPO list and, after
clinical review of the services removed
from the IPO list in CY 2021 against our
longstanding criteria for removal, we
propose to add the 298 services
removed from the IPO list in CY 2021
back to the IPO list beginning in CY
2022. CMS is also proposing to codify
in regulation the five longstanding
criteria used to determine whether a
procedure or service should be removed
from the IPO list. In addition, we solicit
comment on several policy
modifications including whether CMS
should maintain the longer-term
objective of eliminating the IPO list or
maintain the IPO list but continue to
systematically scale the list back so that
inpatient only designations are
consistent with current standards of
practice.

e Medical Review of Certain Inpatient
Hospital Admissions under Medicare
Part A for CY 2021 and Subsequent
Years (2-Midnight Rule): For CY 2022,
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we propose to exempt procedures that
are removed from the inpatient only
(IPO) list under the OPPS beginning on
or January 1, 2021, from site-of-service
claim denials, Beneficiary and Family-
Centered Care Quality Improvement
Organization (BFCC-QIO) referrals to
Recovery Audit Contractor (RAC) for
persistent noncompliance with the 2-
midnight rule, and RAC reviews for
“patient status’ (that is, site-of-service)
for a time period of 2 years.

e 340B-Acquired Drugs: We propose
to continue our current policy of paying
an adjusted amount of ASP minus 22.5
percent for drugs and biologicals
acquired under the 340B program. We
are proposing to continue to exempt
Rural SCHs, PPS-exempt cancer
hospitals and children’s hospitals from
our 340B payment policy.

e Device Pass-Through Payment
Applications: For CY 2022, we received
eight applications for device pass-
through payments. One of these
applications (the Shockwave C2
Coronary Intravascular Lithotripsy (IVL)
catheter) received preliminary approval
for pass-through payment status through
our quarterly review process. We are
soliciting public comment on all eight of
these applications and final
determinations on these applications
will be made in the CY 2022 OPPS/ASC
final rule.

¢ Equitable Adjustment for Device
Category, Drugs, and Biologicals with
Expiring Pass-through Status: As a
result of our proposal to use CY 2019
claims data, rather than CY 2020 claims
data, to inform CY 2022 ratesetting, we
are proposing to use our equitable
adjustment authority under 1833(t)(2)(E)
to provide up to four quarters of
separate payment for 27 drugs and
biologicals and one device category
whose pass-through payment status will
expire between December 31, 2021 and
September 30, 2022.

e Cancer Hospital Payment
Adjustment: For 2022, we propose to
continue to provide additional
payments to cancer hospitals so that a
cancer hospital’s payment-to-cost ratio
(PCR) after the additional payments is
equal to the weighted average PCR for
the other OPPS hospitals using the most
recently submitted or settled cost report
data. However, section 16002(b) of the
21st Century Cures Act requires that this
weighted average PCR be reduced by 1.0
percentage point. Based on the data and
the required 1.0 percentage point
reduction, we propose that a target PCR
of 0.89 would be used to determine the
CY 2022 cancer hospital payment
adjustment to be paid at cost report
settlement. That is, the payment
adjustments will be the additional

payments needed to result in a PCR
equal to 0.89 for each cancer hospital.

e ASC Payment Update: For CYs
2019 through 2023, we adopted a policy
to update the ASC payment system
using the hospital market basket update.
Using the hospital market basket
methodology, for CY 2022, we propose
to increase payment rates under the
ASC payment system by 2.3 percent for
ASCs that meet the quality reporting
requirements under the ASCQR
Program. This proposed increase is
based on a hospital market basket
percentage increase of 2.5 percent
reduced by a proposed productivity
adjustment of 0.2 percentage point.
Based on this proposed update, we
estimate that total payments to ASCs
(including beneficiary cost-sharing and
estimated changes in enrollment,
utilization, and case-mix) for CY 2022
would be approximately 5.16 billion, a
decrease of approximately 20 million
compared to estimated CY 2021
Medicare payments.

e ASC Payment Policy for Non-
Opioid Pain Management Drugs and
Biologicals under Section 6082 of the
SUPPORT Act (Section 1833(t)(22) of
the Social Security Act): Under section
1833(t)(22)(A) of the Act, the Secretary
was required to conduct a review (part
of which may include a request for
information) of payments for opioids
and evidence-based non-opioid
alternatives for pain management
(including drugs and devices, nerve
blocks, surgical injections, and
neuromodulation) with a goal of
ensuring that there are not financial
incentives to use opioids instead of non-
opioid alternatives. Section
1833(t)(22)(A)(ii) provides that the
Secretary may, as the Secretary
determines appropriate, conduct
subsequent reviews of such payment.

In accordance with our review, for CY
2022, we are proposing to continue to
pay separately for two drugs currently
receiving separate payment in the ASC
setting as non-opioid pain management
drugs that function as surgical supplies.
For CY 2022, we propose to modify the
current non-opioid pain management
payment policy and regulatory text to
require that evidence-based non opioid
alternatives for pain management must
have Food and Drug Administration
(FDA) approval, an FDA-approved
indication for pain management or
analgesia, and for the drugs and
biologicals to have a per-day cost in
excess of the OPPS drug packaging
threshold, which is proposed at $130 for
CY 2022 and described in section
V.B.1.a., to qualify under this policy.
Further, we are soliciting comment on
potential additional requirements the

Secretary should consider establishing
for this policy as well as whether any
additional products meet the proposed
criteria for CY 2022.

e Changes to the List of ASC Covered
Surgical Procedures: For CY 2022, we
are proposing to re-adopt the ASC
Covered Procedures List (CPL) criteria
that were in effect in CY 2020 and to
remove 258 of the 267 procedures that
were added to the ASC CPL in CY 2021.
We are requesting comments on
whether any of the 258 procedures meet
the CY 2020 criteria that we are
proposing to reinstate. We are also
proposing to change the notification
process adopted in CY 2021 to a
nomination process, under which
stakeholders could nominate procedures
they believe meet the requirements to be
added to the ASC CPL. The formal
nomination process would begin in CY
2023.

Hospital Outpatient Quality Reporting
(OQR) Program: For the Hospital OQR
Program, we are proposing changes for
the CY 2023, CY 2024, CY 2025, and CY
2026 payment determinations and
subsequent years. For the Hospital OQR
Program measure set, we are proposing
to: (1) Remove the OP-02: Fibrinolytic
Therapy Received Within 30 Minutes of
ED Arrival measure beginning with the
CY 2025 payment determination; (2)
remove the OP-03: Median Time to
Transfer to Another Facility for Acute
Coronary Intervention measure
beginning with the CY 2025 payment
determination; (3) adopt the COVID-19
Vaccination Coverage Among Health
Care Personnel (HCP) measure
beginning with the CY 2024 payment
determination; (4) adopt the Breast
Screening Recall Rates measure
beginning with the CY 2023 payment
determination; (5) adopt the ST-
Segment Elevation Myocardial
Infarction (STEMI) electronic clinical
quality measure (eCQM) beginning with
voluntary reporting for the CY 2023
reporting period and mandatory
reporting beginning with the CY 2024
reporting period/CY 2026 payment
determination; (6) make voluntary the
reporting of the OP—37a-e: Outpatient
and Ambulatory Surgery Consumer
Assessment of Healthcare Providers and
Systems (OAS CAHPS) Survey-based
measures beginning with the CY 2023
reporting period and mandatory
beginning with the CY 2024 reporting
period/CY 2026 payment determination;
and (7) make mandatory the reporting of
the OP-31: Cataracts: Improvement in
Patient’s Visual Function within 90
Days Following Cataract Surgery
measure beginning with the CY 2025
payment determination. In addition, we
are proposing data submission
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requirements for the OAS CAHPS
Survey-based measures and the COVID—
19 Vaccination Coverage Among HCP
measure. Similarly, we are proposing
data submission and certification
requirements for eCQMs and expanding
our Extraordinary Circumstances
Exemption (ECE) policy to these
measures.

Beginning with the CY 2024 payment
determination, we are proposing three
updates to our validation requirements
by proposing to: (1) Use electronic file
submissions for chart-abstracted
measure medical record requests; (2)
change the chart validation
requirements and methods; and (3)
update the targeting criteria. We are also
requesting comment from stakeholders
on: (1) The potential future
development and inclusion of a patient-
reported outcomes measure following
elective total hip and/or total knee
arthroplasty (THA/TKA); (2) the
possibility of expanding our current
disparities methods to include reporting
by race and ethnicity; and (3) the
possibility of hospital collection of
standardized demographic information
for quality reporting and measure
stratification. We are also requesting
feedback across programs on potential
actions and priority areas that would
enable the continued transformation of
our quality measurement toward greater
digital capture of data and use of the
FHIR standard.

e Ambulatory Surgical Center Quality
Reporting (ASCQR) Program: For the
ASCQR Program, we are proposing
changes for the CY 2024, CY 2025, and
CY 2026 payment determinations and
subsequent years. For the ASCQR
Program measure set, we are proposing
to: (1) Adopt the COVID-19 Vaccination
Coverage Among HCP measure
beginning with the CY 2024 payment
determination; (2) resume data
collection for four measures beginning
with the CY 2025 payment
determination: (a) ASC—1: Patient Burn;
(b) ASC—-2: Patient Fall; (c) ASC-3:
Wrong Site, Wrong Side, Wrong Patient,
Wrong Procedure, Wrong Implant; and
(d) ASC—4: All-Cause Hospital Transfer/
Admission; (3) require the ASC-11:
Cataracts: Improvement in Patient’s
Visual Function within 90 Days
Following Cataract Surgery measure
beginning with the CY 2025 payment
determination; and (4) require the ASC—
15a-e: OAS CAHPS Survey-based
measures with voluntary reporting
beginning with the CY 2023 reporting
period and mandatory reporting
beginning with the CY 2024 reporting
period/CY 2026 payment determination.
In addition, we are proposing data
submission requirements for the OAS

CAHPS Survey-based measures and the
COVID-19 Vaccination Coverage
Among HCP measure.

We are requesting stakeholder
comment on: (1) The potential future
development and inclusion of a patient-
reported outcomes measure following
elective THA/TKA; (2) potential
measurement approaches or social risk
factors that influence health disparities
in the ASC setting; and (3) the future
inclusion of a measure to assess pain
management surgical procedures
performed in ASCs. In this proposed
rule, we are also requesting feedback
across programs on potential actions
and priority areas that would enable the
continued transformation of our quality
measurement toward greater digital
capture of data and use of the FHIR
standard.

e Hospital Inpatient Quality
Reporting (IQR) Program Update: In this
proposed rule, we are requesting
information from stakeholders on
potential measure updates on reporting
and submission requirements for the
Safe Use of Opioids—Concurrent
Prescribing eCQM.

e Updates to Requirements for
Hospitals to Make Public a List of Their
Standard Charges: We are proposing to
amend several hospital price
transparency policies codified at 45 CFR
part 180 in order to encourage
compliance. We are proposing to: (1)
Increase the amount of the penalties for
noncompliance through the use of a
proposed scaling factor based on
hospital bed count; (2) deem state
forensic hospitals that meet certain
requirements to be in compliance with
the requirements of 45 CFR part 180;
and (3) prohibit certain conduct that we
have concluded are barriers to accessing
the standard charge information. In
addition, we clarify the expected output
of hospital online price estimator tools
when hospitals choose to use an online
price estimator tool in lieu of posting its
standard charges for the required
shoppable services in a consumer-
friendly format. Finally, we seek
comment on a variety of issues that we
may consider in future rulemaking,
including improving standardization of
the data disclosed by hospitals.

® Request for Information on Rural
Emergency Hospitals (REHs):

Congress enacted section 125 of the
Consolidated Appropriations Act (CAA)
of 2021, which establishes REHs as a
new provider type. In accordance with
the statutory requirements in the CAA,
REHs will provide emergency
department services, observation care,
and, at the election of the REH, other
medical and health services on an
outpatient basis, as specified by the

Secretary through rulemaking.
Additionally, REHs must not provide
acute care inpatient services, with the
exception of skilled nursing facility
services furnished in a distinct part
unit. The REH must have a staffed
emergency department 24 hours a day,

7 days a week, with staffing
requirements similar to those for Critical
Access Hospitals (CAHs). The CAA
provides that the statutory provisions
governing Medicare payment to REHs
shall apply to items and services
furnished on or after January 1, 2023.
We are seeking public comment via a
Request for Information on the health
and safety standards, payment policies,
the REH enrollment process, and quality
measures and reporting requirements for
REHs to inform our policy making as we
establish this new provider type.

e Radiation Oncology Model (RO
Model): Section 133 of the Consolidated
Appropriations Act (CAA), 2021 (Pub.
L. 116-260), enacted on December 27,
2020, included a provision that
prohibits the RO Model from beginning
before January 1, 2022. This law
supersedes the RO Model delayed start
date established in the CY 2021 OPPS/
ASC final rule. In this proposed rule, we
are proposing provisions related to the
additional delayed implementation due
to the CAA, 2021, as well as
modifications to certain RO Model
policies not related to the delay. These
proposals if finalized would necessitate
modifying 42 CFR 512.205, 512.210,
512.217, 512.220, 512.230, 512.240,
512.245, 512.250, 512.255, 512.275,
512.280, and 512.285 and add 42 CFR
512.292 and 512.294.

e Comment Solicitation on
Temporary Policies for the PHE for
COVID-19: In response to the COVID—
19 pandemic, CMS undertook
emergency rulemaking to implement a
number of flexibilities to address the
pandemic, such as preventing spread of
the infection and supporting diagnosis
of COVID-19. While many of these
flexibilities will expire at the conclusion
of the PHE, we are seeking comment on
whether there are certain policies that
should be made permanent.
Specifically, we are seeking comment
on services furnished by hospital staff to
beneficiaries in their homes through use
of communication technology, direct
supervision when the supervising
practitioner is available through two-
way, audio/video communication
technology, and code and payment for
COVID-19 specimen collection.

e Changes to Beneficiary Coinsurance
for Colorectal Cancer Screening Test:
Section 122 of the Consolidated
Appropriations Act (CAA) of 2021
amends section 1833(a) of the Act to
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offer a special coinsurance rule for
screening flexible sigmoidoscopies and
screening colonoscopies regardless of
the code that is billed for the
establishment of a diagnosis as a result
of the test, or for the removal of tissue
or other matter or other procedure, that
is furnished in connection with, as a
result of, and in the same clinical
encounter as the colorectal cancer
screening test. We propose that all
surgical services furnished on the same
date as a planned screening
colonoscopy or planned flexible
sigmoidoscopy could be viewed as
being furnished in connection with, as
a result of, and in the same clinical
encounter as the screening test for
purposes of determining the
coinsurance required of Medicare
beneficiaries for planned colorectal
cancer screening tests that result in
additional procedures furnished in the
same clinical encounter.

3. Summary of Costs and Benefit

In sections XXIV. and XXV. of this
proposed rule, we set forth a detailed
analysis of the regulatory and federalism
impacts that the changes would have on
affected entities and beneficiaries. Key
estimated impacts are described below.

a. Impacts of All OPPS Changes

Table U1 in section XXIV.B of this
proposed rule displays the
distributional impact of all the OPPS
changes on various groups of hospitals
and CMHCs for CY 2021 compared to all
estimated OPPS payments in CY 2020.
We estimate that the policies in this
proposed rule would resultin a 1.8
percent overall increase in OPPS
payments to providers. We estimate that
total OPPS payments for CY 2021,
including beneficiary cost-sharing, to
the approximately 3,662 facilities paid
under the OPPS (including general
acute care hospitals, children’s
hospitals, cancer hospitals, and CMHCs)
would increase by approximately $1.3
billion compared to CY 2020 payments,
excluding our estimated changes in
enrollment, utilization, and case-mix.

We estimated the isolated impact of
our OPPS policies on CMHCs because
CMHC:s are only paid for partial
hospitalization services under the
OPPS. Continuing the provider-specific
structure we adopted beginning in CY
2011, and basing payment fully on the
type of provider furnishing the service,
we estimate a 1.6 percent increase in CY
2021 payments to CMHGCs relative to
their CY 2020 payments.

b. Impacts of the Proposed Updated
Wage Indexes

We estimate that our proposed update
of the wage indexes based on the FY
2022 IPPS proposed rule wage indexes
would result in no change for urban
hospitals under the OPPS and no
change for rural hospitals. These wage
indexes include the continued
implementation of the OMB labor
market area delineations based on 2010
Decennial Census data, with updates, as
discussed in section II.C. of this
proposed rule.

c. Impacts of the Proposed Rural
Adjustment and the Cancer Hospital
Payment Adjustment

There are no significant impacts of
our CY 2022 payment policies for
hospitals that are eligible for the rural
adjustment or for the cancer hospital
payment adjustment. We are not
proposing to make any change in
policies for determining the rural
hospital payment adjustments. While
we propose to implement the reduction
to the cancer hospital payment
adjustment for CY 2022 required by
section 1833(t)(18)(C) of the Act, as
added by section 16002(b) of the 21st
Century Cures Act, the target payment-
to-cost ratio (PCR) for CY 2021 is 0.89,
equivalent to the 0.89 target PCR for CY
2021, and therefore has no budget
neutrality adjustment.

d. Impacts of the Proposed OPD Fee
Schedule Increase Factor

For the CY 2021 OPPS/ASC, we
propose to establish an OPD fee
schedule increase factor of 2.3 percent
and apply that increase factor to the
conversion factor for CY 2021. As a
result of the OPD fee schedule increase
factor and other budget neutrality
adjustments, we estimate that urban
hospitals will experience an increase in
payments of approximately 2.3 percent
and that rural hospitals would
experience an increase in payments of
2.3 percent. Classifying hospitals by
teaching status, we estimate
nonteaching hospitals would experience
an increase in payments of 2.5 percent,
minor teaching hospitals would
experience an increase in payments of
2.3 percent, and major teaching
hospitals would experience an increase
in payments of 2.2 percent. We also
classified hospitals by the type of
ownership. We estimate that hospitals
with voluntary ownership would
experience an increase of 2.3 percent in
payments, while hospitals with
government ownership would
experience an increase of 2.4 percent in
payments. We estimate that hospitals

with proprietary ownership would
experience an increase of 2.5 percent in
payments.

e. Impacts of the Proposed ASC
Payment Update

For impact purposes, the surgical
procedures on the ASC covered surgical
procedure list are aggregated into
surgical specialty groups using CPT and
HCPCS code range definitions. The
percentage change in estimated total
payments by specialty groups under the
CY 2022 payment rates, compared to
estimated CY 2021 payment rates,
generally ranges between an increase of
2 and 4 percent, depending on the
service, with some exceptions. We
estimate the impact of applying the
hospital market basket update to ASC
payment rates would increase payments
by $90 million under the ASC payment
system in CY 2022.

B. Legislative and Regulatory Authority
for the Hospital OPPS

When Title XVIII of the Act was
enacted, Medicare payment for hospital
outpatient services was based on
hospital-specific costs. In an effort to
ensure that Medicare and its
beneficiaries pay appropriately for
services and to encourage more efficient
delivery of care, the Congress mandated
replacement of the reasonable cost-
based payment methodology with a
prospective payment system (PPS). The
Balanced Budget Act of 1997 (BBA)
(Pub. L. 105-33) added section 1833(t)
to the Act, authorizing implementation
of a PPS for hospital outpatient services.
The OPPS was first implemented for
services furnished on or after August 1,
2000. Implementing regulations for the
OPPS are located at 42 CFR parts 410
and 419.

The Medicare, Medicaid, and SCHIP
Balanced Budget Refinement Act of
1999 (BBRA) (Pub. L. 106-113) made
major changes in the hospital OPPS.
The following Acts made additional
changes to the OPPS: The Medicare,
Medicaid, and SCHIP Benefits
Improvement and Protection Act of
2000 (BIPA) (Pub. L. 106—554); the
Medicare Prescription Drug,
Improvement, and Modernization Act of
2003 (MMA) (Pub. L. 108-173); the
Deficit Reduction Act of 2005 (DRA)
(Pub. L. 109-171), enacted on February
8, 2006; the Medicare Improvements
and Extension Act under Division B of
Title I of the Tax Relief and Health Care
Act of 2006 (MIEA-TRHCA) (Pub. L.
109-432), enacted on December 20,
2006; the Medicare, Medicaid, and
SCHIP Extension Act of 2007 (MMSEA)
(Pub. L. 110-173), enacted on December
29, 2007; the Medicare Improvements
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for Patients and Providers Act of 2008
(MIPPA) (Pub. L. 110-275), enacted on
July 15, 2008; the Patient Protection and
Affordable Care Act (Pub. L. 111-148),
enacted on March 23, 2010, as amended
by the Health Care and Education
Reconciliation Act of 2010 (Pub. L. 111—
152), enacted on March 30, 2010 (these
two public laws are collectively known
as the Affordable Care Act); the
Medicare and Medicaid Extenders Act
of 2010 (MMEA, Pub. L. 111-309); the
Temporary Payroll Tax Cut
Continuation Act of 2011 (TPTCCA,
Pub. L. 112-78), enacted on December
23, 2011; the Middle Class Tax Relief
and Job Creation Act of 2012
(MCTRJCA, Pub. L. 112-96), enacted on
February 22, 2012; the American
Taxpayer Relief Act of 2012 (Pub. L.
112—240), enacted January 2, 2013; the
Pathway for SGR Reform Act of 2013
(Pub. L. 113-67) enacted on December
26, 2013; the Protecting Access to
Medicare Act of 2014 (PAMA, Pub. L.
113-93), enacted on March 27, 2014; the
Medicare Access and CHIP
Reauthorization Act (MACRA) of 2015
(Pub. L. 114-10), enacted April 16,
2015; the Bipartisan Budget Act of 2015
(Pub. L. 114—74), enacted November 2,
2015; the Consolidated Appropriations
Act, 2016 (Pub. L. 114-113), enacted on
December 18, 2015, the 21st Century
Cures Act (Pub. L. 114-255), enacted on
December 13, 2016; the Consolidated
Appropriations Act, 2018 (Pub. L. 115—
141), enacted on March 23, 2018; the
Substance Use-Disorder Prevention that
Promotes Opioid Recovery and
Treatment for Patients and Communities
Act (Pub. L. 115-271), enacted on
October 24, 2018; the Further
Consolidated Appropriations Act, 2020
(Pub. L. 116—-94), enacted on December
20, 2019; the Coronavirus Aid, Relief,
and Economic Security Act (Pub. L.
116-136), enacted on March 27, 2020;
and the Consolidated Appropriations
Act, 2021 (Pub. L. 116-260), enacted on
December 27, 2020.

Under the OPPS, we generally pay for
hospital Part B services on a rate-per-
service basis that varies according to the
APC group to which the service is
assigned. We use the Healthcare
Common Procedure Coding System
(HCPCS) (which includes certain
Current Procedural Terminology (CPT)
codes) to identify and group the services
within each APC. The OPPS includes
payment for most hospital outpatient
services, except those identified in
section I.C. of this proposed rule.
Section 1833(t)(1)(B) of the Act provides
for payment under the OPPS for
hospital outpatient services designated
by the Secretary (which includes partial

hospitalization services furnished by
CMHGs), and certain inpatient hospital
services that are paid under Medicare
Part B.

The OPPS rate is an unadjusted
national payment amount that includes
the Medicare payment and the
beneficiary copayment. This rate is
divided into a labor-related amount and
a nonlabor-related amount. The labor-
related amount is adjusted for area wage
differences using the hospital inpatient
wage index value for the locality in
which the hospital or CMHC is located.

All services and items within an APC
group are comparable clinically and
with respect to resource use, as required
by section 1833(t)(2)(B) of the Act. In
accordance with section 1833(t)(2)(B) of
the Act, subject to certain exceptions,
items and services within an APC group
cannot be considered comparable with
respect to the use of resources if the
highest median cost (or mean cost, if
elected by the Secretary) for an item or
service in the APC group is more than
2 times greater than the lowest median
cost (or mean cost, if elected by the
Secretary) for an item or service within
the same APC group (referred to as the
2 times rule”’). In implementing this
provision, we generally use the cost of
the item or service assigned to an APC
group.

For new technology items and
services, special payments under the
OPPS may be made in one of two ways.
Section 1833(t)(6) of the Act provides
for temporary additional payments,
which we refer to as “transitional pass-
through payments,” for at least 2 but not
more than 3 years for certain drugs,
biological agents, brachytherapy devices
used for the treatment of cancer, and
categories of other medical devices. For
new technology services that are not
eligible for transitional pass-through
payments, and for which we lack
sufficient clinical information and cost
data to appropriately assign them to a
clinical APC group, we have established
special APC groups based on costs,
which we refer to as New Technology
APCs. These New Technology APCs are
designated by cost bands which allow
us to provide appropriate and consistent
payment for designated new procedures
that are not yet reflected in our claims
data. Similar to pass-through payments,
an assignment to a New Technology
APC is temporary; that is, we retain a
service within a New Technology APC
until we acquire sufficient data to assign
it to a clinically appropriate APC group.

C. Excluded OPPS Services and
Hospitals

Section 1833(t)(1)(B)(i) of the Act
authorizes the Secretary to designate the

hospital outpatient services that are
paid under the OPPS. While most
hospital outpatient services are payable
under the OPPS, section
1833(t)(1)(B)(iv) of the Act excludes
payment for ambulance, physical and
occupational therapy, and speech-
language pathology services, for which
payment is made under a fee schedule.
It also excludes screening
mammography, diagnostic
mammography, and effective January 1,
2011, an annual wellness visit providing
personalized prevention plan services.
The Secretary exercises the authority
granted under the statute to also exclude
from the OPPS certain services that are
paid under fee schedules or other
payment systems. Such excluded
services include, for example, the
professional services of physicians and
nonphysician practitioners paid under
the Medicare Physician Fee Schedule
(MPFS); certain laboratory services paid
under the Clinical Laboratory Fee
Schedule (CLFS); services for
beneficiaries with end-stage renal
disease (ESRD) that are paid under the
ESRD prospective payment system; and
services and procedures that require an
inpatient stay that are paid under the
hospital IPPS. In addition, section
1833(t)(1)(B)(v) of the Act does not
include applicable items and services
(as defined in subparagraph (A) of
paragraph (21)) that are furnished on or
after January 1, 2017 by an off-campus
outpatient department of a provider (as
defined in subparagraph (B) of
paragraph (21)). We set forth the
services that are excluded from payment
under the OPPS in regulations at 42 CFR
419.22.

Under §419.20(b) of the regulations,
we specify the types of hospitals that are
excluded from payment under the
OPPS. These excluded hospitals are:

¢ Crit