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Inspection of Public Comments: All comments received before the close of the comment

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

Addenda Available Only Through the Internet on the CMS Website: The PFS Addenda

along with other supporting documents and tables referenced in this proposed rule are available
on the CMS website at https://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/PhysicianFeeSched/index.html. Click on the link on the left side of the screen titled,
“PFS Federal Regulations Notices” for a chronological list of PFS Federal Register and other
related documents. For the CY 2023 PFS proposed rule, refer to item CMS-1770-P. Readers
with questions related to accessing any of the Addenda or other supporting documents referenced
in this proposed rule and posted on the CMS website identified above should contact
MedicarePhysicianFeeSchedule@cms.hhs.gov.

CPT (Current Procedural Terminology) Copyright Notice: Throughout this proposed

rule, we use CPT codes and descriptions to refer to a variety of services. We note that CPT
codes and descriptions are a copyright of 2020 American Medical Association (AMA); all rights
reserved; and CPT is a registered trademark of the AMA. Applicable Federal Acquisition

Regulations (FAR) and Defense Federal Acquisition Regulations (DFAR) apply.



I. Executive Summary

This major annual rule proposes to revise payment polices under the Medicare PFS and
makes other policy changes, including proposals to implement certain provisions of the
Protecting Medicare and American Farmers from Sequester Cuts Act (PMAFSCA) (Pub. L. 117-
71, December 10, 2021), Infrastructure Investment and Jobs Act (Pub. L. 117-58, November 15,
2021), Consolidated Appropriations Act, 2021 (CAA, 2021) (Pub. L. 116-260, December 27,
2020), Bipartisan Budget Act of 2018 (BBA of 2018) (Pub. L. 115-123, February 9, 2018) and
the Substance Use-Disorder Prevention that Promotes Opioid Recovery and Treatment
(SUPPORT) for Patients and Communities Act (the SUPPORT Act) (Pub. L. 115-271, October
24, 2018), related to Medicare Part B payment. In addition, this major proposed rule includes
proposals regarding other Medicare payment policies described in sections III. and IV.

B. Summary of the Major Provisions

The statute requires us to establish payments under the PFS, based on national uniform
relative value units (RVUs) that account for the relative resources used in furnishing a service.
The statute requires that RVUs be established for three categories of resources: work, practice
expense (PE), and malpractice (MP) expense. In addition, the statute requires that we establish
each year by regulation the payment amounts for physicians’ services paid under the PFS,
including geographic adjustments to reflect the variations in the costs of furnishing services in
different geographic areas.

In this major proposed rule, we are proposing to establish RVUs for CY 2023 for the PFS
to ensure that our payment systems are updated to reflect changes in medical practice and the
relative value of services, as well as changes in the statute. This proposed rule also includes
discussions and provisions regarding several other Medicare Part B payment policies.

Specifically, this proposed rule addresses:

e Determination of PE RVUs (section II.B.)

e Potentially Misvalued Services Under the PFS (section I1.C.)



e Payment for Medicare Telehealth Services Under Section 1834(m) of the Act (section
I1.D.)

e Valuation of Specific Codes (section II.E.)

e Evaluation and Management (E/M) Visits (section IL.F.)

e Geographic Practice Cost Indices (GPCI) (section I1.G.)

e Determination of Malpractice Relative Value Units (RVUs) (section I1.H.)

e Non-Face-to-Face/Remote Therapeutic Monitoring (RTM) Services (section I1.1.)

e Payment for Skin Substitutes (section I1.J.)

e Proposal to Allow Audiologists to Furnish Certain Diagnostic Tests Without a
Physician Order (section I1.K.)

e Proposals and Request for Information on Medicare Parts A and B Payment for Dental
Services (section II.L.)

e Rebasing and Revising the Medicare Economic Index (MEI) (section I1.M.)

e Requiring Manufacturers of Certain Single-dose Container or Single-use Package
Drugs to Provide Refunds with Respect to Discarded Amounts (§§ 414.902 and 414.940)
(section I1I.A.)

e Rural Health Clinics (RHCs) and Federally Qualified Health Centers (FQHCs)
(section I11.B.)

e (linical Laboratory Fee Schedule: Revised Data Reporting Period and Phase-in of
Payment Reductions, and Proposals for Specimen Collection Fees and Travel Allowance for
Clinical Diagnostic Laboratory Tests (section III.C.)

e Expansion of Coverage for Colorectal Cancer Screening and Reducing Barriers
(section I11.D.)

e Removal of Selected National Coverage Determinations (section IIL.E.)

e Modifications Related to Medicare Coverage for Opioid Use Disorder (OUD)

Treatment Services Furnished by Opioid Treatment Programs (OTPs ) (section IIL.F.)



e Medicare Shared Savings Program (section II1.G.)

e Medicare Part B Payment for Preventive Vaccine Administration Services (section
II1.H.)

e Medical Necessity and Documentation Requirements for Nonemergency, Scheduled,
Repetitive Ambulance Services (section II1.1.)

e Medicare Provider and Supplier Enrollment and Conditions of DMEPOS Payment
(section IIL.J.)

e State Options for Implementing Medicaid Provider Enrollment Affiliation Provision
(section I11.K.)

e Requirement for Electronic Prescribing for Controlled Substances for a Covered Part
D Drug under a Prescription Drug Plan or an MA-PD Plan (section 2003 of the SUPPORT Act)
(section III.L.)

e Medicare Ground Ambulance Data Collection System (GADCS) (section I11.M.)

e Proposal to Revise HCPCS Level II Coding Procedures for Wound Care Management
Products (section III.N.)

e Updates to the Quality Payment Program (section IV.)

e C(Collection of Information Requirements (section V.)

e Response to Comments (section VI.)

e Regulatory Impact Analysis (section VII.)
3. Summary of Costs and Benefits

We have determined that this proposed rule is economically significant. For a detailed
discussion of the economic impacts, see section VII., Regulatory Impact Analysis, of this

proposed rule.



B. Determination of PE RVUs

1. Overview

Practice expense (PE) is the portion of the resources used in furnishing a service that
reflects the general categories of physician and practitioner expenses, such as office rent and
personnel wages, but excluding malpractice (MP) expenses, as specified in section 1848(c)(1)(B)
of the Act. As required by section 1848(c)(2)(C)(ii) of the Act, we use a resource-based system
for determining PE RV Us for each physicians’ service. We develop PE RVUs by considering
the direct and indirect practice resources involved in furnishing each service. Direct expense
categories include clinical labor, medical supplies, and medical equipment. Indirect expenses
include administrative labor, office expense, and all other expenses. The sections that follow
provide more detailed information about the methodology for translating the resources involved
in furnishing each service into service specific PE RVUs. We refer readers to the CY 2010
Physician Fee Schedule (PFS) final rule with comment period (74 FR 61743 through 61748) for
a more detailed explanation of the PE methodology.
2. Practice Expense Methodology
a. Direct Practice Expense

We determine the direct PE for a specific service by adding the costs of the direct
resources (that is, the clinical staff, medical supplies, and medical equipment) typically involved
with furnishing that service. The costs of the resources are calculated using the refined direct PE
inputs assigned to each CPT code in our PE database, which are generally based on our review of
recommendations received from the RUC and those provided in response to public comment
periods. For a detailed explanation of the direct PE methodology, including examples, we refer
readers to the 5-year review of work RVUs under the PFS and proposed changes to the PE
methodology CY 2007 PFS proposed notice (71 FR 37242) and the CY 2007 PFS final rule with
comment period (71 FR 69629).

b. Indirect Practice Expense per Hour Data



We use survey data on indirect PEs incurred per hour worked, in developing the indirect
portion of the PE RVUs. Prior to CY 2010, we primarily used the PE/HR by specialty that was
obtained from the AMA’s SMS. The AMA administered a new survey in CY 2007 and CY
2008, the Physician Practice Expense Information Survey (PPIS). The PPIS is a multispecialty,
nationally representative, PE survey of both physicians and NPPs paid under the PFS using a
survey instrument and methods highly consistent with those used for the SMS and the
supplemental surveys. The PPIS gathered information from 3,656 respondents across 51
physician specialty and health care professional groups. We believe the PPIS is the most
comprehensive source of PE survey information available. We used the PPIS data to update the
PE/HR data for the CY 2010 PFS for almost all of the Medicare recognized specialties that
participated in the survey.

When we began using the PPIS data in CY 2010, we did not change the PE RVU
methodology itself or the manner in which the PE/HR data are used in that methodology. We
only updated the PE/HR data based on the new survey. Furthermore, as we explained in the CY
2010 PFS final rule with comment period (74 FR 61751), because of the magnitude of payment
reductions for some specialties resulting from the use of the PPIS data, we transitioned its use
over a 4-year period from the previous PE RVUs to the PE RVUs developed using the new PPIS
data. As provided in the CY 2010 PFS final rule with comment period (74 FR 61751), the
transition to the PPIS data was complete for CY 2013. Therefore, PE RVUs from CY 2013
forward are developed based entirely on the PPIS data, except as noted in this section.

Section 1848(c)(2)(H)(i) of the Act requires us to use the medical oncology supplemental
survey data submitted in 2003 for oncology drug administration services. Therefore, the PE/HR
for medical oncology, hematology, and hematology/oncology reflects the continued use of these
supplemental survey data.

Supplemental survey data on independent labs from the College of American

Pathologists were implemented for payments beginning in CY 2005. Supplemental survey data



from the National Coalition of Quality Diagnostic Imaging Services (NCQDIS), representing
independent diagnostic testing facilities (IDTFs), were blended with supplementary survey data
from the American College of Radiology (ACR) and implemented for payments beginning in
CY 2007. Neither IDTFs, nor independent labs, participated in the PPIS. Therefore, we
continue to use the PE/HR that was developed from their supplemental survey data.

Consistent with our past practice, the previous indirect PE/HR values from the
supplemental surveys for these specialties were updated to CY 2006 using the Medicare
Economic Index (MEI) to put them on a comparable basis with the PPIS data.

We also do not use the PPIS data for reproductive endocrinology and spine surgery since
these specialties currently are not separately recognized by Medicare, nor do we have a method
to blend the PPIS data with Medicare recognized specialty data.

Previously, we established PE/HR values for various specialties without SMS or
supplemental survey data by crosswalking them to other similar specialties to estimate a proxy
PE/HR. For specialties that were part of the PPIS for which we previously used a crosswalked
PE/HR, we instead used the PPIS based PE/HR. We use crosswalks for specialties that did not
participate in the PPIS. These crosswalks have been generally established through notice and
comment rulemaking and are available in the file titled “CY 2023 PFS proposed rule PE/HR” on
the CMS website under downloads for the CY 2023 PFS proposed rule at
http://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/PhysicianFeeSched/PFS-
Federal-Regulation-Notices.html.

c. Allocation of PE to Services

To establish PE RV Us for specific services, it is necessary to establish the direct and

indirect PE associated with each service.
(1) Direct Costs
The relative relationship between the direct cost portions of the PE RVUs for any two

services is determined by the relative relationship between the sum of the direct cost resources



(that is, the clinical staff, medical supplies, and medical equipment) typically involved with
furnishing each of the services. The costs of these resources are calculated from the refined
direct PE inputs in our PE database. For example, if one service has a direct cost sum of $400
from our PE database and another service has a direct cost sum of $200, the direct portion of the
PE RVUs of the first service would be twice as much as the direct portion of the PE RVUs for
the second service.

(2) Indirect Costs

We allocate the indirect costs at the code level based on the direct costs specifically
associated with a code and the greater of either the clinical labor costs or the work RVUs. We
also incorporate the survey data described earlier in the PE/HR discussion. The general
approach to developing the indirect portion of the PE RVUs is as follows:

e For a given service, we use the direct portion of the PE RVUs calculated as previously
described and the average percentage that direct costs represent of total costs (based on survey
data) across the specialties that furnish the service to determine an initial indirect allocator. That
is, the initial indirect allocator is calculated so that the direct costs equal the average percentage
of direct costs of those specialties furnishing the service. For example, if the direct portion of the
PE RVUs for a given service is 2.00 and direct costs, on average, represent 25 percent of total
costs for the specialties that furnish the service, the initial indirect allocator would be calculated
so that it equals 75 percent of the total PE RVUs. Thus, in this example, the initial indirect
allocator would equal 6.00, resulting in a total PE RVU of 8.00 (2.00 is 25 percent of 8.00 and
6.00 is 75 percent of 8.00).

e Next, we add the greater of the work RVUs or clinical labor portion of the direct
portion of the PE RVUs to this initial indirect allocator. In our example, if this service had a
work RVU of 4.00 and the clinical labor portion of the direct PE RVU was 1.50, we would add
4.00 (since the 4.00 work RV Us are greater than the 1.50 clinical labor portion) to the initial

indirect allocator of 6.00 to get an indirect allocator of 10.00. In the absence of any further use



of the survey data, the relative relationship between the indirect cost portions of the PE RV Us for
any two services would be determined by the relative relationship between these indirect cost
allocators. For example, if one service had an indirect cost allocator of 10.00 and another service
had an indirect cost allocator of 5.00, the indirect portion of the PE RV Us of the first service
would be twice as great as the indirect portion of the PE RV Us for the second service.

e Then, we incorporate the specialty specific indirect PE/HR data into the calculation.
In our example, if, based on the survey data, the average indirect cost of the specialties
furnishing the first service with an allocator of 10.00 was half of the average indirect cost of the
specialties furnishing the second service with an indirect allocator of 5.00, the indirect portion of
the PE RV Us of the first service would be equal to that of the second service.
(3) Facility and Nonfacility Costs

For procedures that can be furnished in a physician’s office, as well as in a facility
setting, where Medicare makes a separate payment to the facility for its costs in furnishing a
service, we establish two PE RV Us: facility and nonfacility. The methodology for calculating
PE RVUs is the same for both the facility and nonfacility RVUs, but is applied independently to
yield two separate PE RVUs. In calculating the PE RVUs for services furnished in a facility, we
do not include resources that would generally not be provided by physicians when furnishing the
service. For this reason, the facility PE RV Us are generally lower than the nonfacility PE RVUs.
(4) Services with Technical Components and Professional Components

Diagnostic services are generally comprised of two components: a professional
component (PC); and a technical component (TC). The PC and TC may be furnished
independently or by different providers, or they may be furnished together as a global service.
When services have separately billable PC and TC components, the payment for the global
service equals the sum of the payment for the TC and PC. To achieve this, we use a weighted
average of the ratio of indirect to direct costs across all the specialties that furnish the global

service, TCs, and PCs; that is, we apply the same weighted average indirect percentage factor to



allocate indirect expenses to the global service, PCs, and TCs for a service. (The direct PE
RVUs for the TC and PC sum to the global.)
(5) PE RVU Methodology

For a more detailed description of the PE RVU methodology, we refer readers to the CY
2010 PFS final rule with comment period (74 FR 61745 through 61746). We also direct readers
to the file titled “Calculation of PE RVUs under Methodology for Selected Codes” which is
available on our website under downloads for the CY 2023 PFS proposed rule at
http://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/PhysicianFeeSched/PFS-
Federal-Regulation-Notices.html. This file contains a table that illustrates the calculation of PE
RVUs as described in this proposed rule for individual codes.

(a) Setup File

First, we create a setup file for the PE methodology. The setup file contains the direct
cost inputs, the utilization for each procedure code at the specialty and facility/nonfacility place
of service level, and the specialty specific PE/HR data calculated from the surveys.

(b) Calculate the Direct Cost PE RVUs

Sum the costs of each direct input.

Step 1: Sum the direct costs of the inputs for each service.

Step 2: Calculate the aggregate pool of direct PE costs for the current year. We set the
aggregate pool of PE costs equal to the product of the ratio of the current aggregate PE RVUs to
current aggregate work RVUs and the projected aggregate work RVUs.

Step 3: Calculate the aggregate pool of direct PE costs for use in ratesetting. This is the
product of the aggregate direct costs for all services from Step 1 and the utilization data for that
service.

Step 4: Using the results of Step 2 and Step 3, use the CF to calculate a direct PE scaling

adjustment to ensure that the aggregate pool of direct PE costs calculated in Step 3 does not vary



from the aggregate pool of direct PE costs for the current year. Apply the scaling adjustment to
the direct costs for each service (as calculated in Step 1).

Step 5: Convert the results of Step 4 to an RVU scale for each service. To do this, divide
the results of Step 4 by the CF. Note that the actual value of the CF used in this calculation does
not influence the final direct cost PE RVUs as long as the same CF is used in Step 4 and Step 5.
Different CFs would result in different direct PE scaling adjustments, but this has no effect on
the final direct cost PE RV Us since changes in the CFs and changes in the associated direct
scaling adjustments offset one another.

(c) Create the Indirect Cost PE RVUs

Create indirect allocators.

Step 6: Based on the survey data, calculate direct and indirect PE percentages for each
physician specialty.

Step 7: Calculate direct and indirect PE percentages at the service level by taking a
weighted average of the results of Step 6 for the specialties that furnish the service. Note that for
services with TCs and PCs, the direct and indirect percentages for a given service do not vary by
the PC, TC, and global service.

We generally use an average of the 3 most recent years of available Medicare claims data
to determine the specialty mix assigned to each code. Codes with low Medicare service volume
require special attention since billing or enrollment irregularities for a given year can result in
significant changes in specialty mix assignment. We finalized a policy in the CY 2018 PFS final
rule (82 FR 52982 through 59283) to use the most recent year of claims data to determine which
codes are low volume for the coming year (those that have fewer than 100 allowed services in
the Medicare claims data). For codes that fall into this category, instead of assigning specialty
mix based on the specialties of the practitioners reporting the services in the claims data, we use
the expected specialty that we identify on a list developed based on medical review and input

from expert interested parties. We display this list of expected specialty assignments as part of



the annual set of data files we make available as part of notice and comment rulemaking and
consider recommendations from the RUC and other interested parties on changes to this list on
an annual basis. Services for which the specialty is automatically assigned based on previously
finalized policies under our established methodology (for example, “always therapy” services)
are unaffected by the list of expected specialty assignments. We also finalized in the CY 2018
PFS final rule (82 FR 52982 through 52983) a policy to apply these service-level overrides for
both PE and MP, rather than one or the other category.

Step 8: Calculate the service level allocators for the indirect PEs based on the
percentages calculated in Step 7. The indirect PEs are allocated based on the three components:
the direct PE RV Us; the clinical labor PE RV Us; and the work RV Us.

For most services the indirect allocator is: indirect PE percentage * (direct PE
RVUs/direct percentage) + work RVUs.

There are two situations where this formula is modified:

e [f the service is a global service (that is, a service with global, professional, and
technical components), then the indirect PE allocator is: indirect percentage (direct PE
RVUs/direct percentage) + clinical labor PE RVUs + work RVUs.

e [f the clinical labor PE RVUs exceed the work RVUs (and the service is not a global
service), then the indirect allocator is: indirect PE percentage (direct PE RVUs/direct percentage)
+ clinical labor PE RV Us.

(Note: For global services, the indirect PE allocator is based on both the work RVUs and
the clinical labor PE RVUs. We do this to recognize that, for the PC service, indirect PEs would
be allocated using the work RVUs, and for the TC service, indirect PEs would be allocated using
the direct PE RV Us and the clinical labor PE RVUs. This also allows the global component

RVUs to equal the sum of the PC and TC RVUs.)



For presentation purposes, in the examples in the download file titled “Calculation of PE
RVUs under Methodology for Selected Codes”, the formulas were divided into two parts for
each service.

e The first part does not vary by service and is the indirect percentage (direct PE
RVUs/direct percentage).

e The second part is either the work RVU, clinical labor PE RVU, or both depending on
whether the service is a global service and whether the clinical PE RVUs exceed the work RVUs
(as described earlier in this step).

Apply a scaling adjustment to the indirect allocators.

Step 9: Calculate the current aggregate pool of indirect PE RVUs by multiplying the
result of step 8 by the average indirect PE percentage from the survey data.

Step 10: Calculate an aggregate pool of indirect PE RV Us for all PFS services by adding
the product of the indirect PE allocators for a service from Step 8 and the utilization data for that
service.

Step 11: Using the results of Step 9 and Step 10, calculate an indirect PE adjustment so
that the aggregate indirect allocation does not exceed the available aggregate indirect PE RVUs
and apply it to indirect allocators calculated in Step 8.

Calculate the indirect practice cost index.

Step 12: Using the results of Step 11, calculate aggregate pools of specialty specific
adjusted indirect PE allocators for all PFS services for a specialty by adding the product of the
adjusted indirect PE allocator for each service and the utilization data for that service.

Step 13: Using the specialty specific indirect PE/HR data, calculate specialty specific
aggregate pools of indirect PE for all PFS services for that specialty by adding the product of the
indirect PE/HR for the specialty, the work time for the service, and the specialty’s utilization for

the service across all services furnished by the specialty.



Step 14: Using the results of Step 12 and Step 13, calculate the specialty specific indirect
PE scaling factors.

Step 15: Using the results of Step 14, calculate an indirect practice cost index at the
specialty level by dividing each specialty specific indirect scaling factor by the average indirect
scaling factor for the entire PFS.

Step 16: Calculate the indirect practice cost index at the service level to ensure the
capture of all indirect costs. Calculate a weighted average of the practice cost index values for
the specialties that furnish the service. (Note: For services with TCs and PCs, we calculate the
indirect practice cost index across the global service, PCs, and TCs. Under this method, the
indirect practice cost index for a given service (for example, echocardiogram) does not vary by
the PC, TC, and global service.)

Step 17: Apply the service level indirect practice cost index calculated in Step 16 to the
service level adjusted indirect allocators calculated in Step 11 to get the indirect PE RV Us.

(d) Calculate the Final PE RVUs

Step 18: Add the direct PE RVUs from Step 5 to the indirect PE RVUs from Step 17 and
apply the final PE budget neutrality (BN) adjustment. The final PE BN adjustment is calculated
by comparing the sum of steps 5 and 17 to the aggregate work RVUs scaled by the ratio of
current aggregate PE and work RVUs. This adjustment ensures that all PE RVUs in the PFS
account for the fact that certain specialties are excluded from the calculation of PE RVUs but
included in maintaining overall PFS BN. (See “Specialties excluded from ratesetting
calculation” later in this proposed rule.)

Step 19: Apply the phase-in of significant RVU reductions and its associated adjustment.
Section 1848(c)(7) of the Act specifies that for services that are not new or revised codes, if the
total RVUs for a service for a year would otherwise be decreased by an estimated 20 percent or
more as compared to the total RVUs for the previous year, the applicable adjustments in work,

PE, and MP RVUs shall be phased in over a 2-year period. In implementing the phase-in, we



consider a 19 percent reduction as the maximum 1-year reduction for any service not described
by a new or revised code. This approach limits the year one reduction for the service to the
maximum allowed amount (that is, 19 percent), and then phases in the remainder of the
reduction. To comply with section 1848(c)(7) of the Act, we adjust the PE RVUs to ensure that
the total RV Us for all services that are not new or revised codes decrease by no more than 19
percent, and then apply a relativity adjustment to ensure that the total pool of aggregate PE
RVUs remains relative to the pool of work and MP RVUs. For a more detailed description of
the methodology for the phase-in of significant RVU changes, we refer readers to the CY 2016
PFS final rule with comment period (80 FR 70927 through 70931).
(e) Setup File Information

e Specialties excluded from ratesetting calculation: For the purposes of calculating the
PE and MP RVUs, we exclude certain specialties, such as certain NPPs paid at a percentage of
the PFS and low volume specialties, from the calculation. These specialties are included for the

purposes of calculating the BN adjustment. They are displayed in Table 1.



TABLE 1: Specialties Excluded from Ratesetting Calculation

Spé(c)l(;l:ty Specialty Description
49 Ambulatory surgical center
50 Nurse practitioner
51 Medical supply company with certified orthotist
52 Medical supply company with certified prosthetist
53 Medical supply company with certified prosthetist-orthotist
54 Medical supply company not included in 51, 52, or 53.
55 Individual certified orthotist
56 Individual certified prosthetist
57 Individual certified prosthetist-orthotist
58 Medical supply company with registered pharmacist
59 Ambulance service supplier, e.g., private ambulance companies, funeral homes, etc.
60 Public health or welfare agencies
61 Voluntary health or charitable agencies
73 Mass immunization roster biller
74 Radiation therapy centers
87 All other suppliers (e.g., drug and department stores)
88 Unknown supplier/provider specialty
89 Certified clinical nurse specialist
96 Optician
97 Physician assistant
A0 Hospital
Al SNF
A2 Intermediate care nursing facility
A3 Nursing facility, other
A4 HHA
AS Pharmacy
A6 Medical supply company with respiratory therapist
A7 Department store
A8 Grocery store
Bl Supplier of oxygen and/or oxygen related equipment (eff. 10/2/2007)
B2 Pedorthic personnel
B3 Medical supply company with pedorthic personnel
B4 Rehabilitation Agency
B5 Ocularist
Cl Centralized Flu
C2 Indirect Payment Procedure
C5 Dentistry

e Crosswalk certain low volume physician specialties: Crosswalk the utilization of
certain specialties with relatively low PFS utilization to the associated specialties.

e Physical therapy utilization: Crosswalk the utilization associated with all physical
therapy services to the specialty of physical therapy.

e Identify professional and technical services not identified under the usual TC and 26
modifiers: Flag the services that are PC and TC services but do not use TC and 26 modifiers (for

example, electrocardiograms). This flag associates the PC and TC with the associated global



code for use in creating the indirect PE RVUs. For example, the professional service, CPT code

93010 (Electrocardiogram, routine ECG with at least 12 leads; interpretation and report only), is

associated with the global service, CPT code 93000 (Electrocardiogram, routine ECG with at

least 12 leads; with interpretation and report).

e Payment modifiers: Payment modifiers are accounted for in the creation of the file

consistent with current payment policy as implemented in claims processing. For example,

services billed with the assistant at surgery modifier are paid 16 percent of the PFS amount for

that service; therefore, the utilization file is modified to only account for 16 percent of any

service that contains the assistant at surgery modifier. Similarly, for those services to which

volume adjustments are made to account for the payment modifiers, time adjustments are applied

as well. For time adjustments to surgical services, the intraoperative portion in the work time file

is used; where it is not present, the intraoperative percentage from the payment files used by

contractors to process Medicare claims is used instead. Where neither is available, we use the

payment adjustment ratio to adjust the time accordingly. Table 2 details the manner in which the

modifiers are applied.

TABLE 2: Application of Payment Modifiers to Utilization Files

Modifier Description Volume Adjustment Time Adjustment
80,81,82 Assistant at Surgery 16% Intraoperative portion

AS Assistant at Surgery — 14% (85% * 16%) Intraoperative portion

Physician Assistant
50 or Bilateral Surgery 150% 150% of work time
LT and RT

51 Multiple Procedure 50% Intraoperative portion

52 Reduced Services 50% 50%

53 Discontinued Procedure 50% 50%

54 Intraoperative Care only Preoperative + Intraoperative Preoperative + Intraoperative

Percentages on the payment files used portion
by Medicare contractors to process
Medicare claims
55 Postoperative Care only Postoperative Percentage on the Postoperative portion
payment files used by Medicare
contractors to process Medicare claims

62 Co-surgeons 62.5% 50%

66 Team Surgeons 33% 33%
CO, CQ Physical and Occupational 88% 88%

Therapy Assistant Services




We also adjust volume and time that correspond to other payment rules, including special
multiple procedure endoscopy rules and multiple procedure payment reductions (MPPRs). We
note that section 1848(c)(2)(B)(v) of the Act exempts certain reduced payments for multiple
imaging procedures and multiple therapy services from the BN calculation under section
1848(¢c)(2)(B)(ii)(II) of the Act. These MPPRs are not included in the development of the
RVUs.

Beginning in CY 2022, section 1834(v)(1) of the Act required that we apply a 15 percent
payment reduction for outpatient occupational therapy services and outpatient physical therapy
services that are provided, in whole or in part, by a physical therapist assistant (PTA) or
occupational therapy assistant (OTA). Section 1834(v)(2)(A) of the Act required CMS to
establish modifiers to identify these services, which we did in the CY 2019 PFS final rule (83 FR
59654 through 59661), creating the CQ and CO payment modifiers for services provided in
whole or in part by PTAs and OTAs, respectively. These payment modifiers are required to be
used on claims for services with dates of service beginning January 1, 2020, as specified in the
CY 2020 PFS final rule (84 FR 62702 through 62708). We applied the 15 percent payment
reduction to therapy services provided by PTAs (using the CQ modifier) or OTAs (using the CO
modifier), as required by statute. Under sections 1834(k) and 1848 of the Act, payment is made
for outpatient therapy services at 80 percent of the lesser of the actual charge or applicable fee
schedule amount (the allowed charge). The remaining 20 percent is the beneficiary copayment.
For therapy services to which the new discount applies, payment will be made at 85 percent of
the 80 percent of allowed charges. Therefore, the volume discount factor for therapy services to
which the CQ and CO modifiers apply is: (0.20 + (0.80* 0.85), which equals 88 percent.

For anesthesia services, we do not apply adjustments to volume since we use the average
allowed charge when simulating RVUs; therefore, the RVUs as calculated already reflect the
payments as adjusted by modifiers, and no volume adjustments are necessary. However, a time

adjustment of 33 percent is made only for medical direction of two to four cases since that is the



only situation where a single practitioner is involved with multiple beneficiaries concurrently, so
that counting each service without regard to the overlap with other services would overstate the
amount of time spent by the practitioner furnishing these services.

e Work RVUs: The setup file contains the work RVUs from this proposed rule.

(6) Equipment Cost per Minute

The equipment cost per minute is calculated as:

(1/ (minutes per year * usage)) * price * ((interest rate/(1 (1/((1 + interest rate)”" life of
equipment)))) + maintenance)

Where:

minutes per year = maximum minutes per year if usage were continuous (that is,
usage=1); generally, 150,000 minutes.

usage = variable, see discussion below in this proposed rule.

price = price of the particular piece of equipment.

life of equipment = useful life of the particular piece of equipment.

maintenance = factor for maintenance; 0.05.

interest rate = variable, see discussion below in this final rule.

Usage: We currently use an equipment utilization rate assumption of 50 percent for most
equipment, with the exception of expensive diagnostic imaging equipment, for which we use a
90 percent assumption as required by section 1848(b)(4)(C) of the Act.

Useful Life: In the CY 2005 PFS final rule we stated that we updated the useful life for
equipment items primarily based on the AHA’s “Estimated Useful Lives of Depreciable Hospital
Assets” guidelines (69 FR 66246). The most recent edition of these guidelines was published in
2018. This reference material provides an estimated useful life for hundreds of different types of
equipment, the vast majority of which fall in the range of 5 to 10 years, and none of which are
lower than 2 years in duration. We believe that the updated editions of this reference material

remain the most accurate source for estimating the useful life of depreciable medical equipment.



In the CY 2021 PFS final rule, we finalized a proposal to treat equipment life durations of
less than 1 year as having a duration of 1 year for the purpose of our equipment price per minute
formula. In the rare cases where items are replaced every few months, we noted that we believe
it is more accurate to treat these items as disposable supplies with a fractional supply quantity as
opposed to equipment items with very short equipment life durations. For a more detailed
discussion of the methodology associated with very short equipment life durations, we refer
readers to the CY 2021 PFS final rule (85 FR 84482 through 84483).

e Maintenance: We finalized the 5 percent factor for annual maintenance in the CY
1998 PFS final rule with comment period (62 FR 33164). As we previously stated in the CY
2016 PFS final rule with comment period (80 FR 70897), we do not believe the annual
maintenance factor for all equipment is precisely 5 percent, and we concur that the current rate
likely understates the true cost of maintaining some equipment. We also noted that we believe it
likely overstates the maintenance costs for other equipment. When we solicited comments
regarding sources of data containing equipment maintenance rates, commenters were unable to
identify an auditable, robust data source that could be used by CMS on a wide scale. We noted
that we did not believe voluntary submissions regarding the maintenance costs of individual
equipment items would be an appropriate methodology for determining costs. As a result, in the
absence of publicly available datasets regarding equipment maintenance costs or another
systematic data collection methodology for determining a different maintenance factor, we did
not propose a variable maintenance factor for equipment cost per minute pricing as we did not
believe that we have sufficient information at present. We noted that we would continue to
investigate potential avenues for determining equipment maintenance costs across a broad range
of equipment items.

e Interest Rate: In the CY 2013 PFS final rule with comment period (77 FR 68902), we
updated the interest rates used in developing an equipment cost per minute calculation (see 77

FR 68902 for a thorough discussion of this issue). The interest rate was based on the Small



Business Administration (SBA) maximum interest rates for different categories of loan size
(equipment cost) and maturity (useful life). The Interest rates are listed in Table 3.

TABLE 3: SBA Maximum Interest Rates

Price Useful Life Interest Rate
<$25K <7 Years 7.50%
$25K to $50K <7 Years 6.50%
>$50K <7 Years 5.50%
<$25K 7+ Years 8.00%
$25K to $50K 7+ Years 7.00%
>$50K 7+ Years 6.00%

We are not proposing any changes to the equipment interest rates for CY 2023.
3. Adjusting RVUs To Match PE Share of the Medicare Economic Index (MEI)

For CY 2023, as explained in detail in section II.M. of this proposed rule, we are
proposing to rebase and revise the Medicare Economic Index (MEI) to reflect more current
market conditions faced by physicians in furnishing physicians’ services. The MEI is an index
that measures changes in the market price of the inputs used to furnish physician services. This
index measure was authorized by statute and is developed by the CMS Office of the Actuary.
We believe that the MEI is the best measure available of the relative weights of the three
components in payments under the PFS—work, PE and malpractice. Accordingly, we believe
that to assure that the PFS payments reflect the relative resources in each of these components as
required by section 1848(c)(3) of the Act, the RVUs used in developing rates should reflect the
same weights in each component as the MEI. In the past, we have proposed (and subsequently,
finalized) to accomplish this by holding the work RVUs constant and adjusting the PE RV Us, the
MP RVUs and the CF to produce the appropriate balance in RVUs among the PFS components
and payment rates for individual services. The most recent adjustments to reflect changes in the
MEI weights were made for the CY 2014 RVUs, when the MEI was last updated. In the CY
2014 PFS proposed rule (78 FR 43287 through 43288) and final rule (78 FR 74236 through
74237), we detailed the steps necessary to accomplish this result (see steps 3, 10, and 18). The

CY 2014 proposed and finalized adjustments were consistent with our longstanding practice to



make adjustments to match the RVUs for the PFS components with the MEI cost share weights
for the components, including the adjustments described in the CY 1999 PFS final rule (63 FR
58829), CY 2004 PFS final rule (68 FR 63246 and 63247), and CY 2011 PFS final rule (75 FR
73275).

In the past when we have proposed a rebasing and/or revision of the MEI, as we do in
section II.M. of this proposed rule, we typically have also proposed to modify steps 3 and 10 to
adjust the aggregate pools of PE costs (direct PE in step 3 and indirect PE in step 10) in
proportion to the change in the PE share in the rebased and revised MEI cost share weights, as
previously described in the CY 2014 PFS final rule (78 FR 74236 and 74237), and to recalibrate
the relativity adjustment that we apply in step 18 as described in the CY 2014 PFS final rule.
Instead, we are proposing to delay the adjustments to the PE pools in steps 3 and 10 and the
recalibration of the relativity adjustment in step 18 until the public has an opportunity to
comment on the proposed rebased and revised MEI, as discussed in section II.M. of this
proposed rule. Because there are significant proposed methodological and data source changes
to the MEI for CY 2023 and significant time has elapsed since the last rebasing and revision of
the MEI, we believe it is important to allow public comment and finalization of the proposed
MEI changes based on the review of public comment before we incorporate the updated MEI
into PFS ratesetting, and we believe this is consistent with our efforts to balance payment
stability and predictability with incorporating new data through more routine updates. We refer
readers to the comment solicitation in section II.B. of this proposed rule, where we discuss our
ongoing efforts to update data inputs for PE to aid stability, transparency, efficiency, and data
adequacy. Similarly, we are delaying the implementation of the proposed rebased and revised
MEI for use in the PE geographic practice cost index (GPCI) and soliciting comment on
appropriate timing for implementation for potential future rulemaking, discussed in detail in

section II.G. and section VII. of this proposed rule.



In light of the proposed delay in using the proposed update to the MEI to make the
adjustments to the PE pools in steps 3 and 10 and the relativity adjustment in step 18, we are
soliciting comment on when and how to best incorporate the proposed rebased and revised MEI
discussed in section II.M. of this proposed rule into PFS ratesetting, and whether it would be
appropriate to consider a transition to full implementation for potential future rulemaking. In
section VII. of this proposed rule, we present the impacts of implementing the proposed rebased
and revised MEI in PFS ratesetting through a 4-year transition and through full immediate
implementation, that is, with no transition period. Given the significance of the impacts that
result from a full implementation and the interaction with other CY 2023 proposals, we did not
consider proposing to fully implement a rebased and revised MEI in PFS ratesetting for CY
2023. We are seeking comment on other implementation strategies for potential future
rulemaking that are not outlined in section VII. of this proposed rule.

4. Changes to Direct PE Inputs for Specific Services

This section focuses on specific PE inputs. The direct PE inputs are included in the CY
2023 direct PE input public use files, which are available on the CMS website under downloads
for the CY 2023 PFS proposed rule at http://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/PhysicianFeeSched/PFS-Federal-Regulation-Notices.html.

a. Standardization of Clinical Labor Tasks

As we noted in the CY 2015 PFS final rule with comment period (79 FR 67640 through
67641), we continue to make improvements to the direct PE input database to provide the
number of clinical labor minutes assigned for each task for every code in the database instead of
only including the number of clinical labor minutes for the preservice, service, and post service
periods for each code. In addition to increasing the transparency of the information used to set
PE RVUs, this level of detail would allow us to compare clinical labor times for activities
associated with services across the PFS, which we believe is important to maintaining the

relativity of the direct PE inputs. This information would facilitate the identification of the usual



numbers of minutes for clinical labor tasks and the identification of exceptions to the usual
values. It would also allow for greater transparency and consistency in the assignment of
equipment minutes based on clinical labor times. Finally, we believe that the detailed
information can be useful in maintaining standard times for particular clinical labor tasks that can
be applied consistently to many codes as they are valued over several years, similar in principle
to the use of physician preservice time packages. We believe that setting and maintaining such
standards would provide greater consistency among codes that share the same clinical labor tasks
and could improve relativity of values among codes. For example, as medical practice and
technologies change over time, changes in the standards could be updated simultaneously for all
codes with the applicable clinical labor tasks, instead of waiting for individual codes to be
reviewed.

In the CY 2016 PFS final rule with comment period (80 FR 70901), we solicited
comments on the appropriate standard minutes for the clinical labor tasks associated with
services that use digital technology. After consideration of comments received, we finalized
standard times for clinical labor tasks associated with digital imaging at 2 minutes for
“Availability of prior images confirmed”, 2 minutes for “Patient clinical information and
questionnaire reviewed by technologist, order from physician confirmed and exam protocoled by
radiologist”, 2 minutes for “Review examination with interpreting MD”, and 1 minute for “Exam
documents scanned into PACS” and “Exam completed in RIS system to generate billing process
and to populate images into Radiologist work queue.” In the CY 2017 PFS final rule (81 FR
80184 through 80186), we finalized a policy to establish a range of appropriate standard minutes
for the clinical labor activity, “Technologist QCs images in PACS, checking for all images,
reformats, and dose page.” These standard minutes will be applied to new and revised codes that
make use of this clinical labor activity when they are reviewed by us for valuation. We finalized
a policy to establish 2 minutes as the standard for the simple case, 3 minutes as the standard for

the intermediate case, 4 minutes as the standard for the complex case, and 5 minutes as the



standard for the highly complex case. These values were based upon a review of the existing
minutes assigned for this clinical labor activity; we determined that 2 minutes is the duration for
most services and a small number of codes with more complex forms of digital imaging have
higher values. We also finalized standard times for a series of clinical labor tasks associated
with pathology services in the CY 2016 PFS final rule with comment period (80 FR 70902). We
do not believe these activities would be dependent on number of blocks or batch size, and we
believe that the finalized standard values accurately reflect the typical time it takes to perform
these clinical labor tasks.

In reviewing the RUC-recommended direct PE inputs for CY 2019, we noticed that the 3
minutes of clinical labor time traditionally assigned to the “Prepare room, equipment and
supplies” (CA013) clinical labor activity were split into 2 minutes for the “Prepare room,
equipment and supplies” activity and 1 minute for the “Confirm order, protocol exam” (CA014)
activity. We proposed to maintain the 3 minutes of clinical labor time for the “Prepare room,
equipment and supplies” activity and remove the clinical labor time for the “Confirm order,
protocol exam” activity wherever we observed this pattern in the RUC-recommended direct PE
inputs. Commenters explained in response that when the new version of the PE worksheet
introduced the activity codes for clinical labor, there was a need to translate old clinical labor
tasks into the new activity codes, and that a prior clinical labor task was split into two of the new
clinical labor activity codes: CA007 (Review patient clinical extant information and
questionnaire) in the preservice period, and CA014 (Confirm order, protocol exam) in the
service period. Commenters stated that the same clinical labor from the old PE worksheet was
now divided into the CA007 and CA014 activity codes, with a standard of 1 minute for each
activity. We agreed with commenters that we would finalize the RUC-recommended 2 minutes
of clinical labor time for the CA007 activity code and 1 minute for the CA014 activity code in
situations where this was the case. However, when reviewing the clinical labor for the reviewed

codes affected by this issue, we found that several of the codes did not include this old clinical



labor task, and we also noted that several of the reviewed codes that contained the CA014
clinical labor activity code did not contain any clinical labor for the CA007 activity. In these
situations, we continue to believe that in these cases, the 3 total minutes of clinical staff time
would be more accurately described by the CA013 “Prepare room, equipment and supplies”
activity code, and we finalized these clinical labor refinements. For additional details, we direct
readers to the discussion in the CY 2019 PFS final rule (83 FR 59463 and 59464).

Following the publication of the CY 2020 PFS proposed rule, one commenter expressed
concern with the published list of common refinements to equipment time. The commenter stated
that these refinements were the formulaic result of the applying refinements to the clinical labor
time and did not constitute separate refinements; the commenter requested that CMS no longer
include these refinements in the table published each year. In the CY 2020 PFS final rule, we
agreed with the commenter that these equipment time refinements did not reflect errors in the
equipment recommendations or policy discrepancies with the RUC’s equipment time
recommendations. However, we believed that it was important to publish the specific equipment
times that we were proposing (or finalizing in the case of the final rule) when they differed from
the recommended values due to the effect that these changes can have on the direct costs
associated with equipment time. Therefore, we finalized the separation of the equipment time
refinements associated with changes in clinical labor into a separate table of refinements. For
additional details, we direct readers to the discussion in the CY 2020 PFS final rule (84 FR
62584).

Historically, the RUC has submitted a “PE worksheet” that details the recommended
direct PE inputs for our use in developing PE RVUs. The format of the PE worksheet has varied
over time and among the medical specialties developing the recommendations. These variations
have made it difficult for both the RUC’s development and our review of code values for
individual codes. Beginning with its recommendations for CY 2019, the RUC has mandated the

use of a new PE worksheet for purposes of their recommendation development process that



standardizes the clinical labor tasks and assigns them a clinical labor activity code. We believe
the RUC’s use of the new PE worksheet in developing and submitting recommendations will
help us to simplify and standardize the hundreds of different clinical labor tasks currently listed
in our direct PE database. As we did in previous calendar years, to facilitate rulemaking for CY
2023, we are continuing to display two versions of the Labor Task Detail public use file: one
version with the old listing of clinical labor tasks, and one with the same tasks crosswalked to the
new listing of clinical labor activity codes. These lists are available on the CMS website under
downloads for the CY 2023 PFS proposed rule at http://www.cms.gov/Medicare/Medicare-Fee-
for-Service-Payment/PhysicianFeeSched/PFS-Federal-Regulation-Notices.html.
b. Updates to Prices for Existing Direct PE Inputs

In the CY 2011 PFS final rule with comment period (75 FR 73205), we finalized a
process to act on public requests to update equipment and supply price and equipment useful life
inputs through annual rulemaking, beginning with the CY 2012 PFS proposed rule. Beginning in
CY 2019 and continuing through CY 2022, we conducted a market-based supply and equipment
pricing update, using information developed by our contractor, StrategyGen, which updated
pricing recommendations for approximately 1300 supplies and 750 equipment items currently
used as direct PE inputs. Given the potentially significant changes in payment that would occur,
in the CY 2019 PFS final rule we finalized a policy to phase in our use of the new direct PE
input pricing over a 4-year period using a 25/75 percent (CY 2019), 50/50 percent (CY 2020),
75/25 percent (CY 2021), and 100/0 percent (CY 2022) split between new and old pricing. We
believed that implementing the proposed updated prices with a 4-year phase-in would improve
payment accuracy, while maintaining stability and allowing interested parties the opportunity to
address potential concerns about changes in payment for particular items. This 4-year transition
period to update supply and equipment pricing concluded in CY 2022; for a more detailed
discussion, we refer readers to the CY 2019 PFS final rule with comment period (83 FR 59473

through 59480).



For CY 2023, we are proposing to update the price of eight supplies and two equipment
items in response to the public submission of invoices following the publication of the CY 2022
PFES final rule. The eight supply and equipment items with proposed updated prices are listed in
the valuation of specific codes section of the preamble under Table 15, CY 2023 Invoices
Received for Existing Direct PE Inputs.

We are not proposing to update the price of another eight supplies and two equipment
items which were the subject of public submission of invoices. Our rationale for not updating
these prices is detailed below:

e Acetic acid 5% (SHO001): We received an invoice submission for an increase in price
from 3 cents per ml to 9.5 cents per ml for the SHOO1 supply. However, the invoice stated that
this price was for an “Alcian Blue 1% in 3% Acetic Acid pH 2.5” supply and it is not clear that
this represents the same supply as the “Acetic acid 5% described by the SHOO1 supply item. We
also do not believe that the typical price for this supply has increased 200 percent in the 3 years
since StrategyGen researched its pricing, especially given that the price for the SHOO1 supply
previously increased from 1.2 cents in CY 2019 to its current price of 3 cents for CY 2022.

e Cytology, lysing soln (CytoLyt) (SL039): We received an invoice submission for an
increase in price from 6 cents per ml to 80 cents per ml for the SL039 supply. We do not believe
that the typical price for this supply has increased 1200% in the 3 years since StrategyGen
researched its pricing, especially given that the price for the SL039 supply previously increased
from 3.4 cents in CY 2019 to its current price of 6 cents for CY 2022.

e Fixative (for tissue specimen) (SL068): We received an invoice submission for an
increase in price from 1.3 cents per ml to $4.87 for the SL068 supply. We believe that this was
the result of confusion on the part of the interested party regarding the unit quantity for the
SL068 supply. This item is paid on a per ml basis and not a per unit basis; there was not enough
information on the submitted invoice to determine the price for the SL068 supply on a per ml

basis.



e Ethanol, 100% (SL189): We received an invoice submission for an increase in price
from 0.33 cents per ml to 1.2 cents per ml for the SL189 supply. However, we noted that the
invoice was based on the price for a single gallon of 100% ethanol which is typically sold in
much larger quantities than a single gallon. We found that 100% ethanol was readily available
for sale online in larger unit sizes and the current price of 0.33 cents per ml (based on the past
StrategyGen market research) appears to be accurate based on online bulk pricing. We also
found that the submitted invoices for the ethanol, 70% (SL190), ethanol, 95% (SL248), and
stain, PAP OG-6 (SL491) supplies were also based on pricing for a single gallon. Each of these
supply items was also available for purchase in larger unit quantities which indicated that the
current pricing remained typical for these supplies. Therefore, we are not proposing to update
the prices for the SL189, SLL190, SL248 or SL491 supply, as we do not believe that the higher
prices paid for smaller quantities of these supplies would be typical.

e Biohazard specimen transport bag (SM008): We received an invoice submission for an
increase in price from 8 cents to 45 cents for the SM008 supply. However, it is not clear that the
item described on the invoice is the same item as the SM008 supply. The invoice states only that
the price is for “Supplied Case Red Bags” which was not enough information to determine if this
would be typical for the SM008 supply. We also do not believe that the typical price for this
supply has increased 460 percent in the 3 years since StrategyGen researched its pricing,
especially given that the price for the SM00S8 supply previously increased from 3.5 cents in CY
2019 to its current price of 8 cents for CY 2022.

e International Normalized Ratio (INR) analysis and reporting system w-software
(EQ312): We did not receive an invoice for this equipment item, only a letter stating that the cost
of the EQ312 equipment should be increased from the current price of $19,325 to $1,600,000.
We previously finalized a policy in the CY 2011 PFS final rule (75 FR 73205) to update supply
and equipment prices through an invoice submission process. We require pricing data indicative

of the typical market price of the supply or equipment item in question to update the price. It is



not sufficient to state a different price without providing information to support this new
valuation. Since we did not receive an invoice to support the higher costs asserted in the letter,
we are not proposing a new price for the EQ312 equipment item. Interested parties are
encouraged to submit invoices with their public comments or, if outside the notice and comment
rulemaking process, via email at PE Price Input Update@cms.hhs.gov. We also note that in
order to be considered a direct PE input, an equipment item must be individually allocable to a
particular patient for a particular service. Costs associated with the implementation, maintenance,
and upgrade of equipment that is not individually allocable to a particular patient for a particular
service, or other costs associated with running a practice, would typically be classified as forms
of indirect PE under our methodology.

The same interested parties that addressed the pricing of the EQ312 equipment item
questioned the assignment of the General Practice specialty crosswalk for indirect PE for home
Prothrombin Time (PT)/INR monitoring services. These individuals stated that the predominant
code used for PT/INR monitoring (HCPCS code G0249) will be significantly and negatively
impacted by the continuing implementation over a 4-year period of changes in the clinical labor
rates finalized in the CY 2022 PFS final rule (86 FR 65024). The individuals requested that CMS
change the crosswalk for home PT/INR monitoring services to All Physicians or Pathology
which would partially offset the reduction that HCPCS code G0249 is facing due to changes in
the clinical labor rates.

We note for these interested parties that we finalized a crosswalk to the General Practice
specialty for home PT/INR monitoring services (HCPCS codes G0248, G0249, and G0250) in
the CY 2021 PFS final rule (85 FR 84477 and 84478). The data submitted by the commenters at
the time indicated that the direct-to-indirect cost percentages to furnish home PT/INR monitoring
are in the range of 31:69, similar to the ratio associated with the General Practice specialty. We
disagree, as we did in response to comments in the CY 2021 PFS final rule, that these home

PT/INR monitoring services should be reassigned to a different specialty that is less reflective of



the cost structure for these services to offset reductions in payment for the services that result
from an unrelated policy proposal (the clinical labor pricing update). We also note that we have
not received any new information about PT/INR monitoring services since CY 2021 to indicate
that All Physicians or Pathology would be more accurate choices for use in indirect PE allocation
but are open to receiving new relevant information that CMS could consider in future
rulemaking. As such, we are not proposing to change the assigned specialty for PT/INR services;
we direct interested parties to the previous discussion of this topic in the CY 2021 PFS final rule
(85 FR 84477 and 84478) and again in the CY 2022 PFS final rule (86 FR 65000). Interested
parties are encouraged to submit new information to support the most accurate specialty choice
to use in indirect PE allocation for PT/INR monitoring services distinct from what has previously
been reviewed during the last two rule cycles.

e Remote musculoskeletal therapy system (EQ402): We received an invoice submission
for a price of $1,000 for the EQ402 equipment item. Since this equipment already has a price of
$1,000 we are not proposing to make any changes in the pricing; we thank the interested party
for their invoice submission confirming the current price.

(1) Invoice Submission

We routinely accept public submission of invoices as part of our process for developing
payment rates for new, revised, and potentially misvalued codes. Often these invoices are
submitted in conjunction with the RUC-recommended values for the codes. To be included in a
given year’s proposed rule, we generally need to receive invoices by the same February 10th
deadline we noted for consideration of RUC recommendations. However, we will consider
invoices submitted as public comments during the comment period following the publication of
the PFS proposed rule, and would consider any invoices received after February 10th or outside
of the public comment process as part of our established annual process for requests to update

supply and equipment prices. Interested parties are encouraged to submit invoices with their



public comments or, if outside the notice and comment rulemaking process, via email at
PE Price Input Update@cms.hhs.gov.
c. Clinical Labor Pricing Update

Section 220(a) of the PAMA provides that the Secretary may collect or obtain
information from any eligible professional or any other source on the resources directly or
indirectly related to furnishing services for which payment is made under the PFS, and that such
information may be used in the determination of relative values for services under the PFS. Such
information may include the time involved in furnishing services; the amounts, types and prices
of PE inputs; overhead and accounting information for practices of physicians and other
suppliers, and any other elements that would improve the valuation of services under the PFS.

Beginning in CY 2019, we updated the supply and equipment prices used for PE as part
of a market-based pricing transition; CY 2022 was the final year of this 4-year transition. We
initiated a market research contract with StrategyGen to conduct an in-depth and robust market
research study to update the supply and equipment pricing for CY 2019, and we finalized a
policy in CY 2019 to phase in the new pricing over a period of 4 years. However, we did not
propose to update the clinical labor pricing, and the pricing for clinical labor has remained
unchanged during this pricing transition. Clinical labor rates were last updated for CY 2002
using Bureau of Labor Statistics (BLS) data and other supplementary sources where BLS data
were not available; we refer readers to the full discussion in the CY 2002 PFS final rule for
additional details (66 FR 55257 through 55262).

Interested parties raised concerns that the long delay since clinical labor pricing was last
updated created a significant disparity between CMS’ clinical wage data and the market average
for clinical labor. In recent years, a number of interested parties suggested that certain wage
rates were inadequate because they did not reflect current labor rate information. Some
interested parties also stated that updating the supply and equipment pricing without updating the

clinical labor pricing could create distortions in the allocation of direct PE. They argued that



since the pool of aggregated direct PE inputs is budget neutral, if these rates are not routinely
updated, clinical labor may become undervalued over time relative to equipment and supplies,
especially since the supply and equipment prices are in the process of being updated. There was
considerable interest among interested parties in updating the clinical labor rates, and when we
solicited comment on this topic in past rules, such as in the CY 2019 PFS final rule (83 FR
59480), interested parties supported the idea.

Therefore, we proposed to update the clinical labor pricing for CY 2022, in conjunction
with the final year of the supply and equipment pricing update (86 FR 39118 through 39123).
We believed it was important to update the clinical labor pricing to maintain relativity with the
recent supply and equipment pricing updates. We proposed to use the methodology outlined in
the CY 2002 PFS final rule (66 FR 55257), which draws primarily from BLS wage data, to
calculate updated clinical labor pricing. As we stated in the CY 2002 PFS final rule, the BLS’
reputation for publishing valid estimates that are nationally representative led to the choice to use
the BLS data as the main source. We believe that the BLS wage data continues to be the most
accurate source to use as a basis for clinical labor pricing and this data will appropriately reflect
changes in clinical labor resource inputs for purposes of setting PE RVUs under the PFS. We
used the most current BLS survey data (2019) as the main source of wage data for our CY 2022
clinical labor proposal.

We recognized that the BLS survey of wage data does not cover all the staff types
contained in our direct PE database. Therefore, we crosswalked or extrapolated the wages for
several staff types using supplementary data sources for verification whenever possible. In
situations where the price wages of clinical labor types were not referenced in the BLS data, we
used the national salary data from the Salary Expert, an online project of the Economic Research
Institute that surveys national and local salary ranges and averages for thousands of job titles
using mainly government sources. (A detailed explanation of the methodology used by Salary

Expert to estimate specific job salaries can be found at www.salaryexpert.com). We previously



used Salary Expert information as the primary backup source of wage data during the last update
of clinical labor pricing in CY 2002. If we did not have direct BLS wage data available for a
clinical labor type, we used the wage data from Salary Expert as a reference for pricing, then
crosswalked these clinical labor types to a proxy BLS labor category rate that most closely
matched the reference wage data, similar to the crosswalks used in our PE/HR allocation. For
example, there is no direct BLS wage data for the Mammography Technologist (L043) clinical
labor type; we used the wage data from Salary Expert as a reference and identified the BLS wage
data for Respiratory Therapists as the best proxy category. We calculated rates for the “blend”
clinical labor categories by combining the rates for each labor type in the blend and then dividing
by the total number of labor types in the blend.

As in the CY 2002 clinical labor pricing update, the proposed cost per minute for each
clinical staff type was derived by dividing the average hourly wage rate by 60 to arrive at the per
minute cost. In cases where an hourly wage rate was not available for a clinical staff type, the
proposed cost per minute for the clinical staff type was derived by dividing the annual salary
(converted to 2021 dollars using the Medicare Economic Index) by 2080 (the number of hours in
a typical work year) to arrive at the hourly wage rate and then again by 60 to arrive at the per
minute cost. We ultimately finalized the use of median BLS wage data, as opposed to mean BLS
wage data, in response to comments in the CY 2022 PFS final rule. To account for the
employers’ cost of providing fringe benefits, such as sick leave, we finalized the use of a benefits
multiplier of 1.296 based on a BLS release from June 17, 2021 (USDL-21-1094). As an example
of this process, for the Physical Therapy Aide (L023A) clinical labor type, the BLS data
reflected a median hourly wage rate of $12.98, which we multiplied by the 1.296 benefits
modifier and then divided by 60 minutes to arrive at the f