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Medicare Program: Hospital Outpatient
Prospective Payment and Ambulatory
Surgical Center Payment Systems and
Quality Reporting Programs; Organ
Acquisition; Rural Emergency
Hospitals: Payment Policies,
Conditions of Participation, Provider
Enroliment, Physician Self-Referral;
New Service Category for Hospital
Outpatient Department Prior
Authorization Process; Overall
Hospital Quality Star Rating; COVID-19

AGENCY: Centers for Medicare &
Medicaid Services (CMS), Department
of Health and Human Services (HHS).
ACTION: Final rule with comment period;
final rules.

SUMMARY: This final rule with comment
period revises the Medicare hospital
outpatient prospective payment system
(OPPS) and the Medicare ambulatory
surgical center (ASC) payment system
for Calendar Year (CY) 2023 based on
our continuing experience with these
systems. We describe the 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 final rule updates and refines the
requirements for the Hospital
Outpatient Quality Reporting (OQR)
Program; the ASC Quality Reporting
(ASCQR) Program; and the Rural
Emergency Hospital Quality Reporting
(REH) Program. We also make updates
to the requirements for Organ
Acquisition, REHs, Prior Authorization,
and Overall Hospital Quality Star
Rating. We are establishing a new
provider type for REHs, and we are
finalizing proposals regarding payment
policy, quality measures, and
enrollment policy for REHs. In addition,
we are finalizing the Conditions of
Participation that REHs must meet in
order to participate in the Medicare and
Medicaid programs. This rule also
finalizes changes to the Critical Access
Hospitals (CAH) CoPs for the location
and distance requirements, patient’s
rights requirements, and flexibilities for
CAHs that are part of a larger health
system. Finally, we are finalizing as

implemented a number of provisions
included in the COVID-19 interim final
rules with comment period (IFCs).
DATES:

Effective date: The provisions of this
rule are effective January 1, 2023.

Comment period: To be assured
consideration, comments must be
received at one of the addresses
provided below, by January 3, 2023.

Incorporation by reference: The
incorporation by reference of certain
publications listed in the rule is
approved by the Director of the Federal
Register as of January 1, 2023.

ADDRESSES: In commenting, please refer
to file code CMS-1772-FC.

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 submit
electronic comments on this regulation
to https://www.regulations.gov. Follow
the “Submit a comment” instructions.

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-1772-FC; CMS-1744-F; CMS—
3419-F; CMS-5531-FC; CMS-9912-F,
P.O. Box 8010, Baltimore, MD 21244—
1810.

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 to the
following address ONLY: Centers for
Medicare & Medicaid Services,
Department of Health and Human
Services, Attention: CMS-1772-FC;
CMS-1744-F; CMS-3419-F; CMS-
5531-F; CMS-9912-F, Mail Stop C4-
26-05, 7500 Security Boulevard,
Baltimore, MD 21244—-1850.

For information on viewing public
comments, see the beginning of the
SUPPLEMENTARY INFORMATION section.

FOR FURTHER INFORMATION CONTACT:

Elise Barringer, Elise.Barringer@
cms.hhs.gov or 410-786—9222.

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 at
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 (Multiple Imaging
and Mental Health), via email at Mitali
Dayal via email at Mitali.Dayal2@
cms.hhs.gov.

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

COVID-19 Final Rules, contact Elise
Barringer via email at Elise.Barringer@
cms.hhs.gov.

Hospital Inpatient Quality Reporting
Program—Administration Issues,
contact Julia Venanzi at 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.

Inpatient Only (IPO) Procedures List,
contact Abigail Cesnik via email at
Abigail.Cesnik@cms.hhs.gov.

Mental Health Services Furnished
Remotely by Hospital Staff to
Beneficiaries in Their Homes, contact
Emily Yoder via email at Emily. Yoder@
cms.hhs.gov.

Method to Control Unnecessary
Increases in the Volume of Clinic Visit
Services Furnished in Excepted Off-
Campus Provider-Based Departments
(PBDs), 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
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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
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.

Organ Acquisition Payment Policies,
contact Katie Lucas via email at
Katherine.Lucas@cms.hhs.gov, or
Mandy Michael via email at
Amanda.Michael@cms.hhs.gov, or
Kellie Shannon via email at
Kellie.Shannon@cms.hhs.gov.

Outpatient Department Prior
Authorization Process, contact Yuliya
Cook via email at Yuliya.Cook@
cms.hhs.gov.

Overall Hospital Quality Star Rating,
contact Tyson Nakashima via email at
Tyson.Nakashima@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.

Request for Information on Use of
CMS Data to Drive Competition in
Healthcare Marketplaces, contact Terri
Postma via email at Terri.Postma@
cms.hhs.gov.

Rural Emergency Hospital and Critical
Access Hospital Conditions of
Participation (CoP) Issues, contact
Kianna Banks at Kianna.Banks@
cms.hhs.gov.

Rural Emergency Hospital Provider
Enrollment, contact Frank Whelan via
email at Frank.Whelan@cms.hhs.gov.

Rural Emergency Hospital Quality
Reporting (REHQR) Program Issues,
contact Anita Bhatia via email at
Anita.Bhatia@cms.hhs.gov.

Rural Emergency Hospital (REH)
Physician Self-Referral Law Update

Issues, contact Lisa O. Wilson via email
at Lisa.Wilson2@cms.hhs.gov or
Meredith Larson via email at
Meredith.Larson@cms.hhs.gov.

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

Use of the Medicare Outpatient
Observation Notice by REHs, contact
Nishamarie Sherry via email at
Nishamarie.Sherry@cms.hhs.gov or
Janet Miller via email at Janet.Miller@
cms.hhs.gov.

All Other Issues Related to Hospital
Outpatient Payments Not Previously
Identified, contact the OPPS mailbox at
OutpatientPPS@cms.hhs.gov.

All Other Issues Related to the
Ambulatory Surgical Center Payments
Not Previously Identified, contact the
ASC mailbox at ASCPPS@cms.hhs.gov.
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: https://
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 final rule with
comment period, we use CPT codes and
descriptions to refer to a variety of
services. We note that CPT codes and
descriptions are copyright 2021
American Medical Association (AMA).
All Rights Reserved. CPT is a registered
trademark of the AMA. Applicable
Federal Acquisition Regulations and
Defense Federal Acquisition Regulations

apply.
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I. Congressional Review
I. Summary and Background

A. Executive Summary of This
Document

1. Purpose

In this final rule with comment
period, we are updating 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,
2023. 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 of the
Department of Health and Human
Services (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
practice, 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 final rule with comment
period 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 final rule with comment period. In
addition, this rule updates and refines
the requirements for the Hospital
Outpatient Quality Reporting (OQR)
Program and the ASC Quality Reporting
(ASCQR) Program. We also make
updates to the requirements for Organ
Acquisition, Prior Authorization, and
Overall Hospital Quality Star Rating. We
are also proposing new regulatory
requirements to codify payment policy,
quality measures, and enrollment policy
for REHs. In addition, we are finalizing
the Conditions of Participation that
REHs must meet in order to participate
in the Medicare and Medicaid programs.
This rule also finalizes changes to the
Critical Access Hospitals (CAH) CoPs
for the location and distance
requirements, patient’s rights
requirements, and flexibilities for CAHs
that are part of a larger health system.
We thank commenters for submitting
comment on the use of CMS data to
drive competition in healthcare
marketplaces, and the request for

information on an alternative
methodology for counting organs.
Finally, we are finalizing as
implemented, a number of provisions
included in the COVID-19 interim final
rules with comment period (IFCs).

2. Summary of the Major Provisions

e OPPS Update: For 2023, we are
increasing the payment rates under the
OPPS by an Outpatient Department
(OPD) fee schedule increase factor of 3.8
percent. This increase factor is based on
the final hospital inpatient market
basket percentage increase of 4.1
percent for inpatient services paid
under the hospital inpatient prospective
payment system (IPPS) reduced by a
final productivity adjustment of 0.3
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) 2023 would be
approximately $86.5 billion, an increase
of approximately $6.5 billion compared
to estimated CY 2022 OPPS payments.

We are continuing 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 0.9807 to the OPPS
payments and copayments for all
applicable services.

e Data used in CY 2023 OPPS/ASC
Ratesetting: To set CY 2023 OPPS and
ASC payment rates, we would normally
use the most updated claims and cost
report data available. The best available
claims data is the most recent set of data
which would be from 2 years prior to
the calendar year that is the subject of
rulemaking. However, cost report data
usually lags the claims data by a year
and we believe that the CY 2020 cost
report data are not the best overall
approximation of expected outpatient
hospital service costs as the majority of
the cost reports we would typically use
for CY 2023 rate setting have cost
reporting periods that overlap with parts
of the CY 2020 Public Health Emergency
(PHE). In order to mitigate the impact of
some of the temporary changes in
hospitals cost report data from CY 2020,
we are utilizing cost report data from
the June 2020 extract from Healthcare
Cost Report Information System
(HCRIS), which includes cost report
data from prior to the PHE. This is the
same cost report extract we used to set
OPPS rates for CY 2022. We believe
using the CY 2021 claims data with cost
reports data through CY 2019 (prior to
the PHE) for CY 2023 OPPS ratesetting
is the best approximation of expected
costs for CY 2023 hospital outpatient

service ratesetting purposes. As a result,
we are utilizing the CY 2021 claims data
with cost reporting periods prior to the
PHE to set CY 2023 OPPS and ASC
payment system rates.

e Partial Hospitalization Update: For
CY 2023, we are using the hospital-
based PHP (HB PHP) geometric mean
per diem costs consistent with our
existing methodology. In addition, we
are finalizing our proposal to use the
latest available CY 2021 claims data and
to continue to use the cost data that was
available for the CY 2021 rulemaking.
Based on public comments, and in order
to pay appropriately and protect access
to PHP services in CMHCs, for CY 2023
but not for subsequent years, we are
applying an equitable adjustment, under
the authority set forth in section
1833(1)(2)(E) of the Act, to the CY 2023
CMHC APC payment rate. For CY 2023,
we are maintaining the CY 2022 CMHC
APC payment rate of $142.70 as the CY
2023 CMHC APC final payment rate.

e Changes to the Inpatient Only (IPO)
List: For 2023, we are finalizing our
proposal, with modification, to remove
eleven services from the Inpatient Only
list.

e 340B-Acquired Drugs: For CY 2023,
in light of the Supreme Court decision
in American Hospital Association v.
Becerra, 142 S. Ct. 1896 (2022), we are
applying the default rate, generally
average sales price (ASP) plus 6 percent,
to 340B acquired drugs and biologicals
in this final rule with comment period
for CY 2023 and removing the increase
to the conversion factor that was made
in CY 2018 to implement the 340B
policy in a budget neutral manner.

We are still evaluating how to apply
the Supreme Court’s decision to prior
calendar years. In the CY 2023 OPPS/
ASC proposed rule, we solicited public
comments on the best way to craft any
potential remedies affecting cost years
2018-2022, and we will take these
comments into consideration for
separate rulemaking that will be
published in advance of the CY 2024
OPPS/ASC proposed rule.

e Device Pass-Through Payment
Applications: For CY 2023, we received
8 applications for device pass-through
payments. We solicited public comment
on these applications and are making
final determinations on these
applications in this final rule with
comment period. Beginning for OPPS
device pass-through applications
received on or after March 1, 2023, we
are publicly posting online the
completed application forms and related
materials that we receive from
applicants, excluding certain
copyrighted or other materials that
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applicants indicate cannot otherwise be
released to the public.

e Cancer Hospital Payment
Adjustment: For CY 2023, we are
continuing 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 are using a target PCR of
0.89 to determine the CY 2023 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 2023, we are
increasing payment rates under the ASC
payment system by 3.8 percent for ASCs
that meet the quality reporting
requirements under the ASCQR
Program. This increase is based on a
hospital market basket percentage
increase of 4.1 percent reduced by a
productivity adjustment of 0.3
percentage point. Based on this update,
we estimate that total payments to ASCs
(including beneficiary cost-sharing and
estimated changes in enrollment,
utilization, and case-mix) for CY 2023
will be approximately $5.3 billion, an
increase of approximately $230 million
compared to estimated CY 2022
Medicare payments.

e Changes to the List of ASC Covered
Surgical Procedures: For CY 2023, we
are finalizing our proposal, with
modification, to add four procedures, to
the ASC covered procedures list (CPL)
based upon existing criteria at
§416.166.

e Hospital Outpatient Quality
Reporting (OQR) Program: For the
Hospital OQR Program measure set, we
are finalizing our proposals to: (1) add
a data validation targeting criterion to
our existing four targeting criteria that
reads: “Any hospital with a two-tailed
confidence interval that is less than 75
percent, and that had less than four
quarters of data due to receiving an ECE
for one or more quarters,” beginning
with the CY 2023 reporting period/CY
2025 payment determination; (2) align
patient encounter quarters with the
calendar year, beginning with the CY

2024 reporting period/CY 2026 payment
determination; and (3) change the
Cataracts: Improvement in Patient’s
Visual Function within 90 Days
Following Cataract Surgery (OP-31)
Measure from Mandatory to Voluntary
Beginning with the CY 2027 Payment
Determination. We also requested
comment on the future readoption of the
Hospital Outpatient Volume on Selected
Outpatient Surgical Procedures (OP-26)
measure or another volume indicator in
the Hospital OQR Program.

o Ambulatory Surgical Center Quality
Reporting (ASCQR) Program: For the
ASCQR Program measure set, we are
finalizing our proposal to change the
Cataracts: Improvement in Patient’s
Visual Function within 90 Days
Following Cataract Surgery (ASC-11)
Measure from Mandatory to Voluntary
Beginning with the CY 2027 Payment
Determination. We also requested
comment on: (1) the potential future
implementation of a measures value
pathways approach in the ASCQR
Program; (2) the status and feasibility of
interoperability initiatives in the
ASCQR Program; and (3) the potential
readoption of the ASC Facility Volume
Data on Selected ASC Surgical
Procedures (ASC—-7) measure or another
volume indicator in the ASCQR
Program.

e Organ acquisition payment policy:
We issued a Request for Information on
counting Medicare organs for use in
calculating Medicare’s share of organ
acquisition costs, rather than making a
proposal, and will use the information
to inform potential future rulemaking.
Also, we are finalizing our proposal to
exclude research organs from the ratio
used to calculate Medicare’s share of
organ acquisition costs and are
modifying our requirement to offset
costs by allowing providers to follow
their accounting practices of adjusting
costs, offsetting revenue or establishing
a non-reimbursable cost center, which
will maintain or lower the cost of
procuring and providing research organs
to the research community. Finally, we
are finalizing our proposal to cover as
organ acquisition costs certain hospital
services provided to donors whose
death is imminent, to promote organ
procurement and enhance equity.

o Rural Emergency Hospitals (REH)
and Critical Access Hospital Conditions
of Participation (CoP): We are finalizing
the Conditions of Participation that
REHs must meet in order to participate
in the Medicare and Medicaid programs.
This rule also finalizes changes to the
Critical Access Hospitals (CAH) CoPs
for the location and distance
requirements, patient’s rights

requirements, and flexibilities for CAHs
that are part of a larger health system.

e Rural Emergency Hospitals (REH):
Provider Enrollment: We are outlining
provider enrollment requirements for
REHs. The most important of these are
that REHs: (1) must comply with all
applicable provider enrollment
provisions in 42 CFR part 424, subpart
P, in order to enroll in Medicare; and (2)
may submit a Form CMS-855A change
of information application (rather than
an initial enrollment application) to
convert to an REH.

e Rural Emergency Hospitals (REH)
Physician Self-Referral Law Update: We
are finalizing revisions to certain
existing exceptions to make them
applicable to compensation
arrangements to which an REH is a
party. We are not finalizing the
proposed exception for ownership or
investment interests in an REH.

e Rural Emergency Hospital Quality
Reporting (REHQR) Program: For the
REHQR Program, we are finalizing our
proposal to require a QualityNet
account and Security Official (SO)
requirement in line with other quality
programs for purposes of data
submission and access of facility level
reports. Also, we requested information
on: (1) measures recommended by the
National Advisory Committee on Rural
Health and Human Services and
additional suggested measures for the
REHQR Program, and (2) requested
comments on rural telehealth,
behavioral and mental health, maternal
health services, emergency services, and
health equity.

e Overall Hospital Quality Star
Ratings: For the Overall Hospital
Quality Star Ratings, we are finalizing
amending § 412.190(c) to state the use of
publicly available measure results on
Hospital Compare or its successor
websites from a quarter within the
previous 12 months (instead of the
“previous year”’).

e REH Payment Policy: Section 125 of
the Consolidated Appropriations Act of
2021 (CAA) established a new provider
type called REHs, effective January 1,
2023. REHs are facilities that convert
from either a critical access hospital
(CAH) or a rural hospital (or one treated
as such under section 1886(d)(8)(E) of
the Social Security Act) with less than
50 beds, and that do not provide acute
care inpatient services with the
exception of post-hospital extended care
services furnished in a unit of the
facility that is a distinct part licensed as
a skilled nursing facility. By statute,
REH services include emergency
department services and observation
care and, at the election of the REH,
other outpatient medical and health
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services furnished on an outpatient
basis, as specified by the Secretary
through rulemaking.

By statute, covered outpatient
department services provided by REHs
will receive an additional 5 percent
payment for each service. Beneficiaries
will not be charged a copayment on the
additional 5 percent payment.

We are finalizing all covered
outpatient department services, other
than inpatient hospital services as
described in section 1833(t)(1)(B)(ii) of
the Act, that would otherwise be paid
under the OPPS as REH services. REHs
would be paid for furnishing REH
services at a rate that is equal to the
OPPS payment rate for the equivalent
covered outpatient department service
increased by 5 percent. Also, we are
finalizing our proposal that REHs may
provide outpatient services that are not
otherwise paid under the OPPS (such as
services paid under the Clinical Lab Fee
Schedule) as well as post-hospital
extended care services furnished in a
unit of the facility that is a distinct part
of the facility licensed as a skilled
nursing facility; however, these services
would not be considered REH services
and therefore would be paid under the
applicable fee schedule and will not
receive the additional 5 percent
payment increase that CMS will apply
to REH services.

Finally, we are finalizing that REHs
would receive a monthly facility
payment of $272,866. After the initial
payment is established in CY 2023, the
monthly facility payment amount will
increase in subsequent years by the
hospital market basket percentage
increase.

e Addition of a New Service Category
for Hospital Outpatient Department
Prior Authorization Process: We are
adding Facet joint interventions as a
category of services to the prior
authorization process for hospital
outpatient departments beginning for
dates of service on or after July 1, 2023.

e Mental Health Services Furnished
Remotely by Hospital Staff to
Beneficiaries in Their Homes: For CY
2023, we are considering mental health
services furnished remotely by hospital
staff using communications technology
to beneficiaries in their homes as
covered outpatient department services
payable under the OPPS and have
created OPPS-specific coding for these
services. We are finalizing our proposal
to require an in-person service within 6
months prior to the initiation of the
remote service and then every 12
months thereafter, that exceptions to the
in-person visit requirement may be
made based on beneficiary
circumstances (with the reason

documented in the patient’s medical
record), and that more frequent visits
are also allowed under our policy, as
driven by clinical needs on a case-by-
case basis. We are clarifying that the
requirement that an in-person visit
occur within 6 months prior to the
initial mental health telehealth service
does not apply to beneficiaries who
began receiving mental health telehealth
services in their homes during the PHE
or during the 151-day period after the
end of the PHE. We are also finalizing
our proposal that audio-only interactive
telecommunications systems may be
used to furnish these services in
instances where the beneficiary is not
capable of, or does not consent to, the
use of two-way, audio/video technology.

e Supervision by Nonphysician
Practitioners of Hospital and CAH
Diagnostic Services Furnished to
Outpatients: For CY 2023, to improve
clarity, we are finalizing our proposal to
replace cross-references at
§§410.27(a)(1)(iv)(A) and (B) and
410.28(e) to the definitions of general
and personal supervision at
§410.32(b)(3)(i) and (iii) with the text of
those definitions. We also are finalizing
our proposal to revise §410.28(e) for
clarity so that certain nonphysician
practitioners (nurse practitioners,
physician assistants, clinical nurse
specialists and certified nurse midwifes)
may supervise the performance of
diagnostic tests to the extent they are
authorized to do so under their scope of
practice and applicable State law.

e Exemption of Rural Sole
Community Hospitals (SCH) from the
Method to Control Unnecessary
Increases in the Volume of Clinic Visit
Services Furnished in Excepted Off-
Campus Provider-Based Departments
(PBDs): We are finalizing our proposal
to exempt rural Sole Community
Hospitals (rural SCHs) from the site-
specific Medicare Physician Fee
Schedule (PFS)-equivalent payment for
the clinic visit service, as described by
Healthcare Common Procedure Coding
System (HCPCS) code G0463, when
provided at an off-campus PBD
excepted from section 1833(t)(21) of the
Act (departments that bill the modifier
“PO” on claim lines).

e Final Payment Adjustments under
the IPPS and OPPS for Domestic
National Institute for Occupational
Safety and Health (NIOSH)-Approved
Surgical N95 Respirators: As discussed
in section X.H of this final rule with
comment period, the Biden-Harris
Administration has made it a priority to
ensure America is prepared to continue
to respond to COVID-19, and to combat
future pandemics. To improve hospital
preparedness and readiness for future

threats, we are finalizing our proposal to
provide payment adjustments to
hospitals under the IPPS and OPPS for
the additional resource costs they incur
to acquire domestic NIOSH-approved
surgical N95 respirators. These surgical
respirators, which faced severe shortage
at the onset of the COVID-19 pandemic,
are essential for the protection of
beneficiaries and hospital personnel
that interface with patients. The
Department of Health and Human
Services (HHS) recognizes that
procurement of domestic NIOSH-
approved surgical N95 respirators,
while critical to pandemic preparedness
and protecting health care workers and
patients, can result in additional
resource costs for hospitals. The
payment adjustments will account for
these additional resource costs.

We believe the payment adjustments
will help achieve a strategic policy goal,
namely, sustaining a level of supply
resilience for surgical N95 respirators
that is critical to protect the health and
safety of personnel and patients in a
public health emergency. We are
finalizing our proposal that the payment
adjustments will commence for cost
reporting periods beginning on or after
January 1, 2023.

e Finalization of Certain COVID-19
Interim Final Rules With Comment
Period Provisions: In this final rule with
comment period, we are responding to
public comments and stating our final
policies for certain provisions in the
IFCs titled ‘“Medicare and Medicaid
Programs; Policy and Regulatory
Revisions in Response to the COVID-19
Public Health Emergency” (CMS-5531—
IFC), “Medicare and Medicaid
Programs, Basic Health Program, and
Exchanges; Additional Policy and
Regulatory Revisions in Response to the
COVID-19 Public Health Emergency
and Delay of Certain Reporting
Requirements for the Skilled Nursing
Facility Quality Reporting Program”
(CMS-5531-IFC), and ‘“Additional
Policy and Regulatory Revisions in
Response to the COVID-19 Public
Health Emergency” (CMS-9912-IFC).

3. Summary of Costs and Benefits

In section XXV of this final rule with
comment period, we set forth a detailed
analysis of the regulatory and federalism
impacts that the changes will have on
affected entities and beneficiaries. Key
estimated impacts are described below.

a. Impacts of All OPPS Changes

Table 110 in section XXV.C of this
final rule with comment period displays
the distributional impact of all the OPPS
changes on various groups of hospitals
and CMHCs for CY 2023 compared to all
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estimated OPPS payments in CY 2022.
We estimate that the policies in this
final rule with comment period will
result in a 4.5 percent overall increase
in OPPS payments to providers. We
estimate that total OPPS payments for
CY 2023, including beneficiary cost-
sharing, to the approximately 3,500
facilities paid under the OPPS
(including general acute care hospitals,
children’s hospitals, cancer hospitals,
and CMHCs) will increase by
approximately $3.0 billion compared to
CY 2022 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 no change in CY 2023
payments to CMHGCs relative to their CY
2022 payments, based on our final
policy of maintaining the CY 2022 OPPS
payment rates in CY 2023.

b. Impacts of the Updated Wage Indexes

We estimate that our update of the
wage indexes based on the fiscal year
(FY) 2023 IPPS final rule wage indexes
will result in a 0.2 percent increase for
urban hospitals under the OPPS and no
change for rural hospitals. These wage
indexes include the continued
implementation of the Office of
Management and Budget (OMB) labor
market area delineations based on 2010
Decennial Census data, with updates, as
discussed in section II.C of this final
rule with comment period.

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

There are no significant impacts of
our CY 2023 payment policies for
hospitals that are eligible for the rural
adjustment or for the cancer hospital
payment adjustment. We are not making
any change in policies for determining
the rural hospital payment adjustments.
While we are implementing the
reduction to the cancer hospital
payment adjustment for CY 2023
required by section 1833(t)(18)(C) of the
Act, as added by section 16002(b) of the
21st Gentury Cures Act, the target
payment-to-cost ratio (PCR) for CY 2023
is 0.89, equivalent to the 0.89 target PCR
for CY 2022, and therefore has no
budget neutrality adjustment.

d. Impacts of the OPD Fee Schedule
Increase Factor

For the CY 2023 OPPS/ASC, we are
establishing an OPD fee schedule
increase factor of 3.8 percent and
applying that increase factor to the
conversion factor for CY 2023. 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 5.3 percent
and that rural hospitals would
experience an increase in payments of
2.7 percent. Classifying hospitals by
teaching status, we estimate
nonteaching hospitals will experience
an increase in payments of 3.4 percent,
minor teaching hospitals would
experience an increase in payments of
4.6 percent, and major teaching
hospitals would experience an increase
in payments of 7.2 percent. We also
classified hospitals by the type of
ownership. We estimate that hospitals
with voluntary ownership would
experience an increase of 5.2 percent in
payments, while hospitals with
government ownership would
experience an increase of 6.3 percent in
payments. We estimate that hospitals
with proprietary ownership will
experience an increase of 1.6 percent in
payments.

We estimate that the effect of paying
for drugs acquired under the 340B
program at ASP plus 6 percent and
removing the increase to the conversion
factor that was added in CY 2018 to
implement the 340B payment policy in
a budget neutral manner will have
varying effects across different provider
categories. We note that while urban
hospitals are estimated to have a 1.2
percent increase in payments, rural
hospitals overall are estimated to have
a 1.0 percent decrease in payments as a
result of these changes.

e. Impacts of the Final 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 2023 payment rates, compared to
estimated CY 2022 payment rates,
generally ranges between an increase of
1 and 6 percent, depending on the
service, with some exceptions. We
estimate the impact of applying the
hospital market basket update to ASC
payment rates will increase payments
by $230 million under the ASC payment
system in CY 2023.

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
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
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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;
the Consolidated Appropriations Act,
2021 (Pub. L. 116—-260), enacted on
December 27, 2020; and the Inflation
Reduction Act, 2022 (Pub. L. 117-169),
enacted on August 16, 2022.

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 final 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
CMHCGCs), 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:

e (Critical access hospitals (CAHs);

¢ Hospitals located in Maryland and
paid under Maryland’s All-Payer or
Total Cost of Care Model;

e Hospitals located outside of the 50
States, the District of Columbia, and
Puerto Rico; and

e Indian Health Service (IHS)
hospitals.

D. Prior Rulemaking

On April 7, 2000, we published in the
Federal Register a final rule with
comment period (65 FR 18434) to
implement a prospective payment
system for hospital outpatient services.
The hospital OPPS was first
implemented for services furnished on
or after August 1, 2000. 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 to take into
account changes in medical practices,
changes in technology, the addition of
new services, new cost data, and other
relevant information and factors.

Since initially implementing the
OPPS, we have published final rules in
the Federal Register annually to
implement statutory requirements and
changes arising from our continuing
experience with this system. These rules
can be viewed on the CMS website at:
https://www.cms.gov/Medicare/
Medicare-Fee-for-Service-Payment/
HospitalOutpatientPPS/Hospital-
Outpatient-Regulations-and-
Notices.html.
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E. Advisory Panel on Hospital
Outpatient Payment (the HOP Panel or
the Panel)

1. Authority of the Panel

Section 1833(t)(9)(A) of the Act, as
amended by section 201(h) of Public
Law 106—113, and redesignated by
section 202(a)(2) of Public Law 106-113,
requires that we consult with an expert
outside advisory panel composed of an
appropriate selection of representatives
of providers to annually review (and
advise the Secretary concerning) the
clinical integrity of the payment groups
and their weights under the OPPS. In
CY 2000, based on section 1833(t)(9)(A)
of the Act, the Secretary established the
Advisory Panel on Ambulatory Payment
Classification Groups (APC Panel) to
fulfill this requirement. In CY 2011,
based on section 222 of the Public
Health Service Act (the PHS Act), which
gives discretionary authority to the
Secretary to convene advisory councils
and committees, the Secretary expanded
the panel’s scope to include the
supervision of hospital outpatient
therapeutic services in addition to the
APC groups and weights. To reflect this
new role of the panel, the Secretary
changed the panel’s name to the
Advisory Panel on Hospital Outpatient
Payment (the HOP Panel or the Panel).
The HOP Panel is not restricted to using
data compiled by CMS, and in
conducting its review, it may use data
collected or developed by organizations
outside the Department.

2. Establishment of the Panel

On November 21, 2000, the Secretary
signed the initial charter establishing
the Panel, and, at that time, named the
APC Panel. This expert panel is
composed of appropriate representatives
of providers (currently employed full-
time, not as consultants, in their
respective areas of expertise) who
review clinical data and advise CMS
about the clinical integrity of the APC
groups and their payment weights.
Since CY 2012, the Panel also is charged
with advising the Secretary on the
appropriate level of supervision for
individual hospital outpatient
therapeutic services. The Panel is
technical in nature, and it is governed
by the provisions of the Federal
Advisory Committee Act (FACA). The
current charter specifies, among other
requirements, that the Panel—

e May advise on the clinical integrity
of Ambulatory Payment Classification
(APC) groups and their associated
weights;

e May advise on the appropriate
supervision level for hospital outpatient
services;

¢ May advise on OPPS APC rates for
ASC covered surgical procedures;

e Continues to be technical in nature;

¢ Is governed by the provisions of the
FACA;

e Has a Designated Federal Official
(DFO); and

e Is chaired by a Federal Official
designated by the Secretary.

The Panel’s charter was amended on
November 15, 2011, renaming the Panel
and expanding the Panel’s authority to
include supervision of hospital
outpatient therapeutic services and to
add critical access hospital (CAH)
representation to its membership. The
Panel’s charter was also amended on
November 6, 2014 (80 FR 23009), and
the number of members was revised
from up to 19 to up to 15 members. The
Panel’s current charter was approved on
November 20, 2020, for a 2-year period.

The current Panel membership and
other information pertaining to the
Panel, including its charter, Federal
Register notices, membership, meeting
dates, agenda topics, and meeting
reports, can be viewed on the CMS
website at: https://www.cms.gov/
Regulations-and-Guidance/Guidance/
FACA/Advisory
PanelonAmbulatoryPayment
ClassificationGroups.html.

3. Panel Meetings and Organizational
Structure

The Panel has held many meetings,
with the last meeting taking place on
August 22, 2022. Prior to each meeting,
we publish a notice in the Federal
Register to announce the meeting, new
members, and any other changes of
which the public should be aware.
Beginning in CY 2017, we have
transitioned to one meeting per year (81
FR 31941). In CY 2018, we published a
Federal Register notice requesting
nominations to fill vacancies on the
Panel (83 FR 3715). CMS is currently
accepting nominations at: https://
mearis.cms.gov. In addition, the Panel
has established an administrative
structure that, in part, currently
includes the use of three subcommittee
workgroups to provide preparatory
meeting and subject support to the
larger panel. The three current
subcommittees include the following:

e APC Groups and Status Indicator
Assignments Subcommittee, which
advises and provides recommendations
to the Panel on the appropriate status
indicators to be assigned to HCPCS
codes, including but not limited to
whether a HCPCS code or a category of
codes should be packaged or separately
paid, as well as the appropriate APC
assignment of HCPCS codes regarding

services for which separate payment is
made;

¢ Data Subcommittee, which is
responsible for studying the data issues
confronting the Panel and for
recommending options for resolving
them; and

e Visits and Observation
Subcommittee, which reviews and
makes recommendations to the Panel on
all technical issues pertaining to
observation services and hospital
outpatient visits paid under the OPPS.

Each of these workgroup
subcommittees was established by a
majority vote from the full Panel during
a scheduled Panel meeting, and the
Panel recommended at the August 22,
2022, meeting that the subcommittees
continue. We accepted this
recommendation.

For discussions of earlier Panel
meetings and recommendations, we
refer readers to previously published
OPPS/ASC proposed and final rules, the
CMS website mentioned earlier in this
section, and the FACA database at
https://facadatabase.gov.

Comment: One commenter requested
that CMS include at least one
representative from the ASC community
in the membership of the advisory
Panel. The commenter explained that
decisions regarding the clinical integrity
of payment groups and relative payment
weights impact ASC payments and,
therefore, are of critical importance to
ASCs.

Response: We thank the commenter
for their suggestion. This expert panel is
composed of appropriate representatives
of providers (currently employed full-
time by hospitals or hospital systems,
not as consultants, in their respective
areas of expertise) who review clinical
data and advise CMS about the clinical
integrity of the APC groups and their
payment weights. Beginning in 2019,
the Panel may also include a
representative of a provider with ASC
expertise, who advises CMS only on
OPPS APC rates, as appropriate,
impacting ASC covered procedures
within the context and purview of the
Panel’s scope. Interested individuals,
including those with relevant ASC
expertise, are encouraged to apply to
serve on the Panel. Nominations for the
Panel are currently being accepted in
the new electronic application system,
Medicare Electronic Application
Request Information System™
(MEARIS). Interested individuals may
submit nominations for themselves or
others on https://mearis.cms.gov.
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F. Public Comments Received on the CY
2023 OPPS/ASC Proposed Rule

We received approximately 1,599
timely pieces of correspondence on the
CY 2023 OPPS/ASC proposed rule that
appeared in the Federal Register on July
27,2022 (87 FR 44502) from
individuals, elected officials, providers
and suppliers, practitioners, and
advocacy groups. We provide
summaries of the public comments and
our responses are set forth in the various
sections of this final rule with comment
period under the appropriate headings.

G. Public Comments Received on the CY
2022 OPPS/ASC Final Rule With
Comment Period

We received approximately 13 timely
pieces of correspondence on the CY
2022 OPPS/ASC final rule with
comment period that appeared in the
Federal Register on November 16, 2021
(86 FR 63458).

II. Updates Affecting OPPS Payments

A. Recalibration of APC Relative
Payment Weights

1. Database Construction

a. Use of CY 2021 Data in the CY 2023
OPPS Ratesetting

We primarily use two data sources in
OPPS ratesetting: claims data and cost
report data. Our goal is always to use
the best available data overall for
ratesetting. Ordinarily, the best available
full year of claims data would be the
data from the year 2 years prior to the
calendar year that is the subject of the
rulemaking. As discussed in section X.D
of the CY 2023 OPPS/ASC proposed
rule (87 FR 44680 through 44682),
unlike CY 2020 claims data, we do not
believe there are overwhelming
concerns with CY 2021 claims data as
a result of the COVID-19 PHE.
Therefore, as discussed in further detail
in section X.B. of this final rule with
comment period, we are finalizing our
proposal to use CY 2021 claims data and
the data components related to it in
establishing the CY 2023 OPPS.

b. Database Source and Methodology

Section 1833(t)(9)(A) of the Act
requires that the Secretary review not
less often than annually and revise the
relative payment weights for
Ambulatory Payment Classifications
(APCs). In the April 7, 2000 OPPS final
rule with comment period (65 FR
18482), we explained in detail how we
calculated the relative payment weights
that were implemented on August 1,
2000 for each APC group.

For the CY 2023 OPPS, we proposed
to recalibrate the APC relative payment

weights for services furnished on or
after January 1, 2023, and before January
1, 2024 (CY 2023), using the same basic
methodology that we described in the
CY 2022 OPPS/ASC final rule with
comment period (86 FR 63466), using
CY 2021 claims data. That is, we
proposed to recalibrate the relative
payment weights for each APC based on
claims and cost report data for hospital
outpatient department (HOPD) services
to construct a database for calculating
APC group weights.

For the purpose of recalibrating the
proposed APC relative payment weights
for CY 2023, we began with
approximately 180 million final action
claims (claims for which all disputes
and adjustments have been resolved and
payment has been made) for HOPD
services furnished on or after January 1,
2021, and before January 1, 2022, before
applying our exclusionary criteria and
other methodological adjustments. After
the application of those data processing
changes, we used approximately 93
million final action claims to develop
the proposed CY 2023 OPPS payment
weights. For exact numbers of claims
used and additional details on the
claims accounting process, we refer
readers to the claims accounting
narrative under supporting
documentation for the CY 2023 OPPS/
ASC proposed rule on the CMS website
at: https://www.cms.gov/Medicare/
Medicare-Fee-for-Service-Payment/
HospitalOutpatientPPS/index.html.

Addendum N to the CY 2023 OPPS/
ASC proposed rule (which is available
via the internet on the CMS website at:
https://www.cms.gov/Medicare/
Medicare-Feefor-Service-Payment/
HospitalOutpatientPPS/Hospital-
Outpatient-Regulations-and-
Notices.html) includes the proposed list
of bypass codes for CY 2023. The
proposed list of bypass codes contains
codes that are reported on claims for
services in CY 2021 and, therefore,
includes codes that were in effect in CY
2021 and used for billing. We proposed
to retain deleted bypass codes on the
proposed CY 2023 bypass list because
these codes existed in CY 2021 and
were covered OPD services in that
period, and CY 2021 claims data were
used to calculate proposed CY 2023
payment rates. Keeping these deleted
bypass codes on the bypass list
potentially allows us to create more
“pseudo” single procedure claims for
ratesetting purposes. “Overlap bypass
codes” that are members of the
proposed multiple imaging composite
APCs are identified by asterisks (*) in
the third column of Addendum N to the
CY 2023 OPPS/ASC proposed rule.
HCPCS codes that we proposed to add

for CY 2023 are identified by asterisks
(*) in the fourth column of Addendum
N.

We did not receive any public
comments on our general proposal to
recalibrate the relative payment weights
for each APC based on claims and cost
report data for HOPD services or on our
proposed bypass code process. We are
adopting as final the proposed ‘“pseudo”
single claims process and the final CY
2023 list of bypass codes, as displayed
in Addendum N to this final rule with
comment period (which is available via
the internet on the CMS website). For
this final rule with comment period, for
the purpose of recalibrating the final
APC relative payment weights for CY
2023, we used approximately 93 million
final actions claims (claims for which
all disputes and adjustments have been
resolved and payment has been made)
for HOPD services furnished on or after
January 1, 2021, and before January 1,
2022. For exact numbers of claims used
and additional details on the claims
accounting process, we refer readers to
the claims accounting narrative under
supporting documentation for this final
rule with comment period on the CMS
website at: https://www.cms.gov/
Medicare/Medicare-Fee-for-Service-
Payment/HospitalOutpatientPPS/
index.html.

¢. Calculation and Use of Cost-to-Charge
Ratios (CCRs)

For CY 2023, we proposed to continue
to use the hospital-specific overall
ancillary and departmental cost-to-
charge ratios (CCRs) to convert charges
to estimated costs through application
of a revenue code-to-cost center
crosswalk. However, roughly half of the
cost reports we would typically use for
CY 2023 ratesetting purposes are from
cost reporting periods that overlap with
parts of CY 2020. When utilizing this
cost report data, more than half of the
APC geometric mean costs increased by
more than 10 percent relative to
estimates based on prior ratesetting
cycles. While some of this increase may
be attributable to changes that will
continue into CY 2023, other aspects of
those changes may be more specific to
the COVID-19 PHE. In the CY 2022
OPPS/ASC final rule with comment
period (86 FR 63751 through 63754), we
described how CY 2020 claims data
were too influenced by the COVID-19
PHE to be utilized for setting CY 2022
OPPS payment rates. After reviewing
the cost report data from the December
2021 HCRIS data set, we believed cost
report data that overlap with CY 2020
are also too influenced by the COVID-
19 PHE for purposes of calculating the
CY 2023 OPPS payment rates.
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Therefore, in order to mitigate the
impact on our ratesetting process from
the COVID-19 PHE effects in the CY
2020 cost report data we would
typically use for this CY 2023 OPPS/
ASC proposed rule, we proposed to use
cost report data from the June 2020
HCRIS data set, which only includes
cost report data through CY 2019, for CY
2023 OPPS/ASC ratesetting purposes.
We discuss this proposal, the public
comments we received, as well as our
final policy in Section X.B. of this final
rule with comment period.

To calculate the APC costs on which
the CY 2023 APC payment rates are
based, we proposed to calculate
hospital-specific overall ancillary CCRs
and hospital-specific departmental
CCRs for each hospital for which we
had CY 2021 claims data by comparing
these claims data to hospital cost reports
available for the CY 2022 OPPS/ASC
final rule with comment period
ratesetting, which, in most cases, are
from CY 2019. For the proposed CY
2023 OPPS payment rates, we proposed
to use CY 2021 claims processed
through December 31, 2021. We applied
the hospital-specific CCR to the
hospital’s charges at the most detailed
level possible, based on a revenue code-
to-cost center crosswalk that contains a
hierarchy of CCRs used to estimate costs
from charges for each revenue code. To
ensure the completeness of the revenue
code-to-cost center crosswalk, we
reviewed changes to the list of revenue
codes for CY 2021 (the year of claims
data we used to calculate the proposed
CY 2023 OPPS payment rates) and
updates to the National Uniform Billing
Committee (NUBC) 2020 Data
Specifications Manual. That crosswalk
is available for review and continuous
comment on the CMS website at:
https://www.cms.gov/Medicare/
Medicare-Fee-for-Service-Payment/
HospitalOutpatientPPS/index.html.

Comment: One commenter requested
that we revise our revenue code-to-cost
center crosswalk to provide consistency
with the National Uniform Billing
Committee (NUBC) definitions and to
improve the accuracy of cost data for
OPPS ratesetting with respect to
chimeric antigen receptor therapy
(CAR-T) administration services. The
commenter suggested the following
changes:

¢ Revising revenue code 0871 from
Reserved to describe “cell collection”
and that revenue code 0871 be mapped
to a primary cost center 6000 for clinic;

e Revising revenue codes 0872 and
0873 from Reserved to describe “cell
processing” and remapping revenue
codes 0872 and 0873 to a primary cost
center 3350 for laboratory/hematology;

e Map revenue codes 0874 or 0875 to
cost center 4800 for intravenous therapy
in the revenue code-to-cost center
crosswalk;

e Map revenue code 089x series to
cost center 5600 (drugs charged to
patients), or, at the very least, only map
revenue codes 0891 and 0892 to cost
center 5600.

Response: We appreciate the
commenter’s recommendation for
changes to our revenue code-to-cost
center crosswalk. While we believe the
current APC assignment and payment
rate for CPT code 0540T (Chimeric
antigen receptor t-cell (car-t) therapy;
car-t cell administration, autologous) is
appropriate, we intend to explore the
implications of the commenter’s
recommendation further and may revisit
these changes in future rulemaking.

In accordance with our longstanding
policy, we proposed to calculate CCRs
for the standard cost centers—cost
centers with a predefined label—and
nonstandard cost centers—cost centers
defined by a hospital—accepted by the
electronic cost report database. In
general, the most detailed level at which
we calculate CCRs is the hospital-
specific departmental level.
Additionally, we have historically not
included cost report lines for certain
nonstandard cost centers in the OPPS
ratesetting database construction when
hospitals have reported these
nonstandard cost centers on cost report
lines that do not correspond to the cost
center number. We have determined
that hospitals are routinely reporting a
number of nonstandard cost centers in
this way and that including this
additional data could significantly
reduce certain APC geometric mean
costs. In particular, we estimate that the
additional cost data from nonstandard
cost centers would decrease the
geometric mean cost of APC 8004
(Ultrasound Composite) by 20 percent,
APC 5863 (Partial Hospitalizations (3 or
more services) for hospital-based PHPs)
by 12 percent and APC 5573 (Level 3
Imaging with Contrast) by 11 percent. In
other instances, we note that there are
also potential increases in the geometric
mean costs of certain APCs, such as
APC 5741 (Level 1 Electronic Analysis
of Devices), which would increase by 4
percent, APC 5723 (Level 3 Diagnostic
Tests and Related Services), which
would increase by 2.6 percent, and APC
5694 (Level 4 Drug Administration),
which would increase by 2.3 percent.

While we generally view the use of
additional cost data as improving our
OPPS ratesetting process, we have
historically not included cost report
lines for certain nonstandard cost
centers in the OPPS ratesetting database

construction when hospitals have
reported these nonstandard cost centers
on cost report lines that do not
correspond to the cost center number.
Additionally, we are concerned about
the significant changes in APC
geometric mean costs that our analysis
indicates would occur if we were to
include such lines. We believe it is
important to further investigate the
accuracy of these cost report data before
including such data in the ratesetting
process. Further, we believe it is
appropriate to gather additional
information from the public as well
before including them in OPPS
ratesetting. For CY 2023, we proposed
not to include the nonstandard cost
centers reported in this way in the OPPS
ratesetting database construction. We
solicited comment on whether there
exist any specific concerns with regards
to the accuracy of the data from these
nonstandard cost center lines that we
would need to consider before including
them in future OPPS ratesetting.

For a discussion of the hospital-
specific overall ancillary CCR
calculation, we refer readers to the CY
2007 OPPS/ASC final rule with
comment period (71 FR 67983 through
67985). The calculation of blood costs is
a longstanding exception (since the CY
2005 OPPS) to this general methodology
for calculation of CCRs used for
converting charges to costs on each
claim. This exception is discussed in
detail in the CY 2007 OPPS/ASC final
rule with comment period and
discussed further in section II.A.2.a.(1)
of this final rule with comment period.

Comment: One commenter supported
our proposal and recommended that we
not use current nonstandard lines in
determining OPPS payment rates for CY
2023 without further understanding of
the revenues and expenses going into
those nonstandard lines.

Response: We thank the commenter
for their support. While we did not
receive any specific concerns from
commenters with regards to the data
from these nonstandard cost center
lines, we agree that additional context
for and analyses into these nonstandard
lines would be beneficial before
including them in OPPS ratesetting.

After consideration of the public
comment we received, we are finalizing
our proposal, without modification, not
to include nonstandard cost centers on
cost report lines that do not correspond
to the cost center number.

2. Final Data Development and
Calculation of Costs Used for Ratesetting

In this section of this final rule with
comment period, we discuss the use of
claims to calculate the OPPS payment
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rates for CY 2023. The Hospital OPPS
page on the CMS website on which this
final rule with comment period is
posted (https://www.cms.gov/Medicare/
Medicare-Fee-for-Service-Payment/
HospitalOutpatientPPS/index.html)
provides an accounting of claims used
in the development of the proposed
payment rates. That accounting
provides additional detail regarding the
number of claims derived at each stage
of the process. In addition, later in this
section we discuss the file of claims that
comprises the data set that is available
upon payment of an administrative fee
under a CMS data use agreement. The
CMS website, https://www.cms.gov/
Medicare/Medicare-Fee-for-Service-
Payment/HospitalOutpatientPPS/
index.html, includes information about
obtaining the “OPPS Limited Data Set,”
which now includes the additional
variables previously available only in
the OPPS Identifiable Data Set,
including ICD-10-CM diagnosis codes
and revenue code payment amounts.
This file is derived from the CY 2021
claims that are used to calculate the
proposed payment rates for the final
rule with comment period.

Previously, the OPPS established the
scaled relative weights on which
payments are based using APC median
costs, a process described in the CY
2012 OPPS/ASC final rule with
comment period (76 FR 74188).
However, as discussed in more detail in
section IL.A.2.f of the CY 2013 OPPS/
ASC final rule with comment period (77
FR 68259 through 68271), we finalized
the use of geometric mean costs to
calculate the relative weights on which
the CY 2013 OPPS payment rates were
based. While this policy changed the
cost metric on which the relative
payments are based, the data process in
general remained the same under the
methodologies that we used to obtain
appropriate claims data and accurate
cost information in determining
estimated service cost.

We used the methodology described
in sections II.A.2.a through II.A.2.c of
this final rule with comment period to
calculate the costs we used to establish
the proposed relative payment weights
used in calculating the OPPS payment
rates for CY 2023 shown in Addenda A
and B to this final rule with comment
period (which are available via the
internet on the CMS website at: https://
www.cms.gov/Medicare/Medicare-
Feefor-Service-Payment/
HospitalOutpatientPPS/Hospital-
Outpatient-Regulations-and-
Notices.html). We refer readers to
section II.A.4 of this final rule with
comment period for a discussion of the

conversion of APC costs to scaled
payment weights.

We note that under the OPPS, CY
2019 was the first year in which the
claims data used for setting payment
rates (CY 2017 data) contained lines
with the modifier “PN”’, which
indicates nonexcepted items and
services furnished and billed by off-
campus provider-based departments
(PBDs) of hospitals. Because
nonexcepted items and services are not
paid under the OPPS, in the CY 2019
OPPS/ASC final rule with comment
period (83 FR 58832), we finalized a
policy to remove those claim lines
reported with modifier “PN” from the
claims data used in ratesetting for the
CY 2019 OPPS and subsequent years.
For the CY 2023 OPPS, we will continue
to remove claim lines with modifier
“PN” from the ratesetting process.

For details of the claims accounting
process used in this final rule with
comment period, we refer readers to the
claims accounting narrative under
supporting documentation for this final
rule with comment period on the CMS
website at: https://www.cms.gov/
Medicare/Medicare-Fee-for-Service-
Payment/HospitalOutpatientPPS/
index.html.

a. Calculation of Single Procedure APC
Criteria-Based Costs

(1) Blood and Blood Products

Since the implementation of the OPPS
in August 2000, we have made separate
payments for blood and blood products
through APCs rather than packaging
payment for them into payments for the
procedures with which they are
administered. Hospital payments for the
costs of blood and blood products, as
well as for the costs of collecting,
processing, and storing blood and blood
products, are made through the OPPS
payments for specific blood product
APCs.

We proposed in the CY 2023 OPPS/
ASC proposed rule to continue to
establish payment rates for blood and
blood products using our blood-specific
CCR methodology, which utilizes actual
or simulated CCRs from the most
recently available hospital cost reports
to convert hospital charges for blood
and blood products to costs. This
methodology has been our standard
ratesetting methodology for blood and
blood products since CY 2005. It was
developed in response to data analysis
indicating that there was a significant
difference in CCRs for those hospitals
with and without blood-specific cost
centers, and past public comments
indicating that the former OPPS policy
of defaulting to the overall hospital CCR

for hospitals not reporting a blood-
specific cost center often resulted in an
underestimation of the true hospital
costs for blood and blood products.
Specifically, to address the differences
in CCRs and to better reflect hospitals’
costs, we proposed to continue to
simulate blood CCRs for each hospital
that does not report a blood cost center
by calculating the ratio of the blood-
specific CCRs to hospitals’ overall CCRs
for those hospitals that do report costs
and charges for blood cost centers. We
also proposed to apply this mean ratio
to the overall CCRs of hospitals not
reporting costs and charges for blood
cost centers on their cost reports to
simulate blood-specific CCRs for those
hospitals. We proposed to calculate the
costs upon which the proposed CY 2023
payment rates for blood and blood
products are based using the actual
blood-specific CCR for hospitals that
reported costs and charges for a blood
cost center and a hospital-specific,
simulated, blood-specific CCR for
hospitals that did not report costs and
charges for a blood cost center.

We continue to believe that the
hospital-specific, simulated, blood-
specific CCR methodology better
responds to the absence of a blood-
specific CCR for a hospital than
alternative methodologies, such as
defaulting to the overall hospital CCR or
applying an average blood-specific CCR
across hospitals. Because this
methodology takes into account the
unique charging and cost accounting
structure of each hospital, we believe
that it yields more accurate estimated
costs for these products. We continue to
believe that using this methodology in
CY 2023 would result in costs for blood
and blood products that appropriately
reflect the relative estimated costs of
these products for hospitals without
blood cost centers and, therefore, for
these blood products in general.

We note that we defined a
comprehensive APC (C-APC) as a
classification for the provision of a
primary service and all adjunctive
services provided to support the
delivery of the primary service. Under
this policy, we include the costs of
blood and blood products when
calculating the overall costs of these C—
APCs. We proposed to continue to apply
the blood-specific CCR methodology
described in this section when
calculating the costs of the blood and
blood products that appear on claims
with services assigned to the G-APCs.
Because the costs of blood and blood
products would be reflected in the
overall costs of the C-APCs (and, as a
result, in the proposed payment rates of
the C—APCs), we proposed not to make
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separate payments for blood and blood
products when they appear on the same
claims as services assigned to the C—
APCs (we refer readers to the CY 2015
OPPS/ASC final rule with comment
period (79 FR 66795 through 66796) for
more information about our policy not
to make separate payments for blood
and blood products when they appear
on the same claims as services assigned
to a C-APC).

We refer readers to Addendum B to
the CY 2023 OPPS/ASC proposed rule
(which is available via the internet on
the CMS website) for the proposed CY
2023 payment rates for blood and blood
products (which are generally identified
with status indicator “R”). For a more
detailed discussion of the blood-specific
CCR methodology, we refer readers to
the CY 2005 OPPS proposed rule (69 FR
50524 through 50525). For a full history
of OPPS payment for blood and blood
products, we refer readers to the CY
2008 OPPS/ASC final rule with
comment period (72 FR 66807 through
66810).

For CY 2023, we proposed to continue
to establish payment rates for blood and
blood products using our blood-specific
CCR methodology. We did not receive
any comments on our proposal to
establish payment rates for blood and
blood products using our blood-specific
CCR methodology and we are finalizing
this policy as proposed. Please refer to
Addendum B to this final rule with
comment period (which is available via
the internet on the CMS website) for the
final CY 2023 payment rates for blood
and blood products.

(2) Brachytherapy Sources

Section 1833(t)(2)(H) of the Act
mandates the creation of additional
groups of covered OPD services that
classify devices of brachytherapy—
cancer treatment through solid source
radioactive implants—consisting of a
seed or seeds (or radioactive source)
(“brachytherapy sources’) separately
from other services or groups of
services. The statute provides certain
criteria for the additional groups. For
the history of OPPS payment for
brachytherapy sources, we refer readers
to prior OPPS final rules, such as the CY
2012 OPPS/ASC final rule with
comment period (77 FR 68240 through
68241). As we have stated in prior OPPS
updates, we believe that adopting the
general OPPS prospective payment
methodology for brachytherapy sources
is appropriate for a number of reasons
(77 FR 68240). The general OPPS
methodology uses costs based on claims
data to set the relative payment weights
for hospital outpatient services. This
payment methodology results in more

consistent, predictable, and equitable
payment amounts per source across
hospitals by averaging the extremely
high and low values, in contrast to
payment based on hospitals’ charges
adjusted to costs. We believe that the
OPPS methodology, as opposed to
payment based on hospitals’ charges
adjusted to cost, also would provide
hospitals with incentives for efficiency
in the provision of brachytherapy
services to Medicare beneficiaries.
Moreover, this approach is consistent
with our payment methodology for the
vast majority of items and services paid
under the OPPS. We refer readers to the
CY 2016 OPPS/ASC final rule with
comment period (80 FR 70323 through
70325) for further discussion of the
history of OPPS payment for
brachytherapy sources.

For CY 2023, except where otherwise
indicated, we proposed to use the costs
derived from CY 2021 claims data to set
the proposed CY 2023 payment rates for
brachytherapy sources because CY 2021
is the year of data we proposed to use
to set the proposed payment rates for
most other items and services that
would be paid under the CY 2023 OPPS.
With the exception of the proposed
payment rate for brachytherapy source
C2645 (Brachytherapy planar source,
palladium-103, per square millimeter)
and the proposed payment rates for low-
volume brachytherapy APCs discussed
in section III.D of the CY 2023 OPPS/
ASC proposed rule (87 FR 44568
through 44569), we proposed to base the
payment rates for brachytherapy sources
on the geometric mean unit costs for
each source, consistent with the
methodology that we propose for other
items and services paid under the OPPS,
as discussed in section II.A.2. of the CY
2023 OPPS/ASC proposed rule (87 FR
44512 through 44513). We also
proposed to continue the other payment
policies for brachytherapy sources that
we finalized and first implemented in
the CY 2010 OPPS/ASC final rule with
comment period (74 FR 60537). We
proposed to pay for the stranded and
nonstranded not otherwise specified
(NOS) codes, HCPCS codes C2698
(Brachytherapy source, stranded, not
otherwise specified, per source) and
C2699 (Brachytherapy source, non-
stranded, not otherwise specified, per
source), at a rate equal to the lowest
stranded or nonstranded prospective
payment rate for such sources,
respectively, on a per-source basis (as
opposed to, for example, per mCi),
which is based on the policy we
established in the CY 2008 OPPS/ASC
final rule with comment period (72 FR
66785). We also proposed to continue

the policy we first implemented in the
CY 2010 OPPS/ASC final rule with
comment period (74 FR 60537)
regarding payment for new
brachytherapy sources for which we
have no claims data, based on the same
reasons we discussed in the CY 2008
OPPS/ASC final rule with comment
period (72 FR 66786; which was
delayed until January 1, 2010, by
section 142 of Pub. L. 110-275).
Specifically, this policy is intended to
enable us to assign new HCPCS codes
for new brachytherapy sources to their
own APCs, with prospective payment
rates set based on our consideration of
external data and other relevant
information regarding the expected
costs of the sources to hospitals. The
proposed CY 2023 payment rates for
brachytherapy sources are included on
Addendum B to the CY 2023 OPPS/ASC
proposed rule (which is available via
the internet on the CMS website) and
identified with status indicator “U”".

For CY 2018, we assigned status
indicator “U”” (Brachytherapy Sources,
Paid under OPPS; separate APC
payment) to HCPCS code C2645
(Brachytherapy planar source,
palladium-103, per square millimeter)
in the absence of claims data and
established a payment rate using
external data (invoice price) at $4.69 per
mm?2. For CY 2019, in the absence of
sufficient claims data, we continued to
establish a payment rate for C2645 at
$4.69 per mm2. Our CY 2018 claims
data available for the CY 2020 OPPS/
ASC final rule with comment period
included two claims with a geometric
mean cost for HCPCS code C2645 of
$1.02 per mm?2. In response to
comments from interested parties, we
agreed that, given the limited claims
data available and a new outpatient
indication for C2645, a payment rate for
HCPCS code C2645 based on the
geometric mean cost of $1.02 per mm?2
may not adequately reflect the cost of
HCPCS code C2645. In the CY 2020
OPPS/ASC final rule with comment
period, we finalized our policy to use
our equitable adjustment authority
under section 1833(t)(2)(E) of the Act,
which states that the Secretary shall
establish, in a budget neutral manner,
other adjustments as determined to be
necessary to ensure equitable payments,
to maintain the CY 2019 payment rate
of $4.69 per mm? for HCPCS code
C2645 for CY 2020. Similarly, in the
absence of sufficient claims data to
establish an APC payment rate, in the
CY 2021 and CY 2022 OPPS/ASC final
rules (85 FR 85879 through 85880 and
86 FR 63469) with comment period, we
finalized our policy to use our equitable
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adjustment authority under section
1833(t)(2)(E) of the Act to maintain the
CY 2019 payment rate of $4.69 per mm?
for HCPCS code C2645 for CY 2021 and
for CY 2022.

We did not receive any CY 2021
claims data for HCPCS code C2645.
Therefore, we proposed to use our
equitable adjustment authority under
section 1833(t)(2)(E) of the Act to
maintain the CY 2019 payment rate of
$4.69 per mm? for HCPCS code C2645
for CY 2023.

Additionally, for CY 2022 and
subsequent calendar years, we adopted
a Universal Low Volume APC policy for
clinical and brachytherapy APCs. As
discussed in further detail in section
X.C of the CY 2022 OPPS/ASC final rule
with comment period (86 FR 63743
through 63747), we adopted this policy
to mitigate wide variation in payment
rates that occur from year to year for
APCs with low utilization. Such
volatility in payment rates from year to
year can result in even lower utilization
and potential barriers to access. For
these Low Volume APCs, which had
fewer than 100 CY 2021 single claims
used for ratesetting purposes in the CY
2023 OPPS/ASC proposed rule, we used
up to four years of claims data to
establish a payment rate for each item
or service as we historically have done
for low volume services assigned to
New Technology APCs. Further, we
calculated the cost for Low Volume
APCs based on the greatest of the
arithmetic mean cost, median cost, or
geometric mean cost using all claims for
the APC for up to four years. For CY
2023, we proposed to designate 4
brachytherapy APCs as Low Volume
APCs as these APCs meet our criteria to
be designated as a Low Volume APC.
For more information on the
brachytherapy APCs we proposed to
designate as Low Volume APCs, see
section III.D of the CY 2023 OPPS/ASC
proposed rule (87 FR 44568 through
44569). In section III.D. of this final rule
with comment period, we are finalizing
our proposal to designate four
brachytherapy APCs as Low Volume
APCs for CY 2023.

Comment: One commenter supported
our proposal to use our equitable
adjustment authority under section
1833(t)(2)(E) of the Act to maintain the
CY 2019 payment rate of $4.69 per mm?
for HCPCS code C2645 for CY 2023.

Response: We thank the commenter
for their support of our proposal.

After consideration of the public
comment we received, we are finalizing
our proposal, without modification, to
use our equitable adjustment authority
under section 1833(t)(2)(E) of the Act to
maintain the CY 2019 payment rate of

$4.69 per mm? for HCPCS code C2645
for CY 2023. Additionally, we are
finalizing our proposal to continue to
set the payment rates for other
brachytherapy sources that are not
otherwise assigned to designated Low
Volume APCs for CY 2023 using our
established prospective payment
methodology.

The final CY 2023 payment rates for
brachytherapy sources are included in
Addendum B to this final rule with
comment period (which is available via
the internet on the CMS website) and
are identified with status indicator “U”.

We continue to invite interested
parties to submit recommendations for
new codes to describe new
brachytherapy sources. Such
recommendations should be directed
via email to outpatientpps@cms.hhs.gov
or by mail to the Division of Outpatient
Care, Mail Stop C4—01-26, Centers for
Medicare and Medicaid Services, 7500
Security Boulevard, Baltimore, MD
21244. We will continue to add new
brachytherapy source codes and
descriptors to our systems for payment
on a quarterly basis.

b. Comprehensive APCs (C—APCs) for
CY 2023

(1) Background

In the CY 2014 OPPS/ASC final rule
with comment period (78 FR 74861
through 74910), we finalized a
comprehensive payment policy that
packages payment for adjunctive and
secondary items, services, and
procedures into the most costly primary
procedure under the OPPS at the claim
level. The policy was finalized in CY
2014 but the effective date was delayed
until January 1, 2015, to allow
additional time for further analysis,
opportunity for public comment, and
systems preparation. The
comprehensive APC (C—APC) policy
was implemented effective January 1,
2015, with modifications and
clarifications in response to public
comments received regarding specific
provisions of the C-APC policy (79 FR
66798 through 66810).

A C-APC is defined as a classification
for the provision of a primary service
and all adjunctive services provided to
support the delivery of the primary
service. We established C-APCs as a
category broadly for OPPS payment and
implemented 25 C-APCs beginning in
CY 2015 (79 FR 66809 through 66810).
We have gradually added new C—APCs
since the policy was implemented
beginning in CY 2015, with the number
of C—APCs now totaling 69 (80 FR
70332; 81 FR 79584 through 79585; 83
FR 58844 through 58846; 84 FR 61158

through 61166; 85 FR 85885; and 86 FR
63474).

Under our C-APC policy, we
designate a service described by a
HCPCS code assigned to a G-APC as the
primary service when the service is
identified by OPPS status indicator
“J1”. When such a primary service is
reported on a hospital outpatient claim,
taking into consideration the few
exceptions that are discussed below, we
make payment for all other items and
services reported on the hospital
outpatient claim as being integral,
ancillary, supportive, dependent, and
adjunctive to the primary service
(hereinafter collectively referred to as
“adjunctive services”) and representing
components of a complete
comprehensive service (78 FR 74865
and 79 FR 66799). Payments for
adjunctive services are packaged into
the payments for the primary services.
This results in a single prospective
payment for each of the primary,
comprehensive services based on the
costs of all reported services at the claim
level. One example of a primary service
would be a partial mastectomy and an
example of a secondary service
packaged into that primary service
would be a radiation therapy procedure.

Services excluded from the C-APC
policy under the OPPS include services
that are not covered OPD services,
services that cannot by statute be paid
for under the OPPS, and services that
are required by statute to be separately
paid. This includes certain
mammography and ambulance services
that are not covered OPD services in
accordance with section
1833(t)(1)(B)(iv) of the Act;
brachytherapy seeds, which also are
required by statute to receive separate
payment under section 1833(t)(2)(H) of
the Act; pass-through payment drugs
and devices, which also require separate
payment under section 1833(t)(6) of the
Act; self-administered drugs (SADs) that
are not otherwise packaged as supplies
because they are not covered under
Medicare Part B under section
1861(s)(2)(B) of the Act; and certain
preventive services (78 FR 74865 and 79
FR 66800 through 66801). A list of
services excluded from the C-APC
policy is included in Addendum J to
this final rule with comment period
(which is available via the internet on
the CMS website at https://
www.cms.gov/Medicare/Medicare-Fee-
for-Service-Payment/
HospitalOutpatientPPS/Hospital-
Outpatient-Regulations-and-Notices). If
a service does not appear on this list of
excluded services, payment for it will be
packaged into the payment for the
primary C—-APC service when it appears
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on an outpatient claim with a primary
C-APC service.

In the interim final rule with request
for comments (IFC) titled “Additional
Policy and Regulatory Revisions in
Response to the COVID-19 Public
Health Emergency”’, published on
November 6, 2020, we stated that,
effective for services furnished on or
after the effective date of the IFC and
until the end of the PHE for COVID-19,
there is an exception to the OPPS C—
APC policy to ensure separate payment
for new COVID-19 treatments that meet
certain criteria (85 FR 71158 through
71160). Under this exception, any new
COVID-19 treatment that meets the
following two criteria will, for the
remainder of the PHE for COVID-19,
always be separately paid and will not
be packaged into a C-APC when it is
provided on the same claim as the
primary C-APC service. First, the
treatment must be a drug or biological
product (which could include a blood
product) authorized to treat COVID-19,
as indicated in section “I. Criteria for
Issuance of Authorization” of the Food
and Drug Administration (FDA) letter of
authorization for the emergency use of
the drug or biological product, or the
drug or biological product must be
approved by FDA for treating COVID—
19. Second, the emergency use
authorization (EUA) for the drug or
biological product (which could include
a blood product) must authorize the use
of the product in the outpatient setting
or not limit its use to the inpatient
setting, or the product must be approved
by FDA to treat COVID-19 disease and
not limit its use to the inpatient setting.
For further information regarding the
exception to the C—APC policy for
COVID-19 treatments, please refer to
the November 6, 2020 IFC (85 FR 71158
through 71160). Please see section
XXIIIL.C. for additional details regarding
our finalized policy, which will end
when the PHE ends.

The C-APC policy payment
methodology set forth in the CY 2014
OPPS/ASC final rule with comment
period and modified and implemented
beginning in CY 2015 is summarized as
follows (78 FR 74887 and 79 FR 66800):

Basic Methodology. As stated in the
CY 2015 OPPS/ASC final rule with
comment period, we define the C-APC
payment policy as including all covered
OPD services on a hospital outpatient
claim reporting a primary service that is
assigned to status indicator “J17,1
excluding services that are not covered

1 Status indicator “J1”” denotes Hospital Part B
Services Paid Through a Comprehensive APC.
Further information can be found in CY 2023
Addendum D1.

OPD services or that cannot by statute
be paid for under the OPPS. Services
and procedures described by HCPCS
codes assigned to status indicator “J1”
are assigned to C—APGCs based on our
usual APC assignment methodology by
evaluating the geometric mean costs of
the primary service claims to establish
resource similarity and the clinical
characteristics of each procedure to
establish clinical similarity within each
APC.

In the CY 2016 OPPS/ASC final rule
with comment period, we expanded the
C-APC payment methodology to
qualifying extended assessment and
management encounters through the
“Comprehensive Observation Services”
C—-APC (C-APC 8011). Services within
this APC are assigned status indicator
“J2”.2 Specifically, we make a payment
through C-APC 8011 for a claim that:

e Does not contain a procedure
described by a HCPCS code to which we
have assigned status indicator “T"’;

¢ Contains 8 or more units of services
described by HCPCS code G0378
(Hospital observation services, per
hour);

e Contains services provided on the
same date of service or one day before
the date of service for HCPCS code
G0378 that are described by one of the
following codes: HCPCS code G0379
(Direct admission of patient for hospital
observation care) on the same date of
service as HCPCS code G0378; CPT code
99281 (Emergency department visit for
the evaluation and management of a
patient (Level 1)); CPT code 99282
(Emergency department visit for the
evaluation and management of a patient
(Level 2)); CPT code 99283 (Emergency
department visit for the evaluation and
management of a patient (Level 3)); CPT
code 99284 (Emergency department
visit for the evaluation and management
of a patient (Level 4)); CPT code 99285
(Emergency department visit for the
evaluation and management of a patient
(Level 5)) or HCPCS code G0380 (Type
B emergency department visit (Level 1));
HCPCS code G0381 (Type B emergency
department visit (Level 2)); HCPCS code
G0382 (Type B emergency department
visit (Level 3)); HCPCS code G0383
(Type B emergency department visit
(Level 4)); HCPCS code G0384 (Type B
emergency department visit (Level 5));
CPT code 99291 (Critical care,
evaluation and management of the
critically ill or critically injured patient;
first 30-74 minutes); or HCPCS code
G0463 (Hospital outpatient clinic visit

2 Status indicator “J2”’ denotes Hospital Part B
Services That May Be Paid Through a
Comprehensive APC. Further information can be
found in CY 2023 Addendum D1.

for assessment and management of a
patient); and

¢ Does not contain services described
by a HCPCS code to which we have
assigned status indicator “J1”.

The assignment of status indicator
“J2” to a specific set of services
performed in combination with each
other allows for all other OPPS payable
services and items reported on the claim
(excluding services that are not covered
OPD services or that cannot by statute
be paid for under the OPPS) to be
deemed adjunctive services representing
components of a comprehensive service
and resulting in a single prospective
payment for the comprehensive service
based on the costs of all reported
services on the claim (80 FR 70333
through 70336).

Services included under the C-APC
payment packaging policy, that is,
services that are typically adjunctive to
the primary service and provided during
the delivery of the comprehensive
service, include diagnostic procedures,
laboratory tests, and other diagnostic
tests and treatments that assist in the
delivery of the primary procedure; visits
and evaluations performed in
association with the procedure;
uncoded services and supplies used
during the service; durable medical
equipment as well as prosthetic and
orthotic items and supplies when
provided as part of the outpatient
service; and any other components
reported by HCPCS codes that represent
services that are provided during the
complete comprehensive service (78 FR
74865 and 79 FR 66800).

In addition, payment for hospital
outpatient department services that are
similar to therapy services, such as
speech language pathology, and
delivered either by therapists or
nontherapists is included as part of the
payment for the packaged complete
comprehensive service. These services
that are provided during the
perioperative period are adjunctive
services and are deemed not to be
therapy services as described in section
1834(k) of the Act, regardless of whether
the services are delivered by therapists
or other nontherapist health care
workers. We have previously noted that
therapy services are those provided by
therapists under a plan of care in
accordance with section 1835(a)(2)(C)
and section 1835(a)(2)(D) of the Act and
are paid for under section 1834(k) of the
Act, subject to annual therapy caps as
applicable (78 FR 74867 and 79 FR
66800). However, certain other services
similar to therapy services are
considered and paid for as hospital
outpatient department services.
Payment for these nontherapy
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outpatient department services that are
reported with therapy codes and
provided with a comprehensive service
is included in the payment for the
packaged complete comprehensive
service. We note that these services,
even though they are reported with
therapy codes, are hospital outpatient
department services and not therapy
services. We refer readers to the July
2016 OPPS Change Request 9658
(Transmittal 3523) for further
instructions on reporting these services
in the context of a C-APC service.

Items included in the packaged
payment provided in conjunction with
the primary service also include all
drugs, biologicals, and
radiopharmaceuticals, regardless of cost,
except those drugs with pass-through
payment status and SADs, unless they
function as packaged supplies (78 FR
74868 through 74869 and 74909 and 79
FR 66800). We refer readers to Section
50.2M, Chapter 15, of the Medicare
Benefit Policy Manual for a description
of our policy on SADs treated as
hospital outpatient supplies, including
lists of SADs that function as supplies
and those that do not function as
supplies.?

We define each hospital outpatient
claim reporting a single unit of a single
primary service assigned to status
indicator “J1” as a single “J1” unit
procedure claim (78 FR 74871 and 79
FR 66801). Line item charges for
services included on the C-APC claim
are converted to line item costs, which
are then summed to develop the
estimated APC costs. These claims are
then assigned one unit of the service
with status indicator “J1” and later used
to develop the geometric mean costs for
the C—APC relative payment weights.
(We note that we use the term
“comprehensive” to describe the
geometric mean cost of a claim reporting
“J1” service(s) or the geometric mean
cost of a C-APC, inclusive of all of the
items and services included in the C-
APC service payment bundle.) Charges
for services that would otherwise be
separately payable are added to the
charges for the primary service. This
process differs from our traditional cost
accounting methodology only in that all
such services on the claim are packaged
(except certain services as described
above). We apply our standard data
trims, which exclude claims with
extremely high primary units or extreme
costs.

The comprehensive geometric mean
costs are used to establish resource

3 https://www.cms.gov/Regulations-and-
Guidance/Guidance/Manuals/Downloads/
bp102c15.pdf.

similarity and, along with clinical
similarity, dictate the assignment of the
primary services to the C-APCs. We
establish a ranking of each primary
service (single unit only) to be assigned
to status indicator “J1” according to its
comprehensive geometric mean costs.
For the minority of claims reporting
more than one primary service assigned
to status indicator “J1”’ or units thereof,
we identify one “J1” service as the
primary service for the claim based on
our cost-based ranking of primary
services. We then assign these multiple
“J1” procedure claims to the C-APC to
which the service designated as the
primary service is assigned. If the
reported “J1” services on a claim map
to different C-APCs, we designate the
“J1” service assigned to the C-APC with
the highest comprehensive geometric
mean cost as the primary service for that
claim. If the reported multiple “J1”
services on a claim map to the same C—
APC, we designate the most costly
service (at the HCPCS code level) as the
primary service for that claim. This
process results in initial assignments of
claims for the primary services assigned
to status indicator “J1”’ to the most
appropriate C-APCs based on both
single and multiple procedure claims
reporting these services and clinical and
resource homogeneity.

Complexity Adjustments. We use
complexity adjustments to provide
increased payment for certain
comprehensive services. We apply a
complexity adjustment by promoting
qualifying paired “J1” service code
combinations or paired code
combinations of “J1” services and
certain add-on codes (as described
further below) from the originating C—
APC (the C-APC to which the
designated primary service is first
assigned) to the next higher paying C-
APC in the same clinical family of C—
APCs. We apply this type of complexity
adjustment when the paired code
combination represents a complex,
costly form or version of the primary
service according to the following
criteria:

¢ Frequency of 25 or more claims
reporting the code combination
(frequency threshold); and

e Violation of the 2 times rule, as
stated in section 1833(t)(2) of the Act
and section III.B.2 of this final rule with
comment period, in the originating C—
APC (cost threshold).

These criteria identify paired code
combinations that occur commonly and
exhibit materially greater resource
requirements than the primary service.
The CY 2017 OPPS/ASC final rule with
comment period (81 FR 79582) included
a revision to the complexity adjustment

eligibility criteria. Specifically, we
finalized a policy to discontinue the
requirement that a code combination
(that qualifies for a complexity
adjustment by satisfying the frequency
and cost criteria thresholds described
above) also not create a 2 times rule
violation in the higher level or receiving
APC.

After designating a single primary
service for a claim, we evaluate that
service in combination with each of the
other procedure codes reported on the
claim assigned to status indicator “J1”
(or certain add-on codes) to determine if
there are paired code combinations that
meet the complexity adjustment criteria.
For a new HCPCS code, we determine
initial C-APC assignment and
qualification for a complexity
adjustment using the best available
information, crosswalking the new
HCPCS code to a predecessor code(s)
when appropriate.

Once we have determined that a
particular code combination of “J1”
services (or combinations of “J1”
services reported in conjunction with
certain add-on codes) represents a
complex version of the primary service
because it is sufficiently costly,
frequent, and a subset of the primary
comprehensive service overall
according to the criteria described
above, we promote the claim including
the complex version of the primary
service as described by the code
combination to the next higher cost C—-
APC within the clinical family, unless
the primary service is already assigned
to the highest cost APC within the C—
APC clinical family or assigned to the
only C-APC in a clinical family. We do
not create new APCs with a
comprehensive geometric mean cost
that is higher than the highest geometric
mean cost (or only) C-APC in a clinical
family just to accommodate potential
complexity adjustments. Therefore, the
highest payment for any claim including
a code combination for services
assigned to a C-APC would be the
highest paying C—-APC in the clinical
family (79 FR 66802).

We package payment for all add-on
codes into the payment for the C-APC.
However, certain primary service add-
on combinations may qualify for a
complexity adjustment. As noted in the
CY 2016 OPPS/ASC final rule with
comment period (80 FR 70331), all add-
on codes that can be appropriately
reported in combination with a base
code that describes a primary “J1”
service are evaluated for a complexity
adjustment.

To determine which combinations of
primary service codes reported in
conjunction with an add-on code may


https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/bp102c15.pdf
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/bp102c15.pdf
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/bp102c15.pdf

71764 Federal Register/Vol. 87, No. 225/ Wednesday, November 23, 2022 /Rules and Regulations

qualify for a complexity adjustment for
CY 2023, we proposed to apply the
frequency and cost criteria thresholds
discussed above, testing claims
reporting one unit of a single primary
service assigned to status indicator “J1”
and any number of units of a single add-
on code for the primary “J1” service. If
the frequency and cost criteria
thresholds for a complexity adjustment
are met and reassignment to the next
higher cost APC in the clinical family is
appropriate (based on meeting the
criteria outlined above), we make a
complexity adjustment for the code
combination; that is, we reassign the
primary service code reported in
conjunction with the add-on code to the
next higher cost C-APC within the same
clinical family of C-APCs. As
previously stated, we package payment
for add-on codes into the C-APC
payment rate. If any add-on code
reported in conjunction with the “J1”
primary service code does not qualify
for a complexity adjustment, payment
for the add-on service continues to be
packaged into the payment for the
primary service and is not reassigned to

the next higher cost C-APC. We list the
complexity adjustments for “J1’” and
add-on code combinations for CY 2023,
along with all of the other final
complexity adjustments, in Addendum J
to this final rule comment period
(which is available via the internet on
the CMS website at https://
www.cms.gov/Medicare/Medicare-Fee-
for-Service-Payment/
HospitalOutpatientPPS/Hospital-
Outpatient-Regulations-and-Notices).

Addendum J to this final rule with
comment period includes the cost
statistics for each code combination that
would qualify for a complexity
adjustment (including primary code and
add-on code combinations). Addendum
J to this final rule with comment period
also contains summary cost statistics for
each of the paired code combinations
that describe a complex code
combination that would qualify for a
complexity adjustment and will be
reassigned to the next higher cost C—
APC within the clinical family. The
combined statistics for all final
reassigned complex code combinations
are represented by an alphanumeric

code with the first four digits of the
designated primary service followed by
a letter. For example, the final geometric
mean cost listed in Addendum J for the
code combination described by
complexity adjustment assignment
3320R, which is assigned to C-APC
5224 (Level 4 Pacemaker and Similar
Procedures), includes all paired code
combinations that will be reassigned to
C—-APC 5224 when CPT code 33208 is
the primary code. Providing the
information contained in Addendum J
to the CY 2023 OPPS/ASC final rule
allows interested parties the
opportunity to better assess the impact
associated with the assignment of
claims with each of the paired code
combinations eligible for a complexity
adjustment.

Comment: Multiple commenters
requested that CMS apply a complexity
adjustment to additional code
combinations. The specific C-APC
complexity adjustment code
combinations requested by the
commenters for CY 2023 are listed in
Table 1 below.

BILLING CODE 4120-01-P
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TABLE 1: C-APC Complexity Adjustments Requested by Commenters for CY 2023
Requested
€119 Primary complexity
Primary “J1” HCPCS/CPT Code | >tcondary “J1” HCPCS/CPT C-APC adjusted C-
code .
Assignment APC
assignment
20902 28740
(Bone graft, any donor area; major or (Arthrodesis, midtarsal or 5114 5115
large) tarsometatarsal, single joint)
22510
(Percutaneous vertebroplasty (bone
20982 biopsy included when performed), 1 5114 5115
(Ablation therapy for reduction or vertebral body, unilateral or bilateral
eradication of 1 or more bone tumors injection, inclusive of all imaging
(eg, metastasis) including adjacent soft guidance; cervicothoracic)
tissue when involved by tumor 22511
extension, percutaneous, including (Percutaneous vertebroplasty (bone
imaging guidance when performed; biopsy included when performed), 1 5114 5115
radiofrequency) vertebral body, unilateral or bilateral
injection, inclusive of all imaging
guidance; lumbosacral)
28297
(Correction, hallux valgus 27687
(bunionectomy), with sesamoidectomy, . .
when performed: with first metatarsal (Gastrocnemius recession (eg, strayer 5114 5115
and medial cuneiform joint arthrodesis, procedure))
any method)
28270
(Capsulotomy; metatarsophalangeal 5114 5115
joint, with or without tenorrhaphy, each
joint (separate procedure))
27687
(Gastrocnemius recession (eg, strayer 5114 5115
procedure))
27691
(Transfer or transplant of single tendon
(with muscle redirection or rerouting);
28740 deep (eg, anterior tibial or posterior 5114 5115
(Arthrodesis, midtarsal or tibial through interosseous space, flexor
tarsometatarsal, single joint) digitorum longus, flexor hallucis
longus, or peroneal tendon to midfoot
or hindfoot))
28299
(Correction, hallux valgus
(bunionectomy), with sesamoidectomy, 5114 5115
when performed; with double
osteotomy, any method)
28740
(Arthrodesis, midtarsal or 5114 5115

tarsometatarsal, single joint)
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Primary “J1” HCPCS/CPT Code

Secondary “J1” HCPCS/CPT
code

Primary
C-APC
Assignment

Requested
complexity
adjusted C-
APC
assignment

37243

(Vascular embolization or occlusion,

inclusive of all radiological supervision
and interpretation, intraprocedural

roadmapping, and imaging guidance

necessary to complete the intervention;
for tumors, organ ischemia, or
infarction)

C1982
(Catheter, pressure-generating, one-
way valve, intermittently occlusive)

5193

5194

37187
(Percutaneous transluminal mechanical
thrombectomy, vein(s), including
intraprocedural pharmacological
thrombolytic injections and
fluoroscopic guidance)

37248
(Transluminal balloon angioplasty
(except dialysis circuit), open or
percutaneous, including all imaging
and radiological supervision and
interpretation necessary to perform the
angioplasty within the same vein;
initial vein)

5193

5194

52000
(Cystourethroscopy (separate
procedure))

52214
(Cystourethroscopy, with fulguration
(including cryosurgery or laser surgery)
of trigone, bladder neck, prostatic
fossa, urethra, or periurethral glands)

52224
(Cystourethroscopy, with fulguration
(including cryosurgery or laser surgery)
or treatment of minor (less than 0.5 cm)
lesion(s) with or without biopsy)

52234
(Cystourethroscopy, with fulguration
(including cryosurgery or laser surgery)
and/or resection of; small bladder
tumor(s) (0.5 up to 2.0 cm))

52235
(Cystourethroscopy, with fulguration
(including cryosurgery or laser surgery)
and/or resection of; medium bladder
tumor(s) (2.0 to 5.0 cm))

52240
(Cystourethroscopy, with fulguration
(including cryosurgery or laser surgery)
and/or resection of; large bladder
tumor(s))

C9738
(Adjunctive blue light cystoscopy with
fluorescent imaging agent (list
separately in addition to code for
primary procedure))

5372

5373

5374

5375

5374

5375

5374

5375

5374

5375

5375

5376

BILLING CODE 4120-01-C

Response: We reviewed the requested
code combinations suggested by
commenters, listed in Table 1, against
our complexity adjustment criteria. The
code combination for primary HCPCS
code 52000 with secondary HCPCS code
C9738 met our cost and frequency

criteria, qualifying for a complexity
adjustment for CY 2023. The remaining
code combinations failed to meet our
cost or frequency criteria and do not
qualify for complexity adjustments for
CY 2023. Addendum J to the CY 2023
OPPS/ASC final rule with comment

period includes the cost statistics for
each code combination that was
evaluated for a complexity adjustment.
We note that one code combination,
HCPCS 20902 and HCPCS 28740,
requested by comments was already
proposed in the CY 2023 OPPS/ASC
proposed rule and is being finalized in
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this final rule with comment period as
a qualifying complexity adjustment.
Additionally, one code combination
commenters requested, HCPCS 37243
and HCPCS C1983, does not qualify for
a complexity adjustment because the
secondary code, C1983, is not an add-
on code and does not have a J1 status
indicator. Accordingly, this code
combination was not evaluated for a CY
2023 complexity adjustment.

Comment: We also received support
from commenters for a variety of
existing and proposed complexity
adjustments, including neurostimulator
procedures as well as fusion and bunion
surgery procedures.

Response: We thank the commenters
for their support.

Comment: Several commenters
requested that CMS modify or eliminate
the established C—APC complexity
adjustment eligibility criteria of 25 or
more claims reporting the code
combination (frequency) and a violation
of the 2 times rule in the originating C—
APC (cost) to allow additional code
combinations to qualify for complexity
adjustments. Some commenters
expressed concern that CMS’
methodology for determining
complexity adjustments is unnecessarily
restrictive, particularly the 25-claim
threshold, and suggested that CMS
implement a complexity adjustment
whenever a code pair exceeds the cost
threshold.

Several commenters reiterated their
request to allow clusters of procedures,
consisting of a “J1”” code pair and
multiple other associated add-on codes
used in combination with that “J1” code
pair to qualify for complexity
adjustments, stating that this may allow
for more accurate reflection of medical
practice when multiple procedures are
performed together or there are certain
complex procedures that include
numerous add-on codes. Commenters
also requested that CMS continue to
monitor and report on the impact of
complexity adjustments.

Response: We appreciate these
comments. At this time, we do not
believe changes to the C-APC
complexity adjustment criteria are
necessary or that we should make
exceptions to the criteria to allow claims
with the code combinations suggested
by the commenters to receive
complexity adjustments. As we stated in
the CY 2017 OPPS/ASC final rule (81
FR 79582), we believe that the
complexity adjustment criteria, which
require a frequency of 25 or more claims
reporting a code combination and a
violation of the 2 times rule in the
originating C-APC, are appropriate to
determine if a combination of

procedures represents a complex, costly
subset of the primary service that
should qualify for the adjustment and be
paid at the next higher paying C-APC in
the clinical family. As we previously
stated in the CY 2020 OPPS/ASC final
rule with comment period (84 FR
61161), a minimum of 25 claims is
already a very low threshold for a
national payment system. Lowering the
minimum of 25 claims further could
lead to unnecessary complexity
adjustments for service combinations
that are rarely performed.

As we explained in the CY 2019
OPPS/ASC final rule with comment
period (83 FR 58843), we do not believe
that it is necessary to adjust the
complexity adjustment criteria to allow
claims that include more than two “J1”
procedures or procedures that are not
assigned to C-APCs to qualify for a
complexity adjustment. As previously
mentioned, we believe the current
criteria are adequate to determine if a
combination of procedures represents a
complex, costly subset of the primary
service. We will continue to monitor the
application of the complexity
adjustment criteria.

After consideration of the public
comments we received on the proposed
complexity adjustment policy, we are
finalizing the C—-APC complexity
adjustment policy for CY 2023 as
proposed. We are also finalizing the
proposed complexity adjustments with
the addition of the one new code
combination, primary HCPCS code
52000 with secondary HCPCS code
(C9738, that meet our complexity
adjustment criteria.

(2) Exclusion of Procedures Assigned to
New Technology APCs From the C-APC
Policy

Services that are assigned to New
Technology APCs are typically new
procedures that do not have sufficient
claims history to establish an accurate
payment for them. Beginning in CY
2002, we retain services within New
Technology APC groups until we gather
sufficient claims data to enable us to
assign the service to an appropriate
clinical APC. This policy allows us to
move a service from a New Technology
APC in less than 2 years if sufficient
data are available. It also allows us to
retain a service in a New Technology
APC for more than 2 years if sufficient
data upon which to base a decision for
reassignment have not been collected
(82 FR 59277).

The C-APC payment policy packages
payment for adjunctive and secondary
items, services, and procedures into the
most costly primary procedure under
the OPPS at the claim level. Prior to CY

2019, when a procedure assigned to a
New Technology APC was included on
the claim with a primary procedure,
identified by OPPS status indicator
“J1”, payment for the new technology
service was typically packaged into the
payment for the primary procedure.
Because the new technology service was
not separately paid in this scenario, the
overall number of single claims
available to determine an appropriate
clinical APC for the new service was
reduced. This was contrary to the
objective of the New Technology APC
payment policy, which is to gather
sufficient claims data to enable us to
assign the service to an appropriate
clinical APC.

To address this issue and ensure that
there are sufficient claims data for
services assigned to New Technology
APCs, in the CY 2019 OPPS/ASC final
rule with comment period (83 FR
58847), we finalized excluding payment
for any procedure that is assigned to a
New Technology APC (APCs 1491
through 1599 and APCs 1901 through
1908) from being packaged when
included on a claim with a “J1” service
assigned to a C-APC. In the CY 2020
OPPS/ASC final rule with comment
period, we finalized that beginning in
CY 2020, payment for services assigned
to a New Technology APC would be
excluded from being packaged into the
payment for comprehensive observation
services assigned status indicator ““J2”
when they are included on a claim with
a “J2” service (84 FR 61167). We
proposed to continue to exclude
payment for any procedure that is
assigned to a New Technology APC
(APCs 1491 through 1599 and APCs
1901 through 1908) from being
packaged when included on a claim
with a “J1” or “J2” service assigned to
a C—APC. We did not receive any public
comments on this policy and are
finalizing it as proposed.

(3) Exclusion of Drugs and Biologicals
Described by HCPCS Code C9399
(Unclassified Drugs or Biologicals) From
the C-APC Policy

Section 1833(t)(15) of the Act, as
added by section 621(a)(1) of the
Medicare Prescription Drug,
Improvement, and Modernization Act of
2003 (Pub. L. 108-173), provides for
payment under the OPPS for new drugs
and biologicals until HCPCS codes are
assigned. Under this provision, we are
required to make payment for a covered
outpatient drug or biological that is
furnished as part of covered outpatient
department services but for which a
HCPCS code has not yet been assigned
in an amount equal to 95 percent of
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average wholesale price (AWP) for the
drug or biological.

In the CY 2005 OPPS/ASC final rule
with comment period (69 FR 65805), we
implemented section 1833(t)(15) of the
Act by instructing hospitals to bill for a
drug or biological that is newly
approved by the FDA and that does not
yet have a HCPCS code by reporting the
National Drug Code (NDC) for the
product along with the newly created
HCPCS code C9399 (Unclassified drugs
or biologicals). We explained that when
HCPCS code C9399 appears on a claim,
the Outpatient Code Editor (OCE)
suspends the claim for manual pricing
by the Medicare Administrative
Contractor (MAC). The MAC prices the
claim at 95 percent of the drug or
biological’s AWP, using Red Book or an
equivalent recognized compendium,
and processes the claim for payment.
We emphasized that this approach
enables hospitals to bill and receive
payment for a new drug or biological
concurrent with its approval by the
FDA. The hospital does not have to wait
for the next quarterly release or for
approval of a product-specific HCPCS
code to receive payment for a newly
approved drug or biological or to
resubmit claims for adjustment. We
instructed that hospitals would
discontinue billing HCPCS code C9399
and the NDC upon implementation of a
product specific HCPCS code, status
indicator, and appropriate payment
amount with the next quarterly update.
We also note that HCPCS code C9399 is
paid in a similar manner in the ASC
setting, as 42 CFR 416.171(b) outlines
that certain drugs and biologicals for
which separate payment is allowed
under the OPPS are considered covered
ancillary services for which the OPPS
payment rate, which is 95 percent of
AWP for HCPCS code C9399, applies.
Since the implementation of the C-APC
policy in 2015, payment for drugs and
biologicals described by HCPCS code
C9399 has been included in the C-APC
payment when these products appear on
a claim with a primary C-APC service.
Packaging payment for these drugs and
biologicals that appear on a hospital
outpatient claim with a primary G-APC
service is consistent with our C-APC
packaging policy under which we make
payment for all items and services,
including all non-pass-through drugs,
reported on the hospital outpatient
claim as being integral, ancillary,
supportive, dependent, and adjunctive
to the primary service and representing
components of a complete
comprehensive service, with certain
limited exceptions (78 FR 74869). It has
been our position that the total payment

for the C-APC with which payment for
a drug or biological described by HCPCS
code C9399 is packaged includes
payment for the drug or biological at 95
percent of its AWP.

However, we have determined that in
certain instances, drugs and biologicals
described by HCPCS code C9399 are not
being paid at 95 percent of their AWPs
when payment for them is packaged
with payment for a primary C-APC
service. In order to ensure payment for
new drugs, biologicals, and
radiopharmaceuticals described by
HCPCS code C9399 at 95 percent of
their AWP, for CY 2023 and subsequent
years, we proposed to exclude any drug,
biological, or radiopharmaceutical
described by HCPCS code C9399 from
packaging when the drug, biological, or
radiopharmaceutical is included on a
claim with a “J1” service, which is the
status indicator assigned to a C-APC,
and a claim with a “J2” service, which
is the status indicator assigned to
comprehensive observation services.
Please see OPPS Addendum J for the
final CY 2023 comprehensive APC
payment policy exclusions.

We also included a corresponding
proposal in section XI “Proposed CY
2023 OPPS Payment Status and
Comment Indicators” of the CY 2023
OPPS/ASC proposed rule (87 FR 44698),
to add a new definition to status
indicator “A” to include unclassified
drugs and biologicals that are reportable
with HCPCS code C9399. The
definition, found in Addendum D1 to
the CY 2023 OPPS/ASC proposed rule,
would ensure the MAC prices claims for
drugs, biologicals or
radiopharmaceuticals billed with
HCPCS code C9399 at 95 percent of the
drug or biological’s AWP and pays
separately for the drug, biological, or
radiopharmaceutical under the OPPS
when it appears on the same claim as a
primary C-APC service.

Comment: Interested parties
expressed support of the proposal to
exclude C9399 from “J1” and “J2”
claims and to add a new definition to
status indicator “A” to include
unclassified drugs and biologicals that
are reportable with C9399.

Response: We thank commenters for
their support.

After consideration of the public
comments we received, to ensure
payment for new drugs, biologicals, and
radiopharmaceuticals described by
HCPCS code C9399 at 95 percent of
their AWP, for CY 2023 and subsequent
years we are finalizing, without
modification, our proposal to exclude
any drug, biological, or
radiopharmaceutical described by
HCPCS code C9399 from packaging

when the drug, biological, or
radiopharmaceutical is included on a
claim with a “J1” service, which is the
status indicator assigned to a G-APC,
and a claim with a ““J2” service, which
is the status indicator assigned to
comprehensive observation services.
Please see the section titled “CY 2023
OPPS Payment Status and Comment
Indicators” of this CY 2023 OPPS/ASC
final rule with comment period for
details regarding the new definition of
status indicator “A”.

(4) Additional C-APCs for CY 2023

For CY 2023, we proposed to continue
to apply the C-APC payment policy
methodology. We refer readers to the CY
2017 OPPS/ASC final rule with
comment period (81 FR 79583) for a
discussion of the C-APC payment
policy methodology and revisions.

Each year, in accordance with section
1833(t)(9)(A) of the Act, we review and
revise the services within each APC
group and the APC assignments under
the OPPS. As a result of our annual
review of the services and the APC
assignments under the OPPS, we
proposed to add one C—APC under the
existing C-APC payment policy in CY
2023: C-APC 5372 (Level 2 Urology and
Related Services). This APC was
proposed because, similar to other C—
APCs, this APC included primary,
comprehensive services, such as major
surgical procedures, that are typically
reported with other ancillary and
adjunctive services. Also, similar to
other clinical APCs that have been
converted to C-APCs, there are higher
APC levels (Levels 3—8 Urology and
Related Services) within the clinical
family or related clinical family of this
APC that were previously converted to
C—-APCs.

Comment: Commenters supported the
creation of the new proposed G-APC,
based on resource cost and clinical
characteristics.

Response: We appreciate the
commenters’ support.

Comment: Several commenters were
concerned that the C-APC methodology
lacks the charge capture mechanisms to
accurately reflect the cost of radiation
oncology services, particularly the
delivery of brachytherapy for the
treatment of cervical cancer. They stated
that this type of cancer
disproportionately impacts minorities,
women, and rural populations and that
undervaluing brachytherapy procedures
risks exacerbating existing disparities in
treatment. These commenters suggested
that CMS discontinue the C-APC
payment policy for all brachytherapy
insertion codes and allow these
procedures to be reported through
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traditional APCs, move brachytherapy
procedures (CPT codes 57155 and
58346) to higher paying C-APCs, or pay
separately for preparation and planning
services to more fully account for the
costs associated with these procedures.
Response: We appreciate the
comments. The calculations provided
by commenters as to the cost of these
services do not match how we calculate
C—-APC costs. We believe that the
current C-APC methodology is
appropriately applied to these surgical
procedures and is accurately capturing
costs, particularly as the brachytherapy
sources used for these procedures are
excluded from C-APC packaging and
are separately payable. This
methodology also enables hospitals to
manage their resources with maximum
flexibility by monitoring and adjusting

the volume and efficiency of services
themselves.

We also reviewed the request by
commenters to move brachytherapy
procedures, CPT code 57155 and CPT
code 58346, to a higher paying C-APC.
For CPT code 57155, the claims data in
the two times rule evaluation show that
this code is being paid at the
appropriate level in C-APC 5415 (Level
5 Gynecologic Procedures). For CPT
code 53846, given that this code has less
than 100 claims, it does not meet the
significance threshold of the two times
rule evaluation and we do not believe
the few claims available provide an
accurate reflection of the service’s cost
sufficient to move this procedure to a
higher C-APC. We will continue to
examine these concerns and will
determine if any modifications to this

policy are warranted in future
rulemaking.

After consideration of the public
comments we received, we are
finalizing as proposed G-APC 5372
(Level 2 Urology and Related Services)
for CY 2023. Table 2 lists the final C—
APCs for CY 2023. All C-APCs are
displayed in Addendum J to this CY
2023 OPPS/ASC final rule with
comment period (which is available via
the internet on the CMS website).
Addendum J to this final rule with
comment period also contains all of the
data related to the C-APC payment
policy methodology, including the list
of complexity adjustments and other
information for CY 2023.

BILLING CODE 4120-01-P
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TABLE 2: FINAL CY 2023 C-APCs

C-APC CY 2023 APC Group Title Clinieal | o c-APC
Family
5072 Level 2 Excision/Biopsy/Incision and Drainage EBIDX
5073 Level 3 Excision/Biopsy/Incision and Drainage EBIDX
5091 Level 1 Breast/Lymphatic Surgery and Related Procedures BREAS
5092 Level 2 Breast/Lymphatic Surgery and Related Procedures BREAS
5093 Level 3 Breast/Lymphatic Surgery and Related Procedures BREAS
5094 Level 4 Breast/Lymphatic Surgery and Related Procedures BREAS
5112 Level 2 Musculoskeletal Procedures ORTHO
5113 Level 3 Musculoskeletal Procedures ORTHO
5114 Level 4 Musculoskeletal Procedures ORTHO
5115 Level 5 Musculoskeletal Procedures ORTHO
5116 Level 6 Musculoskeletal Procedures ORTHO
5153 Level 3 Airway Endoscopy AENDO
5154 Level 4 Airway Endoscopy AENDO
5155 Level 5 Airway Endoscopy AENDO
5163 Level 3 ENT Procedures ENTXX
5164 Level 4 ENT Procedures ENTXX
5165 Level 5 ENT Procedures ENTXX
5166 Cochlear Implant Procedure COCHL
5182 Level 2 Vascular Procedures VASCX
5183 Level 3 Vascular Procedures VASCX
5184 Level 4 Vascular Procedures VASCX
5191 Level 1 Endovascular Procedures EVASC
5192 Level 2 Endovascular Procedures EVASC
5193 Level 3 Endovascular Procedures EVASC
5194 Level 4 Endovascular Procedures EVASC
5200 Implantation Wireless PA Pressure Monitor WPMXX
5211 Level 1 Electrophysiologic Procedures EPHYS
5212 Level 2 Electrophysiologic Procedures EPHYS
5213 Level 3 Electrophysiologic Procedures EPHYS
5222 Level 2 Pacemaker and Similar Procedures AICDP
5223 Level 3 Pacemaker and Similar Procedures AICDP
5224 Level 4 Pacemaker and Similar Procedures AICDP
5231 Level 1 ICD and Similar Procedures AICDP
5232 Level 2 ICD and Similar Procedures AICDP
5244 Level 4 Blood Product Exchange and Related Services SCTXX
5302 Level 2 Upper GI Procedures GIXXX
5303 Level 3 Upper GI Procedures GIXXX
5313 Level 3 Lower GI Procedures GIXXX
5331 Complex GI Procedures GIXXX
5341 Abdominal/Peritoneal/Biliary and Related Procedures GIXXX
5361 Level 1 Laparoscopy and Related Services LAPXX
5362 Level 2 Laparoscopy and Related Services LAPXX
5372 Level 2 Urology and Related Services UROXX *
5373 Level 3 Urology and Related Services UROXX
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Clinical

C-APC CY 2023 APC Group Title Family New C-APC
5374 Level 4 Urology and Related Services UROXX
5375 Level 5 Urology and Related Services UROXX
5376 Level 6 Urology and Related Services UROXX
5377 Level 7 Urology and Related Services UROXX
5378 Level 8 Urology and Related Services UROXX
5414 Level 4 Gynecologic Procedures GYNXX
5415 Level 5 Gynecologic Procedures GYNXX
5416 Level 6 Gynecologic Procedures GYNXX
5431 Level 1 Nerve Procedures NERVE
5432 Level 2 Nerve Procedures NERVE
5461 Level 1 Neurostimulator and Related Procedures NSTIM
5462 Level 2 Neurostimulator and Related Procedures NSTIM
5463 Level 3 Neurostimulator and Related Procedures NSTIM
5464 Level 4 Neurostimulator and Related Procedures NSTIM
5465 Level 5 Neurostimulator and Related Procedures NSTIM
5471 Implantation of Drug Infusion Device PUMPS
5491 Level 1 Intraocular Procedures INEYE
5492 Level 2 Intraocular Procedures INEYE
5493 Level 3 Intraocular Procedures INEYE
5494 Level 4 Intraocular Procedures INEYE
5495 Level 5 Intraocular Procedures INEYE
5503 Level 3 Extraocular, Repair, and Plastic Eye Procedures EXEYE
5504 Level 4 Extraocular, Repair, and Plastic Eye Procedures EXEYE
5627 Level 7 Radiation Therapy RADTX
5881 Ancillary Outpatient Services When Patient Dies N/A
8011 Comprehensive Observation Services N/A

C-APC Clinical Family Descriptor Key:

AENDO = Airway Endoscopy
AICDP = Automatic Implantable Cardiac Defibrillators, Pacemakers, and Related Devices.
BREAS = Breast Surgery

COCHL = Cochlear Implant

EBIDX = Excision/ Biopsy/Incision and Drainage
ENTXX = ENT Procedures

EPHYS = Cardiac Electrophysiology/

EVASC = Endovascular Procedures

EXEYE = Extraocular Ophthalmic Surgery
GIXXX = Gastrointestinal Procedures

GYNXX = Gynecologic Procedures

INEYE = Intraocular Surgery

LAPXX = Laparoscopic Procedures

NERVE = Nerve Procedures

NSTIM = Neurostimulators

ORTHO = Orthopedic Surgery

PUMPS = Implantable Drug Delivery Systems
RADTX = Radiation Oncology

SCTXX = Stem Cell Transplant

UROXX = Urologic Procedures

VASCX = Vascular Procedures

WPMXX = Wireless PA Pressure Monitor
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c. Calculation of Composite APC
Criteria-Based Costs

As discussed in the CY 2008 OPPS/
ASC final rule with comment period (72
FR 66613), we believe it is important
that the OPPS enhance incentives for
hospitals to provide necessary, high
quality care as efficiently as possible.
For CY 2008, we developed composite
APCs to provide a single payment for
groups of services that are typically
performed together during a single
clinical encounter and that result in the
provision of a complete service.
Combining payment for multiple,
independent services into a single OPPS
payment in this way enables hospitals
to manage their resources with
maximum flexibility by monitoring and
adjusting the volume and efficiency of
services themselves. An additional
advantage to the composite APC model
is that we can use data from correctly
coded multiple procedure claims to
calculate payment rates for the specified
combinations of services, rather than
relying upon single procedure claims
which may be low in volume and/or
incorrectly coded. Under the OPPS, we
currently have composite policies for
mental health services and multiple
imaging services. We refer readers to the
CY 2008 OPPS/ASC final rule with
comment period (72 FR 66611 through
66614 and 66650 through 66652) for a
full discussion of the development of
the composite APC methodology, and
the CY 2012 OPPS/ASC final rule with
comment period (76 FR 74163) and the
CY 2018 OPPS/ASC final rule with
comment period (82 FR 59241 through
59242 and 59246 through 52950) for
more recent background.

(1) Mental Health Services Composite
APC

We proposed to continue our
longstanding policy of limiting the
aggregate payment for specified less
resource-intensive mental health
services furnished on the same date to
the payment for a day of partial
hospitalization services provided by a
hospital, which we consider to be the
most resource-intensive of all outpatient
mental health services. We refer readers
to the April 7, 2000 OPPS final rule
with comment period (65 FR 18452
through 18455) for the initial discussion
of this longstanding policy and the CY
2012 OPPS/ASC final rule with
comment period (76 FR 74168) for more
recent background.

In the CY 2018 OPPS/ASC proposed
rule and final rule with comment period
(82 FR 33580 through 33581 and 59246
through 59247, respectively), we
proposed and finalized the policy for

CY 2018 and subsequent years that,
when the aggregate payment for
specified mental health services
provided by one hospital to a single
beneficiary on a single date of service,
based on the payment rates associated
with the APGCs for the individual
services, exceeds the maximum per
diem payment rate for partial
hospitalization services provided by a
hospital, those specified mental health
services will be paid through composite
APC 8010 (Mental Health Services
Composite). In addition, we set the
payment rate for composite APC 8010
for CY 2018 at the same payment rate
that will be paid for APC 5863, which
is the maximum partial hospitalization
per diem payment rate for a hospital,
and finalized a policy that the hospital
will continue to be paid the payment
rate for composite APC 8010. Under this
policy, the Integrated OCE (I/OCE) will
continue to determine whether to pay
for these specified mental health
services individually, or to make a
single payment at the same payment
rate established for APC 5863 for all of
the specified mental health services
furnished by the hospital on that single
date of service. We continue to believe
that the costs associated with
administering a partial hospitalization
program at a hospital represent the most
resource intensive of all outpatient
mental health services. Therefore, we do
not believe that we should pay more for
mental health services under the OPPS
than the highest partial hospitalization
per diem payment rate for hospitals.

We proposed that when the aggregate
payment for specified mental health
services provided by one hospital to a
single beneficiary on a single date of
service, based on the payment rates
associated with the APCs for the
individual services, exceeds the
maximum per diem payment rate for
partial hospitalization services provided
by a hospital, those specified mental
health services would be paid through
composite APC 8010 for CY 2023. In
addition, we proposed to set the
payment rate for composite APC 8010 at
the same payment rate that we proposed
for APC 5863, which is the maximum
partial hospitalization per diem
payment rate for a hospital, and that the
hospital continue to be paid the
proposed payment rate for composite
APC 8010.

Comment: Several commenters
recommended that CMS change the
status indicator for two
neuropsychological testing codes
(HCPCS 96133 and 96137) from SI =N
to SI = Q3 to allow separate payment for
additional hours of testing on the same
date or increase the payment rate for the

primary testing procedure code. The
commenters noted that the payment rate
for Composite APC 8010, which is
capped at the maximum per diem
partial hospitalization rate, is lower
than the individual HCPCS code APC
payment rates and does not provide
sufficient payment for these procedures.

Response: After reviewing this issue,
we believe the Composite APC
methodology is being appropriately
applied in this case, as packaging
multiple testing services performed on a
single date of service creates incentives
for hospitals to provide these services in
the most cost-efficient manner. We will
continue to examine these concerns and
will determine if any modifications to
this policy are warranted in future
rulemaking.

After consideration of the public
comments we received, we are
finalizing our proposal, without
modification, that when the aggregate
payment for specified mental health
services provided by one hospital to a
single beneficiary on a single date of
service, based on the payment rates
associated with the APCs for the
individual services, exceeds the
maximum per diem payment rate for
partial hospitalization services provided
by a hospital, those specified mental
health services would be paid through
composite APC 8010 for CY 2023. In
addition, we are finalizing our proposal
to set the payment rate for composite
APC 8010 for CY 2023 at the same
payment rate that we set for APC 5863,
which is the maximum partial
hospitalization per diem payment rate
for a hospital.

(2) Multiple Imaging Composite APCs
(APCs 8004, 8005, 8006, 8007, and
8008)

Effective January 1, 2009, we provide
a single payment each time a hospital
submits a claim for more than one
imaging procedure within an imaging
family on the same date of service, to
reflect and promote the efficiencies
hospitals can achieve when performing
multiple imaging procedures during a
single session (73 FR 41448 through
41450). We utilize three imaging
families based on imaging modality for
purposes of this methodology: (1)
ultrasound; (2) computed tomography
(CT) and computed tomographic
angiography (CTA); and (3) magnetic
resonance imaging (MRI) and magnetic
resonance angiography (MRA). The
HCPCS codes subject to the multiple
imaging composite policy and their
respective families are listed in Table 3
below.

While there are three imaging
families, there are five multiple imaging
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composite APGs due to the statutory
requirement under section 1833(t)(2)(G)
of the Act that we differentiate payment
for OPPS imaging services provided
with and without contrast. While the
ultrasound procedures included under
the policy do not involve contrast, both
CT/CTA and MRI/MRA scans can be
provided either with or without
contrast. The five multiple imaging
composite APCs established in CY 2009
are:

e APC 8004 (Ultrasound Composite);

e APC 8005 (CT and CTA without
Contrast Composite);

e APC 8006 (CT and CTA with
Contrast Composite);

e APC 8007 (MRI and MRA without
Contrast Composite); and

e APC 8008 (MRI and MRA with
Contrast Composite).

We define the single imaging session
for the “with contrast” composite APCs
as having at least one or more imaging
procedures from the same family
performed with contrast on the same
date of service. For example, if the
hospital performs an MRI without
contrast during the same session as at
least one other MRI with contrast, the
hospital will receive payment based on
the payment rate for APC 8008, the
“with contrast”” composite APC.

We make a single payment for those
imaging procedures that qualify for
payment based on the composite APC
payment rate, which includes any
packaged services furnished on the
same date of service. The standard
(noncomposite) APC assignments
continue to apply for single imaging
procedures and multiple imaging
procedures performed across families.
For a full discussion of the development
of the multiple imaging composite APC
methodology, we refer readers to the CY

2009 OPPS/ASC final rule with
comment period (73 FR 68559 through
68569).

For CY 2023, we proposed to continue
to pay for all multiple imaging
procedures within an imaging family
performed on the same date of service
using the multiple imaging composite
APC payment methodology. We
continue to believe that this policy
would reflect and promote the
efficiencies hospitals can achieve when
performing multiple imaging procedures
during a single session.

For CY 2023, except where otherwise
indicated, we proposed to use the costs
derived from CY 2021 claims data to set
the proposed CY 2023 payment rates.
Therefore, for CY 2023, the payment
rates for the five multiple imaging
composite APCs (APCs 8004, 8005,
8006, 8007, and 8008) are based on
proposed geometric mean costs
calculated from CY 2021 claims
available for the CY 2023 OPPS/ASC
proposed rule that qualify for composite
payment under the current policy (that
is, those claims reporting more than one
procedure within the same family on a
single date of service). To calculate the
proposed geometric mean costs, we
have used the same methodology that
we use to calculate the geometric mean
costs for these composite APCs since CY
2014, as described in the CY 2014
OPPS/ASC final rule with comment
period (78 FR 74918). The imaging
HCPCS codes referred to as “overlap
bypass codes’ that we removed from the
bypass list for purposes of calculating
the proposed multiple imaging
composite APC geometric mean costs, in
accordance with our established
methodology as stated in the CY 2014
OPPS/ASC final rule with comment
period (78 FR 74918), are identified by

asterisks in Addendum N to this final
rule (which is available via the internet
on the CMS website 4) and are discussed
in more detail in section II.A.1.b of this
final rule with comment period.

In the CY 2023 OPPS/ASC proposed
rule, for CY 2023, we were able to
identify approximately 0.95 million
“single session” claims out of an
estimated 2.0 million potential claims
for payment through composite APCs
from our ratesetting claims data, which
represents approximately 47.5 percent
of all eligible claims, to calculate the
proposed CY 2023 geometric mean costs
for the multiple imaging composite
APCs. Table 3 of the CY 2023 OPPS/
ASC final rule with comment period
lists the final HCPCS codes that would
be subject to the multiple imaging
composite APC policy and their
respective families and approximate
composite APC proposed geometric
mean costs for CY 2023.

We did not receive any public
comments on this policy. We are
finalizing continuing the use of multiple
imaging composite APCs to pay for
services providing more than one
imaging procedure from the same family
on the same date, without modification.
Table 3 below lists the HCPCS codes
that will be subject to the multiple
imaging composite APC policy and their
respective families and approximate
composite APC final geometric mean
costs for CY 2023.

4CY 2023 Medicare Hospital Outpatient
Prospective Payment System and Ambulatory
Surgical Center Payment System Proposed Rule
(CMS-1772-P); Notice of Final Rulemaking.
Auvailable at: https://www.cms.gov/Medicare/
Medicare-Fee-for-Service-Payment/
HospitalOutpatientPPS/Hospital-Outpatient-
Regulations-and-Notices.


https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/HospitalOutpatientPPS/Hospital-Outpatient-Regulations-and-Notices
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/HospitalOutpatientPPS/Hospital-Outpatient-Regulations-and-Notices
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/HospitalOutpatientPPS/Hospital-Outpatient-Regulations-and-Notices
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/HospitalOutpatientPPS/Hospital-Outpatient-Regulations-and-Notices
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TABLE 3: OPPS IMAGING FAMILIES AND MULTIPLE IMAGING PROCEDURE
COMPOSITE APCS

Family 1 — Ultrasound

CY 2023 APC 8004 (Ultrasound Composite)

CY 2023 Approximate
APC Geometric Mean Cost = $302.65

76700 Us exam, abdom, complete
76705 Echo exam of abdomen

76770 Us exam abdo back wall, comp
76776 Us exam k transpl w/Doppler
76831 Echo exam, uterus

76856 Us exam, pelvic, complete
76857 Us exam, pelvic, limited

76981 Us parenchyma

76982 Us 1* target lesion

Family 2 - CT and CTA with

and without Contrast

CY 2023 APC 8005 (CT and CTA without
Contrast Composite)*

CY 2023 Approximate
APC Geometric Mean Cost = $227.67

0633T Ct breast w/3d uni c-
0636T Ct breast w/3d bi c-

70450 Ct head/brain w/o dye
70480 Ct orbit/ear/fossa w/o dye
70486 Ct maxillofacial w/o dye
70490 Ct soft tissue neck w/o dye
71250 Ct thorax w/o dye

72125 Ct neck spine w/o dye
72128 Ct chest spine w/o dye
72131 Ct lumbar spine w/o dye
72192 Ct pelvis w/o dye

73200 Ct upper extremity w/o dye
73700 Ct lower extremity w/o dye
74150 Ct abdomen w/o dye
74176 Ct angio abd & pelvis
74261 Ct colonography, w/o dye

CY 2023 APC 8006 (CT and CTA with
Contrast Composite)

CY 2023 Approximate
APC Geometric Mean Cost = $434.16

0634T Ct breast w/3d uni ¢+
0635T Ct breast w/3d uni ¢-/c+
0637T Ct breast w/3d bi ¢+
0638T Ct breast w/3d bi c-/ct+
70460 Ct head/brain w/dye

70470 Ct head/brain w/o & w/dye
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70481 Ct orbit/ear/fossa w/dye

70482 Ct orbit/ear/fossa w/o & w/dye
70487 Ct maxillofacial w/dye

70488 Ct maxillofacial w/o & w/dye
70491 Ct soft tissue neck w/dye
70492 Ct sft tsue nck w/o & w/dye
70496 Ct angiography, head

70498 Ct angiography, neck

71260 Ct thorax w/dye

71270 Ct thorax w/o & w/dye

71275 Ct angiography, chest

72126 Ct neck spine w/dye

72127 Ct neck spine w/o & w/dye
72129 Ct chest spine w/dye

72130 Ct chest spine w/o & w/dye
72132 Ct lumbar spine w/dye

72133 Ct lumbar spine w/o & w/dye
72191 Ct angiograph pelv w/o & w/dye
72193 Ct pelvis w/dye

72194 Ct pelvis w/o & w/dye

73201 Ct upper extremity w/dye
73202 Ct uppr extremity w/o & w/dye
73206 Ct angio upr extrm w/o & w/dye
73701 Ct lower extremity w/dye
73702 Ct lwr extremity w/o & w/dye
73706 Ct angio Iwr extr w/o & w/dye
74160 Ct abdomen w/dye

74170 Ct abdomen w/o & w/dye
74175 Ct angio abdom w/o & w/dye
74177 Ct angio abd & pelv w/contrast
74178 Ct angio abd & pelv 1+ regns
74262 Ct colonography, w/dye

75635 Ct angio abdominal arteries

than APC 8005.

* If a “without contrast” CT or CTA procedure is performed during the same session as a
“with contrast” CT or CTA procedure, the I/OCE assigns the procedure to APC 8006 rather

Family 3 - MRI and MRA with and without Contrast

CY 2023 APC 8007 (MRI and MRA without
Contrast Composite)*

CY 2023 Approximate

APC Geometric Mean Cost = $527.17

0609T Mrs disc pain acquisj data
70336 Magnetic image, jaw joint
70540 Mri orbit/face/neck w/o dye
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70544 Mr angiography head w/o dye

70547 Mr angiography neck w/o dye

70551 Mri brain w/o dye

70554 Fmri brain by tech

71550 Mri chest w/o dye

72141 Mri neck spine w/o dye

72146 Mri chest spine w/o dye

72148 Mri lumbar spine w/o dye

72195 Mri pelvis w/o dye

73218 Mri upper extremity w/o dye

73221 Mri joint upr extrem w/o dye

73718 Mri lower extremity w/o dye

73721 Mri jnt of Iwr extre w/o dye

74181 Mri abdomen w/o dye

75557 Cardiac mri for morph

75559 Cardiac mri w/stress img

76391 Mr elastography

77046 Mri breast c- unilateral

77047 Mri breast c- bilateral

C8901 MRA w/o cont, abd

C8910 MRA w/o cont, chest

C8913 MRA w/o cont, lwr ext

C8919 MRA w/o cont, pelvis

C8932 MRA, w/o dye, spinal canal

C8935 MRA, w/o dye, upper extr

C9762 Cardiac MRI seg dys strain

C9763 Cardiac MRI seg dys stress
CY 2023 APC 8008 (MRI and MRA with CY 2023 Approximate

Contrast Composite) APC Geometric Mean Cost = $845.72

70542 Mri orbit/face/neck w/dye

70543 Mri orbt/fac/nck w/o & w/dye

70545 Mr angiography head w/dye

70546 Mr angiograph head w/o & w/dye

70547 Mr angiography neck w/o dye

70548 Mr angiography neck w/dye

70549 Mr angiograph neck w/o & w/dye

70552 Mri brain w/dye

70553 Mri brain w/o & w/dye

71551 Mri chest w/dye

71552 Mri chest w/o & w/dye

72142 Mri neck spine w/dye

72147 Mri chest spine w/dye
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72149 Mri lumbar spine w/dye
72156 Mri neck spine w/o & w/dye
72157 Mri chest spine w/o & w/dye
72158 Mri lumbar spine w/o & w/dye
72196 Mri pelvis w/dye
72197 Mri pelvis w/o & w/dye
73219 Mri upper extremity w/dye
73220 Mri uppr extremity w/o & w/dye
73222 Mri joint upr extrem w/dye
73223 Mri joint upr extr w/o & w/dye
73719 Mri lower extremity w/dye
73720 Mri lwr extremity w/o & w/dye
73722 Mri joint of lwr extr w/dye
73723 Mri joint Iwr extr w/o & w/dye
74182 Mri abdomen w/dye
74183 Mri abdomen w/o & w/dye
75561 Cardiac mri for morph w/dye
75563 Card mri w/stress img & dye
C8900 MRA w/cont, abd
C8902 MRA w/o fol w/cont, abd
C8903 MRI w/cont, breast, uni
C8905 MRI w/o fol w/cont, brst, un
C8906 MRI w/cont, breast, bi
C8908 MRI w/o fol w/cont, breast,
C8909 MRA w/cont, chest
C8911 MRA w/o fol w/cont, chest
C8912 MRA w/cont, Iwr ext
C8914 MRA w/o fol w/cont, Iwr ext
C8918 MRA w/cont, pelvis
C8920 MRA w/o fol w/cont, pelvis
C8931 MRA, w/dye, spinal canal
C8933 MRA, w/o&w/dye, spinal canal
C8934 MRA, w/dye, upper extremity
C8936 MRA, w/o&w/dye, upper extr

* If a “without contrast” MRI or MRA procedure is performed during the same session as a

“with contrast” MRI or MRA procedure, the I/OCE assigns the procedure to APC 8008

rather than APC 8007.

BILLING CODE 4120-01-C

3. Changes to Packaged Items and
Services

a. Background and Rationale for
Packaging in the OPPS

Like other prospective payment
systems, the OPPS relies on the concept

of averaging to establish a payment rate
for services. The payment may be more
or less than the estimated cost of
providing a specific service or a bundle
of specific services for a particular
beneficiary. The OPPS packages
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payments for multiple interrelated items
and services into a single payment to
create incentives for hospitals to furnish
services most efficiently and to manage
their resources with maximum
flexibility. Our packaging policies
support our strategic goal of using larger
payment bundles in the OPPS to
maximize hospitals’ incentives to
provide care in the most efficient
manner. For example, where there are a
variety of devices, drugs, items, and
supplies that could be used to furnish

a service, some of which are more costly
than others, packaging encourages
hospitals to use the most cost-efficient
item that meets the patient’s needs,
rather than to routinely use a more
expensive item, which may occur if
separate payment is provided for the
item.

Packaging also encourages hospitals
to effectively negotiate with
manufacturers and suppliers to reduce
the purchase price of items and services
or to explore alternative group
purchasing arrangements, thereby
encouraging the most economical health
care delivery. Similarly, packaging
encourages hospitals to establish
protocols that ensure that necessary
services are furnished, while
scrutinizing the services ordered by
practitioners to maximize the efficient
use of hospital resources. Packaging
payments into larger payment bundles
promotes the predictability and
accuracy of payment for services over
time. Finally, packaging may reduce the
importance of refining service-specific
payment because packaged payments
include costs associated with higher
cost cases requiring many ancillary
items and services and lower cost cases
requiring fewer ancillary items and
services. Because packaging encourages
efficiency and is an essential component
of a prospective payment system,
packaging payments for items and
services that are typically integral,
ancillary, supportive, dependent, or
adjunctive to a primary service has been
a fundamental part of the OPPS since its
implementation in August 2000. As we
continue to develop larger payment
groups that more broadly reflect services
provided in an encounter or episode of
care, we have expanded the OPPS
packaging policies. Most, but not
necessarily all, categories of items and
services currently packaged in the OPPS
are listed in 42 CFR 419.2(b). Our
overarching goal is to make payments
for all services under the OPPS more
consistent with those of a prospective
payment system and less like those of a
per-service fee schedule, which pays
separately for each coded item. As a part

of this effort, we have continued to
examine the payment for items and
services provided under the OPPS to
determine which OPPS services can be
packaged to further achieve the
objective of advancing the OPPS toward
a more prospective payment system.

b. Policy and Comment Solicitation on
Packaged Items and Services

For CY 2023, we examined the items
and services currently provided under
the OPPS, reviewing categories of
integral, ancillary, supportive,
dependent, or adjunctive items and
services for which we believe payment
would be appropriately packaged into
payment for the primary service that
they support. Specifically, we examined
the HCPCS code definitions (including
CPT code descriptors) and hospital
outpatient department billing patterns
to determine whether there were
categories of codes for which packaging
would be appropriate according to
existing OPPS packaging policies or a
logical expansion of those existing
OPPS packaging policies.

For CY 2023, we did not propose any
changes to the overall packaging policy
previously discussed. We proposed to
continue to conditionally package the
costs of selected newly identified
ancillary services into payment for a
primary service where we believe that
the packaged item or service is integral,
ancillary, supportive, dependent, or
adjunctive to the provision of care that
was reported by the primary service
HCPCS code.

While we did not propose any
changes to the overall packaging policy
above, we solicited comments on
potential modifications to our packaging
policy, as described in section XIILE.5
of the CY 2023 OPPS/ASC proposed
rule (87 FR 44717). Specifically, we
solicited comments and data regarding
whether to expand the current ASC
payment system policy for non-opioid
pain management drugs and biologicals
that function as surgical supplies to the
HOPD setting. Details on the current
ASC policy can be found in section
XIILE of this final rule with comment
period.

We did not receive any public
comments on our overall OPPS
packaging policy and therefore, we are
continuing the OPPS packaging policy
for CY 2023 without modification.
Specific packaging concerns are
discussed in detail in their respective
sections throughout this final rule with
comment period.

As discussed above and in the
proposed rule, we solicited comments
and data regarding whether to expand
the current ASC payment system policy

for non-opioid pain management drugs
and biologicals that function as surgical
supplies to the HOPD setting. Details on
the current ASC policy can be found in
section XIILE of this final rule with
comment period. Below is a summary of
the comments received in response to
the comment solicitation.

Comment: Many commenters
suggested CMS extend the policy
described at § 416.174 to also
encompass the HOPD setting. Generally,
commenters believed these products
serve a valuable clinical purpose and
their use should be encouraged in all
settings of care. Several commenters
provided data regarding how packaging
negatively impacted the utilization of
their products in the HOPD. Some
commenters conceded that it is
reasonable to think that the average
hospital outpatient department would
be able to absorb the extra costs;
however, they believe that does not
mean that every hospital outpatient
department would be able to do so.

Commenters also presented data
showing potential access barriers
affecting underserved communities.
Commenters believed that the HOPD
setting is more accessible to vulnerable
and underserved populations relative to
the ASC setting. Commenters stated that
these are the populations that are also
most negatively impacted by opioids.

Response: We thank commenters for
their comments on the comment
solicitation to expand the non-opioid
drug or biological payment policy to the
HOPD setting. We will take these
comments into consideration for future
rulemaking. We remind interested
parties that we are not modifying our
policy at §416.174 or creating new
policies in response to these comment
solicitations. Any change to or
expansion of the policy described at
§416.174 would be done through notice
and comment rulemaking.

4. Calculation of OPPS Scaled Payment
Weights

We established a policy in the CY
2013 OPPS/ASC final rule with
comment period (77 FR 68283) of using
geometric mean-based APC costs to
calculate relative payment weights
under the OPPS. In the CY 2022 OPPS/
ASC final rule with comment period (85
FR 63497 through 63498), we applied
this policy and calculated the relative
payment weights for each APC for CY
2022 that were shown in Addenda A
and B of the CY 2022 OPPS/ASC final
rule with comment period (which were
made available via the internet on the
CMS website) using the APC costs
discussed in sections II.A.1. and IL.A.2.
of the CY 2022 OPPS/ASC final rule
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with comment period (86 FR 63466
through 63483). For CY 2023, as we did
for CY 2022, we proposed to continue
to apply the policy established in CY
2013 and calculate relative payment
weights for each APC for CY 2023 using
geometric mean-based APC costs.

For CY 2012 and CY 2013, outpatient
clinic visits were assigned to one of five
levels of clinic visit APCs, with APC
0606 representing a mid-level clinic
visit. In the CY 2014 OPPS/ASC final
rule with comment period (78 FR 75036
through 75043), we finalized a policy
that created alphanumeric HCPCS code
G0463 (Hospital outpatient clinic visit
for assessment and management of a
patient), representing any and all clinic
visits under the OPPS. HCPCS code
(G0463 was assigned to APC 0634
(Hospital Clinic Visits). We also
finalized a policy to use CY 2012 claims
data to develop the CY 2014 OPPS
payment rates for HCPCS code G0463
based on the total geometric mean cost
of the levels one through five CPT
Evaluation or Assessment and
Management (E/M) codes for clinic
visits previously recognized under the
OPPS (CPT codes 99201 through 99205
and 99211 through 99215). In addition,
we finalized a policy to no longer
recognize a distinction between new
and established patient clinic visits.

For CY 2016, we deleted APC 0634
and reassigned the outpatient clinic
visit HCPCS code G0463 to APC 5012
(Level 2 Examinations and Related
Services) (80 FR 70372). For CY 2023,
as we did for CY 2022, we proposed to
continue to standardize all of the
relative payment weights to APC 5012.
We believe that standardizing relative
payment weights to the geometric mean
of the APC to which HCPCS code G0463
is assigned maintains consistency in
calculating unscaled weights that
represent the cost of some of the most
frequently provided OPPS services. For
CY 2023, as we did for CY 2022, we
proposed to assign APC 5012 a relative
payment weight of 1.00 and to divide
the geometric mean cost of each APC by
the geometric mean cost for APC 5012
to derive the unscaled relative payment
weight for each APC. The choice of the
APC on which to standardize the
relative payment weights does not affect
payments made under the OPPS
because we scale the weights for budget
neutrality.

We note that in the CY 2019 OPPS/
ASC final rule with comment period (83
FR 59004 through 59015) and the CY
2020 OPPS/ASC final rule with
comment period (84 FR 61365 through
61369), we discussed our policy,
implemented beginning on January 1,
2019, to control for unnecessary

increases in the volume of covered
outpatient department services by
paying for clinic visits furnished at
excepted off-campus provider-based
departments (PBDs) at a reduced rate.
While the volume associated with these
visits is included in the impact model,
and thus used in calculating the weight
scalar, the policy has a negligible effect
on the scalar. Specifically, under this
policy, there is no change to the
relativity of the OPPS payment weights
because the adjustment is made at the
payment level rather than in the cost
modeling. Further, under this policy,
the savings that result from the change
in payments for these clinic visits are
not budget neutral. Therefore, the
impact of this policy will generally not
be reflected in the budget neutrality
adjustments, whether the adjustment is
to the OPPS relative weights or to the
OPPS conversion factor. For a full
discussion of this policy, we refer
readers to the CY 2020 OPPS/ASC final
rule with comment period (84 FR
61142).

Section 1833(t)(9)(B) of the Act
requires that APC reclassification and
recalibration changes, wage index
changes, and other adjustments be made
in a budget neutral manner. Budget
neutrality ensures that the estimated
aggregate weight under the OPPS for CY
2023 is neither greater than nor less
than the estimated aggregate weight that
would have been calculated without the
changes. To comply with this
requirement concerning the APC
changes, we propose to compare the
estimated aggregate weight using the CY
2022 scaled relative payment weights to
the estimated aggregate weight using the
proposed CY 2023 unscaled relative
payment weights.

For CY 2022, we multiplied the CY
2022 scaled APC relative payment
weight applicable to a service paid
under the OPPS by the volume of that
service from CY 2021 claims to calculate
the total relative payment weight for
each service. We then added together
the total relative payment weight for
each of these services in order to
calculate an estimated aggregate weight
for the year. For CY 2023, we proposed
to apply the same process using the
estimated CY 2023 unscaled relative
payment weights rather than scaled
relative payment weights. We proposed
to calculate the weight scalar by
dividing the CY 2022 estimated
aggregate weight by the unscaled CY
2023 estimated aggregate weight.

For a detailed discussion of the
weight scalar calculation, we refer
readers to the OPPS claims accounting
document available on the CMS website
at: https://www.cms.gov/Medicare/

Medicare-Fee-for-Service-Payment/
HospitalOutpatientPPS/index.html.
Click on the link labeled “CY 2023
OPPS/ASC Notice of Proposed
Rulemaking”, which can be found
under the heading “Hospital Outpatient
Prospective Payment System
Rulemaking” and open the claims
accounting document link at the bottom
of the page, which is labeled “2023
NFRM OPPS Claims Accounting (PDF)”.

We proposed to compare the
estimated unscaled relative payment
weights in CY 2023 to the estimated
total relative payment weights in CY
2022 using CY 2021 claims data,
holding all other components of the
payment system constant to isolate
changes in total weight. Based on this
comparison, we proposed to adjust the
calculated CY 2023 unscaled relative
payment weights for purposes of budget
neutrality. We proposed to adjust the
estimated CY 2023 unscaled relative
payment weights by multiplying them
by a proposed weight scalar of 1.4152 to
ensure that the proposed CY 2023
relative payment weights are scaled to
be budget neutral. The proposed CY
2023 relative payment weights listed in
Addenda A and B to the CY 2023 OPPS/
ASC proposed rule (which are available
via the internet on the CMS website) are
scaled and incorporate the recalibration
adjustments discussed in sections II.A.1
and IL.A.2 of this CY 2023 OPPS/ASC
proposed rule (87 FR 44510 through
44525).

Section 1833(t)(14) of the Act
provides the payment rates for certain
specified covered outpatient drugs
(SCODs). Section 1833(t)(14)(H) of the
Act provides that additional
expenditures resulting from this
paragraph shall not be taken into
account in establishing the conversion
factor, weighting, and other adjustment
factors for 2004 and 2005 under
paragraph (9), but shall be taken into
account for subsequent years. Therefore,
the cost of those SCODs (as discussed in
section V.B.2 of the CY 2023 OPPS/ASC
proposed rule (87 FR 44644 through
44646)) is included in the budget
neutrality calculations for the CY 2023
OPPS.

We did not receive any public
comments on the proposed weight
scalar calculation. Therefore, we are
finalizing our proposal to use the
calculation process described in the
proposed rule, without modification, for
CY 2023. For CY 2023, as we did for CY
2022, we will continue to apply the
policy established in CY 2013 and
calculate relative payment weights for
each APC for CY 2023 using geometric
mean-based APC costs. For CY 2023, as
we did for CY 2022, we will assign APC
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5012 a relative payment weight of 1.00
and we will divide the geometric mean
cost of each APC by the geometric mean
cost for APC 5012 to derive the unscaled
relative payment weight for each APC.
To comply with this requirement
concerning the APC changes, we will
compare the estimated aggregate weight
using the CY 2022 scaled relative
payment weights to the estimated
aggregate weight using the CY 2023
unscaled relative payment weights.

Using updated final rule claims data,
we are updating the estimated CY 2023
unscaled relative payment weights by
multiplying them by a weight scalar of
1.4122 to ensure that the final CY 2023
relative payment weights are scaled to
be budget neutral. The final CY 2023
relative payments weights listed in
Addenda A and B of this final rule with
comment period (which are available
via the internet on the CMS website)
were scaled and incorporate the
recalibration adjustments discussed in
sections II.A.1 and II.A.2 of this final
rule with comment period.

B. Conversion Factor Update

Section 1833(t)(3)(C)(ii) of the Act
requires the Secretary to update the
conversion factor used to determine the
payment rates under the OPPS on an
annual basis by applying the OPD rate
increase factor. For purposes of section
1833(t)(3)(C)(iv) of the Act, subject to
sections 1833(t)(17) and 1833(t)(3)(F) of
the Act, the OPD rate increase factor is
equal to the hospital inpatient market
basket percentage increase applicable to
hospital discharges under section
1886(b)(3)(B)(iii) of the Act. In the FY
2023 IPPS/Long Term Care Hospital
(LTCH) PPS proposed rule (87 FR
28402), consistent with current law,
based on IHS Global, Inc.’s fourth
quarter 2021 forecast of the FY 2023
market basket increase, the proposed FY
2023 IPPS market basket update was 3.1
percent. We noted in the proposed rule
that under our regular process for the
CY 2023 OPPS/ASC final rule, we
would use the market basket update for
the FY 2023 IPPS/LTCH PPS final rule,
which would be based on IHS Global,
Inc.’s second quarter 2022 forecast of
the FY 2023 market basket increase. If
that forecast is different than the market
basket used for the proposed rule, the
CY 2023 OPPS/ASC final rule OPD rate
increase factor would reflect that
different market basket estimate.

Section 1833(t)(3)(F)(i) of the Act
requires that, for 2012 and subsequent
years, the OPD fee schedule increase
factor under subparagraph (C)(iv) be
reduced by the productivity adjustment
described in section 1886(b)(3)(B)(x1i)(II)
of the Act. Section 1886(b)(3)(B)(xi)(II)

of the Act defines the productivity
adjustment as equal to the 10-year
moving average of changes in annual
economy-wide, private nonfarm
business multifactor productivity (MFP)
(as projected by the Secretary for the 10-
year period ending with the applicable
fiscal year, year, cost reporting period,
or other annual period) (the “MFP
adjustment”). In the FY 2012 IPPS/
LTCH PPS final rule (76 FR 51689
through 51692), we finalized our
methodology for calculating and
applying the MFP adjustment, and then
revised this methodology, as discussed
in the FY 2016 IPPS/LTCH PPS final
rule (80 FR 49509). In the FY 2023 IPPS/
LTCH PPS proposed rule (87 FR 28402),
the proposed MFP adjustment for FY
2023 was 0.4 percentage point.

Therefore, we proposed that the MFP
adjustment for the CY 2023 OPPS would
be 0.4 percentage point. We also
proposed that if more recent data
become subsequently available after the
publication of the CY 2023 OPPS/ASC
proposed rule (for example, a more
recent estimate of the market basket
increase and/or the MFP adjustment),
we would use such updated data, if
appropriate, to determine the CY 2023
market basket update and the MFP
adjustment, which are components in
calculating the OPD fee schedule
increase factor under sections
1833(t)(3)(C)(iv) and 1833(t)(3)(F) of the
Act.

We note that section 1833(t)(3)(F) of
the Act provides that application of this
subparagraph may result in the OPD fee
schedule increase factor under section
1833(t)(3)(C)(iv) of the Act being less
than 0.0 percent for a year, and may
result in OPPS payment rates being less
than rates for the preceding year. As
described in further detail below, we
proposed for CY 2023 an OPD fee
schedule increase factor of 2.7 percent
for the CY 2023 OPPS (which is the
proposed estimate of the hospital
inpatient market basket percentage
increase of 3.1 percent, less the
proposed 0.4 percentage point MFP
adjustment).

We proposed that hospitals that fail to
meet the Hospital OQR Program
reporting requirements would be subject
to an additional reduction of 2.0
percentage points from the OPD fee
schedule increase factor adjustment to
the conversion factor that would be
used to calculate the OPPS payment
rates for their services, as required by
section 1833(t)(17) of the Act. For
further discussion of the Hospital OQR
Program, we refer readers to section XIV
of the CY 2023 OPPS/ASC proposed
rule.

To set the OPPS conversion factor for
2023, we proposed to increase the CY
2022 conversion factor of $84.177 by 2.7
percent. In accordance with section
1833(t)(9)(B) of the Act, we proposed
further to adjust the conversion factor
for CY 2023 to ensure that any revisions
made to the wage index and rural
adjustment are made on a budget
neutral basis. We proposed to calculate
an overall budget neutrality factor of
1.0010 for wage index changes by
comparing proposed total estimated
payments from our simulation model
using the proposed FY 2023 IPPS wage
indexes to those payments using the FY
2022 IPPS wage indexes, as adopted on
a calendar year basis for the OPPS. We
further proposed to calculate an
additional budget neutrality factor of
0.9995 to account for our proposed
policy to cap wage index reductions for
hospitals at 5 percent on an annual
basis.

We note that we did not include a
budget neutrality factor for the proposed
rule to account for the adjustment for
drugs purchased under the 340B
Program because we formally proposed
to continue paying such drugs at ASP
minus 22.5 percent, which was the same
payment rate as in CY 2022. Given the
timing of the Supreme Court’s decision
in American Hospital Association v.
Becerra, 142 S. Ct. 1896 (2022), we
lacked the necessary time to fully
incorporate the adjustments to our
budget neutrality calculations to
account for that decision before issuing
the CY 2023 OPPS/ASC proposed rule.
Instead, we included alternative files
with the proposed rule that detailed the
impact of removing the 340B policy for
CY 2023. The final budget neutrality
factor for the 340B policy is discussed
later in this section and section V.B.6.
of this final rule with comment period.

For the CY 2023 OPPS, we proposed
to maintain the current rural adjustment
policy, as discussed in section ILE. of
the CY 2023 OPPS/ASC proposed rule.
Therefore, the proposed budget
neutrality factor for the rural adjustment
was 1.0000.

We proposed to continue previously
established policies for implementing
the cancer hospital payment adjustment
described in section 1833(t)(18) of the
Act, as discussed in section ILF of the
CY 2023 OPPS/ASC proposed rule. We
proposed to calculate a CY 2023 budget
neutrality adjustment factor for the
cancer hospital payment adjustment by
comparing estimated total CY 2023
payments under section 1833(t) of the
Act, including the proposed CY 2023
cancer hospital payment adjustment, to
estimated CY 2023 total payments using
the CY 2022 final cancer hospital
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payment adjustment, as required under
section 1833(t)(18)(B) of the Act. The
proposed CY 2023 estimated payments
applying the proposed CY 2023 cancer
hospital payment adjustment were the
same as estimated payments applying
the CY 2022 final cancer hospital
payment adjustment. Therefore, we
proposed to apply a budget neutrality
adjustment factor of 1.0000 to the
conversion factor for the cancer hospital
payment adjustment. In accordance
with section 1833(t)(18)(C) of the Act, as
added by section 16002(b) of the 21st
Century Cures Act (Pub. L. 114-255), we
applied a budget neutrality factor
calculated as if the proposed cancer
hospital adjustment target payment-to-
cost ratio was 0.90, not the 0.89 target
payment-to-cost ratio we applied as
stated in section IL.F of the CY 2023
OPPS/ASC proposed rule.

We estimated that proposed pass-
through spending for drugs, biologicals,
and devices for CY 2023 would equal
approximately $772.0 million, which
represents 0.90 percent of total
projected CY 2023 OPPS spending.
Therefore, the proposed conversion
factor would be adjusted by the
difference between the 1.24 percent
estimate of pass-through spending for
CY 2022 and the 0.90 percent estimate
of proposed pass-through spending for
CY 2023, resulting in a proposed
increase to the conversion factor for CY
2023 of 0.34 percent.

Proposed estimated payments for
outliers would remain at 1.0 percent of
total OPPS payments for CY 2023. We
estimated for the CY 2023 OPPS/ASC
proposed rule that outlier payments
would be approximately 1.29 percent of
total OPPS payments in CY 2022; the
1.00 percent for proposed outlier
payments in CY 2023 would constitute
a 0.29 percent decrease in payment in
CY 2023 relative to CY 2022.

We also proposed to make an OPPS
budget neutrality adjustment of 0.01
percent of the OPPS for the estimated
spending of $8.3 million associated with
the proposed payment adjustment under
the CY 2023 OPPS for domestic NIOSH-
approved surgical N95 respirators, as
discussed in section X.H of the CY 2023
OPPS/ASC proposed rule.

For CY 2023, we also proposed that
hospitals that fail to meet the reporting
requirements of the Hospital OQR
Program would continue to be subject to
a further reduction of 2.0 percentage
points to the OPD fee schedule increase
factor. For hospitals that fail to meet the
requirements of the Hospital OQR
Program, we proposed to make all other
adjustments discussed above, but use a
reduced OPD fee schedule update factor
of 0.7 percent (that is, the proposed OPD

fee schedule increase factor of 2.7
percent further reduced by 2.0
percentage points). This would result in
a proposed reduced conversion factor
for CY 2023 of $85.093 for hospitals that
fail to meet the Hospital OQR Program
requirements (a difference of —1.692 in
the conversion factor relative to
hospitals that met the requirements).

In summary, for 2023, we proposed to
use a reduced conversion factor of
$85.093 in the calculation of payments
for hospitals that fail to meet the
Hospital OQR Program requirements (a
difference of —1.692 in the conversion
factor relative to hospitals that met the
requirements).

For 2023, we proposed to use a
conversion factor of $86.785 in the
calculation of the national unadjusted
payment rates for those items and
services for which payment rates are
calculated using geometric mean costs;
that is, the proposed OPD fee schedule
increase factor of 2.7 percent for CY
2023, the required proposed wage index
budget neutrality adjustment of
approximately 1.0010, the proposed 5
percent annual cap for individual
hospital wage index reductions
adjustment of approximately 0.9995, the
proposed cancer hospital payment
adjustment of 1.0000, the proposed
adjustment to account for the 0.01
percentage point of OPPS spending
associated with the payment adjustment
for domestic NIOSH-approved surgical
N95 respirators, and the proposed
adjustment of an increase of 0.34
percentage point of projected OPPS
spending for the difference in pass-
through spending, which resulted in a
proposed conversion factor for CY 2023
of $86.785.

Comment: Many commenters believed
that the proposed OPD rate increase of
2.7 percent substantially
underestimated the increases in costs
for labor, equipment, and supplies that
hospitals are facing. Commenters also
asserted that the adjusted inpatient
hospital rate increase of 3.8 percent that
was implemented for the IPPS and
calculated using more current economic
data is also inadequate to address the
large cost increases faced by hospitals.
Many commenters raised concerns
about sharply rising labor costs,
especially the cost of nursing care.
Commenters stated that during the
COVID-19 pandemic, hospitals greatly
increased their use of contract nurses
whose wages and support costs were
substantially higher than nurses
regularly employed by hospitals.
Commenters had serious concerns about
whether the market basket data that
measures labor costs were measuring
the increased hospital labor costs.

Commenters also were in favor of
eliminating or substantially reducing
the productivity adjustment from the
OPD rate update. They believe that
disruptions caused by the pandemic,
inflation, and supply-chain issues have
inhibited productivity growth, and that
the proposed adjustment overestimates
productivity efficiencies in the hospital
sector of the economy.

Commenters had several suggested
actions or sources of information that
could be used to measure and
compensate for the increased costs
hospitals face. Some commenters
suggested using different measures of
changes in costs and of inflation,
including Medicare cost reports and the
Consumer Price Index (CPI). Many
commenters support a one-time
Medicare payment rate increase in
addition to the proposed OPD rate
increase to meet current sharply rising
costs and remedy what commenters said
were inadequate increases to OPD rates
in prior years.

One commenter contended that we do
not have to accept the adjusted inpatient
hospital rate increase for the final OPD
rate increase, pointing out that section
1833(t)(3)(C)(iv) of the Act states that
“. . . the ‘OPD fee schedule increase
factor’ for services furnished in a year is
equal to the market basket percentage
increase applicable under section
1886(b)(3)(B)(iii) . . .” The commenter
explained that section 1886(b)(3)(B)(iii)
of the Act defines the IPPS market
basket percentage increase that section
1833(t)(3)(C)(iv) requires to be adopted
by the OPPS. The commenter believes
that section 1886(d)(5)(I)(i) of the Act,
which states that “(t)he Secretary shall
provide by regulation for such other
exceptions and adjustments to such
payment amounts under this subsection
as the Secretary deems appropriate
. . . ,” gives CMS flexibility to identify
adjustments that could update the IPPS
market basket to better reflect rapidly
increasing input costs for hospitals.

Response: Section 1833(t)(3)(C)(iv) of
the Act requires that the OPD fee
schedule increase factor equal the IPPS
market basket percentage increase. The
IPPS authority in section 1886(d)(5)(I)(i)
of the Act gives the Secretary authority
to make exceptions and adjustments to
IPPS payment amounts under
subsection (d) of section 1886; it does
not give the Secretary authority to adjust
OPPS payment amounts. Section
1833(t)(3)(C)(iv) does give the Secretary
discretion to substitute for the market
basket percentage increase an annual
percentage increase that is computed
and applied with respect to covered
OPD services furnished in a year in the
same manner as the market basket
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increase is determined and applied to
inpatient hospital services for
discharges occurring in a fiscal year, but
we did not propose to substitute a
covered OPD services-specific increase
for the market percentage increase factor
for CY 2023. Where CMS does not
substitute this alternative, the OPD fee
schedule increase factor must equal the
market basket percentage increase. And
as we noted in the FY 2023 IPPS/LTCH
PPS final rule, the final IPPS market
basket growth rate of 4.1 percent would
be the highest market basket update
implemented in an IPPS final rule since
FY 1998 (87 FR 49052).

Comment: Several commenters
supported our proposed OPD rate
increase of 2.7 percent updated based
on more current market basket
information for this final rule. Some of
the commenters noted that our proposed
increase was the minimum amount
needed to reflect hospitals’ higher costs
and they encouraged us to implement
an OPD rate increase larger than the
proposed 2.7 percent OPD rate increase.

Response: We appreciate the
commenter’s support for our proposed
OPD rate increases. After reviewing the
public comments that we received, we
are finalizing these proposals with
modification.

For CY 2023, we proposed to continue
previously established policies for
implementing the cancer hospital
payment adjustment described in
section 1833(t)(18) of the Act (discussed

in section ILF of this final rule with
comment period). Based on the final
rule updated data used in calculating
the cancer hospital payment adjustment
in section ILF. of this final rule with
comment period, the target payment-to-
cost ratio for the cancer hospital
payment adjustment, which was 0.90 for
CY 2022, is 0.90 for CY 2023. As a
result, we are applying a budget
neutrality adjustment factor of 1.0000 to
the conversion factor for the cancer
hospital payment adjustment.

For this CY 2023 OPPS/ASC final rule
with comment period, based on more
recent data available for the FY 2023
IPPS/LTCH PPS final rule (87 FR 49056)
(that is, IHS Global Inc.’s (IGI’s) second
quarter 2022 forecast of the 2018-based
IPPS market basket rate-of-increase with
historical data through the first quarter
of 2022), the hospital market basket
update for CY 2023 is 4.1 percent and
the productivity adjustment for FY 2023
is 0.3 percent.

We note that as a result of the
modifications in final policy for the CY
2023 wage index we are also including
a change to the wage index budget
neutrality adjustment so that the final
overall budget neutrality factor of
0.9998 would apply for wage index
changes. This adjustment is comprised
of a 1.0002 budget neutrality
adjustment, using our standard
calculation of comparing proposed total
estimated payments from our simulation
model using the final FY 2023 IPPS

wage indexes to those payments using
the FY 2022 IPPS wage indexes, as
adopted on a calendar year basis for the
OPPS as well as a 0.9996 budget
neutrality adjustment for the final CY
2023 5-percent cap on wage index
decreases (as discussed in section II.C of
this final rule with comment period),
requiring application of the 5-percent
cap on CY 2022 wage indexes, to ensure
that this wage index is implemented in
a budget neutral manner.

As aresult of these finalized policies,
the OPD fee schedule increase factor for
the CY 2023 OPPS is 3.8 percent (which
reflects the 4.1 percent final estimate of
the hospital inpatient market basket
percentage increase with a —0.3
percentage point productivity
adjustment). For CY 2023, we are using
a conversion factor of $84.177 in the
calculation of the national unadjusted
payment rates for those items and
services for which payment rates are
calculated using geometric mean costs;
that is, the OPD fee schedule increase
factor of 3.8 percent for CY 2023, the
required wage index budget neutrality
adjustment of 0.9998, the adjustment to
account for the change in policy for
drugs purchased under the 340B
Program of 0.9691, and the adjustment
of 0.16 percentage point of projected
OPPS spending for the difference in
pass-through spending that results in a
conversion factor for CY 2023 of
$85.585. This information is listed in
Table 4.

TABLE 4: CY 2023 CONVERSION FACTOR UPDATE

Unadjusted Conversion Factor | $84.177
OPD Fee Schedule Increase | 3.8 percent
Wage Index Budget Neutrality Adjustment | 0.9998
340B Budget Neutrality Adjustment | 0.9691
Pass-Through Spending Adjustment | 0.16 percent point
Final CY 2023 Conversion Factor | $85.585

C. Wage Index Changes

Section 1833(t)(2)(D) of the Act
requires the Secretary to determine a
wage adjustment factor to adjust the
portion of payment and coinsurance
attributable to labor-related costs for
relative differences in labor and labor-
related costs across geographic regions
in a budget neutral manner (codified at
42 CFR 419.43(a)). This portion of the
OPPS payment rate is called the OPPS
labor-related share. Budget neutrality is
discussed in section II.B of the CY 2023
OPPS/ASC proposed rule (87 FR 44528).

The OPPS labor-related share is 60
percent of the national OPPS payment.
This labor-related share is based on a
regression analysis that determined that,
for all hospitals, approximately 60
percent of the costs of services paid
under the OPPS were attributable to
wage costs. We confirmed that this
labor-related share for outpatient
services is appropriate during our
regression analysis for the payment
adjustment for rural hospitals in the CY
2006 OPPS final rule with comment
period (70 FR 68553). In the CY 2023

OPPS/ASC proposed rule, we proposed
to continue this policy for the CY 2023
OPPS. We referred readers to section
ILH of the CY 2023 OPPS/ASC proposed
rule (87 FR 44535 through 44536) for a
description and an example of how the
wage index for a particular hospital is
used to determine payment for the
hospital.

We did not receive any public
comments on our proposal, and we are
finalizing our proposal without
modification.
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As discussed in the claims accounting
narrative included with the supporting
documentation for this final rule (which
is available via the internet on the CMS
website (https://www.cms.gov/
Medicare/Medicare-Fee-for-Service-
Payment/HospitalOutpatientPPS/
Hospital-Outpatient-Regulations-and-
Notices)), for estimating APC costs, we
standardize 60 percent of estimated
claims costs for geographic area wage
variation using the same FY 2023 pre-
reclassified wage index that we use
under the IPPS to standardize costs.
This standardization process removes
the effects of differences in area wage
levels from the determination of a
national unadjusted OPPS payment rate
and copayment amount.

Under 42 CFR 419.41(c)(1) and
419.43(c) (published in the OPPS April
7, 2000 final rule with comment period
(65 FR 18495 and 18545)), the OPPS
adopted the final fiscal year IPPS post-
reclassified wage index as the calendar
year wage index for adjusting the OPPS
standard payment amounts for labor
market differences. Therefore, the wage
index that applies to a particular acute
care, short-stay hospital under the IPPS
also applies to that hospital under the
OPPS. As initially explained in the
September 8, 1998 OPPS proposed rule
(63 FR 47576), we believe that using the
IPPS wage index as the source of an
adjustment factor for the OPPS is
reasonable and logical, given the
inseparable, subordinate status of the
HOPD within the hospital overall. In
accordance with section 1886(d)(3)(E) of
the Act, the IPPS wage index is updated
annually.

The Affordable Care Act contained
several provisions affecting the wage
index. These provisions were discussed
in the CY 2012 OPPS/ASC final rule
with comment period (76 FR 74191).
Section 10324 of the Affordable Care
Act added section 1886(d)(3)(E)(iii)(II)
to the Act, which defines a frontier State
and amended section 1833(t) of the Act
to add paragraph (19), which requires a
frontier State wage index floor of 1.00 in
certain cases, and states that the frontier
State floor shall not be applied in a
budget neutral manner. We codified
these requirements at § 419.43(c)(2) and
(3) of our regulations. In the CY 2023
OPPS/ASC proposed rule, we proposed
to implement this provision in the same
manner as we have since CY 2011.
Under this policy, the frontier State
hospitals would receive a wage index of
1.00 if the otherwise applicable wage
index (including reclassification, the
rural floor, and rural floor budget
neutrality) is less than 1.00. Because the
HOPD receives a wage index based on
the geographic location of the specific

inpatient hospital with which it is
associated, the frontier State wage index
adjustment applicable for the inpatient
hospital also would apply for any
associated HOPD. We referred readers to
the FY 2011 through FY 2022 IPPS/
LTCH PPS final rules for discussions
regarding this provision, including our
methodology for identifying which areas
meet the definition of “frontier States”
as provided for in section
1886(d)(3)(E)(iii)(II) of the Act: for FY
2011, 75 FR 50160 through 50161; for
FY 2012, 76 FR 51793, 51795, and
51825; for FY 2013, 77 FR 53369
through 53370; for FY 2014, 78 FR
50590 through 50591; for FY 2015, 79
FR 49971; for FY 2016, 80 FR 49498; for
FY 2017, 81 FR 56922; for FY 2018, 82
FR 38142; for FY 2019, 83 FR 41380; for
FY 2020, 84 FR 42312; for FY 2021, 85
FR 58765; and for FY 2022, 86 FR
45178.

We did not receive any public
comments on our proposal, and we are
finalizing our proposal without
modification.

In addition to the changes required by
the Affordable Care Act, we noted in the
CY 2023 OPPS/ASC proposed rule (87
FR 44529) that the proposed FY 2023
IPPS wage indexes continue to reflect a
number of adjustments implemented in
past years, including, but not limited to,
reclassification of hospitals to different
geographic areas, the rural floor
provisions, the imputed floor wage
index adjustment in all-urban states, an
adjustment for occupational mix, an
adjustment to the wage index based on
commuting patterns of employees (the
out-migration adjustment), and an
adjustment to the wage index for certain
low wage index hospitals to help
address wage index disparities between
low and high wage index hospitals. We
referred readers to the FY 2023 IPPS/
LTCH PPS proposed rule (87 FR 28357
through 28380) for a detailed discussion
of all proposed changes to the FY 2023
IPPS wage indexes. We noted in
particular that in the FY 2023 IPPS/
LTCH PPS proposed rule (87 FR 28377
through 28380), we proposed a
permanent approach to smooth year-to-
year decreases in hospitals’ wage
indexes. Specifically, for FY 2023 and
subsequent years, we proposed to apply
a 5-percent cap on any decrease to a
hospital’s wage index from its wage
index in the prior FY, regardless of the
circumstances causing the decline. That
is, we proposed that a hospital’s wage
index for FY 2023 would not be less
than 95 percent of its final wage index
for FY 2022, and that for subsequent
years, a hospital’s wage index would not
be less than 95 percent of its final wage
index for the prior FY. We stated that

we believe this policy would increase
the predictability of IPPS payments for
hospitals and mitigate instability and
significant negative impacts to hospitals
resulting from changes to the wage
index. It would also eliminate the need
for temporary and potentially uncertain
transition adjustments to the wage index
in the future due to specific policy
changes or circumstances outside
hospitals’ control.

Core Based Statistical Areas (CBSAs)
are made up of one or more constituent
counties. Each CBSA and constituent
county has its own unique identifying
codes. The FY 2018 IPPS/LTCH PPS
final rule (82 FR 38130) discussed the
two different lists of codes to identify
counties: Social Security
Administration (SSA) codes and Federal
Information Processing Standard (FIPS)
codes. Historically, CMS listed and used
SSA and FIPS county codes to identify
and crosswalk counties to CBSA codes
for purposes of the IPPS and OPPS wage
indexes. However, the SSA county
codes are no longer being maintained
and updated, although the FIPS codes
continue to be maintained by the U.S.
Census Bureau. The Census Bureau’s
most current statistical area information
is derived from ongoing census data
received since 2010; the most recent
data are from 2015. The Census Bureau
maintains a complete list of changes to
counties or county equivalent entities
on the website at: https://
www.census.gov/geo/reference/county-
changes.html (which, as of May 6, 2019,
migrated to: https://www.census.gov/
programs-surveys/geography.html). In
the FY 2018 IPPS/LTCH PPS final rule
(82 FR 38130), for purposes of
crosswalking counties to CBSAs for the
IPPS wage index, we finalized our
proposal to discontinue the use of the
SSA county codes and begin using only
the FIPS county codes. Similarly, for the
purposes of crosswalking counties to
CBSAs for the OPPS wage index, in the
CY 2018 OPPS/ASC final rule with
comment period (82 FR 59260), we
finalized our proposal to discontinue
the use of SSA county codes and begin
using only the FIPS county codes. For
CY 2023, under the OPPS, we are
continuing to use only the FIPS county
codes for purposes of crosswalking
counties to CBSAs.

In the CY 2023 OPPS/ASC proposed
rule, we proposed to use the FY 2023
IPPS post-reclassified wage index for
urban and rural areas as the wage index
for the OPPS to determine the wage
adjustments for both the OPPS payment
rate and the copayment rate for CY
2023. We stated that, therefore, any
policies and adjustments for the FY
2023 IPPS post-reclassified wage index,
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including, but not limited to, the 5-
percent cap on any decrease to a
hospital’s wage index from its wage
index in the prior FY described above,
would be reflected in the final CY 2023
OPPS wage index beginning on January
1, 2023. We referred readers to the FY
2023 IPPS/LTCH PPS proposed rule (87
FR 28357 through 28380) and the
proposed FY 2023 hospital wage index
files posted on the CMS website at
https://www.cms.gov/medicare/acute-
inpatient-pps/fy-2023-ipps-proposed-
rule-home-page. With regard to budget
neutrality for the CY 2023 OPPS wage
index, we referred readers to section II.B
of the CY 2023 OPPS/ASC proposed
rule (78 FR 44528). We stated that we
continue to believe that using the IPPS
post-reclassified wage index as the
source of an adjustment factor for the
OPPS is reasonable and logical, given
the inseparable, subordinate status of
the HOPD within the hospital overall.

Hospitals that are paid under the
OPPS, but not under the IPPS, do not
have an assigned hospital wage index
under the IPPS. Therefore, for non-IPPS
hospitals paid under the OPPS, it is our
longstanding policy to assign the wage
index that would be applicable if the
hospital was paid under the IPPS, based
on its geographic location and any
applicable wage index policies and
adjustments. In the CY 2023 OPPS/ASC
proposed rule, we proposed to continue
this policy for CY 2023 and included a
brief summary of the major proposed FY
2023 IPPS wage index policies and
adjustments that we propose to apply to
these hospitals under the OPPS for CY
2023. We referred readers to the FY
2023 IPPS/LTCH PPS proposed rule (87
FR 28357 through 28380) for a detailed
discussion of the proposed changes to
the FY 2023 IPPS wage indexes.

It has been our longstanding policy to
allow non-IPPS hospitals paid under the
OPPS to qualify for the out-migration
adjustment if they are located in a
section 505 out-migration county
(section 505 of the Medicare
Prescription Drug, Improvement, and
Modernization Act of 2003 (MMA)).
Applying this adjustment is consistent
with our policy of adopting IPPS wage
index policies for hospitals paid under
the OPPS. We noted that, because non-
IPPS hospitals cannot reclassify, they
are eligible for the out-migration wage
index adjustment if they are located in
a section 505 out-migration county. This
is the same out-migration adjustment
policy that would apply if the hospital
were paid under the IPPS. For CY 2023,
we proposed to continue our policy of
allowing non-IPPS hospitals paid under
the OPPS to qualify for the outmigration
adjustment if they are located in a

section 505 out-migration county
(section 505 of the MMA). Furthermore,
we proposed that the wage index that
would apply for CY 2023 to non-IPPS
hospitals paid under the OPPS would
continue to include the rural floor
adjustment and any policies and
adjustments applied to the IPPS wage
index to address wage index disparities.
We stated that in addition, the wage
index that would apply to non-IPPS
hospitals paid under the OPPS would
include the 5 percent cap on wage index
decreases that we may finalize for the
FY 2023 IPPS wage index as discussed
previously.

Comment: Multiple commenters
supported our proposal for FY 2023 and
subsequent years to apply a 5-percent
cap on any decrease to a hospital’s wage
index from its wage index in the prior
FY, regardless of the circumstances
causing the decline. Commenters stated
that the proposal would provide
payment stability for hospitals.
Commenters also requested that the
proposed 5-percent cap policy be
excluded from budget neutrality, which
would allow the cap to be applied while
avoiding decreases to the wage index in
areas with high wage indexes.

Response: We appreciate the
commenters’ support of our proposal in
the FY 2023 IPPS/LTCH PPS proposed
rule to apply a 5-percent cap on any
decrease to a hospital’s wage index from
its wage index in the prior FY. We
finalized this proposal and the
associated proposed budget neutrality
adjustment in the FY 2023 IPPS/LTCH
PPS final rule (87 FR 49018 through
49021) and agree that the policy will
promote payment stability for hospitals.

We refer readers to the FY 2023 IPPS/
LTCH PPS final rule (87 FR 49018
through 49021) for a detailed discussion
of the wage index cap policy finalized
for the FY 2023 IPPS wage index and for
responses to these and other comments
relating to the wage index cap policy.

As we noted, in the FY 2023 IPPS/
LTCH PPS final rule (87 FR 49018
through 49021), for FY 2023 and
subsequent years, we finalized an IPPS
wage index policy to apply a 5-percent
cap on any decrease to a hospital’s wage
index from its wage index in the prior
fiscal year, regardless of the
circumstances causing the decline. A
hospital’s wage index for FY 2023 will
not be less than 95 percent of its final
wage index for FY 2022, and for
subsequent years, a hospital’s wage
index will not be less than 95 percent
of its final wage index for the prior
fiscal year. Except for newly opened
hospitals, we will apply the cap for a
fiscal year using the final wage index
applicable to the hospital on the last day

of the prior fiscal year. A newly opened
hospital would be paid the wage index
for the area in which it is geographically
located for its first full or partial fiscal
year, and it would not receive a cap for
that first year because it would not have
been assigned a wage index in the prior
year. We stated in the FY 2023 IPPS/
LTCH PPS final rule (87 FR 49021) that
we will apply the cap in a budget
neutral manner through a national
adjustment to the standardized amount
each fiscal year. Specifically, we will
apply a budget neutrality adjustment to
ensure that estimated aggregate
payments under our wage index cap
policy for hospitals that would have a
decrease in their wage indexes for the
upcoming fiscal year of more than 5
percent would equal what estimated
aggregate payments would have been
without the wage index cap policy. We
will apply a similar budget neutrality
adjustment in the OPPS for each
calendar year. For the OPPS, section
1833(t)(2)(D) of the Act requires the
Secretary to determine a wage
adjustment factor to adjust the portion
of payment and coinsurance attributable
to labor related costs for relative
differences in labor and labor-related
costs across geographic regions in a
budget neutral manner.

Comment: One commenter was
opposed to our proposal to apply a 5-
percent cap on any decrease to a
hospital’s wage index from its wage
index in the prior FY. The commenter
stated that our proposal goes against the
purpose of having a wage index, which
the commenter believes is to adjust
payment rates to reflect the substantial
geographic differences in hospital labor
costs.

Response: We appreciate the
commenter’s concerns. However, we
believe applying a 5-percent cap on all
wage index decreases supports
increased predictability about OPPS
payments for hospitals in the upcoming
calendar year, enabling them to more
effectively budget and plan their
operations. That is, we proposed to cap
decreases because we believe that a
hospital would be able to more
effectively budget and plan when there
is predictability about its expected
minimum level of OPPS payments in
the upcoming calendar year. We believe
that any potential difference in the wage
index value hospitals in the same labor
market area receive would likely be
minimal and temporary.

Comment: One commenter supported
the application of the imputed floor
wage index policy, including the
policy’s definition of all-urban states as
well as its non-budget neutral
application as required by section 9831
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of the American Rescue Plan Act of
2021. Another commenter opposed the
imputed floor policy, stating that it
unfairly manipulates the wage index to
benefit a handful of only-urban states
and territories.

Response: We appreciate the
commenter’s support of our application
of the imputed floor wage index policy.
In response to the commenter that
opposed this policy, we underscore that
the imputed floor was established for
the IPPS wage index by section 9831 of
the American Rescue Plan Act of 2021.
As we stated in the CY 2022 OPPS/ASC
final rule (86 FR 63502), we continue to
believe that it is appropriate to apply
the imputed floor policy in the OPPS in
the same manner as under the IPPS,
given the inseparable, subordinate
status of the HOPD within the hospital
overall.

Comment: Multiple commenters
requested that rural emergency hospitals
(REHs) be eligible to be reclassified
under Medicare Geographic
Classification Review Board (MGCRB)
reclassification process.

Response: Pursuant to section
1861(kkk)(2)(B) of the Act, REHs may
not provide acute care inpatient hospital
services other than post-hospital
extended care services furnished by a
distinct part unit licensed as a skilled
nursing facility. Therefore, REHs are
considered to be non-IPPS hospitals.
Non-IPPS hospitals are not eligible for
Medicare Geographic Classification
Review Board (MGCRB) reclassification.

After consideration of the public
comments we received, we are
finalizing our proposal without
modification to use the FY 2023 IPPS
post-reclassified wage index for urban
and rural areas as the wage index for the
OPPS to determine the wage
adjustments for both the OPPS payment
rate and the copayment rate for CY
2023. Any policies and adjustments for
the FY 2023 IPPS post-reclassified wage
index will be reflected in the final CY
2023 OPPS wage index beginning on
January 1, 2023, including, but not
limited to, reclassification of hospitals
to different geographic areas, the rural
floor provisions, the imputed floor wage
index adjustment in all-urban states, an
adjustment for occupational mix, an
adjustment to the wage index based on
commuting patterns of employees (the
out-migration adjustment), an
adjustment to the wage index for certain
low wage index hospitals to help
address wage index disparities between
low and high wage index hospitals, and
a 5-percent cap on any decrease to a
hospital’s wage index from its wage
index in the prior FY. We refer readers
to the FY 2023 IPPS/LTCH PPS final

rule (87 FR 48990 through 49021) and
the FY 2023 hospital wage index files
posted on the CMS website at https://
www.cms.gov/medicare/acute-inpatient-
pps/fy-2023-ipps-final-rule-home-page.
With regard to budget neutrality for the
CY 2023 OPPS wage index, we refer
readers to section IL.B. of this CY 2023
OPPS/ASC final rule.

We also are finalizing our proposal
without modification to continue our
policy of allowing non-IPPS hospitals
paid under the OPPS to qualify for the
outmigration adjustment if they are
located in a section 505 out-migration
county (section 505 of the MMA).
Furthermore, we also are finalizing our
proposal without modification that the
wage index that would apply for CY
2023 to non-IPPS hospitals paid under
the OPPS would continue to include the
rural floor adjustment and any policies
and adjustments applied to the IPPS
wage index to address wage index
disparities.

For CMHCs, for CY 2023, we
proposed to continue to calculate the
wage index by using the post-
reclassification IPPS wage index based
on the CBSA where the CMHC is
located. Furthermore, we proposed that
the wage index that would apply to a
CMHC for CY 2023 would continue to
include the rural floor adjustment and
any policies and adjustments applied to
the IPPS wage index to address wage
index disparities. In addition, we stated
that the wage index that would apply to
CMHCs would include the 5 percent cap
on wage index decreases that we may
finalize for the FY 2023 IPPS wage
index as discussed above. Also, we
proposed that the wage index that
would apply to CMHCs would not
include the outmigration adjustment
because that adjustment only applies to
hospitals.

We did not receive any public
comments on these proposals, and we
are finalizing these proposals without
modification.

Table 4A associated with the FY 2023
IPPS/LTCH PPS final rule (available via
the internet on the CMS website at:
https://www.cms.gov/Medicare/
Medicare-Fee-for-Service-Payment/
AcutelnpatientPPS/index) identifies
counties eligible for the out-migration
adjustment. Table 2 associated with the
FY 2023 IPPS/LTCH PPS final rule
(available for download via the website
above) identifies IPPS hospitals that
receive the out-migration adjustment for
FY 2023. We are including the
outmigration adjustment information
from Table 2 associated with the FY
2023 IPPS/LTCH PPS final rule as
Addendum L to this final rule, with the
addition of non-IPPS hospitals that

would receive the section 505
outmigration adjustment under this
final rule. Addendum L is available via
the internet on the CMS website. We
refer readers to the CMS website for the
OPPS at: https://www.cms.gov/
Medicare/Medicare-Fee-for-Service-
Payment/HospitalOutpatientPPS/index.
At this link, readers will find a link to
the final FY 2023 IPPS wage index
tables and Addendum L.

D. Proposed Statewide Average Default
Cost-to-Charge Ratios (CCRs)

In addition to using CCRs to estimate
costs from charges on claims for
ratesetting, we use overall hospital-
specific CCRs calculated from the
hospital’s most recent cost report (OMB
NO: 0938-0050 for Form CMS-2552-10)
to determine outlier payments,
payments for pass-through devices, and
monthly interim transitional corridor
payments under the OPPS during the
PPS year. For certain hospitals, under
the regulations at 42 CFR
419.43(d)(5)(iii), we use the statewide
average default CCRs to determine the
payments mentioned earlier if it is not
possible to determine an accurate CCR
for a hospital in certain circumstances.
This includes hospitals that are new,
hospitals that have not accepted
assignment of an existing hospital’s
provider agreement, and hospitals that
have not yet submitted a cost report. We
also use the statewide average default
CCRs to determine payments for
hospitals whose CCR falls outside the
predetermined ceiling threshold for a
valid CCR or for hospitals in which the
most recent cost report reflects an all-
inclusive rate status (Medicare Claims
Processing Manual (Pub. 100-04),
Chapter 4, Section 10.11).

We discussed our policy for using
default CCRs, including setting the
ceiling threshold for a valid CCR, in the
CY 2009 OPPS/ASC final rule with
comment period (73 FR 68594 through
68599) in the context of our adoption of
an outlier reconciliation policy for cost
reports beginning on or after January 1,
2009. For details on our process for
calculating the statewide average CCRs,
we refer readers to the CY 2022 OPPS
final rule Claims Accounting Narrative
that is posted on our website. Due to
concerns with cost report data as a
result of the COVID-19 PHE, we
proposed to calculate the default ratios
for CY 2023 using the June 2020 HCRIS
cost reports, consistent with the broader
proposal regarding CY 2023 OPPS
ratesetting discussed in section X.D of
the CY 2023 OPPS/ASC proposed rule
(87 FR 44680 through 44682).

We did not receive any public
comments on our proposal and are


https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/HospitalOutpatientPPS/index
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/HospitalOutpatientPPS/index
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/HospitalOutpatientPPS/index
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/AcuteInpatientPPS/index
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/AcuteInpatientPPS/index
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/AcuteInpatientPPS/index
https://www.cms.gov/medicare/acute-inpatient-pps/fy-2023-ipps-final-rule-home-page
https://www.cms.gov/medicare/acute-inpatient-pps/fy-2023-ipps-final-rule-home-page
https://www.cms.gov/medicare/acute-inpatient-pps/fy-2023-ipps-final-rule-home-page

71786 Federal Register/Vol. 87, No. 225/ Wednesday, November 23, 2022 /Rules and Regulations

finalizing our proposal, without
modification, to calculate the default
ratios for CY 2023 using the June 2020
HCRIS cost reports, consistent with the
broader proposal regarding CY 2023
OPPS ratesetting.

We no longer publish a table in the
Federal Register containing the
statewide average CCRs in the annual
OPPS proposed rule and final rule with
comment period. These CCRs with the
upper limit will be available for
download with each OPPS CY proposed
rule and final rule on the CMS website.
We refer readers to our website at:
https://www.cms.gov/Medicare/
Medicare-Fee-for-Service-Payment/
HospitalOutpatientPPS/Hospital-
Outpatient-Regulations-and-
Notices.html; click on the link on the
left of the page titled ‘“Hospital
Outpatient Regulations and Notices”
and then select the relevant regulation
to download the statewide CCRs and
upper limit in the downloads section of
the web page.

E. Adjustment for Rural Sole
Community Hospitals (SCHs) and
Essential Access Community Hospitals
(EACHs) Under Section 1833(t)(13)(B) of
the Act for CY 2023

In the CY 2006 OPPS final rule with
comment period (70 FR 68556), we
finalized a payment increase for rural
sole community hospitals (SCHs) of 7.1
percent for all services and procedures
paid under the OPPS, excluding drugs,
biologicals, brachytherapy sources, and
devices paid under the pass-through
payment policy, in accordance with
section 1833(t)(13)(B) of the Act, as
added by section 411 of the Medicare
Prescription Drug, Improvement, and
Modernization Act of 2003 (MMA) (Pub.
L. 108-173). Section 1833(t)(13) of the
Act provided the Secretary the authority
to make an adjustment to OPPS
payments for rural hospitals, effective
January 1, 2006, if justified by a study
of the difference in costs by APC
between hospitals in rural areas and
hospitals in urban areas. Our analysis
showed a difference in costs for rural
SCHs. Therefore, for the CY 2006 OPPS,
we finalized a payment adjustment for
rural SCHs of 7.1 percent for all services
and procedures paid under the OPPS,
excluding separately payable drugs and
biologicals, brachytherapy sources,
items paid at charges reduced to costs,
and devices paid under the pass-
through payment policy, in accordance
with section 1833(t)(13)(B) of the Act.

In the CY 2007 OPPS/ASC final rule
with comment period (71 FR 68010 and
68227), for purposes of receiving this
rural adjustment, we revised our
regulations at § 419.43(g) to clarify that

essential access community hospitals
(EACHs) are also eligible to receive the
rural SCH adjustment, assuming these
entities otherwise meet the rural
adjustment criteria. Currently, two
hospitals are classified as EACHs, and
as of CY 1998, under section 4201(c) of
Public Law 105-33, a hospital can no
longer become newly classified as an
EACH.

This adjustment for rural SCHs is
budget neutral and applied before
calculating outlier payments and
copayments. We stated in the CY 2006
OPPS final rule with comment period
(70 FR 68560) that we would not
reestablish the adjustment amount on an
annual basis, but we may review the
adjustment in the future and, if
appropriate, would revise the
adjustment. We provided the same 7.1
percent adjustment to rural SCHs,
including EACHs, again in CYs 2008
through 2022.

For CY 2023, we proposed to continue
the current policy of a 7.1 percent
payment adjustment for rural SCHs,
including EACHs, for all services and
procedures paid under the OPPS,
excluding separately payable drugs and
biologicals, brachytherapy sources,
items paid at charges reduced to costs,
and devices paid under the pass-
through payment policy, applied in a
budget neutral manner.

Comment: Two commenters requested
that the 7.1 percent payment adjustment
be allowed for providers other than
rural SCHs and EACHs. The
commenters suggested the following
providers should receive the
adjustment: Medicare dependent
hospitals, rural referral centers, urban
sole community hospitals, and rural
hospitals with fewer than 100 beds that
cannot be classified as SCHs or CAHs
because they do not meet the mileage
requirements for SCHs and CAHs.

Response: Our study of the difference
in costs by APC between hospitals in
rural areas and hospitals in urban areas
only showed a significant difference in
costs for rural SCHs. We did not identify
significant cost differences between
hospitals in urban areas and hospitals in
rural areas for the types of hospitals
described by the commenters.
Therefore, we are not expanding the
types of hospitals eligible for the 7.1
percent payment adjustment.

Comment: Multiple commenters are
in favor of our policy to apply a 7.1
percent payment adjustment for rural
SCHs, including EACHs.

Response: We appreciate the
commenters’ support of our policy.

After consideration of the public
comments we received, we are
finalizing our proposal, without

modification, to continue our current
policy of utilizing a budget neutral 7.1
percent payment adjustment for rural
SCHs, including EACHs, for all services
and procedures paid under the OPPS,
excluding separately payable drugs and
biologicals, devices paid under the
passthrough payment policy, and items
paid at charges reduced to costs.

F. Payment Adjustment for Certain
Cancer Hospitals for CY 2023

1. Background

Since the inception of the OPPS,
which was authorized by the Balanced
Budget Act of 1997 (BBA) (Pub. L. 105—
33), Medicare has paid the 11 hospitals
that meet the criteria for cancer
hospitals identified in section
1886(d)(1)(B)(v) of the Act under the
OPPS for covered outpatient hospital
services. These cancer hospitals are
exempted from payment under the IPPS.
With the Medicare, Medicaid and
SCHIP Balanced Budget Refinement Act
of 1999 (Pub. L. 106—113), the Congress
added section 1833(t)(7), “Transitional
Adjustment to Limit Decline in
Payment,” to the Act, which requires
the Secretary to determine OPPS
payments to cancer and children’s
hospitals based on their pre-BBA
payment amount (these hospitals are
often referred to under this policy as
“held harmless” and their payments are
often referred to as “‘hold harmless”
payments).

As required under section
1833(t)(7)(D)(ii) of the Act, a cancer
hospital receives the full amount of the
difference between payments for
covered outpatient services under the
OPPS and a “pre-BBA amount.” That is,
cancer hospitals are permanently held
harmless to their “pre-BBA amount,”
and they receive transitional outpatient
payments (TOPs) or hold harmless
payments to ensure that they do not
receive a payment that is lower in
amount under the OPPS than the
payment amount they would have
received before implementation of the
OPPS, as set forth in section
1833(t)(7)(F) of the Act. The “pre-BBA
amount” is the product of the hospital’s
reasonable costs for covered outpatient
services occurring in the current year
and the base payment-to-cost ratio (PCR)
for the hospital defined in section
1833(t)(7)(F)(ii) of the Act. The “pre-
BBA amount” and the determination of
the base PCR are defined at § 419.70(f).
TOPs are calculated on Worksheet E,
Part B, of the Hospital Cost Report or the
Hospital Health Care Complex Cost
Report (Form CMS-2552-96 or Form
CMS-2552-10 (OMB NO: 0938—-0050),
respectively), as applicable each year.
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Section 1833(t)(7)(I) of the Act exempts
TOPs from budget neutrality
calculations.

Section 3138 of the Affordable Care
Act amended section 1833(t) of the Act
by adding a new paragraph (18), which
instructs the Secretary to conduct a
study to determine if, under the OPPS,
outpatient costs incurred by cancer
hospitals described in section
1886(d)(1)(B)(v) of the Act with respect
to APC groups exceed outpatient costs
incurred by other hospitals furnishing
services under section 1833(t) of the
Act, as determined appropriate by the
Secretary. Section 1833(t)(18)(A) of the
Act requires the Secretary to take into
consideration the cost of drugs and
biologicals incurred by cancer hospitals
and other hospitals. Section
1833(t)(18)(B) of the Act provides that,
if the Secretary determines that cancer
hospitals’ costs are higher than those of
other hospitals, the Secretary shall

provide an appropriate adjustment
under section 1833(t)(2)(E) of the Act to
reflect these higher costs. In 2011, after
conducting the study required by
section 1833(t)(18)(A) of the Act, we
determined that outpatient costs
incurred by the 11 specified cancer
hospitals were greater than the costs
incurred by other OPPS hospitals. For a
complete discussion regarding the
cancer hospital cost study, we refer
readers to the CY 2012 OPPS/ASC final
rule with comment period (76 FR 74200
through 74201).

Based on these findings, we finalized
a policy to provide a payment
adjustment to the 11 specified cancer
hospitals that reflects their higher
outpatient costs, as discussed in the CY
2012 OPPS/ASC final rule with
comment period (76 FR 74202 through
74206). Specifically, we adopted a
policy to provide additional payments
to the cancer hospitals so that each

cancer hospital’s final PCR for services
provided in a given calendar year is
equal to the weighted average PCR
(which we refer to as the “target PCR”)
for other hospitals paid under the OPPS.
The target PCR is set in advance of the
calendar year and is calculated using
the most recently submitted or settled
cost report data that are available at the
time of final rulemaking for the calendar
year. The amount of the payment
adjustment is made on an aggregate
basis at cost report settlement. We note
that the changes made by section
1833(t)(18) of the Act do not affect the
existing statutory provisions that
provide for TOPs for cancer hospitals.
The TOPs are assessed, as usual, after
all payments, including the cancer
hospital payment adjustment, have been
made for a cost reporting period. Table
5 displays the target PCR for purposes
of the cancer hospital adjustment for CY
2012 through CY 2022.

TABLE 5: CANCER HOSPITAL ADJUSTMENT TARGET PAYMENT PAYMENT-
TO-COST RATIOS (PCRs), CY 2012 THROUGH CY 2022

Calendar Year Target PCR
2012 0.91
2013 0.91
2014 0.90
2015 0.90
2016 0.92
2017 0.91
2018 0.88
2019 0.88
2020 0.89
2021 0.89
2022 0.89

2. Policy for CY 2023

Section 16002(b) of the 21st Century
Cures Act (Pub. L. 114-255) amended
section 1833(t)(18) of the Act by adding
subparagraph (C), which requires that in
applying § 419.43(i) (that is, the
payment adjustment for certain cancer
hospitals) for services furnished on or
after January 1, 2018, the target PCR
adjustment be reduced by 1.0
percentage point less than what would
otherwise apply. Section 16002 (b) also
provides that, in addition to the
percentage reduction, the Secretary may
consider making an additional
percentage point reduction to the target
PCR that takes into account payment
rates for applicable items and services
described under section 1833(t)(21)(C)

of the Act for hospitals that are not
cancer hospitals described under
section 1886(d)(1)(B)(v) of the Act.
Further, in making any budget
neutrality adjustment under section
1833(t) of the Act, the Secretary shall
not take into account the reduced
expenditures that result from
application of section 1833(t)(18)(C) of
the Act.

We proposed to provide additional
payments to the 11 specified cancer
hospitals so that each cancer hospital’s
proposed PCR is equal to the weighted
average PCR (or “‘target PCR”) for the
other OPPS hospitals, generally using
the most recent submitted or settled cost
report data that are available, reduced
by 1.0 percentage point, to comply with

section 16002(b) of the 21st Century
Cures Act. We did not propose an
additional reduction beyond the 1.0
percentage point reduction required by
section 16002(b) of the 21st Century
Cures Act for CY 2023.

Under our established policy, to
calculate the proposed CY 2023 target
PCR, we used the same extract of cost
report data from HCRIS used to estimate
costs for the CY 2023 OPPS which, in
most cases, would be the most recently
available hospital cost reports. However,
as discussed in section II.A.1.c and X.D
of the CY 2023 OPPS/ASC proposed
rule (87 FR 44510 through 44511 and 87
FR 44680 through 44682), we proposed
to use cost report data from the June
2020 HCRIS data set, which does not
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contain cost reports from CY 2020,
given our concerns with CY 2020 cost
report data as a result of the COVID-19
PHE. We believe a target PCR based on
the most recently available cost reports
may provide a less accurate estimation
of cancer hospital PCRs and non-cancer
hospital PCRs than the data used for the
CY 2022 rulemaking cycle, which pre-
dated the COVID-19 PHE. Therefore, for
CY 2023, we proposed to continue to
use the same target PCR we used for CY
2021 and CY 2022 of 0.89. This
proposed CY 2023 target PCR of 0.89
includes the 1.0-percentage point
reduction required by section 16002(b)
of the 21st Century Cures Act for CY
2023. For a description of the CY 2021
target PCR calculation, on which the
proposed CY 2023 target PCR is based,
we refer readers to the CY 2021 OPPS/

ASC final rule with comment period (84
FR 85912 through 85914).

Comment: One commenter supported
our proposed target PCR of 0.89.

Response: We thank the commenter
for their support.

After consideration of the public
comment we received, we are finalizing
our proposal to continue to use the CY
2021 and CY 2022 target PCR of 0.89 for
the 11 specified cancer hospitals for CY
2023 without modification.

Table 6 shows the estimated
percentage increase in OPPS payments
to each cancer hospital for CY 2023, due
to the cancer hospital payment
adjustment policy. The cost reporting
periods for all cancer hospitals in Table
6 overlaps with CY 2020 and the costs
and payments associated with each
cancer hospital may be impacted by the

effects of the COVID—19 PHE. Therefore,
the estimates in Table 6 are likely to be
less accurate than in other years and
may overstate the percentage increase in
cancer hospital payments for CY 2023.
The actual, final amount of the CY 2023
cancer hospital payment adjustment for
each cancer hospital would be
determined at cost report settlement and
would depend on each hospital’s CY
2023 payments and costs from the
settled CY 2023 cost report. We note
that the requirements contained in
section 1833(t)(18) of the Act do not
affect the existing statutory provisions
that provide for TOPs for cancer
hospitals. The TOPs will be assessed, as
usual, after all payments, including the
cancer hospital payment adjustment,
have been made for a cost reporting
period.

TABLE 6: Estimated CY 2023 Hospital-Specific Payment Adjustment For Cancer
Hospitals To Be Provided At Cost Report Settlement

Estimated
Percentage
Provider Increase in
Number Hospital Name OPPS Payments
for CY 2023 due
to Payment
Adjustment
050146 | City of Hope Comprehensive Cancer Center 45.5%
050660 | USC Norris Cancer Hospital 31.7%
100079 | Sylvester Comprehensive Cancer Center 24.1%
100271 H. Lee Moffitt Cancer Center & Research Institute 23.1%
220162 Dana-Farber Cancer Institute 42.7%
330154 | Memorial Sloan-Kettering Cancer Center 69.2%
330354 Roswell Park Cancer Institute 15.2%
360242 | James Cancer Hospital & Solove Research Institute 12.9%
390196 Fox Chase Cancer Center 23.5%
450076 M.D. Anderson Cancer Center 49.4%
500138 Seattle Cancer Care Alliance 46.1%

G. Hospital Outpatient Outlier
Payments

1. Background

The OPPS provides outlier payments
to hospitals to help mitigate the
financial risk associated with high-cost
and complex procedures, where a very
costly service could present a hospital
with significant financial loss. As
explained in the CY 2015 OPPS/ASC

final rule with comment period (79 FR
66832 through 66834), we set our
projected target for aggregate outlier
payments at 1.0 percent of the estimated
aggregate total payments under the
OPPS for the prospective year. Outlier
payments are provided on a service-by-
service basis when the cost of a service
exceeds the APC payment amount
multiplier threshold (the APC payment
amount multiplied by a certain amount)

as well as the APC payment amount
plus a fixed-dollar amount threshold
(the APC payment plus a certain dollar
amount). In CY 2022, the outlier
threshold was met when the hospital’s
cost of furnishing a service exceeded
1.75 times (the multiplier threshold) the
APC payment amount and exceeded the
APC payment amount plus $6,175 (the
fixed-dollar amount threshold) (86 FR
63508 through 63510). If the hospital’s
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cost of furnishing a service exceeds both
the multiplier threshold and the fixed-
dollar threshold, the outlier payment is
calculated as 50 percent of the amount
by which the hospital’s cost of
furnishing the service exceeds 1.75
times the APC payment amount.
Beginning with CY 2009 payments,
outlier payments are subject to a
reconciliation process similar to the
IPPS outlier reconciliation process for
cost reports, as discussed in the CY
2009 OPPS/ASC final rule with
comment period (73 FR 68594 through
68599).

It has been our policy to report the
actual amount of outlier payments as a
percent of total spending in the claims
being used to model the OPPS. Our
estimate of total outlier payments as a
percent of total CY 2021 OPPS
payments, using CY 2021 claims
available for this final rule with
comment period, is approximately 1.16
percent. Therefore, for CY 2021, we
estimate that we exceeded the outlier
target by 0.16 percent of total aggregated
OPPS payments.

For this final rule with comment
period, using CY 2021 claims data and
CY 2022 payment rates, we estimate that
the aggregate outlier payments for CY
2022 would be approximately 1.26
percent of the total CY 2022 OPPS
payments. We provide estimated CY
2023 outlier payments for hospitals and
CMHCs with claims included in the
claims data that we used to model
impacts in the Hospital-Specific
Impacts—Provider-Specific Data file on
the CMS website at: https://
www.cms.gov/Medicare/Medicare-Fee-
for-Service-Payment/
HospitalOutpatientPPS/index.html.

2. Outlier Calculation for CY 2023

For CY 2023, we proposed to continue
our policy of estimating outlier
payments to be 1.0 percent of the
estimated aggregate total payments
under the OPPS. We proposed that a
portion of that 1.0 percent, an amount
equal to less than 0.01 percent of outlier
payments (or 0.0001 percent of total
OPPS payments), would be allocated to
CMHCs for PHP outlier payments. This
is the amount of estimated outlier
payments that would result from the
proposed CMHC outlier threshold as a
proportion of total estimated OPPS
outlier payments. We proposed to
continue our longstanding policy that if
a CMHC'’s cost for partial hospitalization
services, paid under APC 5853 (Partial
Hospitalization for CMHGCs), exceeds
3.40 times the payment rate for
proposed APC 5853, the outlier
payment would be calculated as 50
percent of the amount by which the cost

exceeds 3.40 times the proposed APC
5853 payment rate.

For further discussion of CMHC
outlier payments, we refer readers to
section VIIL.C of this final rule with
comment period.

To ensure that the estimated CY 2023
aggregate outlier payments would equal
1.0 percent of estimated aggregate total
payments under the OPPS, we proposed
that the hospital outlier threshold be set
so that outlier payments would be
triggered when a hospital’s cost of
furnishing a service exceeds 1.75 times
the APC payment amount and exceeds
the APC payment amount plus $8,350.

We calculated the proposed fixed-
dollar threshold of $8,350 using the
standard methodology most recently
used for CY 2022 (86 FR 63508 through
63510). For purposes of estimating
outlier payments for CY 2023, we use
the hospital-specific overall ancillary
CCRs available in the April 2022 update
to the Outpatient Provider-Specific File
(OPSF). The OPSF contains provider-
specific data, such as the most current
CCRs, which are maintained by the
MAC s and used by the OPPS Pricer to
pay claims. The claims that we
generally use to model each OPPS
update lag by 2 years.

In order to estimate the CY 2023
hospital outlier payments, we inflate the
charges on the CY 2021 claims using the
same proposed charge inflation factor of
1.13218 that we used to estimate the
IPPS fixed-loss cost threshold for the FY
2023 IPPS/LTCH PPS proposed rule (87
FR 28667). We used an inflation factor
of 1.06404 to estimate CY 2022 charges
from the CY 2021 charges reported on
CY 2021 claims before applying CY
2022 CCRs to estimate the percent of
outliers paid in CY 2022. The proposed
methodology for determining these
charge inflation factors, as well as the
solicitation of comments on an
alternative approach, is discussed in the
FY 2023 IPPS/LTCH PPS proposed rule
(87 FR 28667 through 28678). As we
stated in the CY 2005 OPPS final rule
with comment period (69 FR 65844
through 65846), we believe that the use
of the same charge inflation factors is
appropriate for the OPPS because, with
the exception of the inpatient routine
service cost centers, hospitals use the
same ancillary and cost centers to
capture costs and charges for inpatient
and outpatient services.

As noted in the CY 2007 OPPS/ASC
final rule with comment period (71 FR
68011), we are concerned that we could
systematically overestimate the OPPS
hospital outlier threshold if we did not
apply a CCR inflation adjustment factor.
Therefore, we proposed to apply the
same CCR adjustment factor that we

proposed to apply for the FY 2023 IPPS
outlier calculation to the CCRs used to
simulate the proposed CY 2023 OPPS
outlier payments to determine the fixed-
dollar threshold. Specifically, for CY
2023, we proposed to apply an
adjustment factor of 0.974495 to the
CCRs that were in the April 2022 OPSF
to trend them forward from CY 2022 to
CY 2023. The methodology for
calculating the proposed CCR
adjustment factor, as well as the
solicitation of comments on an
alternative approach, is discussed in the
FY 2023 IPPS/LTCH PPS proposed rule
(87 FR 28668). We note that we
proposed to use the April 2022 OPSF for
purposes of estimating costs for the
OPPS outlier threshold calculation
whereas in Section X.D. of the CY 2023
OPPS/ASC proposed rule (87 FR 44680
through 44682) we discussed using June
2020 HCRIS data extract for modeling
hospital outpatient costs in construction
of our CY 2023 OPPS relative weights.
For modeling estimated outlier
payments, since the April 2022 OPSF
contains cost data primarily from CY
2021 and CY 2022 and is the basis for
current CY 2022 OPPS outlier
payments, we stated that we believe the
April 2022 OPSF provides a more
updated and accurate data source for
determining the CCRs that will be
applied to CY 2023 hospital outpatient
claims. Therefore, we explained that we
believe the April 2022 OPSF is a more
accurate data source for determining the
fixed-dollar threshold to ensure that the
estimated CY 2023 aggregate outlier
payments would equal 1.0 percent of
estimated aggregate total payments
under the OPPS.

To model hospital outlier payments
for the CY 2023 proposed rule, we
applied the overall CCRs from the April
2022 OPSF after adjustment (using the
proposed CCR inflation adjustment
factor of 0.974495 to approximate CY
2023 CCRs) to charges on CY 2021
claims that were adjusted (using the
proposed charge inflation factor of
1.13218 to approximate CY 2023
charges). We simulated aggregated CY
2021 hospital outlier payments using
these costs for several different fixed-
dollar thresholds, holding the 1.75
multiplier threshold constant and
assuming that outlier payments would
continue to be made at 50 percent of the
amount by which the cost of furnishing
the service would exceed 1.75 times the
APC payment amount, until the total
outlier payments equaled 1.0 percent of
aggregated estimated total CY 2023
OPPS payments. We estimated that a
proposed fixed-dollar threshold of
$8,350, combined with the proposed
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multiplier threshold of 1.75 times the
APC payment rate, would allocate 1.0
percent of aggregated total OPPS
payments to outlier payments. For
CMHCs, we proposed that, if a CMHC’s
cost for partial hospitalization services,
paid under APC 5853, exceeds 3.40
times the payment rate for APC 5853,
the outlier payment would be calculated
as 50 percent of the amount by which
the cost exceeds 3.40 times the APC
5853 payment rate.

Section 1833(t)(17)(A) of the Act,
which applies to hospitals, as defined
under section 1886(d)(1)(B) of the Act,
requires that hospitals that fail to report
data required for the quality measures
selected by the Secretary, in the form
and manner required by the Secretary
under section 1833(t)(17)(B) of the Act,
incur a 2.0 percentage point reduction
to their OPD fee schedule increase
factor; that is, the annual payment
update factor. The application of a
reduced OPD fee schedule increase
factor results in reduced national
unadjusted payment rates that would
apply to certain outpatient items and
services furnished by hospitals that are
required to report outpatient quality
data and that fail to meet the Hospital
Outpatient Quality Reporting (OQR)
Program requirements. For hospitals
that fail to meet the Hospital OQR
Program requirements, we proposed to
continue the policy that we
implemented in CY 2010 that the
hospitals’ costs would be compared to
the reduced payments for purposes of
outlier eligibility and payment
calculation. For more information on
the Hospital OQR Program, we refer
readers to Section XIV of the CY 2023
OPPS/ASC proposed rule (87 FR 44726
through 44740).

Comment: Many commenters
expressed concern about the proposed
CY 2023 fixed-dollar threshold of
$8,350 and its large increase from the
final CY 2022 fixed-dollar threshold of
$6,175. Many commenters were
concerned that fewer cases would
qualify for OPPS outlier payments,
potentially underfunding hospitals, and
missing our 1.0 percent target.
Commenters also noted that, in the FY
2023 Inpatient Prospective Payment
System (IPPS)/Long Term Care Hospital
(LTCH) Prospective Payment System
final rule, in response to stakeholder
comments, we finalized a lower fixed
loss amount for IPPS outliers after
blending fixed loss amounts that were
modeled with COVID inpatient
admissions and without COVID
inpatient admissions. Commenters
recommended that we revisit our
methodology for determining the CY

2023 OPPS fixed-dollar threshold to be
sure that we meet our 1.0 percent target.

Response: We appreciate the
commenters’ concerns regarding the
large increase in CY 2023 OPPS fixed-
dollar threshold from CY 2022. We have
reviewed and analyzed our
methodology as well as the most up to
date CCRs available in the July 2022
OPSF for determining estimated outlier
payments. We estimate that the increase
in the fixed-dollar threshold from CY
2022 to CY 2023 is largely attributable
to an increase in reported charges on
hospital outpatient claims. Holding
CCRs constant, an increase in reported
charges otherwise increases the charges
reduced to cost on hospital outpatient
claims. An additional contributing
factor is an increase in hospital CCRs in
the July 2022 OPSF when compared to
the July 2021 OPSF. The increase in
hospital CCRs further increases the
charges reduced to cost on hospital
outpatient claims. We believe the
combination of these two factors has
increased hospital outpatient costs,
thereby allowing more cases to qualify
for OPPS outlier payments. To
counterbalance these increases, as
described in our final calculation below,
our modeling estimates a large increase
in the OPPS fixed-dollar threshold is
required to maintain a 1.0 percent OPPS
outlier spending target. As discussed
further in section X.D of this final rule
with comment period, we believe it is
reasonable to assume that there would
continue to be some effects of the
COVID-19 PHE on the outpatient claims
that we use for OPPS ratesetting, similar
to the CY 2021 claims data. As a result,
we did not exclude such COVID-19
cases for determining the CY 2023 fixed-
dollar threshold.

As described in our final calculation
below, we do not believe modification
to the underlying methodology is
warranted at this time. Therefore, we are
finalizing our proposal to determine a
fixed-dollar threshold, combined with
the proposed multiplier threshold of
1.75 times the APC payment rate, that
would allocate 1.0 percent of aggregated
total OPPS payments to outlier
payments.

3. Final Outlier Calculation

Historically, we have used updated
data for the outlier fixed-dollar
threshold calculation for the final rule.
However, as discussed in the CY 2022
OPPS/ASC final rule with comment
period (86 FR 63510), we finalized our
proposal to not use the most recent
CCRs in the OPSF as they may be
significantly impacted by the PHE. As
we discussed in the CY 2023 OPPS/ASC
proposed rule (87 FR 44533 through

44534), we believe the updated OPSF
data for modeling the outlier fixed
dollar threshold in the CY 2023 OPPS/
ASC proposed rule provides a more
accurate data source for estimating CY
2023 aggregate outlier payments.
Similarly, we believe using updated
OPSF data for this final rule with
comment period provides the best
source of CCRs for OPPS outlier
calculations. For CY 2023, we are
applying the overall ancillary CCRs
from the July 2022 OPSF file after
adjustment (using the CCR inflation
adjustment factor 0.974495 to
approximate CY 2023 CCRs) to charges
on CY 2021 claims that were adjusted
using a charge inflation factor of
1.13218 to approximate CY 2023
charges. These are the same CCR
adjustment and charge inflation factors
that were used to model IPPS outlier
payments and to determine the final
IPPS fixed-loss threshold for the FY
2023 IPPS/LTCH PPS final rule (87 FR
49427). We simulated aggregated CY
2023 hospital outlier payments using
these costs for several different fixed-
dollar thresholds, holding the 1.75
multiple-threshold constant and
assuming that outlier payments will
continue to be made at 50 percent of the
amount by which the cost of furnishing
the service would exceed 1.75 times the
APC payment amount, until the total
outlier payment equaled 1.0 percent of
aggregated estimated total CY 2023
OPPS payments. We estimated that a
fixed-dollar threshold of $8,625
combined with the multiple-threshold
of 1.75 times the APC payment rate, will
allocate 1.0 percent of aggregated total
OPPS payments to outlier payments. For
example, in CY 2023, if 1.75 times the
APC amount is $5,000 and the
applicable costs on the claim totaled
$10,000 (which also exceeds our CY
2023 fixed-dollar threshold of $8,625),
the hospital would receive an outlier
payment of $2,500 (($10,000 — $5,000) *
0.50). However, if the applicable cost on
the claim totaled $8,000, which does not
exceed our CY 2023 fixed-dollar
threshold, no outlier payment would be
made.

For CMHGs, if a CMHC’s cost for
partial hospitalization services, paid
under APC 5853, exceeds 3.40 times the
payment rate, the outlier payment will
be calculated as 50 percent of the
amount by which the cost exceeds 3.40
times APC 5853.

H. Calculation of an Adjusted Medicare
Payment From the National Unadjusted
Medicare Payment

The national unadjusted payment rate
is the is payment rate for most APC’s
before accounting for the wage index
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adjustment or any applicable
adjustments. The basic methodology for
determining prospective payment rates
for HOPD services under the OPPS is set
forth in existing regulations at 42 CFR
part 419, subparts C and D. For this CY
2023 OPPS/ASC final rule with
comment period, the payment rate for
most services and procedures for which
payment is made under the OPPS is the
product of the conversion factor
calculated in accordance with section
I1.B of this final rule with comment
period and the relative payment weight
described in section II.A of this final
rule with comment period. The national
unadjusted payment rate for most APCs
contained in Addendum A to this final
rule with comment period (which is
available via the CMS website at https://
www.cms.gov/Medicare/Medicare-Fee-
for-Service-Payment/
HospitalOutpatientPPS/Addendum-A-
and-Addendum-B-Updates) and for
most HCPCS codes to which separate
payment under the OPPS has been
assigned in Addendum B to this final
rule with comment period (which is
available on the CMS website link
above) is calculated by multiplying the
final CY 2023 scaled weight for the APC
by the CY 2023 conversion factor.

We note that section 1833(t)(17) of the
Act, which applies to hospitals, as
defined under section 1886(d)(1)(B) of
the Act, requires that hospitals that fail
to submit data required to be submitted
on quality measures selected by the
Secretary, in the form and manner and
at a time specified by the Secretary,
incur a reduction of 2.0 percentage
points to their OPD fee schedule
increase factor, that is, the annual
payment update factor. The application
of a reduced OPD fee schedule increase
factor results in reduced national
unadjusted payment rates that apply to
certain outpatient items and services
provided by hospitals that are required
to report outpatient quality data and
that fail to meet the Hospital OQR
Program requirements. For further
discussion of the payment reduction for
hospitals that fail to meet the
requirements of the Hospital OQR
Program, we refer readers to section XIV
of this final rule with comment period.

We demonstrated the steps used to
determine the APC payments that will
be made in a CY under the OPPS to a
hospital that fulfills the Hospital OQR
Program requirements and to a hospital
that fails to meet the Hospital OQR
Program requirements for a service that
has any of the following status indicator
assignments: “J1”, “J2”, “P”, “Q1”,
“Q27,Q3”, “Q4”, “R”, “S”, “T”, “U”,
or “V” (as defined in Addendum D1 to
this final rule with comment period,

which is available via the internet on
the CMS website), in a circumstance in
which the multiple procedure discount
does not apply, the procedure is not
bilateral, and conditionally packaged
services (status indicator of “Q1”” and
“Q2”) qualify for separate payment. We
note that, although blood and blood
products with status indicator “R” and
brachytherapy sources with status
indicator “U” are not subject to wage
adjustment, they are subject to reduced
payments when a hospital fails to meet
the Hospital OQR Program
requirements.

Individual providers interested in
calculating the payment amount that
they will receive for a specific service
from the national unadjusted payment
rates presented in Addenda A and B to
this final rule with comment period
(which are available via the internet on
the CMS website) should follow the
formulas presented in the following
steps. For purposes of the payment
calculations below, we refer to the
national unadjusted payment rate for
hospitals that meet the requirements of
the Hospital OQR Program as the “full”
national unadjusted payment rate. We
refer to the national unadjusted
payment rate for hospitals that fail to
meet the requirements of the Hospital
OQR Program as the ‘“reduced” national
unadjusted payment rate. The reduced
national unadjusted payment rate is
calculated by multiplying the reporting
ratio of 0.9807 times the “full”” national
unadjusted payment rate. The national
unadjusted payment rate used in the
calculations below is either the full
national unadjusted payment rate or the
reduced national unadjusted payment
rate, depending on whether the hospital
met its Hospital OQR Program
requirements to receive the full CY 2023
OPPS fee schedule increase factor.

Step 1. Calculate 60 percent (the
labor-related portion) of the national
unadjusted payment rate. Since the
initial implementation of the OPPS, we
have used 60 percent to represent our
estimate of that portion of costs
attributable, on average, to labor. We
refer readers to the April 7, 2000 OPPS/
ASC final rule with comment period (65
FR 18496 through 18497) for a detailed
discussion of how we derived this
percentage. During our regression
analysis for the payment adjustment for
rural hospitals in the CY 2006 OPPS
final rule with comment period (70 FR
68553), we confirmed that this labor-
related share for hospital outpatient
services is appropriate.

The formula below is a mathematical
representation of Step 1 and identifies
the labor-related portion of a specific
payment rate for a specific service.

X is the labor-related portion of the
national unadjusted payment rate.

X = .60 * (national unadjusted payment
rate).

Step 2. Determine the wage index area
in which the hospital is located and
identify the wage index level that
applies to the specific hospital. The
wage index values assigned to each area
would reflect the geographic statistical
areas (which are based upon OMB
standards) to which hospitals are
assigned for FY 2023 under the IPPS,
reclassifications through the Medicare
Geographic Classification Review Board
(MGCRB), section 1886(d)(8)(B) ‘“Lugar”
hospitals, and reclassifications under
section 1886(d)(8)(E) of the Act, as
implemented in §412.103 of the
regulations. We are continuing to apply
for the CY 2023 OPPS wage index any
adjustments for the FY 2023 IPPS post-
reclassified wage index, including, but
not limited to, the rural floor
adjustment, a wage index floor of 1.00
in frontier states, in accordance with
section 10324 of the Affordable Care Act
of 2010, and an adjustment to the wage
index for certain low wage index
hospitals. For further discussion of the
wage index we are applying for the CY
2023 OPPS, we refer readers to section
I1.C of this final rule with comment
period.

Step 3. Adjust the wage index of
hospitals located in certain qualifying
counties that have a relatively high
percentage of hospital employees who
reside in the county, but who work in
a different county with a higher wage
index, in accordance with section 505 of
Public Law 108-173. Addendum L to
this final rule with comment period
(which is available via the internet on
the CMS website) contains the
qualifying counties and the associated
wage index increase developed for the
final FY 2023 IPPS wage index, which
are listed in Table 3 associated with the
FY 2023 IPPS final rule and available
via the internet on the CMS website at:
https://www.cms.gov/Medicare/
Medicare-Fee-for-Service-Payment/
AcutelnpatientPPS/index.html. (Click
on the link on the left side of the screen
titled “FY 2023 IPPS Final Rule Home
Page” and select “FY 2023 Final Rule
Tables.”) This step is to be followed
only if the hospital is not reclassified or
redesignated under section 1886(d)(8) or
section 1886(d)(10) of the Act.

Step 4. Multiply the applicable wage
index determined under Steps 2 and 3
by the amount determined under Step 1
that represents the labor-related portion
of the national unadjusted payment rate.

The formula below is a mathematical
representation of Step 4 and adjusts the


https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/AcuteInpatientPPS/index.html
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/AcuteInpatientPPS/index.html
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/AcuteInpatientPPS/index.html
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/HospitalOutpatientPPS/Addendum-A-and-Addendum-B-Updates
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/HospitalOutpatientPPS/Addendum-A-and-Addendum-B-Updates
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/HospitalOutpatientPPS/Addendum-A-and-Addendum-B-Updates
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/HospitalOutpatientPPS/Addendum-A-and-Addendum-B-Updates
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/HospitalOutpatientPPS/Addendum-A-and-Addendum-B-Updates
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labor-related portion of the national

unadjusted payment rate for the specific

service by the wage index.

X, is the labor-related portion of the
national unadjusted payment rate
(wage adjusted).

X, = labor-portion of the national
unadjusted payment rate *
applicable wage index.

Step 5. Calculate 40 percent (the
nonlabor-related portion) of the national
unadjusted payment rate and add that
amount to the resulting product of Step
4. The result is the wage index adjusted
payment rate for the relevant wage
index area.

The formula below is a mathematical
representation of Step 5 and calculates
the remaining portion of the national
payment rate, the amount not
attributable to labor, and the adjusted
payment for the specific service.

Y is the nonlabor-related portion of the
national unadjusted payment rate.

Y = .40 * (national unadjusted payment
rate).

Step 6. If a provider is an SCH, as set
forth in the regulations at §412.92, or an
EACH, which is considered to be an
SCH under section 1886(d)(5)(D)(iii)(III)
of the Act, and located in a rural area,
as defined in §412.64(b), or is treated as
being located in a rural area under
§412.103, multiply the wage index
adjusted payment rate by 1.071 to
calculate the total payment.

The formula below is a mathematical
representation of Step 6 and applies the
rural adjustment for rural SCHs.

Adjusted Medicare Payment (SCH or
EACH) = Adjusted Medicare
Payment * 1.071.

Step 7. The adjusted payment rate is
the sum the wage adjusted labor-related
portion of the national unadjusted
payment rate and the nonlabor-related
portion of the national unadjusted
payment rate.

X, is the labor-related portion of the
national unadjusted payment rate
(wage adjusted).

Y is the nonlabor-related portion of the
national unadjusted payment rate.

Adjusted Medicare Payment = X, + ¥

We are providing examples below of
the calculation of both the full and
reduced national unadjusted payment
rates that will apply to certain
outpatient items and services performed
by hospitals that meet and that fail to
meet the Hospital OQR Program
requirements, using the steps outlined
previously. For purposes of this
example, we are using a provider that is
located in Brooklyn, New York that is
assigned to CBSA 35614. This provider
bills one service that is assigned to APC
5071 (Level 1 Excision/Biopsy/Incision
and Drainage). The CY 2023 full
national unadjusted payment rate for
APC 5071 is $648.97. The reduced
national adjusted payment rate for APC
5071 for a hospital that fails to meet the
Hospital OQR Program requirements is
$636.44. This reduced rate is calculated
by multiplying the reporting ratio of
0.9807 by the full unadjusted payment
rate for APC 5071.

Step 1. The labor-related portion of
the full national unadjusted payment is
approximately $389.38 (.60 * $648.97).
The labor-related portion of the reduced
national adjusted payment is
approximately $381.86 (.60 * $636.44).

Step 2 & 3. The FY 2023 wage index
for a provider located in CBSA 35614 in
New York, which includes the adoption
of IPPS 2023 wage index policies, is
1.3329.

Step 4. The wage adjusted labor-
related portion of the full national
unadjusted payment is approximately
$519.00 ($389.38 * 1.3329). The wage
adjusted labor-related portion of the
reduced national adjusted payment is
approximately $508.98 ($381.86 *
1.3329).

Step 5. The nonlabor-related portion
of the full national unadjusted payment
is approximately $259.59 (.40 *
$648.97). The nonlabor-related portion
of the reduced national adjusted
payment is approximately $254.58 (.40
* $636.44).

Step 6. For this example of a provider
located in Brooklyn, New York, the
rural adjustment for rural SCHs does not
apply.

Step 7. The sum of the labor-related
and nonlabor-related portions of the full
national unadjusted payment is
approximately $778.59 ($519.00 +
$259.59). The sum of the portions of the
reduced national adjusted payment is
approximately $763.56 ($508.98 +
$254.58).

Full national unadjusted payment rate

Reduced national adjusted payment rate

$778.59

$763.56

We did not receive any public
comments on our proposal and
therefore, we are finalizing it as
proposed.

L Beneficiary Copayments
1. Background

Section 1833(t)(3)(B) of the Act
requires the Secretary to set rules for
determining the unadjusted copayment
amounts to be paid by beneficiaries for
covered OPD services. Section
1833(t)(8)(C)(ii) of the Act specifies that
the Secretary must reduce the national
unadjusted copayment amount for a
covered OPD service (or group of such
services) furnished in a year in a
manner so that the effective copayment
rate (determined on a national
unadjusted basis) for that service in the

year does not exceed a specified
percentage. As specified in section
1833(t)(8)(C)(ii)(V) of the Act, the
effective copayment rate for a covered
OPD service paid under the OPPS in CY
2006, and in CYs thereafter, shall not
exceed 40 percent of the APC payment
rate.

Section 1833(t)(3)(B)(ii) of the Act
provides that, for a covered OPD service
(or group of such services) furnished in
a year, the national unadjusted
copayment amount cannot be less than
20 percent of the OPD fee schedule
amount. However, section
1833(t)(8)(C)(i) of the Act limits the
amount of beneficiary copayment that
may be collected for a procedure
(including items such as drugs and
biologicals) performed in a year to the

amount of the inpatient hospital
deductible for that year.

Section 4104 of the Affordable Care
Act eliminated the Medicare Part B
coinsurance for preventive services
furnished on and after January 1, 2011,
that meet certain requirements,
including flexible sigmoidoscopies and
screening colonoscopies, and waived
the Part B deductible for screening
colonoscopies that become diagnostic
during the procedure. For a discussion
of the changes made by the Affordable
Care Act with regard to copayments for
preventive services furnished on and
after January 1, 2011, we refer readers to
section XILB of the CY 2011 OPPS/ASC
final rule with comment period (75 FR
72013).
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Section 122 of the Consolidated
Appropriations Act (CAA) of 2021 (Pub.
L. 116-260), Waiving Medicare
Coinsurance for Certain Colorectal
Cancer Screening Tests, amends section
1833(a) of the Act to 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
refer readers to section X.B, “Changes to
Beneficiary Coinsurance for Certain
Colorectal Cancer Screening Tests,” of
the CY 2022 OPPS/ASC final rule with
comment period for the full discussion
of this policy (86 FR 63740 through
63743). Under the regulation at 42 CFR
410.152(1)(5)(1)(B), the Medicare Part B
payment percentage for colorectal
cancer screening tests described in the
regulation at § 410.37(j) that are
furnished in CY 2023 through 2026 (and
the corresponding reduction in
coinsurance) is 85 percent (with
beneficiary coinsurance equal to 15
percent).

On August 16, 2022, the Inflation
Reduction Act of 2022 (IRA) (Pub. L.
117-169) was signed into law. Section
11101 of the Inflation Reduction Act
requires a Part B inflation rebate for a
Part B rebatable drug if the ASP of the
drug rises at a rate that is faster than the
rate of inflation. Section 11101(b) of the
IRA amended sections 1833(i) and
1833(t)(8) by adding a new paragraph (9)
and subparagraph (F), respectively, that
specifies coinsurance under the ASC
and OPPS payment systems. Section
1833(i)(9) requires that under the ASC
payment system that beneficiary
coinsurance for a Part B rebatable drug
that is not packaged to be calculated
using the inflation-adjusted amount
when that amount is less than the
otherwise applicable payment amount
for the drug furnished on or after April
1, 2023. Section 1833(t)(8)(F) requires
that under the OPPS payment system
that beneficiary copayment for a Part B
rebatable drug (except for a drug that
has no copayment applied under
subparagraph (E) of such section or
packaged into the payment for a
procedure) is to be calculated using the
inflation-adjusted amount when that
amount is less than ASP plus 6 percent
beginning April 1, 2023. Sections
1833(i)(9) and 1833(t)(8)(F) reference
sections 1847A(i)(5) for the computation
of the beneficiary coinsurance and
1833(a)(1)(EE) for the computation of

the payment to the ASC or provider and
state that the computations would be
done in the same manner as described
in such provisions. The computation of
the coinsurance is described in section
1847A(i), specifically, in computing the
amount of any coinsurance applicable
under Part B to an individual to whom
such Part B rebatable drug is furnished,
the computation of such coinsurance
shall be equal to 20 percent of the
inflation-adjusted payment amount
determined under section 1847A(1i)(3)(C)
for such part B rebatable drug. The
calculation of the payment to the
provider or ASC is described in section
1833(a)(1)(EE), and the provider or ASC
would be paid the difference between
the beneficiary coinsurance or
copayment of the inflation-adjusted
amount and ASP plus 6 percent. We
wish to make readers aware of this
statutory change that begins April 1,
2023. We wish to make readers of this
OPPS/ASC final rule aware of this
statutory change. There are no
regulatory changes reflecting this
provision of the Act in this final rule.
Additionally, we refer readers to the full
text of the IRA.5 Additional details on
the implementation of section 11101 of
the IRA are forthcoming and will be
communicated through a vehicle other
than the OPPS/ASC regulation.

2. OPPS Copayment Policy

For CY 2023, we proposed to
determine copayment amounts for new
and revised APCs using the same
methodology that we implemented
beginning in CY 2004. (We refer readers
to the November 7, 2003 OPPS final rule
with comment period (68 FR 63458).) In
addition, we proposed to use the same
standard rounding principles that we
have historically used in instances
where the application of our standard
copayment methodology would result in
a copayment amount that is less than 20
percent and cannot be rounded, under
standard rounding principles, to 20
percent. (We refer readers to the CY
2008 OPPS/ASC final rule with
comment period (72 FR 66687) in which
we discuss our rationale for applying
these rounding principles.) The final
national unadjusted copayment
amounts for services payable under the
OPPS that would be effective January 1,
2023 are included in Addenda A and B
to the CY 2023 OPPS/ASC final rule
(which are available via the internet on
the CMS website).

As discussed in section XIV.E of the
CY 2023 proposed rule (87 FR 44536)

5H.R. 5376 available online at: https://
www.congress.gov/bill/117th-congress/house-bill/
5376/text.

and this final rule with comment
period, for CY 2023, the Medicare
beneficiary’s minimum unadjusted
copayment and national unadjusted
copayment for a service to which a
reduced national unadjusted payment
rate applies will equal the product of
the reporting ratio and the national
unadjusted copayment, or the product
of the reporting ratio and the minimum
unadjusted copayment, respectively, for
the service.

We note that OPPS copayments may
increase or decrease each year based on
changes in the calculated APC payment
rates, due to updated cost report and
claims data, and any changes to the
OPPS cost modeling process. However,
as described in the CY 2004 OPPS final
rule with comment period, the
development of the copayment
methodology generally moves
beneficiary copayments closer to 20
percent of OPPS APC payments (68 FR
63458 through 63459).

In the CY 2004 OPPS final rule with
comment period (68 FR 63459), we
adopted a new methodology to calculate
unadjusted copayment amounts in
situations including reorganizing APCs,
and we finalized the following rules to
determine copayment amounts in CY
2004 and subsequent years.

e When an APC group consists solely
of HCPCS codes that were not paid
under the OPPS the prior year because
they were packaged or excluded or are
new codes, the unadjusted copayment
amount would be 20 percent of the APC
payment rate.

e If a new APC that did not exist
during the prior year is created and
consists of HCPCS codes previously
assigned to other APCs, the copayment
amount is calculated as the product of
the APC payment rate and the lowest
coinsurance percentage of the codes
comprising the new APC.

e Ifno codes are added to or removed
from an APC and, after recalibration of
its relative payment weight, the new
payment rate is equal to or greater than
the prior year’s rate, the copayment
amount remains constant (unless the
resulting coinsurance percentage is less
than 20 percent).

¢ Ifno codes are added to or removed
from an APC and, after recalibration of
its relative payment weight, the new
payment rate is less than the prior year’s
rate, the copayment amount is
calculated as the product of the new
payment rate and the prior year’s
coinsurance percentage.

e If HCPCS codes are added to or
deleted from an APC and, after
recalibrating its relative payment
weight, holding its unadjusted
copayment amount constant results in a


https://www.congress.gov/bill/117th-congress/house-bill/5376/text
https://www.congress.gov/bill/117th-congress/house-bill/5376/text
https://www.congress.gov/bill/117th-congress/house-bill/5376/text

71794 Federal Register/Vol. 87, No. 225/ Wednesday, November 23, 2022 /Rules and Regulations

decrease in the coinsurance percentage
for the reconfigured APC, the
copayment amount would not change
(unless retaining the copayment amount
would result in a coinsurance rate less
than 20 percent).

o If HCPCS codes are added to an
APC and, after recalibrating its relative
payment weight, holding its unadjusted
copayment amount constant results in
an increase in the coinsurance
percentage for the reconfigured APC, the
copayment amount would be calculated
as the product of the payment rate of the
reconfigured APC and the lowest
coinsurance percentage of the codes
being added to the reconfigured APC.

We noted in the CY 2004 OPPS final
rule with comment period that we
would seek to lower the copayment
percentage for a service in an APC from
the prior year if the copayment
percentage was greater than 20 percent.
We noted that this principle was
consistent with section 1833(t)(8)(C)(ii)
of the Act, which accelerates the
reduction in the national unadjusted
coinsurance rate so that beneficiary
liability will eventually equal 20
percent of the OPPS payment rate for all
OPPS services to which a copayment
applies, and with section 1833(t)(3)(B)
of the Act, which achieves a 20-percent
copayment percentage when fully
phased in and gives the Secretary the
authority to set rules for determining
copayment amounts for new services.
We further noted that the use of this
methodology would, in general, reduce
the beneficiary coinsurance rate and
copayment amount for APCs for which
the payment rate changes as the result
of the reconfiguration of APCs and/or
recalibration of relative payment
weights (68 FR 63459).

We did not receive any public
comments on our proposal and
therefore, we are finalizing our proposal
to determine copayment amounts for
new and revised APCs using the same
methodology that we implemented
beginning in CY 2004. In addition, we
are finalizing the use of the same
standard rounding principles that we
have historically used in instances
where the application of our standard
copayment methodology would result in
a copayment amount that is less than 20
percent and cannot be rounded, under
standard rounding principles, to 20
percent. (We refer readers to the CY
2008 OPPS/ASC final rule with
comment period (72 FR 66687) in which
we discuss our rationale for applying
these rounding principles.) The
finalized national unadjusted
copayment amounts for services payable
under the OPPS that would be effective
January 1, 2023 are included in

Addenda A and B to the CY 2023 OPPS/
ASC final rule (which are available via
the internet on the CMS website).

3. Calculation of an Adjusted
Copayment Amount for an APC Group

Individuals interested in calculating
the national copayment liability for a
Medicare beneficiary for a given service
provided by a hospital that met or failed
to meet its Hospital OQR Program
requirements should follow the
formulas presented in the following
steps.

Step 1. Calculate the beneficiary
payment percentage for the APC by
dividing the APC’s national unadjusted
copayment by its payment rate. For
example, using APC 5071, $129.79 is
approximately 20 percent of the full
national unadjusted payment rate of
$648.97. For APCs with only a
minimum unadjusted copayment in
Addenda A and B to this final rule with
comment period (which are available
via the internet on the CMS website),
the beneficiary payment percentage is
20 percent.

The formula below is a mathematical
representation of Step 1 and calculates
the national copayment as a percentage
of national payment for a given service.

B is the beneficiary payment percentage.

B = National unadjusted copayment for
APC/national unadjusted payment
rate for APC.

Step 2. Calculate the appropriate
wage-adjusted payment rate for the APC
for the provider in question, as
indicated in Steps 2 through 4 under
section ILH of this final rule with
comment period. Calculate the rural
adjustment for eligible providers, as
indicated in Step 6 under section IL.H of
this final rule with comment period.

Step 3. Multiply the percentage
calculated in Step 1 by the payment rate
calculated in Step 2. The result is the
wage-adjusted copayment amount for
the APC.

The formula below is a mathematical
representation of Step 3 and applies the
beneficiary payment percentage to the
adjusted payment rate for a service
calculated under section II.H of this
final rule with comment period, with
and without the rural adjustment, to
calculate the adjusted beneficiary
copayment for a given service.
Wage-adjusted copayment amount for

the APC = Adjusted Medicare
Payment * B.

Wage-adjusted copayment amount for
the APC (SCH or EACH) =
(Adjusted Medicare Payment *
1.071) * B.

Step 4. For a hospital that failed to
meet its Hospital OQR Program

requirements, multiply the copayment
calculated in Step 3 by the reporting
ratio of 0.9807.

The unadjusted copayments for
services payable under the OPPS that
will be effective January 1, 2023 are
shown in Addenda A and B to this final
rule with comment period (which are
available via the CMS website). We note
that the national unadjusted payment
rates and copayment rates shown in
Addenda A and B to this final rule with
comment period reflect the CY 2023
OPD increase factor discussed in section
ILI.B of this final rule with comment
period.

In addition, as noted earlier, section
1833(t)(8)(C)(i) of the Act limits the
amount of beneficiary copayment that
may be collected for a procedure
performed in a year to the amount of the
inpatient hospital deductible for that
year.

III. OPPS Ambulatory Payment
Classification (APC) Group Policies

A. OPPS Treatment of New and Revised
HCPCS Codes

Payments for OPPS procedures,
services, and items are generally based
on medical billing codes, specifically,
HCPCS codes, that are reported on
HOPD claims. HCPCS codes are used to
report surgical procedures, medical
services, items, and supplies under the
hospital OPPS. The HCPCS is divided
into two principal subsystems, referred
to as Level I and Level II of the HCPCS.
Level I is comprised of CPT (Current
Procedural Terminology) codes, a
numeric and alphanumeric coding
system that is established and
maintained by the American Medical
Association (AMA), and consists of
Category I, II, II[, MAAA, and PLA CPT
codes. Level II, which is established and
maintained by CMS, is a standardized
coding system that is used primarily to
identify products, supplies, and services
not included in the CPT codes.
Together, Level I and I HCPCS codes
are used to report procedures, services,
items, and supplies under the OPPS
payment system. Specifically, we
recognize the following codes on OPPS
claims:

¢ Category I CPT codes, which
describe surgical procedures, diagnostic
and therapeutic services, and vaccine
codes;

e Category III CPT codes, which
describe new and emerging
technologies, services, and procedures;

e MAAA CPT codes, which describe
laboratory multianalyte assays with
algorithmic analyses (MAAA);
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e PLA CPT codes, which describe
proprietary laboratory analyses (PLA)
services; and

e Level I HCPCS codes (also known
as alpha-numeric codes), which are
used primarily to identify drugs,
devices, supplies, temporary
procedures, and services not described
by CPT codes.

The codes are updated and changed
throughout the year. CPT and Level II
HCPCS code changes that affect the
OPPS are published through the annual
rulemaking cycle and through the OPPS

quarterly update Change Requests (CRs).

Generally, these code changes are
effective January 1, April 1, July 1, or
October 1. CPT code changes are
released by the AMA (via their website)
while Level I HCPCS code changes are
released to the public via the CMS
HCPCS website. CMS recognizes the
release of new CPT and Level I HCPCS
codes outside of the formal rulemaking
process via OPPS quarterly update CRs.
Based on our review, we assign the new
codes to interim status indicators (SIs)
and APCs. These interim assignments
are finalized in the OPPS/ASC final
rules. This quarterly process offers
hospitals access to codes that more
accurately describe the items or services
furnished and provides payment for
these items or services in a timelier
manner than if we waited for the annual
rulemaking process. We solicit public
comments on the new CPT and Level II
HCPCS codes, status indicators, and
APC assignments through our annual
rulemaking process.

We note that, under the OPPS, the
APC assignment determines the
payment rate for an item, procedure, or
service. The items, procedures, or
services not exclusively paid separately
under the hospital OPPS are assigned to

appropriate status indicators. Certain
payment status indicators provide
separate payment while other payment
status indicators do not. In section XI of
this final rule with comment period,
specifically, the “CY 2023 Payment
Status and Comment Indicators”
section, we discuss the various status
indicators used under the OPPS. We
also provide a complete list of the status
indicators and their definitions in
Addendum D1 to this final rule with
comment period.

1. HCPCS Codes That Were Effective for
April 2022 for Which We Solicited
Public Comments in the CY 2023 OPPS/
ASC Proposed Rule

For the April 2022 update, 48 new
HCPCS codes were established and
made effective on April 1, 2022.
Through the April 2022 OPPS quarterly
update CR (Transmittal 11305, Change
Request 12666, dated March 24, 2022),
we recognized several new HCPCS
codes for separate payment under the
OPPS. We solicited public comments on
the proposed APC and status indicator
assignments for the codes listed in Table
5 (New HCPCS Codes Effective April 1,
2022) of the CY 2023 OPPS/ASC
proposed rule (87 FR 44539-44541),
which are also displayed in Table 7.

We received some public comments
on the proposed OPPS APC and SI
assignments for the new Level II HCPCS
codes implemented in April 2022. The
comments and our responses are
addressed in their respective sections of
this final rule with comment period,
which include, but are not limited to:
sections III.C. (New Technology APGCs),
III.E. (OPPS APC-Specific Policies), and
IV. (OPPS Payment for Devices). For
those April 2022 codes for which we
received no comments, we are finalizing
the proposed APC and status indicator

assignments. We note that several of the
temporary HCPCS C-codes have been
replaced with permanent HCPCS J-
codes, effective January 1, 2023.6 Their
replacement codes are listed in Table 7.
In addition, in prior years we included
the final OPPS status indicators and
APC assignments in the coding
preamble tables, however, because the
same information can be found in
Addendum B, we are no longer
including them in Table 7. Therefore,
readers are advised to refer to the OPPS
Addendum B for the final OPPS status
indicators, APC assignments, and
payment rates for all codes reportable
under the hospital OPPS. These new
codes that were effective April 1, 2022,
were assigned to comment indicator
“NP” in Addendum B to the CY 2023
OPPS/ASC proposed rule to indicate
that the codes are assigned to an interim
APC assignment and comments would
be accepted on their interim APGC
assignments. The complete list of status
indicators and definitions used under
the OPPS can be found in Addendum
D1 to this final rule with comment
period, while the complete list of
comment indicators and definitions can
be found in Addendum D2 to this final
rule with comment period. We note that
OPPS Addendum B (OPPS payment file
by HCPCS code), Addendum D1 (OPPS
Status Indicators), and Addendum D2
(OPPS Comment Indicators) are
available via the internet on the CMS
website.

BILLING CODE 4120-01-P

6 HCPCS C-codes are temporary billing codes that
describe items and services for hospital outpatient
use, including pass-through devices, pass-through
drugs and biologicals, brachytherapy sources, new
technology procedures, and certain other services.
HCPCS J-codes are permanent billing codes that
describe drugs.
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TABLE 7: NEW HCPCS CODES EFFECTIVE APRIL 1, 2022

2?);{2 CY 2023
HCPCS | CY 2023 Long Descriptor
HCPCS Code

Code

A2011 A2011 | Supra sdrm, per square centimeter

A2012 A2012 | Suprathel, per square centimeter

A2013 A2013 | Innovamatrix fs, per square centimeter

A4100 A4100 | Skin substitute, fda cleared as a device, not otherwise specified

A4238 A4238 Supply allowgnce for adjunctive contmpous glucfose monitor (cgm), includes all supplies
and accessories, 1 month supply = 1 unit of service

A9291 A9291 | Prescription digital behavioral therapy, fda cleared, per course of treatment

C9090 J2998 | Injection, plasminogen, human-tvmh, 1 mg

C9091 J9331 Injection, sirolimus protein-bound particles, 1 mg

C9092 J3299 | Injection, triamcinolone acetonide (xipere), 1 mg

C9093 J2779 | Injection, ranibizumab, via intravitreal implant (susvimo), 0.1 mg
Arthroscopy, shoulder, surgical; with implantation of subacromial spacer (e.g., balloon),

C9781 C9781 | includes debridement (e.g., limited or extensive), subacromial decompression,
acromioplasty, and biceps tenodesis when performed
Blinded procedure for New York Heart Association (NYHA) Class II or III heart failure, or
Canadian Cardiovascular Society (CCS) Class III or IV chronic refractory angina;
transcatheter intramyocardial transplantation of autologous bone marrow cells (e.g.,

C9782 C9782 mononuclear) or placebo control, autologous bone marrow harvesting and preparation for
transplantation, left heart catheterization including ventriculography, all laboratory services,
and all imaging with or without guidance (e.g., transthoracic echocardiography, ultrasound,
fluoroscopy), all device(s), performed in an approved Investigational Device Exemption
(IDE) study
Blinded procedure for transcatheter implantation of coronary sinus reduction device or
placebo control, including vascular access and closure, right heart catherization, venous and

C9783 C9783 . . . . . . . .
coronary sinus angiography, imaging guidance and supervision and interpretation when
performed in an approved Investigational Device Exemption (IDE) study

J0219 JO219 | Injection, avalglucosidase alfa-ngpt, 4 mg

J0491 J0491 Injection, anifrolumab-fnia, 1 mg

JO879 JO879 Injection, difelikefalin, 0.1 microgram, (for esrd on dialysis)

J9071 J9071 Injection, cyclophosphamide, (auromedics), 5 mg
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oay | €Y 2023
HCPCS | CY 2023 Long Descriptor
HCPCS
Code
Code

J9273 J9273 | Injection, tisotumab vedotin-tftv, 1 mg

J9359 J9359 | Injection, loncastuximab tesirine-Ipyl, 0.1 mg

Power source and control electronics unit for oral device/appliance for neuromuscular
K1028 K1028 | electrical stimulation of the tongue muscle for the reduction of snoring and obstructive sleep
apnea, controlled by phone application

Oral device/appliance for neuromuscular electrical stimulation of the tongue muscle, used in
K1029 K1029 | conjunction with the power source and control electronics unit, controlled by phone
application, 90-day supply

External recharging system for battery (internal) for use with implanted cardiac contractility

K1030 K1030 modulation generator, replacement only

K1031 K1031 | Non-pneumatic compression controller without calibrated gradient pressure

K1032 K1032 | Non-pneumatic sequential compression garment, full leg

K1033 K1033 | Non-pneumatic sequential compression garment, half leg

Q4224 Q4224 | Human health factor 10 amniotic patch (hhfl0-p), per square centimeter

Q4225 Q4225 | Amniobind, per square centimeter

Q4256 Q4256 | Mlg-complete, per square centimeter

Q4257 Q4257 | Relese, per square centimeter

Q4258 Q4258 | Enverse, per square centimeter

Q5124 Q5124 | Injection, ranibizumab-nuna, biosimilar, (byooviz), 0.1 mg

V2525 V2525 | Contact lens, hydrophilic, dual focus, per lens

Oncology (minimal residual disease [mrd]), next-generation targeted sequencing analysis,
0306U 0306U | cell-free dna, initial (baseline) assessment to determine a patient specific panel for future
comparisons to evaluate for mrd

Oncology (minimal residual disease [mrd]), next-generation targeted sequencing analysis of
0307U 0307U | a patient-specific panel, cell-free dna, subsequent assessment with comparison to previously
analyzed patient specimens to evaluate for mrd

Cardiology (coronary artery disease [cad]), analysis of 3 proteins (high sensitivity [hs]
0308U 0308U | troponin, adiponectin, and kidney injury molecule-1 [kim-1]), plasma, algorithm reported as
a risk score for obstructive cad

Cardiology (cardiovascular disease), analysis of 4 proteins (nt-probnp, osteopontin, tissue
0309U 0309U | inhibitor of metalloproteinase-1 [timp-1], and kidney injury molecule-1 [kim-1]), plasma,
algorithm reported as a risk score for major adverse cardiac event

Pediatrics (vasculitis, kawasaki disease [kd]), analysis of 3 biomarkers (nt-probnp, c-reactive

0310U 0310U protein, and t-uptake), plasma, algorithm reported as a risk score for kd

Infectious disease (bacterial), quantitative antimicrobial susceptibility reported as
0311U 0311U | phenotypic minimum inhibitory concentration (MIC)—based antimicrobial susceptibility for
each organisms identified

Autoimmune diseases (eg, systemic lupus erythematosus [sle]), analysis of 8 igg
autoantibodies and 2 cell-bound complement activation products using enzyme-linked
0312U 0312U | immunosorbent immunoassay (elisa), flow cytometry and indirect immunofluorescence,
serum, or plasma and whole blood, individual components reported along with an
algorithmic sle-likelihood assessment
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o ey 203
HCPCS | CY 2023 Long Descriptor
HCPCS
Code
Code
Oncology (pancreas), dna and mrna next-generation sequencing analysis of 74 genes and
0313U 0313U analysis of cea (ceacam5) gene expression, pancreatic cyst fluid, algorithm reported as a
categorical result (ie, negative, low probability of neoplasia or positive, high probability of
neoplasia)
Oncology (cutaneous melanoma), mrna gene expression profiling by rt-pcr of 35 genes (32
0314U 0314U | content and 3 housekeeping), utilizing formalin-fixed paraffin-embedded (ffpe) tissue,
algorithm reported as a categorical result (ie, benign, intermediate, malignant)
Oncology (cutaneous squamous cell carcinoma), mrna gene expression profiling by rt-pcr of
0315U 0315U | 40 genes (34 content and 6 housekeeping), utilizing formalin-fixed paraffin-embedded (ffpe)
tissue, algorithm reported as a categorical risk result (ie, class 1, class 2a, class 2b)
0316U 0316U | Borrelia burgdorferi (Lyme disease), ospa protein evaluation, urine
Oncology (lung cancer), four-probe fish (3929, 3p22.1, 10g22.3, 10cen) assay, whole blood,
0317U 0317U | predictive algorithm-generated evaluation reported as decreased or increased risk for lung
cancer
Pediatrics (congenital epigenetic disorders), whole genome methylation analysis by
0318U 0318U .
microarray for 50 or more genes, blood
Nephrology (renal transplant), rna expression by select transcriptome sequencing, using
0319U 0319U . . . S
pretransplant peripheral blood, algorithm reported as a risk score for early acute rejection
0320U 0320U Nephrology (renal transplant), rna expression by select transcriptome sequencing, using
posttransplant peripheral blood, algorithm reported as a risk score for acute cellular rejection
Infectious agent detection by nucleic acid (dna or rna), genitourinary pathogens,
0321U 0321U | identification of 20 bacterial and fungal organisms and identification of 16 associated
antibiotic-resistance genes, multiplex amplified probe technique
Neurology (autism spectrum disorder [asd]), quantitative measurements of 14 acyl carnitines
and microbiome-derived metabolites, liquid chromatography with tandem mass
0322U 0322U . .. .
spectrometry (Ic-ms/ms), plasma, results reported as negative or positive for risk of
metabolic subtypes associated with asd

2. HCPCS Codes That Were Effective
July 1, 2021, for Which We Solicited
Public Comments in the CY 2023 OPPS/
ASC Proposed Rule

For the July 2022 update, 63 new
codes were established and made
effective July 1, 2022. Through the July
2022 OPPS quarterly update CR
(Transmittal 11457, Change Request
12761, dated June 15, 2022), we
recognized several new codes for
separate payment and assigned them to
appropriate interim OPPS status
indicators and APCs. We solicited
public comments on the proposed APC
and status indicator assignments for the
codes listed in Table 6 (New HCPCS
Codes Effective July 1, 2022) of the CY
2023 OPPS/ASC proposed rule, which
are also listed in Table 8 below.

We received some public comments
on the proposed OPPS APC and SI
assignments for the new Level II HCPCS
codes implemented in July 1, 2022. The
comments and our responses are
addressed in their respective sections of
this final rule with comment period,
which include, but are not limited to:
sections III.C (New Technology APCs),
III.E (OPPS APC-Specific Policies), and
IV (OPPS Payment for Devices). For
those July 1, 2022, codes for which we
received no comments, we are finalizing
the proposed APC and status indicator
assignments. We note that several of the
HCPCS C-codes have been replaced
with HCPCS J-codes and one with a
HCPCS Q-code. Their replacement
codes are listed in Table 8 below. We
note that in prior years we included the
final OPPS status indicators and APC

assignments in the coding preamble
tables, however, because the same
information can be found in Addendum
B, we are no longer including them in
Table 8 below. Therefore, readers are
advised to refer to the OPPS Addendum
B for the final OPPS status indicators,
APC assignments, and payment rates for
all codes reportable under the hospital
OPPS. These new codes that were
effective July 1, 2022, were assigned to
comment indicator “NP”” in Addendum
B to the CY 2023 OPPS/ASC proposed
rule to indicate that the codes are
assigned to an interim APC assignment
and comments would be accepted on
their interim APC assignments. The
complete list of status indicators and
definitions used under the OPPS can be
found in Addendum D1 to this final rule
with comment period, while the



Federal Register/Vol. 87, No. 225/ Wednesday, November 23, 2022/Rules and Regulations 71799

complete list of comment indicators and period. We note that OPPS Addendum  and Addendum D2 (OPPS Comment
definitions can be found in Addendum B (OPPS payment file by HCPCS code), Indicators) are available via the internet
D2 to this final rule with comment Addendum D1 (OPPS Status Indicators), on the CMS website.

TABLE 8: NEW HCPCS CODES EFFECTIVE JULY 1, 2022

CY 2022 | CY 2023
HCPCS | HCPCS | CY 2023 Long Descriptor
Code Code

A9596 A9596 | Gallium ga-68 gozetotide, diagnostic, (illuccix), 1 millicurie
A9601 A9601 | Flortaucipir f 18 injection, diagnostic, 1 millicurie

C9094 J1302 Injection, sutimlimab-jome, 10 mg

C9095 19274 Injection, tebentafusp-tebn, 1 microgram

C9096 Q5125 | Injection, filgrastim-ayow, biosimilar, (releuko), 1 microgram
C9097 12777 Inj, faricimab-svoa, 0.1 mg

Ciltacabtagene autoleucel, up to 100 million autologous b-cell maturation antigen
C9098 Q2056 | (bcma) directed car-positive t cells, including leukapheresis and dose preparation
procedures, per therapeutic dose

D1708 D1708 | Pfizer-BioNTech Covid-19 vaccine administration — third dose
D1709 D1709 | Pfizer-BioNTech Covid-19 vaccine administration — booster dose
D1710 D1710 | Moderna Covid-19 vaccine administration — third dose

D1711 D1711 Moderna Covid-19 vaccine administration — booster dose

D1712 D1712 Janssen Covid-19 vaccine administration - booster dose

D1713 D1713 | Pfizer-BioNTech Covid-19 vaccine administration tris-sucrose pediatric — first dose

Pfizer-BioNTech Covid-19 vaccine administration tris-sucrose pediatric — second

D1714 D1714
dose

Creation of subcutaneous pocket with insertion of 180 day implantable interstitial

G0308 G0308 glucose sensor, including system activation and patient training

Removal of implantable interstitial glucose sensor with creation of subcutaneous
G0309 G0309 | pocket at different anatomic site and insertion of new 180 day implantable sensor,
including system activation

JO739 J0739 Injection, cabotegravir, 1 mg

J1306 J1306 Injection, inclisiran, 1 mg

J1551 J1551 Injection, immune globulin (cutaquig), 100 mg
J2356 J2356 | Injection, tezepelumab-ekko, 1 mg

12779 12779 Injection, ranibizumab, via intravitreal implant (susvimo), 0.1 mg
J2998 J2998 Injection, plasminogen, human-tvmh, 1 mg

J3299 J3299 Injection, triamcinolone acetonide (xipere), 1 mg

J9331 J9331 Injection, sirolimus protein-bound particles, 1 mg

J9332 J9332 Injection, efgartigimod alfa-fcab, 2mg

Provision of covid-19 test, nonprescription self-administered and self-collected use,

K1034 K1034 fda approved, authorized or cleared, one test count

Q4259 Q4259 | Celera dual layer or celera dual membrane, per square centimeter

Q4260 Q4260 | Signature apatch, per square centimeter

Q4261 Q4261 Tag, per square centimeter

90584 90584 Dengue vaccine, quadrivalent, live, 2 dose schedule, for subcutaneous use
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CY 2022 | CY 2023
HCPCS | HCPCS | CY 2023 Long Descriptor
Code Code
0714T 0714T Trgnsperlneal laser ablation of benign prostatic hyperplasia, including imaging
guidance
Percutaneous transluminal coronary lithotripsy (List separately in addition to code
0715T 0715T .
for primary procedure)
Cardiac acoustic waveform recording with automated analysis and generation of
0716T 0716T . .
coronary artery disease risk score
Autologous adipose-derived regenerative cell (ADRC) therapy for partial thickness
0717T 0717T rotator cuff tear; adipose tissue harvesting, isolation and preparation of harvested
cells, including incubation with cell dissociation enzymes, filtration, washing and
concentration of ADRCs
Autologous adipose-derived regenerative cell (ADRC) therapy for partial thickness
0718T 0718T | rotator cuff tear; injection into supraspinatus tendon including ultrasound guidance,
unilateral
Posterior vertebral joint replacement, including bilateral facetectomy, laminectomy,
0719T 0719T . . . . . ; : ;
and radical discectomy, including imaging guidance, lumbar spine, single segment
0720T 0720T | Percutaneous electrical nerve field stimulation, cranial nerves, without implantation
Quantitative computed tomography (CT) tissue characterization, including
0721T 0721T | interpretation and report, obtained without concurrent CT examination of any
structure contained in previously acquired diagnostic imaging
Quantitative computed tomography (CT) tissue characterization, including
interpretation and report, obtained with concurrent CT examination of any structure
0722T 0722T L . . . ) . X
contained in the concurrently acquired diagnostic imaging dataset (List separately in
addition to code for primary procedure)
Quantitative magnetic resonance cholangiopancreatography (QMRCP) including
\ data preparation and transmission, interpretation and report, obtained without
0723T 0723T . . . . . L
diagnostic magnetic resonance imaging (MRI) examination of the same anatomy
(eg, organ, gland, tissue, target structure) during the same session
Quantitative magnetic resonance cholangiopancreatography (QMRCP) including
data preparation and transmission, interpretation and report, obtained with
0724T 0724T | diagnostic magnetic resonance imaging (MRI) examination of the same anatomy
(eg, organ, gland, tissue, target structure) (List separately in addition to code for
primary procedure)
0725T 0725T | Vestibular device implantation, unilateral
0726T 0726T | Removal of implanted vestibular device, unilateral
0727T 0727T | Removal and replacement of implanted vestibular device, unilateral
0728T 0728T | Diagnostic analysis of vestibular implant, unilateral; with initial programming
0729T 0729T | Diagnostic analysis of vestibular implant, unilateral; with subsequent programming
0730T 0730T | Trabeculotomy by laser, including optical coherence tomography (OCT) guidance
0731T 0731T | Augmentative Al-based facial phenotype analysis with report
0732T 0732T | Immunotherapy administration with electroporation, intramuscular
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CY 2022 | CY 2023
HCPCS | HCPCS | CY 2023 Long Descriptor
Code Code

Remote real-time, motion capture-based neurorehabilitative therapy ordered by a
0733T 0733T | physician or other qualified health care professional; supply and technical support,
per 30 days

Remote body and limb kinematic measurement-based therapy ordered by a
physician or other qualified health care professional; treatment management
services by a physician or other qualified health care professional, per calendar
month

0734T 0734T

Preparation of tumor cavity, with placement of a radiation therapy applicator for
0735T 0735T | intraoperative radiation therapy (IORT) concurrent with primary craniotomy (List
separately in addition to code for primary procedure)

Colonic lavage, 35 or more liters of water, gravity-fed, with induced defecation,

0736T 0736T including insertion of rectal catheter

0737T 0737T | Xenograft implantation into the articular surface

Infectious agent detection by nucleic acid (DNA and RNA), central nervous system
0323U 0323U | pathogen, metagenomic next-generation sequencing, cerebrospinal fluid (CSF),
identification of pathogenic bacteria, viruses, parasites, or fungi

Oncology (ovarian), spheroid cell culture, 4-drug panel (carboplatin, doxorubicin,

0324U 0324V gemcitabine, paclitaxel), tumor chemotherapy response prediction for each drug

Oncology (ovarian), spheroid cell culture, poly (ADP-ribose) polymerase (PARP)
0325U 0325U | inhibitors (niraparib, olaparib, rucaparib, velparib), tumor response prediction for
each drug

Targeted genomic sequence analysis panel, solid organ neoplasm, cell-free
circulating DNA analysis of 83 or more genes, interrogation for sequence variants,
gene copy number amplifications, gene rearrangements, microsatellite instability
and tumor mutational burden

0326U 0326U

Fetal aneuploidy (trisomy 13, 18, and 21), DNA sequence analysis of selected
0327U 0327U | regions using maternal plasma, algorithm reported as a risk score for each trisomy,
includes sex reporting, if performed

Drug assay, definitive, 120 or more drugs and metabolites, urine, quantitative liquid
chromatography with tandem mass spectrometry (LC-MS/MS), includes specimen
validity and algorithmic analysis describing drug or metabolite and presence or
absence of risks for a significant patient-adverse event, per date of service

0328U 0328U

Oncology (neoplasia), exome and transcriptome sequence analysis for sequence
variants, gene copy number amplifications and deletions, gene rearrangements,
0329U 0329U | microsatellite instability and tumor mutational burden utilizing DNA and RNA from
tumor with DNA from normal blood or saliva for subtraction, report of clinically
significant mutation(s) with therapy associations

Infectious agent detection by nucleic acid (DNA or RNA), vaginal pathogen panel,

0330U 0330U identification of 27 organisms, amplified probe technique, vaginal swab

Oncology (hematolymphoid neoplasia), optical genome mapping for copy number
0331U 0331U | alterations and gene rearrangements utilizing DNA from blood or bone marrow,
report of clinically significant alternations

BILLING CODE 4120-01-C
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3. October 2022 HCPCS Codes for
Which We Are Soliciting Public
Comments in This CY 2023 OPPS/ASC
Final Rule With Comment Period

As has been our practice in the past,
we are soliciting comments on the new
CPT and Level II HCPCS codes that
became effective October 1, 2022, in this
final rule with comment period, thereby
allowing us to finalize the status
indicators and APC assignments for the
codes in the CY 2024 OPPS/ASC final
rule with comment period. The HCPCS
codes will be released to the public
through the October 2022 OPPS Update
CR and the CMS HCPCS website while
the CPT codes will be released to the
public through the AMA website.

For CY 2023, we proposed to continue
our established policy of assigning
comment indicator “NI”” in Addendum
B to the CY 2023 OPPS/ASC final rule
with comment period to those new
HCPCS codes that will be effective
October 1, 2022, to indicate that we are
assigning them an interim status
indicator, which is subject to public
comment. We invite public comments
in this final rule with comment period
on the status indicator and APC
assignments for these codes, which
would be finalized in the CY 2024
OPPS/ASC final rule with comment
period.

4. January 2023 HCPCS Codes

a. New Level I HCPCS Codes for Which
We Are Soliciting Public Comments in
This CY 2023 OPPS/ASC Final Rule
With Comment Period

Consistent with past practice, we are
soliciting comments on the new Level II
HCPCS codes that will be effective
January 1, 2023, in this final rule with
comment period, thereby allowing us to
finalize the status indicators and APC
assignments for the codes in the CY
2024 OPPS/ASC final rule with
comment period. Unlike the CPT codes
that are effective January 1 and are
included in the OPPS/ASC proposed
rules, and except for the proposed new
C-codes and G-codes listed in
Addendum O of the CY 2023 OPPS/ASC
proposed rule, most Level I HCPCS
codes are not released until sometime
around November to be effective
January 1. Because these codes are not
available until November, we are unable
to include them in the OPPS/ASC
proposed rules. Consequently, for CY
2023, we proposed to include in
Addendum B to the CY 2023 OPPS/ASC
final rule with comment period the new
Level II HCPCS codes effective January
1, 2023, that would be incorporated in
the January 2023 OPPS quarterly update
CR. Specifically, for CY 2023, we are

finalizing our process of continuing our
established policy of assigning comment
indicator “NI” in Addendum B to this
final rule with comment period to the
new HCPCS codes that will be effective
January 1, 2023, to indicate that we are
assigning them an interim status
indicator, which is subject to public
comment. We are inviting public
comments in this final rule with
comment period on the status indicator
and APC assignments for these codes,
which would be finalized in the CY
2024 OPPS/ASC final rule with
comment period.

b. CPT Codes for Which We Solicited
Public Comments in the CY 2023 OPPS/
ASC Proposed Rule

In the CY 2015 OPPS/ASC final rule
with comment period (79 FR 66841
through 66844), we finalized a revised
process of assigning APC and status
indicators for new and revised Category
I and III CPT codes that would be
effective January 1. Specifically, for the
new/revised CPT codes that we receive
in a timely manner from the AMA’s CPT
Editorial Panel, we finalized our
proposal to include the codes that
would be effective January 1 in the
OPPS/ASC proposed rules, along with
proposed APC and status indicator
assignments for them, and to finalize the
APC and status indicator assignments in
the OPPS/ASC final rules beginning
with the CY 2016 OPPS update. For
those new/revised CPT codes that were
received too late for inclusion in the
OPPS/ASC proposed rule, we finalized
our proposal to establish and use
HCPCS G-codes that mirror the
predecessor CPT codes and retain the
current APC and status indicator
assignments for a year until we can
propose APC and status indicator
assignments in the following year’s
rulemaking cycle. We note that even if
we find that we need to create HCPCS
G-codes in place of certain CPT codes
for the PFS proposed rule, we do not
anticipate that these HCPCS G-codes
will always be necessary for OPPS
purposes. We will make every effort to
include proposed APC and status
indicator assignments for all new and
revised CPT codes that the AMA makes
publicly available in time for us to
include them in the proposed rule, and
to avoid resorting to use of HCPCS G-
codes and the resulting delay in
utilization of the most current CPT
codes. Also, we finalized our proposal
to make interim APC and status
indicator assignments for CPT codes
that are not available in time for the
proposed rule and that describe wholly
new services (such as new technologies
or new surgical procedures), to solicit

public comments in the final rule, and
to finalize the specific APC and status
indicator assignments for those codes in
the following year’s final rule.

For the CY 2023 OPPS update, we
received the CPT codes that will be
effective January 1, 2023, from the AMA
in time to be included in this proposed
rule. The new, revised, and deleted CPT
codes can be found in Addendum B to
this proposed rule (which is available
via the internet on the CMS website).
We note that the new and revised CPT
codes are assigned to comment indicator
“NP” in Addendum B of this proposed
rule to indicate that the code is new for
the next calendar year or the code is an
existing code with substantial revision
to its code descriptor in the next
calendar year as compared to the
current calendar year with a proposed
APC assignment, and that comments
will be accepted on the proposed APC
assignment and status indicator.

Further, we reminded readers that the
CPT code descriptors that appear in
Addendum B are short descriptors and
do not accurately describe the complete
procedure, service, or item described by
the CPT code. Therefore, we included
the 5-digit placeholder codes and their
long descriptors for the new and revised
CY 2023 CPT codes in Addendum O to
the proposed rule (which is available
via the internet on the CMS website) so
that the public could adequately
comment on the proposed APCs and SI
assignments. The 5-digit placeholder
codes were included in Addendum O,
specifically under the column labeled
“CY 2023 OPPS/ASC Proposed Rule 5-
Digit AMA Placeholder Code,” to the
proposed rule. We noted that the final
CPT code numbers would be included
in this CY 2023 OPPS/ASC final rule
with comment period. We also noted
that not every code listed in Addendum
O is subject to public comment. For the
new and revised Category I and III CPT
codes, we requested public comments
on only those codes that are assigned
comment indicator “NP”".

In summary, in the CY 2023 OPPS/
ASC proposed rule, we solicited public
comments on the proposed CY 2023 SI
and APC assignments for the new and
revised Category I and III CPT codes that
will be effective January 1, 2023. The
CPT codes were listed in Addendum B
to the proposed rule with short
descriptors only. We listed them again
in Addendum O to the proposed rule
with long descriptors. We also proposed
to finalize the SI and APC assignments
for these codes (with their final CPT
code numbers) in the CY 2023 OPPS/
ASC final rule with comment period.
The proposed SI and APC assignments
for these codes were included in
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Addendum B to the proposed rule
(which is available via the internet on
the CMS website).

We received comments on several of
the new CPT codes that were assigned
to comment indicator “NP” in
Addendum B to the CY 2023 OPPS/ASC
proposed rule. We have responded to
those public comments in sections III.C
(New Technology APCs), IIL.LE (OPPS
APC-Specific Policies), and IV (OPPS
Payment for Devices) of this final rule
with comment period.

The final SIs, APC assignments, and
payment rates for the new CPT codes
that are effective January 1, 2023, can be
found in Addendum B to this final rule
with comment period. In addition, the
SI meanings can be found in Addendum
D1 (OPPS Payment Status Indicators for
CY 2023) to this final rule with
comment period. Both Addendum B
and D1 are available via the internet on
the CMS website.

Finally, Table 9 below, which is a
reprint of Table 7 from the CY 2023

OPPS/ASC proposed rule (87 FR 44548),
shows the comment timeframe for new
and revised HCPCS codes. Table 9
provides information on our current
process for updating codes through our
OPPS quarterly update CRs, seeking
public comments, and finalizing the
treatment of these codes under the
OPPS.

BILLING CODE 4120-01-P

TABLE 9: COMMENT AND FINALIZATION TIMEFRAMES FOR
NEW AND REVISED OPPS-RELATED HCPCS CODES

OPPS Comments
Quarterly Type of Code | Effective Date Sought When Finalized
Update CR g
HCPCS CY 2023 OPPCSS/(AZSOCZJ 3ﬁnal
April 2022 (CPT and Level | April 1, 2022 OPPS/ASC rule with
IT codes) proposed rule .
comment period
HCPCS CY2023 | (S fina
July 2022 (CPT and Level July 1, 2022 OPPS/ASC rule with
IT codes) proposed rule .
comment period
HEPCS OPPS/ASC final | OPPS/ASC fina
October 2022 | (CPT and Level | October 1, 2022 . .
rule with rule with
IT codes) . )
comment period | comment period
CY2023 | (S fina
CPT Codes January 1, 2023 OPPS/ASC .
rule with
proposed rule .
January 2023 comment period
CY 2023 CY 2024
Level I HCPCS Jan 1.2023 OPPS/ASC final | OPPS/ASC final
Codes anuary 1. rule with rule with
comment period | comment period

BILLING CODE 4120-01-C

B. OPPS Changes—Variations Within
APCs

1. Background

Section 1833(t)(2)(A) of the Act
requires the Secretary to develop a
classification system for covered
hospital outpatient department services.
Section 1833(t)(2)(B) of the Act provides
that the Secretary may establish groups
of covered OPD services within this
classification system, so that services
classified within each group are
comparable clinically and with respect

to the use of resources. In accordance
with these provisions, we developed a
grouping classification system, referred
to as Ambulatory Payment
Classifications (APCs), as set forth in
regulations at 42 CFR 419.31. We use
Level I (also known as CPT codes) and
Level II HCPCS codes (also known as
alphanumeric codes) to identify and
group the services within each APC.
The APCs are organized such that each
group is homogeneous both clinically
and in terms of resource use. Using this
classification system, we have
established distinct groups of similar

services. We also have developed
separate APC groups for certain medical
devices, drugs, biologicals, therapeutic
radiopharmaceuticals, and
brachytherapy devices that are not
packaged into the payment for the
procedure.

We have packaged into the payment
for each procedure or service within an
APC group the costs associated with
those items and services that are
typically ancillary and supportive to a
primary diagnostic or therapeutic
modality and, in those cases, are an
integral part of the primary service they
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support. Therefore, we do not make
separate payment for these packaged
items or services. In general, packaged
items and services include, but are not
limited to, the items and services listed
in regulations at 42 CFR 419.2(b). A
further discussion of packaged services
is included in section II.A.3 of this rule.

Under the OPPS, we generally pay for
covered hospital outpatient department
services on a rate-per-service basis,
where the service may be reported with
one or more HCPCS codes. Payment
varies according to the APC group to
which the independent service or
combination of services is assigned. In
the CY 2023 OPPS/ASC proposed rule
(87 FR 44548), for CY 2023, we
proposed that each APC relative
payment weight represents the hospital
cost of the services included in that
APC, relative to the hospital cost of the
services included in APC 5012 (Clinic
Visits and Related Services). The APC
relative payment weights are scaled to
APC 5012 because it is the hospital
clinic visit APC and clinic visits are
among the most frequently furnished
services in the hospital outpatient
setting.

2. Application of the 2 Times Rule

Section 1833(t)(9)(A) of the Act
requires the Secretary to review, not less
often than annually, and revise the APC
groups, the relative payment weights,
and the wage and other adjustments
described in paragraph (2) to take into
account changes in medical practice,
changes in technology, the addition of
new services, new cost data, and other
relevant information and factors.
Section 1833(t)(9)(A) of the Act also
requires the Secretary to consult with an
expert outside advisory panel composed
of an appropriate selection of
representatives of providers to review
(and advise the Secretary concerning)
the clinical integrity of the APC groups
and the relative payment weights. We
note that the Advisory Panel on
Hospital Outpatient Payment (also
known as the HOP Panel or the Panel)
recommendations for specific services
for the CY 2023 OPPS update will be
discussed in the relevant specific
sections throughout this final rule with
comment period.

In addition, section 1833(t)(2) of the
Act provides that, subject to certain
exceptions, the items and services
within an APC group cannot be
considered comparable with respect to
the use of resources if the highest cost
for an item or service in the group is
more than 2 times greater than the
lowest cost for an item or service within
the same group (referred to as the “2
times rule”). The statute authorizes the

Secretary to make exceptions to the 2
times rule in unusual cases, such as for
low-volume items and services (but the
Secretary may not make such an
exception in the case of a drug or
biological that has been designated as an
orphan drug under section 526 of the
Federal Food, Drug, and Cosmetic Act).
In determining the APCs with a 2 times
rule violation, we consider only those
HCPCS codes that are significant based
on the number of claims. We note that,
for purposes of identifying significant
procedure codes for examination under
the 2 times rule, we consider procedure
codes that have more than 1,000 single
major claims or procedure codes that
both have more than 99 single major
claims and contribute at least 2 percent
of the single major claims used to
establish the APC cost to be significant
(75 FR 71832). For an example of
significant procedure codes, refer to the
discussion on cardiac computed
tomography angiography (CCTA),
specifically as it relates to CPT codes
75572 and 75574, which are discussed
in section IIL.E. (Cardiac Computed
Tomography Angiography (CCTA) (APC
5571)) of this final rule with comment
period. This longstanding definition of
when a procedure code is significant for
purposes of the 2 times rule was
selected because we believe that a
subset of 1,000 or fewer claims is
negligible within the set of
approximately 100 million single
procedure or single session claims we
use for establishing costs. Similarly, a
procedure code for which there are
fewer than 99 single claims and that
comprises less than 2 percent of the
single major claims within an APC will
have a negligible impact on the APC
cost (75 FR 71832). In the CY 2023
OPPS/ASC proposed rule, for CY 2023,
we proposed to make exceptions to this
limit on the variation of costs within
each APC group in unusual cases, such
as for certain low-volume items and
services.

For the CY 2023 OPPS update, we
identified the APCs with violations of
the 2 times rule and we proposed
changes to the procedure codes assigned
to these APCs (with the exception of
those APCs for which we proposed a 2
times rule exception) in Addendum B to
the CY 2023 OPPS/ASC proposed rule.
We note that Addendum B does not
appear in the printed version of the
Federal Register as part of this final rule
with comment period. Rather, it is
published and made available via the
internet on the CMS website at: https://
www.cms.gov/Medicare/Medicare-Fee-
for-Service-Payment/
HospitalOutpatientPPS/index.html. To

eliminate a violation of the 2 times rule
and improve clinical and resource
homogeneity in the APCs for which we
did not propose a 2 times rule
exception, we proposed to reassign
these procedure codes to new APCs that
contain services that are similar with
regard to both their clinical and
resource characteristics. Refer to section
IIL.E (APC-Specific Policies) of this final
rule with comment period for examples
of various APC reassignments. In many
cases, the proposed procedure code
reassignments and associated APC
reconfigurations for CY 2023 included
in the CY 2023 OPPS/ASC proposed
rule are related to changes in costs of
services that were observed in the CY
2021 claims data available for CY 2023
ratesetting. Addendum B to the CY 2023
OPPS/ASC proposed rule identifies
with a comment indicator “CH” those
procedure codes for which we proposed
a change to the APC assignment or
status indicator, or both, that were
initially assigned in the July 1, 2022
OPPS Addendum B Update (available
via the internet on the CMS website at:
https://www.cms.gov/Medicare/
Medicare-Fee-for-Service-Payment/
HospitalOutpatientPPS/Addendum-A-
and-Addendum-B-Updates.html).

3. APC Exceptions to the 2 Times Rule

Taking into account the APC changes
that we proposed to make for CY 2023,
we reviewed all of the APCs for which
we identified 2 times rule violations to
determine whether any of the APCs
would qualify for an exception. We used
the following criteria to evaluate
whether to propose exceptions to the 2
times rule for affected APCs:
¢ Resource homogeneity;

Clinical homogeneity;

Hospital outpatient setting utilization;
Frequency of service (volume); and
Opportunity for upcoding and code
fragments.

For a detailed discussion of these
criteria, we refer readers to the April 7,
2000 final rule (65 FR 18457 through
18458).

Based on the CY 2021 claims data
available for the CY 2023 OPPS/ASC
proposed rule, we found 23 APCs with
violations of the 2 times rule. We
applied the criteria as described above
to identify the APCs for which we
proposed to make exceptions under the
2 times rule for CY 2023 and found that
all of the 23 APCs we identified meet
the criteria for an exception to the 2
times rule based on the CY 2021 claims
data available for the CY 2023 OPPS/
ASC proposed rule. We note that, on an
annual basis, based on our analysis of
the latest claims data, we identify
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violations to the 2 times rule and
propose changes when appropriate.
Those APGCs that violate the 2 times rule
are identified and appear in Table 10
below. In addition, we did not include
in that determination those APCs where
a 2 times rule violation was not a
relevant concept, such as APC 5401
(Dialysis), which only has two HCPCS
codes assigned to it that have similar
geometric mean costs and do not create
a 2 times rule violation. Therefore, we
have only identified those APCs,
including those with criteria-based
costs, such as device-dependent CPT/
HCPCS codes, with violations of the 2
times rule, where a 2 times rule
violation is a relevant concept.

Table 8 of the CY 2023 OPPS/ASC
proposed rule listed the 23 APCs for
which we proposed to make an
exception under the 2 times rule for CY
2023 based on the criteria cited above
and claims data submitted between
January 1, 2021, and December 31, 2021,
and processed on or before December
31, 2021, and CCRs, if available. The
proposed geometric mean costs for
covered hospital outpatient services for
these and all other APCs that were used
in the development of this proposed
rule can be found on the CMS website
at: https://www.cms.gov/Medicare/
Medicare-Fee-for-Service-Payment/
HospitalOutpatientPPS/Hospital-

Outpatient-Regulations-and-
Notices.html.

Based on the updated final rule CY
2021 claims data used for this CY 2023
final rule with comment period, we
found a total of 25 APCs with violations
of the 2 times rule. Of these 25 total
APCs, 22 were identified in the
proposed rule and three are newly
identified APCs. The three newly
identified APCs with violations of the 2
times rule are the following:

e APC 5341 (Abdominal/Peritoneal/

Biliary and Related Procedures)

e APC 5361 (Level 1 Laparoscopy and

Related Services)

e APC 5723 (Level 3 Diagnostic Tests
and Related Services)

Although we did not receive any
comments on Table 8 of the CY 2023
OPPS/ASC proposed rule (87 FR 44550),
we did receive comments on APC
assignments for specific HCPCS codes.
The comments, and our responses, can
be found in section III.D. (OPPS APC-
Specific Policies) of this final rule with
comment period.

After considering the public
comments we received on APC
assignments and our analysis of the CY
2021 costs from hospital claims and cost
report data available for this CY 2023
OPPS/ASC final rule with comment
period, we are finalizing our proposals
with some modifications. Specifically,
we are finalizing our proposal to except

22 of the 23 proposed APCs from the 2
times rule for CY 2021 and also
excepting three additional APCs (APCs
5341, 5361, and 5723) for a total of 25
APCs.

In summary, Table 10 below lists the
25 APCs that we are excepting from the
2 times rule for CY 2023 based on the
criteria described earlier and a review of
updated claims data for dates of service
between January 1, 2021, and December
31, 2021, that were processed on or
before June 30, 2022, and updated CCRs,
if available. We note that, for cases in
which a recommendation by the HOP
Panel appears to result in or allow a
violation of the 2 times rule, we
generally accept the HOP Panel’s
recommendation because those
recommendations are based on explicit
consideration of resource use, clinical
homogeneity, site of service, and the
quality of the claims data used to
determine the APC payment rates. The
geometric mean costs for hospital
outpatient services for these and all
other APCs that were used in the
development of this final rule with
comment period can be found on the
CMS website at: https://www.cms.gov/
Medicare/Medicare-Fee-for-Service-
Payment/HospitalOutpatientPPS/
Hospital-Outpatient-Regulations-and-
Notices.

BILLING CODE 4120-01-P
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TABLE 10: FINAL CY 2023
APC EXCEPTIONS TO THE 2 TIMES RULE

o | €Y 2023 APC Title
5012 Clinic Visits and Related Services
5071 Level 1 Excision/ Biopsy/ Incision and Drainage
5301 Level 1 Upper GI Procedures
5341 Abdominal/Peritoneal/Biliary and Related Procedures
5361 Level 1 Laparoscopy and Related Services
5521 Level 1 Imaging without Contrast
5522 Level 2 Imaging without Contrast
5523 Level 3 Imaging without Contrast
5524 Level 4 Imaging without Contrast
5571 Level 1 Imaging with Contrast
5611 Level 1 Therapeutic Radiation Treatment Preparation
5612 Level 2 Therapeutic Radiation Treatment Preparation
5627 Level 7 Radiation Therapy
5673 Level 3 Pathology
5691 Level 1 Drug Administration
5692 Level 2 Drug Administration
5721 Level 1 Diagnostic Tests and Related Services
5731 Level 3 Diagnostic Tests and Related Services
5731 Level 1 Minor Procedures
5734 Level 4 Minor Procedures
5741 Level 1 Electronic Analysis of Devices
5791 Pulmonary Treatment
5821 Level 1 Health and Behavior Services
5822 Level 2 Health and Behavior Services
5823 Level 3 Health and Behavior Services

BILLING CODE 4120-01-C
C. New Technology APCs
1. Background

In the CY 2002 OPPS final rule (66 FR
59903), we finalized changes to the time
period in which a service can be eligible
for payment under a New Technology
APC. Beginning in CY 2002, we retain
services within New Technology APC
groups until we gather sufficient claims
data to enable us to assign the service
to an appropriate clinical APC. This
policy allows us to move a service from
a New Technology APC in less than 2
years if sufficient data are available. It
also allows us to retain a service in a

New Technology APC for more than 2
years if sufficient data upon which to
base a decision for reassignment have
not been collected.

We also adopted in the CY 2002 OPPS
final rule the following criteria for
assigning a complete or comprehensive
service to a New Technology APC: (1)
the service must be truly new, meaning
it cannot be appropriately reported by
an existing HCPCS code assigned to a
clinical APC and does not appropriately
fit within an existing clinical APC; (2)
the service is not eligible for transitional
pass-through payment (however, a truly
new, comprehensive service could
qualify for assignment to a new

technology APC even if it involves a
device or drug that could, on its own,
qualify for a pass-through payment); and
(3) the service falls within the scope of
Medicare benefits under section 1832(a)
of the Act and is reasonable and
necessary in accordance with section
1862(a)(1)(A) of the Act (66 FR 59898
through 59903). For additional
information about our New Technology
APC policy, we refer readers to https://
www.cms.gov/Medicare/Medicare-Fee-
for-Service-Payment/
HospitalOutpatientPPS/passthrough
payment on the CMS website and then
follow the instructions to access the
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MEARISTM system for OPPS New
Technology APC applications.

In the CY 2004 OPPS final rule with
comment period (68 FR 63416), we
restructured the New Technology APCs
to make the cost intervals more
consistent across payment levels and
refined the cost bands for these APCs to
retain two parallel sets of New
Technology APCs: one set with a status
indicator of “S” (Significant Procedures,
Not Discounted when Multiple. Paid
under OPPS; separate APC payment)
and the other set with a status indicator
of “T” (Significant Procedure, Multiple
Reduction Applies. Paid under OPPS;
separate APC payment). These current
New Technology APC configurations
allow us to price new technology
services more appropriately and
consistently.

For CY 2022, there were 52 New
Technology APC levels, ranging from
the lowest cost band assigned to APC
1491 (New Technology—Level 1A ($0-
$10)) to the highest cost band assigned
to APC 1908 (New Technology—Level
52 ($145,001-$160,000)). We note that
the cost bands for the New Technology
APCs, specifically, APCs 1491 through
1599 and 1901 through 1908, vary with
increments ranging from $10 to $14,999.
These cost bands identify the APCs to
which new technology procedures and
services with estimated service costs
that fall within those cost bands are
assigned under the OPPS. Payment for
each APC is made at the mid-point of
the APC’s assigned cost band. For
example, payment for New Technology
APC 1507 (New Technology—Level 7
($501—%$600)) is made at $550.50.

Under the OPPS, one of our goals is
to make payments that are appropriate
for the services that are necessary for the
treatment of Medicare beneficiaries. The
OPPS, like other Medicare payment
systems, is budget neutral and increases
are limited to the annual hospital
market basket increase reduced by the
productivity adjustment. We believe
that our payment rates reflect the costs
that are associated with providing care
to Medicare beneficiaries and are
adequate to ensure access to services (80
FR 70374). For many emerging
technologies, there is a transitional
period during which utilization may be
low, often because providers are first
learning about the technologies and
their clinical utility. Quite often, parties
request that Medicare make higher
payments under the New Technology
APCs for new procedures in that
transitional phase. These requests, and
their accompanying estimates for
expected total patient utilization, often
reflect very low rates of patient use of
expensive equipment, resulting in high

per-use costs for which requesters
believe Medicare should make full
payment. Medicare does not, and we
believe should not, assume
responsibility for more than its share of
the costs of procedures based on
projected utilization for Medicare
beneficiaries and does not set its
payment rates based on initial
projections of low utilization for
services that require expensive capital
equipment. For the OPPS, we rely on
hospitals to make informed business
decisions regarding the acquisition of
high-cost capital equipment, taking into
consideration their knowledge about
their entire patient base (Medicare
beneficiaries included) and an
understanding of Medicare’s and other
payers’ payment policies. We refer
readers to the CY 2013 OPPS/ASC final
rule with comment period (77 FR
68314) for further discussion regarding
this payment policy.

We note that, in a budget-neutral
system, payments may not fully cover
hospitals’ costs in a particular
circumstance, including those for the
purchase and maintenance of capital
equipment. We rely on hospitals to
make their decisions regarding the
acquisition of high-cost equipment with
the understanding that the Medicare
program must be careful to establish its
initial payment rates, including those
made through New Technology APCs,
for new services that lack hospital
claims data based on realistic utilization
projections for all such services
delivered in cost-efficient hospital
outpatient settings. As the OPPS
acquires claims data regarding hospital
costs associated with new procedures,
we regularly examine the claims data
and any available new information
regarding the clinical aspects of new
procedures to confirm that our OPPS
payments remain appropriate for
procedures as they transition into
mainstream medical practice (77 FR
68314). For CY 2023, we included the
proposed payment rates for New
Technology APCs 1491 to 1599 and
1901 through 1908 in Addendum A to
the CY 2023 OPPS/ASC proposed rule
(which is available on the CMS website
at https://www.cms.gov/Medicare/
Medicare-Fee-for-Service-Payment/
HospitalOutpatientPPS/Hospital-
Outpatient-Regulations-and-Notices.

2. Establishing Payment Rates for Low-
Volume New Technology Services

Services that are assigned to New
Technology APCs are typically new
services that do not have sufficient
claims history to establish an accurate
payment for the services. One of the
objectives of establishing New

Technology APCs is to generate
sufficient claims data for a new service
so that it can be assigned to an
appropriate clinical APC. Some services
that are assigned to New Technology
APCs have very low annual volume,
which we consider to be fewer than 100
claims. We consider services with fewer
than 100 claims annually to be low-
volume services because there is a
higher probability that the payment data
for a service may not have a normal
statistical distribution, which could
affect the quality of our standard cost
methodology that is used to assign
services to an APC. In addition, services
with fewer than 100 claims per year are
not generally considered to be
significant contributors to the APC
ratesetting calculations and, therefore,
are not included in the assessment of
the 2 times rule. As we explained in the
CY 2019 OPPS/ASC final rule with
comment period (83 FR 58892), we were
concerned that the methodology we use
to estimate the cost of a service under
the OPPS by calculating the geometric
mean for all separately paid claims for
a HCPCS service code from the most
recent available year of claims data may
not generate an accurate estimate of the
actual cost of the service for these low-
volume services.

In accordance with section
1833(t)(2)(B) of the Act, services
classified within each APC must be
comparable clinically and with respect
to the use of resources. As described
earlier, assigning a service to a New
Technology APC allows us to gather
claims data to price the service and
assign it to the APC with services that
use similar resources and are clinically
comparable. However, where utilization
of services assigned to a New
Technology APC is low, it can lead to
wide variation in payment rates from
year to year, resulting in even lower
utilization and potential barriers to
access to new technologies, which
ultimately limits our ability to assign
the service to the appropriate clinical
APC. To mitigate these issues, we
adopted a policy in the CY 2019 OPPS/
ASC final rule with comment period to
utilize our equitable adjustment
authority at section 1833(t)(2)(E) of the
Act to adjust how we determine the
costs for low-volume services assigned
to New Technology APCs (83 FR 58892
through 58893).

For purposes of this adjustment, we
stated in the CY 2019 OPPS/ASC final
rule with comment period that we
believed that it was appropriate to use
up to 4 years of claims data in
calculating the applicable payment rate
for the prospective year, rather than
using solely the most recent available
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year of claims data, when a service
assigned to a New Technology APC has
an annual claims volume of fewer than
100 claims (83 FR 58893). Using
multiple years of claims data will
potentially allow for more than 100
claims to be used to set the payment
rate, which would, in turn, create a
more statistically reliable payment rate.

In addition, to better approximate the
cost of a low-volume service within a
New Technology APC, we also stated
that using the median or arithmetic
mean rather than the geometric mean
(which “trims”’ the costs of certain
claims out) could be more appropriate
in some circumstances, given the
extremely low volume of claims. Low
claim volumes increase the impact of
“outlier” claims; that is, claims with
either a very low or very high payment
rate as compared to the average claim,
which would have a substantial impact
on any statistical methodology used to
estimate the most appropriate payment
rate for a service. Also, having the
flexibility to utilize an alternative
statistical methodology to calculate the
payment rate in the case of low-volume
new technology services helps to create
a more stable payment rate.

In the CY 2019 OPPS/ASC final rule
(83 FR 58893), we implemented a policy
that we would seek public comments on
which statistical methodology should be
used to determine the payment rate for
each low-volume service assigned to a
New Technology APC. In the preamble
of each annual rulemaking, we stated
that we would present the result of each
statistical methodology and solicit
public comment on which methodology
should be used to establish the payment
rate for a low-volume new technology
service. In addition, we explained that
we would use our assessment of the
resources used to perform a service and
guidance from the developer or
manufacturer of the service, as well as
other interested parties, to determine
the most appropriate payment rate.
Once we identified the most appropriate
payment rate for a service, we would
assign the service to the New
Technology APC with the cost band that
includes its payment rate.

In the CY 2022 OPPS/ASC final rule
with comment period, we adopted a
policy to continue to utilize our
equitable adjustment authority under
section 1833(t)(2)(E) of the Act to
calculate the geometric mean, arithmetic
mean, and median using up to four
years of claims data to select the
appropriate payment rate for purposes
of assigning services with fewer than
100 claims per year to a New
Technology APC (86 FR 63529).
However, we replaced our specific low-

volume New Technology APC policy
with the universal low volume APC
policy that we adopted beginning in CY
2022. Our universal low volume APC
policy is similar to our past New
Technology APC low volume policy
except that the universal low volume
APC policy applies to clinical APCs and
brachytherapy APCs as well as low
volume procedures assigned to New
Technology APCs, and uses the highest
of the geometric mean, arithmetic mean,
or median based on up to 4 years of
claims data to assign a procedure with
fewer than 100 claims per year to an
appropriate New Technology APC. In
the CY 2023 OPPS/ASC proposed rule,
we proposed to designate three
procedures assigned to New Technology
APCs as low volume procedures and use
the highest of the geometric mean,
arithmetic mean, or median based on up
to 4 years of claims data to assign such
procedures to the appropriate New
Technology APCs.

We did not receive any public
comments on our proposed
methodology for assigning low volume
new technology procedures to New
Technology APCs and, therefore, we are
finalizing our proposal without
modification.

3. Procedures Assigned to New
Technology APC Groups for CY 2023

As we described in the CY 2002 OPPS
final rule (66 FR 59902), we generally
retain a procedure in the New
Technology APC to which it is initially
assigned until we have obtained
sufficient claims data to justify
reassignment of the procedure to a
clinically appropriate APC. In addition,
in cases where we find that our initial
New Technology APC assignment was
based on inaccurate or inadequate
information (although it was the best
information available at the time),
where we obtain new information that
was not available at the time of our
initial New Technology APC
assignment, or where the New
Technology APCs are restructured, we
may, based on more recent resource
utilization information (including
claims data) or the availability of refined
New Technology APC cost bands,
reassign the procedure or service to a
different New Technology APC that
more appropriately reflects its cost (66
FR 59903).

Consistent with our current policy, for
CY 2023, we proposed to retain services
within New Technology APC groups
until we obtain sufficient claims data to
justify reassignment of the service to an
appropriate clinical APC. The flexibility
associated with this policy allows us to
reassign a service from a New

Technology APC in less than 2 years if
we have obtained sufficient claims data.
It also allows us to retain a service in

a New Technology APC for more than

2 years if we have not obtained
sufficient claims data upon which to
base a reassignment decision (66 FR
59902).

We did not receive any public
comments on our proposal to retain
services within New Technology APC
groups until we obtain sufficient claims
data to justify reassignment of the
service to an appropriate clinical APC,
and we are finalizing our proposal
without modification. The procedures
assigned to the New Technology APCs
are discussed below.

a. Retinal Prosthesis Implant Procedure

CPT code 0100T (Placement of a
subconjunctival retinal prosthesis
receiver and pulse generator, and
implantation of intra-ocular retinal
electrode array, with vitrectomy)
describes the implantation of a retinal
prosthesis, specifically, a procedure
involving the use of the Argus® II
Retinal Prosthesis System. This first
retinal prosthesis was approved by FDA
in 2013 for adult patients diagnosed
with severe to profound retinitis
pigmentosa. For information on the
utilization and payment history of the
Argus® II procedure and the Argus® II
device through CY 2022, please refer to
the CY 2022 OPPS/ASC final rule with
comment period (86 FR 63529 through
63530).

Early in 2022, we learned that the
manufacturer of the Argus® II device
discontinued manufacturing the device
in 2020. We also contacted the
consultant who represented the
manufacturer in presentations with
CMS, and he confirmed that the Argus®
II device is no longer being implanted.
A review of OPPS claims data found
that there were no claims billed for CPT
code 0100T in either CY 2020 or CY
2021. Based on this information, we
have determined that the Argus® I
device is no longer available in the
marketplace and that outpatient hospital
providers are no longer performing the
Argus® Il implantation procedure.
Therefore, we proposed to make
changes to the OPPS status indicators
for HCPCS and CPT codes that are
related to the Argus® II device and the
Argus® II implantation procedure to
indicate that Medicare payment is no
longer available for the device and the
implementation procedure as the
Argus® II device is no longer on the
market and, therefore, is not being
implanted. These coding changes would
mean that providers could no longer
receive payment for performing the



Federal Register/Vol. 87, No. 225/ Wednesday, November 23, 2022/Rules and Regulations

71809

Argus® II device or the device
implantation procedure. These changes
are described in Table 11.

We did not receive any public
comments on our proposal and,

therefore, we are finalizing our proposal
without modification.

TABLE 11: CY 2022 AND 2023 FINAL OPPS STATUS INDICATOR AND APC
ASSIGNMENTS FOR THE ARGUS® II DEVICE AND THE ARGUS® II
IMPLANTATION PROCEDURE

Final | Final Final Final
CPT CY CY CY CY
Code Long Descriptor 2022 2022 2023 2023
OPPS | OPPS OPPS OPPS
SI APC SI APC
Placement of a subconjunctival retinal
prosthesis receiver and pulse
0100T | generator, and implantation of T 1908 E2 N/A
intraocular retinal electrode array, with
vitrectomy
Retinal prosthesis, includes all internal
C1841 | ang extegnal components N N/A D N/A

b. Administration of Subretinal
Therapies Requiring Vitrectomy (APC
1562)

Effective January 1, 2021, CMS
established HCPCS code C9770
(Vitrectomy, mechanical, pars plana
approach, with subretinal injection of
pharmacologic/biologic agent) and
assigned it to a New Technology APC
based on the geometric mean cost of
CPT code 67036 (Vitrectomy,
mechanical, pars plana approach) due to
similar resource utilization. For CY
2021, HCPCS code C9770 was assigned
to APC 1561 (New Technology—Level
24 ($3001-$3500)). This code may be
used to describe the administration of
HCPCS code J3398 (Injection, voretigene
neparvovec-rzyl, 1 billion vector
genomes). This procedure was
previously discussed in depth in the CY
2021 OPPS/ASC final rule with
comment period (85 FR 85939 through
85940). For CY 2022, we maintained the
APC assignment of APC 1561 (New
Technology—Level 24 ($3001-$3500))
for HCPCS code C9770 (86 FR 63531
through 63532).

HCPCS code J3398 (Injection,
voretigene neparvovec-rzyl, 1 billion
vector genomes) is for a gene therapy
product indicated for a rare mutation-
associated retinal dystrophy. Voretigene
neparvovec-rzyl (Luxturna®) was
approved by FDA in December of 2017
and is an adeno-associated virus vector-
based gene therapy indicated for the
treatment of patients with confirmed
biallelic RPE65 mutation-associated
retinal dystrophy.” This therapy is

7 Luxturna. FDA Package Insert. Available:
https://www.fda.gov/media/109906/download.

administered through a subretinal
injection, which interested parties
describe as an extremely delicate and
sensitive surgical procedure. The FDA
package insert describes one of the steps
for administering Luxturna as, “‘after
completing a vitrectomy, identify the
intended site of administration. The
subretinal injection can be introduced
via pars plana.”

Interested parties, including the
manufacturer of Luxturna®,
recommended CPT code 67036
(Vitrectomy, mechanical, pars plana
approach) for the administration of the
gene therapy.8 However, the
manufacturer previously contended the
administration was not accurately
described by any existing codes as CPT
code 67036 (Vitrectomy, mechanical,
pars plana approach) does not account
for the administration itself.

CMS recognized the need to
accurately describe the unique
procedure that is required to administer
the therapy described by HCPCS code
J3398. Therefore, in the CY 2021 OPPS/
ASC proposed rule (85 FR 48832), we
proposed to establish a new HCPCS
code, C97X1 (Vitrectomy, mechanical,
pars plana approach, with subretinal
injection of pharmacologic/biologic
agent) to describe this process. We
stated that we believed that this new
HCPCS code accurately described the
unique service associated with
intraocular administration of HCPCS
code J3398. We recognized that CPT

8 LUXTURNA REIMBURSEMENT GUIDE FOR
TREATMENT CENTERS. https://
mysparkgeneration.com/pdf/Reimbursement
Guide for Treatment Centers Interactive 010418
FINAL.pdf.

code 67036 represents a clinically
similar procedure and process that
approximates similar resource
utilization to C97X1. However, we also
recognized that it is not prudent for the
code that describes the administration
of this unique gene therapy, C97X1, to
be assigned to the same C-APC to which
CPT code 67036 is assigned, as this
would package the primary therapy,
HCPCS code J3398, into the code that
represents the process to administer the
gene therapy.

Therefore, for CY 2021, we proposed
to assign the services described by
C97X1 to a New Technology APC with
a cost band that contains the geometric
mean cost for CPT code 67036. The
placeholder code C97X1 was replaced
by HCPCS code C9770. For CY 2021, we
finalized our proposal to create HCPCS
code C9770 (Vitrectomy, mechanical,
pars plana approach, with subretinal
injection of pharmacologic/biologic
agent), and we assigned this code to
APC 1561 (New Technology—Level 24
($3001-$3500)) using the geometric
mean cost of CPT code 67036. For CY
2022, we continued to assign HCPCS
code C9770 to APC 1561 (New
Technology—Level 24 ($3001-$3500))
using the geometric mean cost of CPT
code 67036.

For CY 2023, there are 11 single
claims available for ratesetting for
HCPCS code C9770. Because this is the
first year we have claims data for
HCPCS code C9770, we propose to base
the payment rate of HCPCS code C9770
on claims data for that code rather than
on the geometric mean cost of CPT code
67036. Given the low number of claims
for this procedure, we proposed to


https://mysparkgeneration.com/pdf/Reimbursement_Guide_for_Treatment_Centers_Interactive_010418_FINAL.pdf
https://mysparkgeneration.com/pdf/Reimbursement_Guide_for_Treatment_Centers_Interactive_010418_FINAL.pdf
https://mysparkgeneration.com/pdf/Reimbursement_Guide_for_Treatment_Centers_Interactive_010418_FINAL.pdf
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designate HCPCS code C9770 as a low
volume procedure under our universal
low volume APC policy and use the
greater of the geometric mean,
arithmetic mean, or median cost
calculated based on the available claims
data to calculate an appropriate
payment rate for purposes of assigning
HCPCS code C9770 to a New
Technology APC.

Using CY 2021 claims, which are the
only claims available in our 4-year look

back period, we found the geometric
mean cost for the service to be
approximately $3,326, the arithmetic
mean cost to be approximately $3,466,
and the median cost to be
approximately $3,775. The median was
the statistical methodology that
estimated the highest cost for the
service. The payment rate calculated
using this methodology falls within the
cost band for New Technology APC
1562 (New Technology—Level 25

($3501-$4000)). Therefore, we proposed
to assign HCPCS code C9770 to APC
1562 for CY 2023.

Please refer to Table 12 below for the
proposed OPPS New Technology APC
and status indicator assignments for
HCPCS code C9770 for CY 2023. The
proposed CY 2023 payment rates can be
found in Addendum B to the CY 2023
OPPS/ASC proposed rule (87 FR 44502).

TABLE 12: FINAL CY 2022 AND PROPOSED CY 2023 OPPS NEW
TECHNOLOGY APC AND STATUS INDICATOR ASSIGNMENTS FOR HCPCS CODE

C9770
Final Final Proposed | Proposed
HCPCS Long Descriptor CY 2022 | CY 2022 | CY 2023 | CY 2023
Code OPPS OPPS OPPS OPPS
SI APC SI APC
Vitrectomy, mechanical, pars
C9770 plf'ma 'approach, with subretinal T 1561 T 1562
injection of
pharmacologic/biologic agent

Comment: We received a comment in
support of the proposal to reassign
HCPCS code C9770 to APC 1562 based
on the most recent claims data.

Response: We thank this commenter
for their support. After consideration of
the public comment we received, we are
finalizing our policy as proposed.
Specifically, we are finalizing our
proposal to base the payment rate of
HCPCS code C9770 on claims data for
that code rather than on the geometric
mean cost of CPT code 67036. We are
also finalizing our proposal to designate
HCPCS code C9770 as a low volume
procedure under our universal low
volume APC policy and use the greater

of the geometric mean, arithmetic mean,

or median cost calculated based on the
available claims data to calculate an
appropriate payment rate for purposes
of assigning HCPCS code C9770 to a
New Technology APC.

Based on updated claims data
available for this final rule with
comment period, we have 13 single
frequency claims available for
ratesetting. Based on this updated
claims data, we found the geometric
mean cost for the service to be
approximately $3,358, the arithmetic
mean cost to be approximately $3,489,
and the median cost to be

approximately $3,770. The median was

the statistical methodology that
estimated the highest cost for the
service. The payment rate calculated
using this methodology falls within the
cost band for New Technology APC
1562 (New Technology—Level 25
($3501—$4000)). Therefore, we are
assigning HCPCS code C9770 to APC
1562 for CY 2023.

Please refer to Table 13 below for the
final OPPS New Technology APC and
status indicator assignments for HCPCS
code C9770 for CY 2023. The final CY
2023 payment rates can be found in
Addendum B to this final rule with
comment period.

TABLE 13: PROPOSED AND FINAL CY 2023 OPPS NEW TECHNOLOGY APC
AND STATUS INDICATOR ASSIGNMENTS FOR HCPCS CODE C9770

Proposed | Proposed Final Final
HCPCS Lone Descrintor CY 2023 | CY2023 | CY2023 | CY 2023
Code & P OPPS OPPS OPPS OPPS
SI APC SI APC
Vitrectomy, mechanical, pars
9770 | Plana approach, with T 1562 T 1562
subretinal injection of
pharmacologic/biologic agent
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c. Bronchoscopy With Transbronchial
Ablation of Lesion(s) by Microwave
Energy (APC 1562)

Effective January 1, 2019, CMS
established HCPCS code C9751
(Bronchoscopy, rigid or flexible,
transbronchial ablation of lesion(s) by
microwave energy, including
fluoroscopic guidance, when performed,
with computed tomography
acquisition(s) and 3-D rendering,
computer-assisted, image-guided
navigation, and endobronchial
ultrasound (EBUS) guided transtracheal
and/or transbronchial sampling (for
example, aspiration[s]/biopsylies]) and
all mediastinal and/or hilar lymph node
stations or structures and therapeutic
intervention(s)). This microwave
ablation procedure utilizes a flexible
catheter to access the lung tumor via a
working channel and may be used as an
alternative procedure to a percutaneous
microwave approach. Based on our
review of the New Technology APC
application for this service and the
service’s clinical similarity to existing
services paid under the OPPS, we
estimated the likely cost of the
procedure would be between $8,001 and
$8,500.

In claims data available for CY 2019
for the CY 2021 OPPS/ASC final rule
with comment period, there were four
claims reported for bronchoscopy with
transbronchial ablation of lesions by
microwave energy. Given the low
volume of claims for the service, we
proposed for CY 2021 to apply the
policy we adopted in CY 2019, under
which we utilize our equitable
adjustment authority under section

1833(t)(2)(E) of the Act to calculate the
geometric mean, arithmetic mean, and
median costs to calculate an appropriate
payment rate for purposes of assigning
bronchoscopy with transbronchial
ablation of lesions by microwave energy
to a New Technology APC. We found
the geometric mean cost for the service
to be approximately $2,693, the
arithmetic mean cost to be
approximately $3,086, and the median
cost to be approximately $3,708. The
median was the statistical methodology
that estimated the highest cost for the
service. The payment rate calculated
using this methodology fell within the
cost band for New Technology APC
1562 (New Technology—Level 25
($3501-$4000)). Therefore, we assigned
HCPCS code C9751 to APC 1562 for CY
2021.

In CY 2022, we again used the claims
data from CY 2019 for HCPCS code
C9751. Since the claims data was
unchanged from when it was used in CY
2021, the values for the geometric mean
cost ($2,693), the arithmetic mean cost
($3,086), and the median cost ($3,708)
for the service described by HCPCS code
C9751 remained the same. The highest
cost metric using these methodologies
was again the median and within the
cost band for New Technology APC
1562 (New Technology—Level 25
($3,501—-$4,000)). Therefore, we
continued to assign HCPCS code C9751
to APC 1562 (New Technology—Level
25 ($3,501-%$4,000)), with a payment
rate of $3,750.50 for CY 2022.

There were no claims reported in CY
2020 or CY 2021 for HCPCS code C9751.
Thus, for CY 2023, the only available
claims for HCPCS code C9751 continue

to be from CY 2019, and the reported
claims are the same claims used to
calculate the payment rate for the
service in the CY 2021 and CY 2022
OPPS/ASC final rules with comment
period. Therefore, given the low number
of claims for this procedure, we
proposed to designate this procedure as
low volume under our universal low
volume policy and use the highest of the
geometric mean cost, arithmetic mean
cost, or median cost based on up to 4
years of claims data to assign the
procedure to the appropriate New
Technology APCs. Because our proposal
uses the same claims as we used for CY
2021 and CY 2022, we found the same
values for the geometric mean cost,
arithmetic mean cost, and the median
cost for CY 2023. Once again, the
median ($3,708) was the statistical
methodology that estimated the highest
cost for the service. The payment rate
calculated using this methodology
continues to fall within the cost band
for New Technology APC 1562 (New
Technology—Level 25 ($3501-$4000)).
Therefore, we proposed to continue to
assign HCPCS code C9751 to APC 1562
(New Technology—Level 25 ($3501—
$4000)), with a proposed payment rate
of $3,750.50 for CY 2023. Details
regarding HCPCS code C9751 are
included in Table 14 below.

Comment: One commenter supported
our assignment of HCPCS code C9751 to
New Technology APC 1562.

Response: We appreciate the support
of the commenter for our policy. After
consideration of the public comment we
received, we are implementing our
proposal without modification.
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TABLE 14: FINAL CY 2022 AND CY 2023 OPPS NEW TECHNOLOGY APC AND
STATUS INDICATOR ASSIGNMENTS FOR
HCPCS CODE (C9751
Final Final Final Final
HCPCS Long Descriptor CY 2022 CY 2022 CY 2023 |CY 2023
Code OPPS OPPS OPPS OPPS
SI APC SI APC
Bronchoscopy, rigid or flexible,
transbronchial ablation of
lesion(s) by microwave energy,
including fluoroscopic guidance,
when performed, with computed
9751 [tomography acquisition(s) and 3- T 1562 T 1562
D rendering, computer-assisted,
image-guided navigation, and
endobronchial ultrasound (EBUS)
guided transtracheal and/or
transbronchial sampling (eg,
aspiration[s]/biopsy/[ies]

d. Cardiac Positron Emission
Tomography (PET)/Computed
Tomography (CT) Studies (APCs 1520,
1521, and 1523)

Effective January 1, 2020, we assigned
three CPT codes (78431, 78432, and
78433) that describe the services
associated with cardiac PET/CT studies
to New Technology APCs. CPT code
78431 was assigned to APC 1522 (New
Technology—Level 22 ($2001-$2500))
with a payment rate of $2,250.50. CPT
codes 78432 and 78433 were assigned to
APC 1523 (New Technology—Level 23
($2501-$3000)) with a payment rate of
$2,750.50. We did not receive any
claims data for these services for either
of the CY 2021 or CY 2022 OPPS
proposed or final rules. Therefore, we
continued to assign CPT code 78431 to
APC 1522 (New Technology—Level 22
($2001-$2500)) with a payment rate of
$2,250.50 in CY 2021 and CY 2022.
Likewise, we continued to assign CPT
codes 78432 and 78433 to APC 1523
(New Technology—Level 23 ($2501—
$3000)) with a payment rate of
$2,750.50.

For CY 2023, we proposed to use CY
2021 claims data to determine the
payment rates for CPT codes 78431,
78432, and 78433. CPT code 78431 had
over 18,000 single frequency claims in
CY 2021, which are used to calculate
estimated costs for individual services.
The geometric mean for CPT code 78431
was approximately $2,509, which is an
amount that is above the cost band for
APC 1522 (New Technology—Level 22

($2001-$2500)), where the procedure is
currently assigned. We proposed, for CY
2023, that CPT code 78431 be
reassigned to APC 1523 (New
Technology—Level 23 ($2501-$3000))
with a payment rate of $2,750.50. Please
refer to Table 15 below for the proposed
New Technology APC and status
indicator assignments for CPT code
78431.

There were only five single frequency
claims in CY 2021 for CPT code 78432.
As this is below the threshold of 100
claims for a service within a year, we
proposed to apply our universal low
volume APC policy and use the highest
of the geometric mean cost, arithmetic
mean cost, or median cost based on up
to 4 years of claims data to assign CPT
code 78432 to the appropriate New
Technology APC. Although we use up
to 4 years of claims data to calculate the
appropriate New Technology APC
assignment for low volume procedures,
for CPT code 78432, the only available
claims data are from CY 2021. Our
analysis of the data found the geometric
mean cost of the service is
approximately $1,747, the arithmetic
mean cost of the service is
approximately $1,899, and the median
cost of the service is approximately
$1,481. The arithmetic mean was the
statistical methodology that estimated
the highest cost for the service.
Therefore, we proposed, for CY 2023, to
assign CPT code 78432 to APC 1520
(New Technology—Level 20 ($1801—
$1900)) with a payment rate of

$1,850.50. Please refer to Table 15 for
the proposed New Technology APC and
status indicator assignments for CPT
code 78432.

There were 954 single frequency
claims reporting CPT code 78433 in CY
2021. The geometric mean for CPT code
78433 was approximately $1,999, which
is an amount that is below the cost band
for APC 1523 (New Technology—Level
23 ($2501-$3000)), where the procedure
is currently assigned. We proposed, for
CY 2023, that CPT code 78433 be
reassigned to APC 1521 (New
Technology—Level 21 ($1901-$2000))
with a payment rate of $1,950.50.

Comment: Multiple commenters
supported the assignment of CPT code
78431 to APC 1523. However, these
commenters also requested that CPT
codes 78432 and 78433 also be assigned
to APC 1523. The commenters felt that
the number of claims available to
estimate the cost of CPT codes 78432
and 78433 was not enough to accurately
calculate the costs of those services, and
that the current cost estimates for the
services underestimate the services’
actual costs.

Response: We appreciate the
commenters’ support of our assignment
of CPT code 78431 to APC 1523. CPT
code 78431 has a geometric mean of
approximately $2,532 and will continue
to be assigned to APC 1523 (New
Technology—Level 23 ($2501-$3000)).

Regarding the assignments for CPT
codes 78432 and 78433, since CY 2019
we have had in place a policy to
estimate the cost of services assigned to
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new technology APCs with a low
volume of claims. The threshold for the
low volume policy to apply to a service
is 100 separately payable claims. We
have identified 1,034 separately payable
claims for CPT code 78433, which is
well above the threshold for the low
volume methodology. Therefore, we use
the geometric mean to calculate the cost
of the service described by CPT code
78433, and that cost is approximately
$1,998. That cost falls in the cost range
for APC 1521 of $1,901 to $2,000, and
therefore, we believe APC 1521 is the
appropriate APC assignment for this
service.

Regarding CPT code 78432, there
continues to be only five separately

payable claims for the service.
Therefore, we use the new technology
low volume policy to determine the
appropriate APC assignment for this
service. We use the highest of the
geometric mean cost, arithmetic mean
cost, or median cost based on up to 4
years of claims data to assign CPT code
78432 to the appropriate New
Technology APC. Although we use up
to 4 years of claims data to calculate the
appropriate New Technology APC
assignment for low volume procedures,
for CPT code 78432, the only available
claims data are from CY 2021. Our
analysis of the data found the geometric
mean cost of the service is
approximately $1,747, the arithmetic

mean cost of the service is
approximately $1,900, and the median
cost of the service is approximately
$1,481. The arithmetic mean was the
statistical methodology that estimated
the highest cost for the service of
approximately $1,900, and therefore, the
appropriate APC assignment for the
service is APC 1520 (New Technology—
Level 20 ($1801-$1900)).

After consideration of the public
comments we received, we are
implementing our proposal without
modification to assign CPT code 78431
to APC 1523, CPT code 78432 to APC
1520, and CPT code 78433 to APC 1521.
BILLING CODE 4120-01-P

TABLE 15: FINAL CY 2022 AND CY 2023 OPPS NEW TECHNOLOGY APC AND
STATUS INDICATOR ASSIGNMENTS FOR CPT CODES 78431, 78432, AND 78433

CPT

Code Long Descriptor

Final
CY
2022
OPPS
SI

OPPS

Final
OPPS
CY
2023
APC

Final
CY
2023
OPPS
SI

Final
CY
2022

APC

78431

Myocardial imaging, positron emission
tomography (PET), perfusion study
(including ventricular wall motion[s]
and/or ejection fraction[s], when
performed); multiple studies at rest and
stress (exercise or pharmacologic), with
concurrently acquired computed
tomography transmission scan

1522 S 1523

78432

Myocardial imaging, positron emission
tomography (PET), combined perfusion
with metabolic evaluation study
(including ventricular wall motion|s] S
and/or ejection fraction[s], when
performed), dual radiotracer (eg,
myocardial viability);

1523 S 1520

78433

transmission scan

Myocardial imaging, positron emission
tomography (PET), combined perfusion
with metabolic evaluation study
(including ventricular wall motion[s]
and/or ejection fraction[s], when S
performed), dual radiotracer (eg,
myocardial viability); with concurrently
acquired computed tomography

1523 S 1521
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e. V-Wave Medical Interatrial Shunt
Procedure (APC 1590)

A randomized, double-blinded,
controlled IDE study is currently in
progress for the V-Wave interatrial
shunt. The V-Wave interatrial shunt is
for patients with severe symptomatic
heart failure and is designed to regulate
left atrial pressure in the heart. All
participants who passed initial
screening for the study receive a right
heart catheterization procedure
described by CPT code 93451 (Right
heart catheterization including
measurement(s) of oxygen saturation
and cardiac output, when performed).
Participants assigned to the
experimental group also receive the V-
Wave interatrial shunt procedure while
participants assigned to the control
group only receive right heart
catheterization. The developer of V-
Wave was concerned that the current
coding of these services by Medicare
would reveal to the study participants
whether they had received the
interatrial shunt because an additional
procedure code, CPT code 93799
(Unlisted cardiovascular service or
procedure), would be included on the
claims for participants receiving the
interatrial shunt. Therefore, for CY
2020, we created a temporary HCPCS

code to describe the V-wave interatrial
shunt procedure for both the
experimental group and the control
group in the study. Specifically, we
established HCPCS code C9758 (Blinded
procedure for NYHA class III/IV heart
failure; transcatheter implantation of
interatrial shunt or placebo control,
including right heart catheterization,
trans-esophageal echocardiography
(TEE)/intracardiac echocardiography
(ICE), and all imaging with or without
guidance (for example, ultrasound,
fluoroscopy), performed in an approved
investigational device exemption (IDE)
study) to describe the service, and we
assigned the service to New Technology
APC 1589 (New Technology—Level 38
($10,001-$15,000)).

In the CY 2021 OPPS/ASC final rule
with comment period (85 FR 85946), we
stated that we believe similar resources
and device costs are involved with the
V-Wave interatrial shunt procedure and
the Corvia Medical interatrial shunt
procedure (HCPCS code C9760), except
that payment for HCPCS codes C9758
and C9760 differs based on how often
the interatrial shunt is implanted when
each code is billed. An interatrial shunt
is implanted one-half of the time HCPCS
code C9758 is billed, whereas an
interatrial shunt is implanted every time
HCPCS code C9760 is billed.

Accordingly, for CY 2021, we reassigned
HCPCS code C9758 to New Technology
APC 1590, which reflects the cost of
having surgery every time and receiving
the interatrial shunt one-half of the time
the procedure is performed.

For CY 2022, we used the same claims
data from CY 2019 that we did for CY
2021 OPPS final rule with comment
period. Because there were no claims
reporting HCPCS code C9758, we
continued to assign HCPCS code C9758
to New Technology APC 1590 with a
payment rate of $17,500.50 for CY 2022.

For CY 2023, there were no claims
from CY 2021 billed with HCPCS code
C9758. Because there are no claims
reporting HCPCS code C9758, we
proposed to continue to assign HCPCS
code C9758 to New Technology APC
1590 with a payment rate of $17,500.50
for CY 2023.

Comment: One commenter supported
our assignment of HCPCS code C9758 to
APC 1590.

Response: We appreciate the
commenter’s support for our proposal.
After consideration of the public
comment we received, we are finalizing
our proposal without modification. The
final New Technology APC and status
indicator assignments for HCPCS code
C9758 are shown in Table 16.
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TABLE 16: FINAL CY 2022 AND CY 2023 OPPS NEW TECHNOLOGY APC AND
STATUS INDICATOR ASSIGNMENTS FOR BLINDED INTRATRIAL SHUNT

PROCEDURE

HCPCS
Code

Long Descriptor

Final
CY 2022 CY 2022
OPPS OPPS

SI APC

Final

Final
CY 2023
OPPS
SI

Final
CY 2023
OPPS APC

esophageal
C9758

in an approved

Blinded procedure for
NYHA class III/IV heart
failure; transcatheter
implantation of
interatrial shunt or
placebo control,
including right heart
catheterization, trans-

echocardiography T
(TEE)/intracardiac
echocardiography (ICE),
and all imaging with or
without guidance (for
example, ultrasound,
fluoroscopy), performed

investigational device
exemption (IDE) study

1590

T 1590

f. Corvia Medical Interatrial Shunt
Procedure (APC 1592)

Corvia Medical has conducted its
pivotal trial for its interatrial shunt
procedure. The trial started in Quarter 1
of CY 2017 and continued through
Quarter 3 of CY 2021.2 On July 1, 2020,
we established HCPCS code C9760
(Non-randomized, non-blinded
procedure for nyha class ii, iii, iv heart
failure; transcatheter implantation of
interatrial shunt or placebo control,
including right and left heart
catheterization, transeptal puncture,
trans-esophageal echocardiography
(tee)/intracardiac echocardiography
(ice), and all imaging with or without
guidance (for example, ultrasound,
fluoroscopy), performed in an approved
investigational device exemption (ide)
study) to facilitate payment for the

9 https://clinicaltrials.gov/ct2/show/
NCT030880337term=NCT03088033&rank=1.

implantation of the Corvia Medical
interatrial shunt.

As we stated in the CY 2021 OPPS
final rule with comment period (85 FR
85947), we believe that similar
resources and device costs are involved
with the Corvia Medical interatrial
shunt procedure and the V-Wave
interatrial shunt procedure. Unlike the
V-Wave interatrial shunt, which is
implanted half the time the associated
interatrial shunt procedure described by
HCPCS code C9758 is billed, the Corvia
Medical interatrial shunt is implanted
every time the associated interatrial
shunt procedure (HCPCS code C9760) is
billed. Therefore, for CY 2021, we
assigned HCPCS code C9760 to New
Technology APC 1592 (New
Technology—Level 41 ($25,001—
$30,000)) with a payment rate of
$27,500.50. We also modified the code
descriptor for HCPCS code C9760 to
remove the phrase “or placebo control,”
from the descriptor. In CY 2022, we
used the same claims data as was used

in the CY 2021 OPPS final rule to
determine the payment rate for HCPCS
code C9760 because there were no
claims for this service in CY 2019, the
year used for ratesetting for CY 2022.
Accordingly, we continued to assign
HCPCS code C9760 to New Technology
APC 1592 in CY 2022.

For CY 2023, we proposed to use the
claims data from CY 2021 to establish
payment rates for services. However,
there are no claims with HCPCS code
C9760 in the CY 2021 claims data
available for ratesetting. Therefore, we
proposed to continue to assign HCPCS
code C9760 to New Technology APC
1592.

Comment: One commenter, the
manufacturer, supported our proposal to
assign HCPCS code C9760 to APC 1592.

Response: We appreciate the
commenter’s support for our proposal.
After consideration of the public
comment we received, we are finalizing
our proposal without modification. The
final New Technology APC and status


https://clinicaltrials.gov/ct2/show/NCT03088033?term=NCT03088033&rank=1
https://clinicaltrials.gov/ct2/show/NCT03088033?term=NCT03088033&rank=1
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indicator assignments for HCPCS code
C9760 are shown in Table 17.

TABLE 17: FINAL CY 2022 AND CY 2023 OPPS NEW TECHNOLOGY APC AND
STATUS INDICATOR ASSIGNMENTS FOR NON-RANDOMIZED, NON-BLINDED
INTERATRIAL SHUNT PROCEDURE

(tee)/intracardiac echocardiography
(ice), and all imaging with or
without guidance (eg, ultrasound,

Final Final Final Final
HCPCS Long Descriptor CY 2022 | CY 2022 | CY 2023 | CY 2023
Code OPPS OPPS OPPS OPPS
SI APC SI APC

Non-randomized, non-blinded

procedure for nyha class ii, iii, iv

heart failure; transcatheter

implantation of interatrial shunt

including right and left heart

catheterization, transeptal puncture,
C9760 | trans-esophageal echocardiography T 1592 T 1592

fluoroscopy), performed in an
approved investigational device
exemption (ide) study

g. Supervised Visits for Esketamine Self-
Administration (APCs 1512 and 1516)

On March 5, 2019, FDA approved
SpravatoTM (esketamine) nasal spray,
used in conjunction with an oral
antidepressant, for treatment of
depression in adults who have tried
other antidepressant medicines but have
not benefited from them (treatment-
resistant depression (TRD)). Because of
the risk of serious adverse outcomes
resulting from sedation and dissociation
caused by esketamine nasal spray
administration, and the potential for
misuse of the product, it is only
available through a restricted
distribution system under a Risk
Evaluation and Mitigation Strategy
(REMS). A REMS is a drug safety
program that FDA can require for
certain medications with serious safety
concerns to help ensure the benefits of
the medication outweigh its risks.

A treatment session of esketamine
consists of instructed nasal self-
administration by the patient followed
by a period of post-administration
observation of the patient under direct
supervision of a health care
professional. Esketamine is a
noncompetitive N-methyl D-aspartate

(NMDA) receptor antagonist. It is a nasal
spray supplied as an aqueous solution
of esketamine hydrochloride in a vial
with a nasal spray device. This is the
first FDA approval of esketamine for any
use. Each device delivers two sprays
containing a total of 28 mg of
esketamine. Patients would require
either two devices (for a 56 mg dose) or
three devices (for an 84 mg dose) per
treatment.

Because of the risk of serious adverse
outcomes resulting from sedation and
dissociation caused by esketamine nasal
spray administration, and the potential
for misuse of the product, Spravato is
only available through a restricted
distribution system under a REMS,
patients must be monitored by a health
care provider for at least 2 hours after
receiving their esketamine nasal spray
dose, the prescriber and patient must
both sign a Patient Enrollment Form,
and the product must only be
administered in a certified medical
office where the health care provider
can monitor the patient. Please refer to
the CY 2020 PFS final rule and interim
final rule for more information about
supervised visits for esketamine nasal

spray self-administration (84 FR 63102
through 63105).

To facilitate prompt beneficiary
access to the new, potentially life-saving
treatment for TRD using esketamine, we
created two new HCPCS G codes, G2082
and G2083, effective January 1, 2020.
HCPCS code G2082 is for an outpatient
visit for the evaluation and management
of an established patient that requires
the supervision of a physician or other
qualified health care professional and
provision of up to 56 mg of esketamine
through nasal self-administration and
includes two hours of post-
administration observation. HCPCS
code G2082 was assigned to New
Technology APC 1508 (New
Technology—Level 8 ($601-$700)) with
a payment rate of $650.50. HCPCS code
G2083 describes a similar service to
HCPCS code G2082 but involves the
administration of more than 56 mg of
esketamine. HCPCS code G2083 was
assigned to New Technology APC 1511
(New Technology—Level 11 ($901—
$1000)) with a payment rate of $950.50.

For CY 2023, we proposed to use CY
2021 claims data to determine the
payment rates for HCPCS codes G2082
and G2083. Therefore, for CY 2023, we
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proposed to assign these two HCPCS
codes to New Technology APCs based
on the codes’ geometric mean costs.
Specifically, we proposed to assign
HCPCS code G2082 to New Technology
APC 1511 (New Technology—Level 11
($901-$1000)) based on its geometric
mean cost of $995.47. We also proposed

to assign HCPCS code G2083 to New
Technology APC 1516 (New
Technology—Level 16 ($1401-$1500))
based on its geometric mean cost of
$1,489.93.

Details about the proposed New
Technology APC and status indicator
assignments for these HCPCS codes are

shown in Table 18. The proposed CY
2023 payment rates for these HCPCS
codes can be found in Addendum B to
the CY 2023 OPPS/ASC proposed rule
(87 FR 44502).

TABLE 18: FINAL CY 2022 AND PROPOSED CY 2023 OPPS NEW
TECHNOLOGY APC AND STATUS INDICATOR ASSIGNMENTS FOR HCPCS

CODES G2082 AND G2083

HCPCS
Code

Long Descriptor

Final
CY
2022
OPPS
SI

Final
CY
2022
OPPS
APC

Proposed
CY 2023
OPPS
APC

Proposed
CY 2023
OPPS SI

G2082

Office or other outpatient visit for the
evaluation and management of an
established patient that requires the
supervision of a physician or other
qualified health care professional and
provision of up to 56 mg of esketamine
nasal self-administration, includes 2
hours post-administration observation

1508 S 1511

G2083

Office or other outpatient visit for the
evaluation and management of an
established patient that requires the
supervision of a physician or other
qualified health care professional and
provision of greater than 56 mg
esketamine nasal self-administration,
includes 2 hours post-administration

1511 S 1516

observation

Comment: Commenters were
generally in favor of this proposal.
Commenters welcomed efforts to make
this treatment more available to
beneficiaries and were supportive of
CMS’s proposed change to reassign
HCPCS codes G2082 and G2083 to New
Technology APCs 1511 and 15186,
respectively.

Response: We thank commenters for
their support. After consideration of the
public comments we received, for CY
2023, we are finalizing our proposal to
assign HCPCS codes G2082 and G2083
to New Technology APCs based on the
codes’ geometric mean costs. However,
we note the geometric mean costs have
changed since the proposal rule. Based

on updated claims data available for this
final rule, the approximate geometric
mean cost for HCPCS code G2082 is
$1,056. Based on this geometric mean
cost, we are assigning HCPCS code
G2082 to APC 1512 (New Technology—
Level 12 ($1001-$1100)) for CY 2023.
We proposed to assign HCPCS code
G2082 to APC 1511 (New Technology—
Level 11 ($901-$1000)) based on the
claims data available for the proposed
rule, which reflected an approximate
geometric mean of $995. Due to updated
claims data for this final rule with
comment period, we are assigning
HCPCS code G2082 to APC 1512 (New
Technology—Level 12 ($1001-$1100)
CY 2023.

Based on updated claims data
available for this final rule with
comment period, the approximate
geometric mean cost for HCPCS code
G2083 is $1,496. Based on this
geometric mean cost, we are finalizing
our proposal to assign HCPCS code
G2083 to APC 1516 (New Technology—
Level 16 ($1401—$1500)) for CY 2023.

Details about the New Technology
APC and status indicator assignments
for HCPCS codes G2082 and G2083 are
shown in Table 19 below. The final CY
2023 payment rates for these HCPCS
codes can be found in Addendum B to
this CY 2023 OPPS/ASC final rule with
comment period.
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TABLE 19: PROPOSED AND FINAL CY 2023 OPPS NEW

TECHNOLOGY APC AND STATUS INDICATOR ASSIGNMENTS FOR HCPCS
CODES G2082 AND G2083

HCPCS
Code

Long Descriptor

Proposed
CY 2023
OPPS
SI

Proposed
CY 2023
OPPS
APC

Final
CY 2023
OPPS SI

Final CY
2023
OPPS
APC

G2082

Office or other outpatient visit for
the evaluation and management of
an established patient that requires
the supervision of a physician or
other qualified health care
professional and provision of up to
56 mg of esketamine nasal self-
administration, includes 2 hours
post-administration observation

1511

1512

G2083

Office or other outpatient visit for
the evaluation and management of
an established patient that requires
the supervision of a physician or

1516

1516

other qualified health care
professional and provision of greater
than 56 mg esketamine nasal self-
administration, includes 2 hours
post-administration observation

h. DARI Motion Procedure (APC 1505)

CPT code 0693T (Comprehensive full
body computer-based markerless 3D
kinematic and kinetic motion analysis
and report) was effective January 1,
2022. The technology consists of eight
cameras that surround a patient. The
cameras send live video to a computer
workstation that analyzes the video to
create a 3D reconstruction of the patient
without the need for special clothing,
markers, or devices attached to the

patient’s clothing or skin. The
technology is intended to guide health
care providers on pre- and post-
operative surgical intervention and on
the best course of physical therapy and
rehabilitation for patients. In CY 2022,
we assigned CPT code 0693T to New
Technology APC 1505 (New
Technology—Level 5 ($301-$400)), for
CY 2022.

This service became effective in the
OPPS in CY 2022. Therefore, there are

no claims for this service in the CY 2021
OPPS claims data. Accordingly, for CY
2023 we proposed to continue assigning
CPT code 0693T to New Technology
APC 1505.

We did not receive any public
comments on our proposal and are
finalizing our proposal without
modification. The final New Technology
APC and status indicator assignments
for CPT code 0693T are found in Table
20.
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TABLE 20: FINAL CY 2022 AND CY 2023 OPPS
NEW TECHNOLOGY APC AND STATUS INDICATOR ASSIGNMENTS FOR THE

DARI MOTION PROCEDURE
Final Final Final Final
CPT Lone Descrintor CY 2022 | CY 2022 CY 2023 CY 2023
Code g P OPPS OPPS OPPS OPPS
SI APC SI APC

Comprehensive full body
0693T computer-bgsed ma¥ker.less

3D kinematic and kinetic N 1505 S 1505

motion analysis and report

i. Histotripsy Service (APC 1575)

CPT code 0686T (Histotripsy (i.e.,
non-thermal ablation via acoustic
energy delivery) of malignant
hepatocellular tissue, including image
guidance) was effective July 1, 2021.
Histotripsy is a non-invasive, non-
thermal, mechanical process that uses a
focused beam of sonic energy to destroy
cancerous liver tumors. We note that the
device that is used in the histotripsy
procedure is currently under a Category
A IDE clinical study (NCT04573881).
The clinical trial is a non-randomized,

prospective trial to evaluate the efficacy
and safety of the device for the
treatment of primary or metastatic
tumors located in the liver.1® We note
that devices from Category A IDE
studies are excluded from Medicare
payment. Therefore, payment for CPT
code 0686T reflects only the service that
is performed each time it is reported on
a claim. For CY 2022, we assigned CPT
code 0686T to New Technology APC
1575 (New Technology—Level 38
($10,000-$15,000) with a payment rate
of $12,500.

Since the service became effective in
the OPPS in July 2021, there are no
claims for this service in the CY 2021
OPPS claims data. Therefore, for CY
2023, we proposed to continue
assigning CPT code 0686T to New
Technology APC 1575.

We did not receive any public
comments on our proposal and are
finalizing our proposal without
modification. The final New Technology
APC and status indicator assignments
for CPT code 0686T are found in Table
21.

TABLE 21: FINAL CY 2022 AND CY 2023 OPPS NEW TECHNOLOGY APC AND
STATUS INDICATOR ASSIGNMENTS FOR THE HISTOTRIPSY SERVICE

Final Final Final Final
CPT Long Descriptor CY 2022 | CY2022 | CY 2023 CY 2023
Code OPPS OPPS OPPS OPPS
SI APC SI APC
Histotripsy (ie, non-
thermal ablation via
acoustic energy
0686T | delivery) of malignant
hepatocellular tissue, S 1575 S 1575
including image
guidance

j- Liver Multiscan Service (APC 1511)

CPT code 0648T (Quantitative
magnetic resonance for analysis of
tissue composition (e.g., fat, iron, water
content), including multiparametric
data acquisition, data preparation and

10 ClinicalTrials.gov. “The HistoSonics System for
Treatment of Primary and Metastatic Liver Tumors

transmission, interpretation and report,
obtained without diagnostic mri
examination of the same anatomy (e.g.,
organ, gland, tissue, target structure)
during the same session; single organ)
was effective July 1, 2021.

Using Histotripsy (#HOPE4LIVER)

LiverMultiScan is a Software as a
medical Service (SaaS) that is intended
to aid the diagnosis and management of
chronic liver disease, the most prevalent
of which is Non-Alcoholic Fatty Liver
Disease (NAFLD). It provides

(#HOPE4LIVER).” Accessed May 10, 2022. https://
clinicaltrials.gov/ct2/show/study/NCT04573881.


https://clinicaltrials.gov/ct2/show/study/NCT04573881
https://clinicaltrials.gov/ct2/show/study/NCT04573881
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standardized, quantitative imaging
biomarkers for the characterization and
assessment of inflammation, hepatocyte
ballooning, and fibrosis, as well as
steatosis, and iron accumulation. The
SaaS receives MR images acquired from
patients’ providers and analyzes the
images using their proprietary Artificial
Intelligence (Al) algorithms. The SaaS
then sends the providers a quantitative
metric report of the patient’s liver
fibrosis and inflammation. For CY 2022,
we assigned CPT code 0648T to New
Technology APC 1511 (New
Technology—Level 11 ($901-$1,000)
with a payment rate of $950.50.

Since HCPCS code 0648T became
effective in the OPPS in July 2021, there
has been only one claim from the CY
2021 claims data; but its payment rate
appears to be an outlier based on the
service invoice we received from the
software developer. Accordingly, for CY
2023, we proposed to continue
assigning CPT code 0648T to New
Technology APC 1511.

We did not receive any public
comments on our proposal and are
finalizing continuing to assign CPT code

0648T to New Technology APC 1511.
The final New Technology APC and
status indicator assignments for CPT
code 0648T are found in Table 22.

In the CY 2022 OPPS/ASC final rule
with comment period (86 FR 63542), we
finalized that the service represented by
CPT code 0649T (Quantitative magnetic
resonance for analysis of tissue
composition (e.g., fat, iron, water
content), including multiparametric
data acquisition, data preparation and
transmission, interpretation and report,
obtained with diagnostic mri
examination of the same anatomy (e.g.,
organ, gland, tissue, target structure);
single organ (list separately in addition
to code for primary procedure) is a
packaged service per the OPPS
packaging policy for add-on code
procedures. In this final rule with
comment period, however, we are
adopting a policy that Software as a
Service (SaaS) add-on codes are not
among the “certain services described
by add-on codes” for which we package
payment with the related procedures or
services under the regulation at 42 CFR
419.2(b)(18). Instead, SaaS CPT add-on

codes will be assigned to identical APCs
and have the same status indicator
assignments as their standalone codes.
Therefore, we are assigning CPT code
0649T to the same APC as CPT code
0648T, specifically, New Technology
APC 1511. We direct readers to section
X.G. (OPPS Payment for Software as a
Service) of this final rule with comment
period for a more detailed discussion of
our final payment policy for SaaS.

The final New Technology APC and
status indicator assignments for CPT
codes 0648T and 0649T are found in
Table 22. In addition, the final CY 2023
OPPS payment rates for CPT codes
0648T and 0649T can be found in
Addendum B to this final rule with
comment period. In addition, we refer
readers to Addendum D1 of this final
rule with comment period for the SI
meanings for all codes reported under
the OPPS. Both Addenda B and D1 are
available via the internet on the CMS
website, specifically at https://
www.cms.gov/Medicare/Medicare-Fee-
for-Service-Payment/
HospitalOutpatientPPS/Hospital-
Outpatient-Regulations-and-Notices.

TABLE 22: FINAL CY 2023 OPPS NEW TECHNOLOGY APC AND STATUS
INDICATOR ASSIGNMENTS FOR THE LIVER MULTISCAN SERVICE

CPT
Code

Long Descriptor

Final
CY 2023
OPPS
SI

Final
CY 2023
OPPS
APC

0648T

Quantitative magnetic resonance for analysis of
tissue composition (eg, fat, iron, water content),
including multiparametric data acquisition, data
preparation and transmission, interpretation and
report, obtained without diagnostic mri
examination of the same anatomy (eg, organ,
gland, tissue, target structure) during the same
session; single organ

S 1511

0649T

Quantitative magnetic resonance for analysis of
tissue composition (e.g., fat, iron, water content),
including multiparametric data acquisition, data
preparation and transmission, interpretation and
report, obtained with diagnostic MRI examination
of the same anatomy (e.g., organ, gland, tissue,
target structure) (List separately in addition to
code for primary procedure)

S 1511



https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/HospitalOutpatientPPS/Hospital-Outpatient-Regulations-and-Notices
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k. Minimally Invasive Glaucoma
Surgery (MIGS) (APC 1563)

Prior to CY 2022, extracapsular
cataract removal with insertion of
intraocular lens was reported using CPT
codes describing cataract removal
alongside a CPT code for device
insertion. Specifically, the procedure
was described using CPT codes 66982
(Extracapsular cataract removal with
insertion of intraocular lens prosthesis
(1-stage procedure), manual or
mechanical technique (for example,
irrigation and aspiration or
phacoemulsification), complex,
requiring devices or techniques not
generally used in routine cataract
surgery (for example, iris expansion
device, suture support for intraocular
lens, or primary posterior
capsulorrhexis) or performed on
patients in the amblyogenic
developmental stage; without
endoscopic cyclophotocoagulation) or
66984 (Extracapsular cataract removal
with insertion of intraocular lens
prosthesis (1-stage procedure), manual
or mechanical technique (for example,
irrigation and aspiration or

phacoemulsification); without
endoscopic cyclophotocoagulation) and
0191T (Insertion of anterior segment
aqueous drainage device, without
extraocular reservoir, internal approach,
into the trabecular meshwork; initial
insertion).

For CY 2022, the AMA’s CPT
Editorial Panel created two new
Category I CPT codes describing
extracapsular cataract removal with
insertion of intraocular lens prosthesis,
specifically, CPT codes 66989 and
66991; deleted a Category III CPT code,
specifically, CPT code 0191T,
describing insertion of anterior segment
aqueous drainage device; and created a
new Category III CPT code, specifically,
CPT code 0671T, describing anterior
segment aqueous drainage device
without concomitant cataract removal.

For CY 2022, we finalized the
assignment of CPT codes 66989 and
66991 to New Technology APC 1563
(New Technology—Level 26 ($4001—
$4500)). We stated that we believed that
the change in coding for MIGS is
significant in that it changes
longstanding billing for the service from
reporting two separate CPT codes to

reporting a single bundled code.
Without claims data, and given the
magnitude of the coding change, we
explained that we did not believe we
had the necessary information on the
costs associated with CPT codes 66989
and 66991 to assign them to a clinical
APC at that time.

We note that for the CY 2023 OPPS/
ASC proposed rule, the proposed
payment rates are based on claims data
submitted between January 1, 2021, and
December 31, 2021, and processed on or
before December 31, 2021, and CCRs, if
available. Because CPT codes 66989 and
66991 were effective January 1, 2022,
and we have no claims data for CY
2022, we proposed to continue
assigning CPT codes 66989 and 66991 to
New Technology APC 1563 for CY 2023.
The proposed New Technology APC
and status indicator assignments for
CPT codes 66989 and 66991 are found
in Table 23. Regrettably, we
inadvertently misidentified the APC
assignment for CPT codes 66989 and
66991 as APC 1526, rather than APC
1563, in the preamble to the proposed
rule.
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TABLE 23: CY 2022 FINAL AND CY 2023 PROPOSED OPPS NEW TECHNOLOGY
APC AND STATUS INDICATOR ASSIGNMENTS
FOR CPT CODES 66989 AND 66991

CPT
Code

Long Descriptor

Final
CY 2022
OPPS
SI

Final
CY 2022
OPPS
APC

Proposed
CY 2023
OPPS
SI

Proposed
OPPS
CY 2023
APC

66989

Extracapsular cataract
removal with insertion of
intraocular lens prosthesis (1-
stage procedure), manual or
mechanical technique (eg,
irrigation and aspiration or
phacoemulsification),
complex, requiring devices or
techniques not generally used
in routine cataract surgery (eg,
iris expansion device, suture
support for intraocular lens, or
primary posterior
capsulorrhexis) or performed
on patients in the
amblyogenic developmental
stage; with insertion of
intraocular (eg, trabecular
meshwork, supraciliary,
suprachoroidal) anterior
segment aqueous drainage
device, without extraocular
reservoir, internal approach,
one or more

1563

1563

66991

Extracapsular cataract
removal with insertion of
intraocular lens prosthesis (1
stage procedure), manual or
mechanical technique (eg,
irrigation and aspiration or
phacoemulsification); with
insertion of intraocular (eg,
trabecular meshwork,
supraciliary, suprachoroidal)
anterior segment aqueous
drainage device, without
extraocular reservoir, internal
approach, one or more

1563

1563

We did not receive any public
comments on our proposal and are

finalizing our proposal without
modification. The final New Technology

APC and status indicator assignments




Federal Register/Vol. 87, No. 225/ Wednesday, November 23, 2022/Rules and Regulations 71823

for CPT codes 66989 and 66991 are
found in Table 24.

TABLE 24: CY 2022 FINAL AND CY 2023 FINAL OPPS NEW TECHNOLOGY APC
AND STATUS INDICATOR ASSIGNMENTS FOR CPT CODES 66989 AND 66991

CPT
Code

Long Descriptor

Final
CY 2022
OPPS
SI

Final
CY 2022
OPPS
APC

Final
CY 2023
OPPS
SI

Final
OPPS
CY 2023
APC

66989

Extracapsular cataract
removal with insertion of
intraocular lens prosthesis (1-
stage procedure), manual or
mechanical technique (eg,
irrigation and aspiration or
phacoemulsification),
complex, requiring devices or
techniques not generally used
in routine cataract surgery (eg,
iris expansion device, suture
support for intraocular lens, or
primary posterior
capsulorrhexis) or performed
on patients in the
amblyogenic developmental
stage; with insertion of
intraocular (eg, trabecular
meshwork, supraciliary,
suprachoroidal) anterior
segment aqueous drainage
device, without extraocular
reservoir, internal approach,
one or more

1563

1563

66991

Extracapsular cataract
removal with insertion of
intraocular lens prosthesis (1
stage procedure), manual or
mechanical technique (eg,
irrigation and aspiration or
phacoemulsification); with
insertion of intraocular (eg,
trabecular meshwork,
supraciliary, suprachoroidal)
anterior segment aqueous
drainage device, without

1563

1563




71824 Federal Register/Vol. 87, No. 225/ Wednesday, November 23, 2022 /Rules and Regulations

Final Final Final Final

CPT Long Descriptor CY 2022 | CY 2022 CY 2023 OPPS
Code OPPS OPPS OPPS CY 2023

SI APC SI APC

extraocular reservoir, internal
approach, one or more

1. Scalp Cooling (APC 1520)

CPT code 0662T (Scalp cooling,
mechanical; initial measurement and
calibration of cap) became effective on
July 1, 2021, to describe initial
measurement and calibration of a scalp
cooling device for use during
chemotherapy administration to prevent
hair loss. According to Medicare’s
National Coverage Determination (NCD)
policy, specifically, NCD 110.6 (Scalp
Hypothermia During Chemotherapy to
Prevent Hair Loss), the scalp cooling cap
itself is classified as an incident to
supply to a physician service, and

would not be paid under the OPPS;
however, interested parties have
indicated that there are substantial
resource costs of around $1,900 to
$2,400 associated with calibration and
fitting of the cap. CPT guidance states
that CPT code 0662T should be billed
once per chemotherapy session, which
we interpret to mean once per course of
chemotherapy. Therefore, if a course of
chemotherapy involves 6 or 18 sessions,
HOPDs should report CPT 0662T only
once for that 6 or 18 therapy sessions.
For CY 2022, we assigned CPT code
0662T to APC New Technology 1520
(New Technology—Level 20 ($1801—

$1900)) with a payment rate of
$1,850.50.

This service became effective in the
OPPS in CY 2022. Therefore, there are
no claims for this service in the CY 2021
OPPS claims data. Accordingly, for CY
2023, we proposed to continue
assigning CPT code 0662T to New
Technology APC 1520.

We did not receive any public
comments on our proposal and are
finalizing our proposal without
modification. The final New Technology
APC and status indicator assignments
for CPT code 0662T are found in Table
25.

TABLE 25: FINAL CY 2022 AND CY 2023 NEW
TECHNOLOGY APC AND STATUS INDICATOR ASSIGNMENTS FOR THE SCALP

COOLING PROCEDURE
Final Final Final Final
CPT Long Descriptor CY 2022 | CY 2022 CY 2023 CY 2023
Code OPPS OPPS OPPS OPPS
SI APC SI APC

Scalp cooling,

mechanical; initial
0662T

measurement and N 1520 N 1520

calibration of cap

m. Optellum Lung Cancer Prediction
(LCP) (APC 1508)

CPT code 0721T (Quantitative
computed tomography (CT) tissue
characterization, including
interpretation and report, obtained
without concurrent CT examination of
any structure contained in previously
acquired diagnostic imaging) became
effective July 1, 2022. The Optellum
LCP applies an algorithm to a patient’s

CT scan to produce a raw risk score for
a patient’s pulmonary nodule. The risk
score is used by the physician to
quantify the risk of lung cancer and to
help determine whether to refer the
patient to a pulmonologist. For CY 2022,
we assigned CPT code 0721T to APC
New Technology 1508 (New
Technology—Level 8 ($601-$700)).
This service became payable under
the OPPS in CY 2022. Therefore, there

are no claims for this service in the CY
2021 OPPS claims data for use in CY
2023 ratesetting. Accordingly, for CY
2023, we proposed to continue to assign
CPT code 0721T to New Technology
APC 1508 with a status indication of
“S”. The proposed New Technology
APC and status indicator assignments
for CPT code 0721T are found in Table
26.
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TABLE 26: PROPOSED CY 2023 NEW TECHNOLOGY
APC AND STATUS INDICATOR ASSIGNMENTS FOR THE OPTELLUM

LCP PROCEDURE
Proposed Proposed
CPT Long Descriptor CY 2023 CY 2023
Code OPPS OPPS
SI APC
Quantitative computed tomography (CT) tissue
characterization, including interpretation and
0721T | report, obtained without concurrent CT
examination of any structure contained in S 1508
previously acquired diagnostic imaging

Comment: A commenter, the
manufacturer of Optellum LCP,
requested that we revise the description
to the produced risk score to “The
physician uses the risk score to quantify
the risk of lung cancer and to help
determine what the next management
step should be for the patient (e.g., CT
surveillance versus invasive
procedure).” The commenter also
supported the continual assignment of
CPT code 0721T to New Technology
APC 1508 and stated a lower payment
would disincentivize its use.

Response: We appreciate the
commenter’s input on the Optellum LCP
produced risk score and agree with the
suggested revision.

After consideration of the public
comment, we are finalizing our proposal
without modification. Specifically, we

are assigning CPT code 0721T to APC
1508 for CY 2023.

We note that the Optellum LCP
service is also represented by CPT code
0722T, which is an add-on code. In this
final rule with comment period, we are
adopting a policy that SaaS add-on
codes are not among the ‘“certain
services described by add-on codes’” for
which we package payment with the
related procedures or services under the
regulation at 42 CFR 419.2(b)(18).
Instead, SaaS CPT add-on codes will be
assigned to identical APCs and have the
same status indicator assignments as
their standalone codes. Therefore, we
are assigning CPT code 0722T to New
Technology APC 1508. We direct
readers to section X.G. (OPPS Payment
for Software as a Service) of this final

rule with comment period for a more
detailed.

The final New Technology APC and
status indicator assignments for CPT
codes 0721T and 0722T are found in
Table 27.

The final CY 2023 OPPS payment
rates for CPT codes 0721T and 0722T
can be found in Addendum B to this
final rule with comment period. In
addition, we refer readers to Addendum
D1 of this final rule with comment
period for the SI meanings for all codes
reported under the OPPS. Both
Addenda B and D1 are available via the
internet on the CMS website,
specifically at https://www.cms.gov/
Medicare/Medicare-Fee-for-Service-
Payment/HospitalOutpatientPPS/
Hospital-Outpatient-Regulations-and-
Notices.
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TABLE 27: FINAL CY 2023 NEW TECHNOLOGY
APC AND STATUS INDICATOR ASSIGNMENTS FOR THE OPTELLUM

LCP PROCEDURE

CPT
Code

Long Descriptor

Final CY
2023 OPPS

Final CY
2023 OPPS

SI APC

0721T | report, obtained

Quantitative computed tomography (CT) tissue
characterization,

examination of any structure contained in
previously acquired diagnostic imaging

including interpretation and
without concurrent CT

S 1508

report, obtained

0722T | of any structure

procedure)

Quantitative computed tomography (CT) tissue
characterization, including interpretation and

acquired diagnostic imaging dataset (List
separately in addition to code for primary

with concurrent CT examination
contained in the concurrently

S 1508

n. Quantitative Magnetic Resonance
Cholangiopancreatography (QMRCP)
(APC 1511)

CPT code 0723T (Quantitative
magnetic resonance
cholangiopancreatography (QMRCP)
including data preparation and
transmission, interpretation and report,
obtained without diagnostic magnetic
resonance imaging (MRI) examination of
the same anatomy (e.g., organ, gland,
tissue, target structure) during the same

session) became effective July 1, 2022.
The QMRCP is a Software as a medical
Service (SaaS) that performs
quantitative assessment of the biliary
tree and gallbladder. It uses a
proprietary algorithm that produces a
three-dimensional reconstruction of the
biliary tree and pancreatic duct and also
provides precise quantitative
information of biliary tree volume and
duct metrics. For CY 2022, we assigned
CPT code 0723T to New Technology

APC 1511 (New Technology—Level
11($900-5$1,000)).

This service became payable under
the OPPS in CY 2022. Therefore, there
are no claims for this service in the CY
2021 OPPS claims data. Accordingly, for
CY 2023, we proposed to continue to
assign CPT code 0723T to New
Technology APC 1511 with a status
indicator of “S”. The proposed New
Technology APC and status indicator
assignments for CPT code 0723T are
found in Table 28.
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TABLE 28: PROPOSED CY 2023 OPPS NEW TECHNOLOGY APC AND STATUS
INDICATOR ASSIGNMENTS FOR THE QMRCP PROCEDURE

Proposed Proposed
CPT Long Descriptor CY 2023 CY 2023
Code OPPS OPPS
SI APC

Quantitative magnetic resonance

cholangiopancreatography (QMRCP) including

data preparation and transmission, interpretation
0723T | and report, obtained without diagnostic magnetic

resonance imaging (MRI) examination of the S 1511

same anatomy (eg, organ, gland, tissue, target

structure) during the same session

Comment: A commenter, the
manufacturer of QMRCP, supported the
continual assignment of CPT 0723T to
New Technology APC 1511.

Response: We thank the commenter
for their input on the assignment of CPT
0723T to New Technology APC 1511.

After consideration of the public
comment, we are finalizing our proposal
without modification. Specifically, we
are assigning CPT code 0723T to APC
1511 for CY 2023.

We note that the QMRCP service is
also represented by CPT code 0724T,
which is an add-on code. In this final
rule with comment period, we are
adopting a policy that SaaS add-on

codes are not among the “certain
services described by add-on codes’” for
which we package payment with the
related procedures or services under the
regulation at 42 CFR 419.2(b)(18).
Instead, SaaS CPT add-on codes will be
assigned to identical APCs and have the
same status indicator assignments as
their standalone codes. Therefore, we
are assigning CPT code 0724T to New
Technology APC 1511. We direct
readers to section X.G. (OPPS Payment
for Software as a Service) of this final
rule with comment period for a more
detailed discussion.

The final New Technology APC and
status indicator assignments for CPT

codes 0723T and 0724T are found in
Table 29.

The final CY 2023 OPPS payment
rates for CPT codes 0723T and 0724T
can be found in Addendum B to this
final rule with comment period. In
addition, we refer readers to Addendum
D1 of this final rule with comment
period for the SI meanings for all codes
reported under the OPPS. Both
Addenda B and D1 are available via the
internet on the CMS website,
specifically at https://www.cms.gov/
Medicare/Medicare-Fee-for-Service-
Payment/HospitalOutpatientPPS/
Hospital-Outpatient-Regulations-and-
Notices.
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TABLE 29: FINAL CY 2023 OPPS NEW TECHNOLOGY APC AND STATUS
INDICATOR ASSIGNMENTS FOR THE QMRCP PROCEDURE

CPT
Code

Long Descriptor

Final
CY 2023 CY 2023
OPPS OPPS

SI APC

Final

0723T

Quantitative magnetic resonance
cholangiopancreatography (QMRCP) including
data preparation and transmission, interpretation
and report, obtained without diagnostic magnetic
resonance imaging (MRI) examination of the
same anatomy (eg, organ, gland, tissue, target
structure) during the same session

S 1511

0724T

Quantitative magnetic resonance
cholangiopancreatography (QMRCP) including
data preparation and transmission, interpretation
and report, obtained with diagnostic magnetic
resonance imaging (MRI) examination of the
same anatomy (e.g., organ, gland, tissue, target
structure) (List separately in addition to code for
primary procedure)

S 1511

0. CardiAMP (APC 1574)

The CardiAMP cell therapy IDE
studies are two randomized, double-
blinded, controlled IDE studies: the
CardiAMP Cell Therapy Chronic
Myocardial Ischemia Trial'* and the
CardiAMP Cell Therapy Heart Failure
Trial.22 The two trials are designed to
investigate the safety and efficacy of
autologous bone marrow mononuclear
cells treatment for the following: (1)
patients with medically refractory and
symptomatic ischemic cardiomyopathy;
and (2) patients with refractory angina
pectoris and chronic myocardial
ischemia. On April 1, 2022, we
established HCPCS code C9782 to
describe the CardiAMP cell therapy IDE
studies and assigned HCPCS code
C9782 to APC 1574 (New Technology—

11 ClinicalTrials.gov. “Randomized Controlled
Pivotal Trial of Autologous Bone Marrow Cells
Using the CardiAMP Cell Therapy System in
Patients With Refractory Angina Pectoris and
Chronic Myocardial Ischemia.” Accessed May 10,
2022. https://clinicaltrials.gov/ct2/show/
NCT034557257term=NCT03455725&rank=1.

12 ClinicalTrials.gov. “Randomized Controlled
Pivotal Trial of Autologous Bone Marrow
Mononuclear Cells Using the CardiAMP Cell
Therapy System in Patients With Post Myocardial
Infarction Heart Failure.” Accessed May 10, 2022.
https://clinicaltrials.gov/ct2/show/NCT02438306.

Level 37 ($9,501-$10,000)) with the
status indicator “T”’. We subsequently
revised the descriptor for HCPCS code
C9782 to: (Blinded procedure for New
York Heart Association (NYHA) Class II
or IIT heart failure, or Canadian
Cardiovascular Society (CCS) Class III or
IV chronic refractory angina;
transcatheter intramyocardial
transplantation of autologous bone
marrow cells (e.g., mononuclear) or
placebo control, autologous bone
marrow harvesting and preparation for
transplantation, left heart
catheterization including
ventriculography, all laboratory
services, and all imaging with or
without guidance (e.g., transthoracic
echocardiography, ultrasound,
fluoroscopy), all device(s), performed in
an approved Investigational Device
Exemption (IDE) study) to clarify the
inclusion of the Helix transendocardial
injection catheter device in the
descriptor. We direct readers to section
X.F. (Codin