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Most Favored Nation (MFN) Model
AGENCY: Centers for Medicare &
Medicaid Services (CMS), HHS.

ACTION: Interim final rule with comment
period.

SUMMARY: This interim final rule with
comment period (IFC) implements the
Most Favored Nation (MFN) Model, a
new Medicare payment model under
section 1115A of the Social Security Act
(the Act). The MFN Model will test
whether more closely aligning payment
for Medicare Part B drugs and
biologicals (hereafter, referred to as
“drugs”) with international prices and
removing incentives to use higher-cost
drugs can control unsustainable growth
in Medicare Part B spending without
adversely affecting quality of care for
beneficiaries.

DATES: Effective date: These regulations
are effective on November 27, 2020.

Comment date: To be assured
consideration, comments must be
received at one of the addresses
provided below, no later than 5 p.m. on
January 26, 2021.

ADDRESSES: In commenting, please refer
to file code CMS-5528-IFC. Because of
staff and resource limitations, we cannot
accept comments by facsimile (FAX)
transmission.

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

1. Electronically. You may submit
electronic comments on this regulation
to http://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-5528-IFC, P.O. Box 8013,
Baltimore, MD 21244-8013.

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—-5528-IFC,

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:
Andrew York, 410-786-7400.
SUPPLEMENTARY INFORMATION:

Inspection of Public Comments: All
comments received before the close of
the comment period are available for
viewing by the public, including any
personally identifiable or confidential
business information that is included in
a comment. We post all comments
received before the close of the
comment period on the following
website as soon as possible after they
have been received: http://
www.regulations.gov. Follow the search
instructions on that website to view
public comments.

I. Executive Summary

A. Purpose

High drug prices are impacting the
wallets of Medicare beneficiaries,
especially during the Coronavirus
disease 2019 Public Health Emergency
(PHE). Increases in drug prices are
accelerating at a rate that significantly
outpaces the growth in spending on
other Medicare Part B services, and
prices in the United States (U.S.) for
most Medicare Part B drugs with the
highest Medicare spending far exceed
prices in other countries. Specifically,
drugs have consistently been a major
contributor to the overall Medicare Part
B spending trend. Medicare Part B Fee-
For-Service (FFS) spending for
separately payable physician-
administered drugs and drugs furnished
in a hospital outpatient department
represented about 11 percent of
Medicare Part B FFS benefit spending in
2015, but accounted for about 37
percent of the change in Medicare Part
B FFS benefit spending from 2015 to
2020, and spending on these Medicare
Part B FFS drugs increased to represent
roughly 14 percent of Medicare Part B
FFS benefit spending in 2019.1 In
addition to the continued growth in
spending, the U.S. already pays almost
twice as much on average as other
developed countries pay. In one
analysis of 27 drugs, acquisition costs in
the U.S. were 1.8 times higher than in
comparator countries.? A more recent

12020 Annual Report of the Boards of Trustees
of the Federal Hospital Insurance and Federal
Supplementary Medical Insurance Trust Funds.
Accessed via: https://www.cms.gov/files/document/
2020-medicare-trustees-report.pdf.

2“Comparison of U.S. and International Prices for
Top Medicare Part B Drugs by Total Expenditures”
accessed via https://aspe.hhs.gov/pdf-report/

analysis using the prescription drugs
and countries in the MFN Model
suggests Medicare Part B paid at least
2.05 times as much as other higher-
income countries in 2018.3 The Centers
for Medicare & Medicaid Services’
(CMS) Center for Medicare and
Medicaid Innovation (Innovation
Center) is taking action on President
Trump’s goal to lower drug costs and
seeking to realign financial incentives
by implementing the Most Favored
Nation (MFN) Model as described in
this IFC.

Medicare pays substantially more
than other countries for many of the
highest-cost Medicare Part B drugs that
beneficiaries receive in an outpatient
setting for which Medicare Part B allows
separate payment.4 In many instances,
Medicare pays more than twice as much
for certain drugs as other countries
do.5-¢ This is because Medicare
generally establishes the payment for
separately payable Medicare Part B
drugs using the methodology in section
1847A of the Act. In most cases, this
means payment is based on the Average
Sales Price (ASP) plus a statutorily
mandated 6 percent add-on. Under this
methodology, the Medicare program
does not get the benefit of the
substantial discounts provided in other

comparison-us-and-international-prices-top-
medicare-part-b-drugs-total-expenditures.
3El-Kilani Z, Finegold K, Mulcahy A, and
Bosworth A. Medicare FFS Part B and International
Drug Prices: A Comparison of the Top 50 Drugs.
Washington, DC: Office of the Assistant Secretary
for Planning and Evaluation, U.S. Department of
Health and Human Services. November 20, 2020
(https://aspe.hhs.gov/pdf-report/medicare-ffs-part-
b-and-international-drug-prices).

4 “Comparison of U.S. and International Prices for
Top Medicare Part B Drugs by Total Expenditures”
accessed via https://aspe.hhs.gov/pdf-report/
comparison-us-and-international-prices-top-
medicare-part-b-drugs-total-expenditures; El-Kilani
Z, Finegold K, Mulcahy A, and Bosworth A.
Medicare FFS Part B and International Drug Prices:
A Comparison of the Top 50 Drugs. Washington,
DC: Office of the Assistant Secretary for Planning
and Evaluation, U.S. Department of Health and
Human Services. November 20, 2020 (https://
aspe.hhs.gov/pdf-report/medicare-ffs-part-b-and-
international-drug-prices).

5“Comparison of U.S. and International Prices for
Top Medicare Part B Drugs by Total Expenditures”
accessed via https://aspe.hhs.gov/pdf-report/
comparison-us-and-international-prices-top-
medicare-part-b-drugs-total-expenditures; El-Kilani
Z, Finegold K, Mulcahy A, Bosworth A. Medicare
FFS Part B and International Drug Prices: A
Comparison of the Top 50 Drugs. Washington, DC:
Office of the Assistant Secretary for Planning and
Evaluation, U.S. Department of Health and Human
Services. November 20, 2020 (https://aspe.hhs.gov/
pdf-report/medicare-ffs-part-b-and-international-
drug-prices).

6Individual countries differ in the regulatory
processes and standards governing approval of
drugs and biologicals. Use of international drug
prices in the MFN Model should not be interpreted
to connote FDA approval or to otherwise describe
any scientific or regulatory relationship between
U.S.-approved and non-U.S.-approved products.
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countries, because ASP is calculated
using only the prices that manufacturers
charge to certain U.S.-based purchasers.
ASP-based payments may encourage the
use of more expensive drugs because the
dollar amount of the 6 percent add-on
portion is larger for drugs with higher
ASPs.” As MedPAC noted in its June
2017 Report, “Although, in some cases,
drugs with patent protection may face
competition from other brand drugs in
the same therapeutic class, price
competition between such products may
be limited because the [Medicare] Part

B drug payment system is not structured
to facilitate competition among brand
products with similar health effects.”
Thus, the ASP-based payment approach
currently used in Medicare Part B may
not promote price competition or
provide sufficient incentive to minimize
avoidable costs.

The MFN Model aims to take a global
approach to calculating Medicare Part B
drug payment amounts, by testing a new
payment methodology that takes into
account the discounts that other
countries enjoy, and pays providers and
suppliers with a fixed add-on amount
that does not reward the use of higher-
cost drugs. We expect that this model
will reduce Medicare program
expenditures while preserving or
enhancing quality of care furnished to
Medicare beneficiaries, and will lower
beneficiary cost-sharing through lower
drug payment amounts. The MFN
Model will be tested in all states and
U.S. territories by the CMS Innovation
Center for 7 performance years, from
January 1, 2021 to December 30, 2027.

B. Summary of the Major Provisions

The MFN Model will focus on a select
cohort of separately payable Medicare
Part B drugs. This cohort will initially
include 50 single source drugs and
biologicals (including biosimilar
biological products) that encompass a
high percentage of Medicare Part B drug
spending. The MFN Model will require
mandatory participation. Participants in
the MFN Model will include all
providers and suppliers that participate
in the Medicare program and submit a
separately payable claim for an MFN
Model drug with limited exceptions,
such as providers and suppliers that are
paid for separately payable Medicare
Part B drugs based on reasonable costs.
The vast majority of providers and

7MedPAC, June 2017, “Medicare Part B Drug
Payment Policy Issues,” accessed via http://
medpac.gov/docs/default-source/reports/jun17_
ch2.pdf.

8MedPAC, June 2017, “Medicare Part B Drug
Payment Policy Issues,” accessed via: http://
medpac.gov/docs/default-source/reports/jun17_
ch2.pdf.

suppliers that furnish separately
payable Medicare Part B drugs are
physicians and non-physician
practitioners, supplier groups (such as a
group of physicians or other
practitioners), hospital outpatient
departments (HOPDs), including on- or
off-campus provider-based departments
(PBDs), whether paid under the
outpatient prospective payment system
(OPPS) or the physician fee schedule
(PFS), and ambulatory surgical centers
(ASCs) paid under the ASC Payment
System. Claims from these providers
and suppliers will encompass
approximately 88 percent of the annual
Medicare Part B spending on the drugs
we selected for inclusion in the MFN
Model beginning in performance year 1.
Other types of providers and suppliers
that furnish separately payable selected
drugs will also be required to participate
in the MFN Model, but they may not
often furnish the selected drugs or may
not typically receive separate payment
for Medicare Part B drugs.

The MFN Model will—

¢ Calculate the payment amount for
MFN Model drugs based on a price that
reflects the lowest per capita Gross
Domestic Product-adjusted (GDP-
adjusted) price of any non-U.S. member
country of the Organisation for
Economic Co-operation and
Development (OECD) with a GDP per
capita 9 that is at least sixty percent of
the U.S. GDP per capita, based on
available data;

¢ Make an alternative add-on
payment for MFN Model drugs that will
remove or reduce the financial incentive
to prescribe higher-cost drugs more
frequently; and

¢ Reduce beneficiary cost sharing on
MFN Model drugs.

C. Summary of Costs and Benefits

We believe the MFN Model will
substantially lower drug payment
amounts for the most costly Medicare
Part B drugs, thereby lowering program
expenditures and out-of-pocket costs for
beneficiaries. As discussed in more
detail in section VI. of this IFC, we
estimate that the MFN Model will result
in substantial overall Medicare savings
during the 7-year model performance
period (that is, 28 calendar quarters). In
the CMS Office of the Actuary (OACT)
estimate, OACT estimates savings of
roughly $64.4 billion in Medicare FFS
benefits, $49.6 billion in Medicare
Advantage (MA) payments, and $9.9

9For the purposes of this IFC, GDP means GDP
based on purchasing power parity (PPP), rather than
nominal GDP. A nation’s GDP at purchasing power
parity (PPP) exchange rate is the sum value of all
goods and services produced in the country valued
at prices prevailing in the U. S.

billion in Medicaid 1° spending ($5.7
billion in federal payments and $4.3
billion in state payments). Overall,
OACT estimates that the MFN Model
will result in savings of $85.5 billion,
net of the associated change in the Part
B premium, in Medicare Part B
spending. In addition, OACT estimates
that all beneficiaries will save a total of
$28.5 billion from a reduction in the
Medicare Part B premium as a result of
the MFN Model, and will also see their
coinsurance reduced. In the HHS Office
of the Assistant Secretary for Planning
and Evaluation (ASPE) estimate, ASPE
estimates roughly a net reduction of
$87.8 billion in spending on MFN
Model drugs by the federal government,
state governments, and beneficiaries
over the 7 years of the model. We note
that there is much uncertainty around
the assumptions for both the OACT and
ASPE estimates and refer readers to
section VL. of this IFC for a more
complete discussion of potential
impacts of the MFN Model.

II. Background on Need for Regulatory
Action

On May 11, 2018, President Trump
released his Blueprint to Lower Drug
Prices and Reduce Out-of-Pocket
Costs,1* which outlined the steps his
administration is taking to combat high
drug prices, end foreign freeloading, and
spur biomedical innovation.2

On October 25, 2018, CMS released an
advance notice of proposed rulemaking
(ANPRM) (83 FR 54546) 13 (hereafter
called the October 2018 ANPRM)
describing a potential model, referred to
in the October 2018 ANPRM as the
International Pricing Index Model (IPI),
that would test whether changing the
payment amount for selected Medicare
Part B drugs would reduce Medicare
expenditures and preserve or enhance
quality of care. In the October 2018
ANPRM, we sought comment on a
model test that would—

¢ Calculate the Medicare payment
amount for selected Medicare Part B

10 Medicaid savings estimates do not include
impacts of changes in Average Manufacturer Price
(AMP) and Best Price on manufacturer rebates
under the Medicaid Drug Rebate Program.

11 American Patients First: The Trump
Administration Blueprint to Lower Drug Prices and
Reduce Out-of-Pocket Costs, Available at: https://
www.hhs.gov/sites/default/files/
AmericanPatientsFirst.pdfflanguage=es.

12 “President Donald J. Trump’s Blueprint To
Lower Drug Prices,” accessed via: https://
www.whitehouse.gov/briefings-statements/
president-donald-j-trumps-blueprint-lower-drug-
prices/.

13International Pricing Index Model for Medicare
Part B Drugs; Medicare Program, 83 Fed. Reg (210)
54246 (Oct 30, 2018) available at: https://
www.govinfo.gov/content/pkg/FR-2018-10-30/pdf/
2018-23688.pdf.


https://www.hhs.gov/sites/default/files/AmericanPatientsFirst.pdf?language=es
https://www.hhs.gov/sites/default/files/AmericanPatientsFirst.pdf?language=es
https://www.hhs.gov/sites/default/files/AmericanPatientsFirst.pdf?language=es
https://www.govinfo.gov/content/pkg/FR-2018-10-30/pdf/2018-23688.pdf
https://www.govinfo.gov/content/pkg/FR-2018-10-30/pdf/2018-23688.pdf
https://www.govinfo.gov/content/pkg/FR-2018-10-30/pdf/2018-23688.pdf
http://medpac.gov/docs/default-source/reports/jun17_ch2.pdf
http://medpac.gov/docs/default-source/reports/jun17_ch2.pdf
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https://www.whitehouse.gov/briefings-statements/president-donald-j-trumps-blueprint-lower-drug-prices/
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drugs to be phased down to more
closely align with international prices;

¢ Allow private-sector vendors to
negotiate prices for drugs, take title to
drugs, and compete for physician and
hospital business;

¢ Increase the drug add-on payment
to reflect 6 percent of historical drug
costs; and

e Pay physicians and hospitals the
add-on based on a set payment amount
structure.

We considered the comments that we
received in response to the October
2018 ANPRM in developing the MFN
Model described in this IFC. In addition
to considering these comments, we
considered feedback and suggestions
from a broad set of stakeholders
gathered through comments on the
President’s Blueprint and through
numerous meetings with stakeholders.

President Trump discussed an
Executive Order (E.O.) regarding an
MFN payment model for Medicare Part
B drugs on July 24, 2020, and
subsequently published a superseding
Executive Order on Lowering Drug
Prices by Putting America First on
September 13, 2020.14 In response to the
September 13, 2020 Executive Order, we
will implement the MFN Model
described in this IFC.

A. Medicare Part B Drug Benefit and
ASP Payment Methodology

Medicare Part B includes a limited
drug benefit for drugs and biologicals
described in section 1861(t) of the Act.
The majority of drugs paid under
Medicare Part B generally fall into three
categories: Drugs furnished incident to a
physician’s service in the physician
office, HOPD, or other outpatient
setting; drugs administered via a
covered item of durable medical
equipment (DME); and other categories
of drugs specified by statute (generally
in section 1861(s)(2) of the Act).

Many drugs covered under Medicare
Part B are administered via injection or
infusion in a physician’s office, an
HOPD, and certain other outpatient
settings, such as ASCs, and, when
Medicare allows separate payment for
these drugs, the payment limit is
typically based on the methodology
described in section 1847A of the Act.
The payment amount for these drugs
does not include payment for
administering the drug to a beneficiary;
payment for drug administration
services is made in accordance with the
applicable payment policy for the
setting in which the drug was furnished,

14 Executive Order 13948, https://
www.govinfo.gov/content/pkg/FR-2020-09-23/pdf/
2020-21129.pdf.

such as the Physician Fee Schedule
(PFS) (https://www.cms.gov/Medicare/
Medicare-Fee-for-Service-Payment/
PhysicianFeeSched/index.html), the
Hospital Outpatient Prospective
Payment System (OPPS) (https://
www.cms.gov/Medicare/Medicare-Fee-
for-Service-Payment/
HospitalOutpatientPPS/index.html), or
the Ambulatory Surgical Center
Payment System (https://www.cms.gov/
Medicare/Medicare-Fee-for-Service-
Payment/ASCPayment/index.html).
Medicare Part B also allows separate
payment for drugs in less common
situations such as osteoporosis drugs
furnished by a home health agency, and
when a beneficiary does not have
benefits available under the Part A
program.

The payment methodology for drugs
described in section 1847A of the Act is
generally based on the volume-weighted
ASP for all National Drug Codes (NDCs)
that are assigned to a Healthcare
Common Procedure Coding System
(HCPCS) code for the drug plus a 6
percent add-on. The volume-weighted
ASP for a HCPCS code is calculated
quarterly using manufacturer-submitted
data 15 on sales to all purchasers (with
limited exceptions as articulated in
section 1847A(c)(2) of the Act, such as
sales at nominal charge and sales
exempt from Medicaid best price 16)
with manufacturers’ rebates, discounts,
and price concessions included in the
ASP calculation (that is, the sales price
is net of these rebates, discounts, and
price concessions). The ASP+6 percent
payment amount that Medicare pays for
an individual Medicare Part B drug
claim generally does not vary based on
the exact price an individual provider or
supplier pays to acquire the drug. In the
case of multiple source drugs, the price
of a brand name drug and its generic
equivalent(s) included in the same
billing code are averaged together to
determine the payment allowance.1? As
noted earlier, this payment methodology
may create an incentive for the use of
more expensive drugs, but, as noted in
the MedPAC report (and by sources
cited in the report; pages 68 and 79), an
add-on may be needed to account for
handling and overhead costs and
additional mark-up in distribution

15 OMB Control Number 0938-0921.

16 Best price is defined in section 1927(c)(1)(C) of
the Act.

17 Under section 3139 of the Affordable Care Act
(Pub. L. 111-148) the add-on amount for a
biosimilar is based on the ASP of the reference
product. Biosimilars are not grouped together with
one another or the reference product for payment
purposes.

channels that are not captured in the
manufacturer-reported ASP.

Currently, under Medicare Part B,
beneficiaries’ cost-sharing 18 is generally
20 percent of the Medicare-allowed
amount. The term ‘“Medicare-allowed
amount” means the maximum amount
that a provider or supplier will be paid
for a covered health care service or drug.
However, for items and services paid
under the OPPS, beneficiaries are only
financially responsible for a copayment
amount up to the amount of the
inpatient hospital deductible.19
Medicare pays for the remaining portion
of the Medicare-allowed amount.2°

B. Medicare and Beneficiary Spending

Medicare Part B spending for
separately payable physician-
administered drugs and drugs furnished
in hospital outpatient departments
represented about 11 percent of
Medicare Part B FFS spending in 2015
but increased to represent roughly 14
percent of Medicare Part B FFS
spending in 2019; spending on these
Medicare Part B separately payable
drugs accounted for about 37 percent of
the change in Medicare Part B FFS
spending from 2015 to 2019.
Furthermore, Medicare Part B FFS
spending per capita for separately
payable drugs has increased at an
average annual rate of 11.5 percent over
this same period while Medicare Part B
FFS spending per capita has increased
by 3.8 percent. From 2015 to 2019,
Medicare Part B spending for separately
payable drugs increased from $19.4
billion to $29.8 billion (a nearly 55-
percent increase) with per capita
spending increasing from $583 to $900.
This increase in Medicare Part B FFS
spending for separately payable drugs
during this period reflects increases in
the prices of drugs, introduction of new
drugs, changes in utilization of these
drugs, changes in Medicare Part B FFS
enrollment, and changes in the mix of
drugs for those beneficiaries who
received them.2? Since beneficiaries

18 Not including the annual deductible.

19 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. This limit is $1,408 in 2020.

202020 Medicare Parts A & B Premiums and
Deductibles: Fact Sheet, available at: https://
www.cms.gov/newsroom/fact-sheets/2020-
medicare-parts-b-premiums-and-deductibles.

21 The average annual growth in number of
Medicare Part B FFS beneficiaries was less than 0
percent from 2015 to 2019, so the change in
Medicare Part B beneficiaries does not fully account
for the average annual growth (11.4 percent) in
Medicare Part B spending for physician-
administeredpayable drugs. Instead, the increase
during this period is more fully explained by
increases in the prices of drugs, introduction of new
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without supplemental insurance
typically pay 20 percent of the
Medicare-allowed amount, as described
in section IL.A. of this IFC, they have
faced similar increases in spending on
Medicare Part B drugs as has
Medicare.22

A new Issue Brief from the Office of
the Assistant Secretary for Planning and
Evaluation (ASPE) provides additional
evidence of the need for the rule.
Between 2006 and 2017, Medicare Part
B FFS drug spending per enrollee grew
at 8.1 percent, more than twice as high
as per capita spending on Medicare Part
D (3.4 percent) and nearly three times as
high as overall retail prescription per
capita drug spending (2.9 percent).
Spending and enrollment projections by
OACT for the 2021 President’s Budget
suggest that per capita spending on
Medicare Part B physician-administered
drugs and separately payable hospital
outpatient drugs will grow at a very
similar annual rate of 8 percent between
2020 and 2027, before consideration of
any COVID-19 pandemic impacts.23
Because biologics account for about 77
percent of Medicare Part B FFS
prescription drug spending, there has
been little opportunity to reduce
Medicare Part B spending growth
through generic substitution, as has
occurred in Medicare Part D and in
retail pharmacy overall.24

C. Relative High Price of Medicare Part
B Drugs

Drug acquisition costs in the U.S.
exceed those in Europe, Canada, and
Japan, according to an October 2018
ASPE analysis 25 of Medicare Part B
physician-administered drugs. This

drugs, changes in drug utilization, and changes in
the mix of drugs than by increases in Medicare
enrollment.

221n 2016, 8 in 10 beneficiaries in traditional
Medicare (81 percent) had some type of
supplemental insurance (which typically covers
some or all of Medicare Part A and Medicare Part
B cost-sharing), including employer-sponsored
insurance (30 percent), Medigap (29 percent), and
Medicaid (22 percent). Nearly 1 in 5 beneficiaries
in traditional Medicare (19 percent)—6.1 million
beneficiaries overall—had no source of
supplemental coverage in 2016. https://
www.kff.org/medicare/issue-brief/sources-of-
supplemental-coverage-among-medicare-
beneficiaries-in-2016/.

23 ASPE analysis of OACT spending and
enrollment projections.

24 Nguyen X. Nguyen and Steve Sheingold.
Medicare Part B Drugs: Trends in Spending and
Utilization, 2006—-2017. Washington, DC: Office of
the Assistant Secretary for Planning and Evaluation,
U.S. Department of Health and Human Services.
November 20, 2020 (https://aspe.hhs.gov/pdf-
report/medicare-part-b-drugs-spending-and-
utilization).

25 Comparison of U.S. and International Prices for
Top Medicare Part B Drugs by Total Expenditures”
accessed via https://aspe.hhs.gov/pdf-report/
comparison-us-and-international-prices-top-
medicare-part-b-drugs-total-expenditures.

finding was generally consistent with
the existing evidence base as described
in the HHS analysis’s background
section, which found peer-reviewed
literature on this topic to be relatively
limited and dated, but with similar
findings of higher drug prices in the
U.S. compared to other countries.26 The
HHS analysis compared U.S. drug
acquisition costs for a set of Medicare
Part B physician-administered drugs to
acquisition costs in 16 other developed
economies—Austria, Belgium, Canada,
Czechia, Finland, France, Germany,
Greece, Ireland, Italy, Japan, Portugal,
Slovakia, Spain, Sweden, and the
United Kingdom (UK).27 The main
analysis in the HHS report focused on
27 drugs accounting for 64 percent of
total Medicare Part B drug spending in
2016.28 Among the 27 drugs included in
the analysis, acquisition costs in the
U.S. were 1.8 times higher than in
comparator countries. Acquisition cost
ratios ranged from U.S. prices being on
par with international prices for one of
the 27 drugs, to U.S. prices being up to
7 times higher than the international
prices for others. There was variability
across the 16 countries in the study as
well, with no one country consistently
acquiring drugs at the lowest prices. The
U.S. had the highest drug prices for 19
of the 27 products.29

A new ASPE Issue Brief updates the
earlier analysis for the set of Medicare
Part B drugs and the set of countries in
the MFN Model. In 2018, based on
available data, ASP rates were at least
2.05 times the value-weighted average
price for these drugs in OECD countries
with per capita GDP at least 60 percent
of that in the U.S.30

26 “Comparison of U.S. and International Prices
for Top Medicare Part B Drugs by Total
Expenditures” accessed via https://aspe.hhs.gov/
pdf-report/comparison-us-and-international-prices-
top-medicare-part-b-drugs-total-expenditures.

27 Please refer to the HHS report (“Comparison of
U.S. and International Prices for Top Medicare Part
B Drugs by Total Expenditures” accessed via
https://aspe.hhs.gov/pdf-report/comparison-us-and-
international-prices-top-medicare-part-b-drugs-
total-expenditures) for more information on the
countries selected for analysis.

28 “Comparison of U.S. and International Prices
for Top Medicare Part B Drugs by Total
Expenditures” accessed via https://aspe.hhs.gov/
pdf-report/comparison-us-and-international-prices-
top-medicare-part-b-drugs-total-expenditures.

29 The ASPE report utilized ex-manufacturer
prices (sometimes called the ex-factory price) stated
in U.S. currency on the transaction date. The report
defines ex-manufacturer prices as the price received
by manufacturers of a product, including discounts
applied at the point of sale.

30El-Kilani Z, Finegold K, Mulcahy A, and
Bosworth A. Medicare FFS Part B and International
Drug Prices: A Comparison of the Top 50 Drugs.
Washington, DC: Office of the Assistant Secretary
for Planning and Evaluation, U.S. Department of
Health and Human Services. November 20, 2020
(https://aspe.hhs.gov/pdf-report/medicare-ffs-part-
b-and-international-drug-prices).

The results of these reports
demonstrate that, save for a few outlier
cases, the U.S. prices used to calculate
ASP rates are significantly higher than
the prices in international comparator
countries.31 Based on this significant
difference, which aligns with the
analysis we present in this IFC, we will
test the impact of more closely aligning
payment for Medicare Part B drugs and
biologicals with international prices in
the MFN Model.

II1. Provisions of the Interim Final Rule
With Comment Period

A. Model Performance Period

In part 513, we codify the MFN Model
that will be tested for 7 performance
years. We define ‘““‘model performance
period” to mean January 1, 2021, the
date the model will begin, through
December 31, 2027. We are testing a 7-
year performance period because it will
allow a smooth transition to the MFN
Price (described in section IIL.E.5. of this
IFC) by performance year 4 and
adequate duration to understand the
impact of the MFN Model. As discussed
in section IILN. of this IFC, we will
assess for potential impacts of the MFN
Model across quarterly time periods
throughout the performance period.
Further, we will assess initial impacts of
the MFN Model on quality of care,
including access to drugs, prior to
beginning performance year 5.

B. Defined Population

Our goal is to include all beneficiaries
who are furnished an MFN Model drug
by an MFN participant and who, on the
date of service, are enrolled in Medicare
Part B, have Medicare as the primary
payer, and are not covered under
Medicare Advantage or any other group
health plan, including a United Mine
Workers of America health plan,
hereafter called MFN beneficiaries.
Thus, the defined population for the
MFN Model will be Medicare FFS
beneficiaries who receive an MFN
Model drug from an MFN participant
where payment for such drug is allowed
under the MFN Model. We define the
term “MFN beneficiary” in §513.2.

Testing the model in the population
of beneficiaries who receive drugs with
high annual Medicare Part B spending
allows the MFN Model payment to
apply to a broad set of conditions,
drugs, medical specialties, clinical
settings, and localities rather than
having MFN Model payment focused on
a particular clinical presentation, course
of treatment or single type of care
setting. Defining the population in this

31 ASP is defined in statute, and based on sales
in the U.S.
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manner allows CMS to observe the
implications of a global approach to
calculating Medicare Part B drug
payment amounts and an alternative
add-on approach across a broad set of
providers and suppliers and
beneficiaries, as well as a large set of
manufacturers. Learnings from the MFN
Model will inform CMS and other
stakeholders about the effect of applying
the innovative payment model to a
broad set of drugs on a diverse set of
beneficiaries and to the Medicare
program.

C. MFN Participants
1. Eligible Providers and Suppliers

A majority of Medicare spending on
separately payable Medicare Part B
drugs is for drugs that are furnished
incident to a physician’s service (see
section 1861(s)(2)(A) of the Act), in a
HOPD (see section 1861(s)(2)(B) of the
Act), including in an on- or off-campus
PBD (regardless of whether those PBDs
are excepted or nonexcepted),32 or in an
ASC (see section 1832(a)(2)(F)(@) of the
Act). Depending upon the
circumstances, Medicare Part B allows
separate payment for drugs to other
providers and suppliers, such as
pharmacies, home health agencies,
hospices, radiation therapy centers,
independent diagnostic testing facilities,
ambulance suppliers, durable medical
equipment (DME) suppliers, mass
immunization suppliers, inpatient
hospitals (when Part A payment is not
permitted), and other types of providers
and suppliers. Our goal is to broadly
include providers and suppliers that
receive separate payment for MFN
Model drugs as MFN participants, with
limited exceptions. MFN participants
will consist of Medicare participating
providers and suppliers that submit a
claim for a separately payable drug that
is an MFN Model drug furnished to an
MFN beneficiary, unless otherwise
excluded.33 Because separately payable
Medicare Part B drugs (that is, potential
MFN Model drugs) are most often
furnished by physicians, non-physician
practitioners, supplier groups (such as
group practices), hospitals that are paid
under the OPPS as defined in 42 CFR
419.20 (including off-campus PBDs paid

32 That is, regardless of whether those PBDs are
excepted or nonexcepted under section
1833(t)(21)(B)(ii) of the Act, as added by section 603
of the Bipartisan Budget Act of 2015 (Pub. L. 114—
74).

33 These providers and suppliers will be included
as participants in the MFN Model only if they
participate in Medicare; this means that
nonparticipating physicians and non-physician
practitioners will not be MFN participants and will
continue to be paid in accordance with current
program policies.

under the PFS), and ASCs, these
providers and suppliers will represent
the vast majority of MFN participants.
Other types of providers and suppliers
(that are not excluded) also will be MFN
participants to the extent that they
submit a claim for an MFN Model drug
furnished to an MFN beneficiary. For
example, a home health agency that
receives separate payment for an
osteoporosis drug (defined in section
1861(kk) of the Act) will be an MFN
participant if such drug is an MFN
Model drug and the home health agency
furnishes such drug to an included
beneficiary and a claim is submitted.

We will exclude certain types of
providers and suppliers that are
ultimately not paid for drugs based on
ASP as well as those who are subject to
the hold harmless provision in section
1833(t)(7)(D)(ii) of the Act. Thus, in
§513.100(c), we exclude from the MFN
Model the following providers and
suppliers: Children’s hospitals (defined
under section 1886(d)(1)(B)(iii) of the
Act); PPS-exempt cancer hospitals
(defined under section 1886(d)(1)(B)(v)
of the Act); critical access hospitals
(CAHs) (defined under section 1820 of
the Act); Indian Health Service (IHS)
facilities (described in section 1880 of
the Act), except when MFN Model
drugs are furnished and such service is
described in section 1880(e)(2)(B) of the
Act; Rural Health Clinics (RHCs)
(defined under section 1861(aa)(2) of the
Act); Federally Qualified Health Centers
(FQHCs) (defined under section
1861(aa)(4) of the Act); hospitals that are
not subsection (d) hospitals (as defined
in section 1886(d)(1)(B) of the Act) and
are paid on the basis of reasonable costs
subject to a ceiling under section
1886(b) of the Act; and extended
neoplastic disease care hospitals
(defined in section 1886(d)(1)(B)(vi) of
the Act). In addition, for the first quarter
and second quarter of performance year
1, we will exclude acute care hospitals
that participate in a CMS Innovation
Center model under which they are paid
for outpatient hospital services
furnished to Medicare FFS beneficiaries,
including MFN Model drugs, on a fully
capitated or global budget basis in
accordance with a waiver under such
model of section 1833(t) of the Act. This
exclusion, codified at §513.100(c)(9),
will apply during the first quarter and
second quarter of performance year 1,
and only if the hospital participates in
a CMS Innovation Center model under
which it is paid on a fully capitated or
global budget basis. As codified at
§513.100(c)(10), for the third quarter of
performance year 1 (that is, beginning
July 1, 2021) and beyond, acute care

hospitals that participate in a CMS
Innovation Center model under which
they are paid for outpatient hospital
services furnished to Medicare FFS
beneficiaries, including MFN Model
drugs, on a fully capitated or global
budget basis in accordance with a
waiver under such model of section
1833(t) of the Act will be excluded from
the MFN Model if the parameters of the
other CMS Innovation Center model
adjust for the difference in payment for
MFN Model drugs between the MFN
Model and non-MFN Model drug
payments such that savings under the
MFN Model are incorporated into the
other CMS Innovation Center model’s
parameters (for example, the annual
global budget) for the duration of the
MFN Model. Thus, acute care hospitals
that are participating in the Maryland
Total Cost of Care Model will not be
MFN participants during the first two
calendar quarters of 2021 while they are
paid on a fully capitated or global
budget basis. Further, if the parameters
of the Maryland Total Cost of Care
Model have been updated to adjust for
the difference in payment for MFN
Model drugs between the MFN Model
and non-MFN Model drug payments
such that savings under the MFN Model
are incorporated into the parameters for
the Maryland Total Cost of Care Model
(for example, the annual global budget)
for the duration of the MFN Model, then
these acute care hospitals will remain
excluded from the MFN Model
beginning with the third quarter of
performance year 1 and beyond.
However, if the parameters of the
Maryland Total Cost of Care Model
change such that the participating acute
care hospitals are no longer paid on a
fully capitated or global budget basis or
if a participating acute care hospital
leaves the Maryland Total Cost of Care
Model such that they are paid under
section 1833(t) of the Act, then such
hospitals would no longer fall under
this exclusion. This exclusion also
applies on the same terms to acute care
hospitals participating in the
Pennsylvania Rural Health Model that
otherwise meet the definition of MFN
participant, unless the parameters of the
Pennsylvania Rural Health Model
change such that the participating acute
care hospitals are no longer paid on a
fully capitated or global budget basis or
if a participating acute care hospital
leaves the Pennsylvania Rural Health
Model such that they are paid under
section 1833(t) of the Act. We expect
that the CMS Innovation Center will
adjust the parameters of the Maryland
Total Cost of Care Model and the
Pennsylvania Rural Health Model such
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that the participants in these CMS
Innovation Center models will remain
excluded from the MFN Model for the
duration of the MFN Model. Further, as
discussed in section IIL.].1. of this IFC,
the CMS Innovation Center intends to
address model overlaps with other CMS
Innovation Center models whether or
not the participants in other models are
MFN participants, for example we will
account for changes in Medicare Part B
drug payments that impact other
models’ financial calculations.

We note that community mental
health centers, comprehensive
outpatient rehabilitation facilities
(CORF), outpatient rehabilitation

facilities (ORF), and certain other
providers and suppliers do not submit
claims for Medicare Part B drugs or are
not paid separately for Medicare Part B
drugs; thus, an express exclusion for
these providers and suppliers is not
necessary. We also note that including
these providers and suppliers in the
MFN Model would complicate the
model design and make it challenging to
test the impact of the MFN Model on
these types of providers and suppliers
because of the varied payment
structures among these providers and
suppliers.

Table 1 shows the distribution of 2019
Medicare Part B allowed charges for

separately payable Medicare Part B
drugs by provider and supplier type
using available final action claims
where Medicare was the primary payer,
with limited exclusions as noted. This
table shows the distribution of Part B
drug claims among provider and
supplier types. To assign claims to a
provider or supplier type, we
considered the type of Medicare
Administrative Contractor (MAC) that
processed the claim, type of bill,
provider number, revenue center, line
place of service code, and specialty of
the health care practitioner associated
with the drug claim line.

BILLING CODE 4120-01-P



Federal Register/Vol. 85, No. 229/Friday, November 27, 2020/Rules and Regulations

76186

“JoW I8 SUOLIIPUOD JI 1O LAIAY) USY) puB | JedA dduewIopad JO S1d)enb Jepudjed om) JSiiy oy} J0J SuIpn[oXa a1 OM Jey) S[OPOW JAJU)) UOHBAOUU] SIADLL

‘Justked [OPOIA NLIIA 211 03 302[qns aq [[im Sdd (ST oY3 I1apun pred 10U a1e jer)) sanIioe.|

(IS £q pa[1q Sweyd eyl oN T3POIN NN ) woif ad£) STy JO SWIe[d opnjoxa 24 18y} SLJIPUI 10 [9POJA] NLIIN SY} WoIJ apn[oxa am jey sad£) rarjddns pue opiaoxd sajesrpuy [
"OLULO YI[BaY [BIILL SUBDW DHY 10JUdd y)[eay poyijenb A|[eiopay SUBSW DH O s s s

‘PURTAIRIA UT pajeso] sTeyrdsor] ared aynoe “syuedronied [9poN (DODI. (TN) 218 JO 1S0)) [8I0], PUBTATRIN 4 4 4 %

‘s1o1pddns 1otpo pue sierjddns N AQ pRYSIWINg SSnIp JOJ SWIR[O 2PNTOUT YOTYM “DVIA FINC 2 Aq passadord surrero [[e sapnjoul 11[ddng FINQssx

“TOPOIAL NLAW o woxy suerors£yd

Supedionted-uou £q papwqns swire[d apnoxa am jey) ajoN saonoesd dnoid se yons ‘sdnoid sorjddns pue ‘siouonnoead ueroisAyd-uou ‘suerors£yd se yons siarjddns sapnjour 1Oy s
‘SISA[BUE SIY} JOJ papn|oxa a1om sjeonnaseweydoipes 10§ swiepd pue 10Aed Lrewiid y) Jou SeM dIBIIPIJN SIOYM SWIB[)y

$L8°886°0F$ F6SH6T €T ST8LOET8S SLTTISTLIS | CTIELYE6ETS | PLTTEY TTIS %00°00T STH'8€S°008°07$ | 8LS'LTT TVIOL
69% 08$ 8019 €C1$ 16T$ €579 %000 085°9$ 9T Lissex DHW/OHOL
or$ 88€$ 6T6°1% 9YT'LY 11L°0T$ 810°8$ %000 798°087°1$ 81 ALITIOV HNLLSAL OLLSONOHVIA INAANAIAANI
8¢9 [41E3 F4NE L68°1$ 0r1°z6t'1$ LS0°667$ %00°0 S8T'SoT 1§ S AMOLY Y04V TVIINITD LNAANAdAANI
S9% 0T$ c19$ 679°1$ wo'es 8L¥1$ %000 SCT'€6S°1S 8L0°1 ALITIDV.I ONISYNN aa11is
9¢$ SLTS 98L°T$ T6L°8$ £89°61$ £6T°8% %000 060°€8L°TS [9F4 ADNADY TAVITAM MO HLTVAH JI'1dnd
0LS°S$ 8SLVITS LOE'9TES 659°88¢$ TT8r1Es LOL'918$ %1070 9€$°€80° 1S S LITAGOW HL'TVAH TVINY VINVATASNNAL
6t$ LTS SHLS TELTS T€T'8% ILST0TS %200 8SLLEY S 609 SAIONAOY ILLTVAIL ANOIL
069 B33 S06°1$ €L6°8% 66£°9C% 796°6$ %600 £69°801°LES STL'e +ATINO 9 L4Vd TV.LIdSOH LNALLVANI
w6t'Es FOE'ETS FIT'8LS LTS0S 09t 0€T1$ 06£°876% %E1°0 S18°686°15S 9¢ L1V LIdSOH SNHYA TTHD
80¢$ L88$ 9597 £90°9$ AT 08F+$ %L1°0 127'186°L9$ SLICI LALITIOVA aysd
€I$ STE$ 08LT$ 109°0T$ 859°0F1$ L¥0°95$ %LT0 6IL96T°TITS +86°T MALNAD TYIIOINS AAOLY INGNY
108°6E7$ POLELOS 09781+ SEOBPLOLS | #T670TY'LTS | SBESOT6% %201 SOCTHT T1+8 Sy Lhaerss TAAOW DODL ANVTAUVIA
9IS 68% 120°€$ 9T 01$ ILSETTS STH19%$ %t YLTY6EL8SS €LTT ADVINIVHd
L9VS 69<°1$ 66019 £78°6% 8€0°17$ 88L+01$ %bi'1 £6L°981°885% 919°¢ (IITTIE YALSOU) NOILVZINNIAIL SSYIA
0€L€TS SL6V6$ 799°TIES 8ELVE6S LTE9TOTS 169°SLLS %SS'T 020°0€9°8€0°T$ | 6£€°T LTVLIASOH SSAJ0OV TVOLLIND
8LEGOS 0TS 9¥8°676°1+$ L1F°S8T°8LS 19S°8SSHSIS | LSTSHITIOLS | €88°VT6'E01$ %08'C OLLELIEPL 1S 11 TIVLIdSOH 440NV
16$ STS$ LLY'TS €9€°01$ 990" ++$ 09S+€T$ %06t 98T IST666'1S | €758 L SINIVTO OVIN ANA
1LE°CS $90°CS$ 0£2°099% 1LT Ty vS 96S°TSITIS | #PETOC TS %90'7€ €LE°0LST968°C1S | 0€T°E TVLIdSOH SddO
%53 STTH 16T°C$ 18S°91$ 88€°CTLS ¥16°6LTS %0L'1S LY TIL LY 0TS | 6L FL PRCTOIRRTe)
ETULEEXER] EILERRER (uweIpapy) AMUIIRG JNUAIG Anug Jag ssnaq g (sSnap g 1ied (SNIL/SNDD)
0ol LN RIULERREN | weL o6 SAnIQ g Med | Med aeNpIN V) ssnaq q saynuy ad£, 1nddng/aapraoag
o< AIRIIPIN 10} maﬂ‘.u-_mv e IRDIPIA Jo pRqunN
J10j sagavy) pasoy [BIoL 10J sagaey)
pasoqy 6107 J0 JUIRJ pamoqy
IBRIIAY 6107 #1001 6102

AdAL JAI'TddAS ANV HAdIAOYUd AY «SONJA ATdVAVd
ATILVIEVAAS HOA STOUYVHD AAMOTIV 4 LIVd HIVOIQAN 6107 40 NOLLAGIILSIA - T A'TdV.L

MFN Model Medicare Part B drugs that
are furnished in the inpatient setting,

To minimize the complexity of the
MFN Model, we are not including in the

BILLING CODE 4120-01-C
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administered through covered DME,
orally administered, or paid under the
End-Stage Renal Disease Prospective
Payment System (ESRD PPS). Therefore,
in §513.100(d), we provide an
exception for claims submitted by acute
care hospitals for separately payable
Medicare Part B drugs that were
administered during an inpatient stay or
included on an inpatient claim, such as
when a beneficiary has exhausted their
Part A benefit days, claims administered
by the Durable Medical Equipment
Medicare Administrative Contractors
(DME MACs) as described in 42 CFR
421.404(c)(2), and claims paid under the
ESRD PPS, including claims for drugs
that are paid using the transitional drug
add-on payment adjustment.

Under the approach set forth in
§513.100(b), all Medicare participating
providers and suppliers that submit a
claim for an MFN Model drug
(excluding claims specified in
§513.100(d)) furnished to an MFN
beneficiary will be included as MFN
participants unless otherwise excluded
(as specified in § 513.100(c)), regardless
of the volume of MFN Model drugs for
which they submit claims. As Table 1
shows, a significant proportion of
suppliers bill for a relatively lower
volume of MFN Model drugs, such as
less than $2,000 in total annual allowed
charges, and will likely have limited
claims paid under the MFN Model. We
considered whether to make specific
payment adjustments under the MFN
Model for MFN participants that bill for
a low volume of MFN Model drugs
during a historical period or whether
low-volume providers and suppliers
could have the option to opt into or out
of the MFN Model. However, we believe
that requiring participation in the model
only of providers and suppliers that bill
for a higher volume of MFN Model
drugs would not allow us to observe the
impact of the MFN Model on a full
range of providers and suppliers and
would create opportunities for shifting
sites of care and gaming. As such, we
are including a broad set of providers
and suppliers as MFN participants,
regardless of their volume of billing for
MFN Model drugs. As described in
section III.I1.2. of this IFC, the MFN
Model includes a financial hardship
exemption in the form of a potential
reconciliation amount for MFN
participants that are significantly
affected by their participation in the
MFN Model.

We note that MFN Model drugs could
be furnished to a beneficiary in an
HOPD who is subsequently admitted to
an inpatient hospital stay. When a
beneficiary receives outpatient hospital
services, including MFN Model drugs,

during the 3 days immediately
preceding admission to a hospital
defined under section 1886(d) of the
Act, the outpatient hospital services are
treated as inpatient services if the
beneficiary has Medicare Part A
coverage and such services are not
separately payable under Medicare Part
B. We will apply this policy
consistently under the MFN Model such
that if a beneficiary receives an MFN
Model drug in an HOPD that is an MFN
participant and is admitted to this
hospital within 3 days, then those
services, including drugs, will be treated
as inpatient services (in accordance
with Medicare inpatient payment
policies) and will not be separately
payable under the MFN Model. We note
that when a beneficiary receives
outpatient hospital services during the
day immediately preceding a hospital
admission to a hospital not paid under
the Inpatient Prospective Payment
System (IPPS), such as psychiatric
hospitals and units, inpatient
rehabilitation hospitals and units, long-
term care hospitals, children’s hospitals,
and cancer hospitals, the statutory
payment window is one day preceding
the date of the patient’s admission; but
because these categories of hospitals
will be excluded from the MFN Model,
as discussed previously, the payment
window policy will not be applicable
for this model.

We are codifying these provisions in
§§513.100(a) through (d).

We note that we include a limitation
on the MFN Drug Payment Amount in
§513.210(d)(5) that will apply to certain
claims submitted by 340B covered
entities as described in section IIL.E.10.
of this IFC to ensure that beneficiaries
who are furnished MFN Model drugs by
a 340B covered entity do not face
increased cost-sharing under the MFN
Model than would otherwise apply.

2. Mandatory Participation and
Requirements

Model participation will be
mandatory for Medicare participating
providers and suppliers that satisfy the
MFN participant definition. There will
be no specific enrollment activities for
MFN participants; rather, their
participation will be effectuated by the
submission of a claim for an MFN
Model drug furnished to an MFN
beneficiary, and we will apply the MFN
Model payment to such a claim.

As we have described in previous
rules implementing models with
required provider or supplier
participation, such as the
Comprehensive Care for Joint
Replacement (CJR) Model, mandatory
participation can enhance the

generalizability of model results, as
mandatory model participants may be
more broadly representative of all entity
types that could be affected by a model.
Requiring participation in the MFN
Model will allow us to observe the
experiences of providers and suppliers
with diverse characteristics, such as
geographies, patient populations, and
specialty mixes. Mandatory
participation (with specified exceptions)
by providers and suppliers submitting
claims for MFN Model drugs in a
nationwide model, as further discussed
in section III.C.3. of this IFC, will
minimize administrative complexity
and risk to the integrity of the MFN
Model.

In §513.100(e) and §513.100(f), we
are codifying MFN participant
requirements during and after the MFN
Model. During the MFN Model
performance period described in
§513.1(c), MFN participants must—

¢ Adhere to the beneficiary
protections requirements in §513.410 to
ensure beneficiaries’ access to care is
not adversely impacted;

e Adhere to the MFN Model-specific
billing instructions established by CMS
and the MAC responsible for processing
the MFN participant’s claims, including
without limitation those described in
§513.200, to ensure appropriate and
accurate Medicare payments; and

¢ Participate in MFN Model
monitoring and evaluation activities in
accordance with 42 CFR 403.1110(b),
including collecting and reporting of
information as the Secretary of Health
and Human Services (the Secretary)
determines is necessary to monitor and
evaluate the MFN Model, including
without limitation “protected health
information” as that term is defined at
45 CFR 160.103.

For 2 years after termination of the
MFN Model, MFN participants must
participate in MFN monitoring activities
as described in §513.420.

MFN participants will continue to bill
Medicare for separately payable MFN
Model drugs furnished to MFN
beneficiaries and be responsible for
collecting beneficiary cost sharing
amounts for MFN Drug Payment
Amounts. As such, we anticipate MFN
participants will have the same
administrative requirements for
collection of beneficiary cost-sharing
amounts under the MFN Model as apply
to collection of beneficiary cost-sharing
outside the MFN Model.

As discussed in section IILL. of this
IFC, manufacturers will exclude from
their calculation of ASP all units of
MFN Model drugs that are furnished to
MFN beneficiaries and for which
payment under §513.210 is allowed.
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Manufacturers will need to determine
the number of units to exclude and may
adjust purchasing arrangements with
MFN participants in order to obtain
information about such units. While
MFN participants are not required to
provide data to manufacturers related to
the number of units of MFN Model
drugs that were furnished to MFN
beneficiaries and for which payment
under §513.210 was allowed, we
anticipate that manufacturers may
establish mechanisms to obtain such
information, which also may create
administrative burden for MFN
participants related to the MFN Model.
For example, manufacturers could
require use of separate purchasing
accounts, or reporting of information
about units of MFN Model drugs that
were furnished to MFN beneficiaries
and for which payment under §513.210
was allowed in order to receive a more
favorable purchase price.

3. Model Geographic Area

In the October 2018 ANPRM, CMS
anticipated the geographic area
included in a potential IPI Model would
encompass 50 percent of Medicare Part
B drug spending. Several commenters
expressed concern that having model
participants subjected to multiple
payment methodologies for included
drugs based on having some but not all
of their locations within the model’s
geographic area would be
administratively burdensome.
Additionally, some commenters
expressed concern at the idea of
requiring participation in some
geographic areas but not others, noting
that this approach would
disproportionately affect some providers
and suppliers and not others. Multiple
commenters noted that reduced cost-
sharing for patients in the model
compared to those outside of the model
would create potential differences in
access for beneficiaries. One commenter
noted that there would be a risk of
patient steering if the model created a
financial incentive for providers and
suppliers to provide care at sites outside
of the model geographic area rather than
at sites in the model geographic area.

Due to the administrative complexity
and risk to model integrity associated
with a limited scope, CMS believes that
the MFN Model cannot realize its full
potential in spending reductions for
Medicare and its beneficiaries and
improvement in quality of care without
broad participation of Medicare
participating providers and suppliers
through a nationwide scope. Section
1115A(b) of the Act gives the Secretary
discretion in the design of models,
including the scope of models. Section

1115A(a)(5) of the Act states that the
Secretary may elect to limit testing of a
model to certain geographic areas. It
follows that the Secretary could
similarly elect not to limit testing to
certain geographic areas, and instead
test a nationwide model.

The MFN Model requires mandatory,
nationwide participation of Medicare
participating providers and suppliers
(with limited exclusions) to be able to
successfully test the model for the
reasons described later in this section.
First, a nationwide scope avoids
additional administrative burden on
MFN participants with some service
locations inside the MFN Model
geographic area and others outside of
the MFN Model geographic area, which
could lead to such MFN participants
needing to track and follow separate
requirements for how drugs are
acquired, furnished, and billed,
depending on the service location.
Second, a nationwide model geographic
area eliminates the potential for MFN
participants with service locations both
inside and outside the MFN Model’s
geographic area to seek to influence
beneficiaries’ choice of treatment
location in response to the differences
between non-model payments and the
MFN Model payments. This potential
issue is of particular concern for the
MFN Model given the broad use of MFN
Model drugs and the ambulatory
settings in which these drugs may be
furnished, which can be geographically
distributed over wide areas. Third, CMS
also believes that a nationwide model
geographic area maintains continuity
with current treatment patterns by
limiting disruption to beneficiary and
health care provider treatment plans
that may arise due to potential changes
in the site of care. Fourth, a nationwide
model geographic area allows all
eligible beneficiaries who receive an
MFN Model drug from an MFN
participant where separate payment is
allowed to benefit from the cost-sharing
reductions under the MFN Model.
Finally, CMS believes that a nationwide
model geographic area along with
mandatory participation creates the
necessary market participation to
increase the likelihood of MFN
participants being able to acquire MFN
Model drugs at lower prices as
discussed in section VI. of this IFC.
CMS notes that several of these points
were commented on by several
respondents to the October 2018
ANPRM. These points highlight the
challenges that accompany a limited
scope (non-nationwide) model
geographic area. CMS therefore believes
a nationwide scope is the most

appropriate for the MFN Model. Thus,
we are codifying in § 513.120 that the
MFN Model geographic area includes all
states and U.S. territories.

As described in section VI. of this IFC,
we anticipate that there could be
potential challenges associated with a
mandatory, nationwide model, namely
greater impacts on manufacturers, a
greater number of MFN participants that
potentially receive lower payments for
drugs under the model, and fewer non-
participants who potentially increase
their patient volume should
beneficiaries need to locate alternative
sites of care. We have designed the
model to mitigate these potential
challenges where possible.

D. MFN Model Drugs

We will begin the MFN Model with
50 Medicare Part B drugs, identified by
Healthcare Common Procedure Coding
System (HCPCS) codes with high annual
spending during 2019 (based on dates of
service and after applying certain
exclusions), that will be included on the
MFN Model Drug HCPCS Codes List
(described later in this section), and
maintain approximately 50 Medicare
Part B drugs on the MFN Model Drug
HCPCS Codes List during the 7-year
model performance period. We will
focus the model on the separately
payable, physician-administered
Medicare Part B drugs with the highest
annual spending which make up a
portion of the roughly 550 HCPCS codes
listed on the quarterly ASP pricing files,
but encompass approximately three-
quarters of annual Medicare Part B drug
spending, 3¢ and are furnished by the
types of providers and suppliers that
frequently bill under Medicare Part B.
The MFN Model payments will apply
only to MFN Model drugs when these
drugs are administered by MFN
participants to MFN beneficiaries and
Medicare Part B allows separate
payment as the primary payer.

In §513.130(b), we exclude some
categories of Medicare Part B drugs from
the model, such as certain vaccines,
radiopharmaceuticals, oral drugs,
compounded drugs, and intravenous
immune globulin products. We also
exclude drugs that are billed with
HCPCS codes to which any generic
drugs are assigned, including in
applicable instances where single

34 CMS publishes a Medicare Part B Drug
Dashboard which can be used to view annual
spending on drugs by HCPCS code. The
downloadable file can be used to examine the
proportion of annual spending for the included
drugs. See: https://www.cms.gov/Research-
Statistics-Data-and-Systems/Statistics-Trends-and-
Reports/Information-on-Prescription-Drugs/
MedicarePartB.


https://www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-and-Reports/Information-on-Prescription-Drugs/MedicarePartB
https://www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-and-Reports/Information-on-Prescription-Drugs/MedicarePartB
https://www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-and-Reports/Information-on-Prescription-Drugs/MedicarePartB
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source drugs or biologicals were within
the same billing and payment code as of
October 1, 2003. For purposes of the
MFN Model, we consider a drug to be

a generic drug if it is approved under an
abbreviated new drug application
(ANDA) under section 505(j) of the
Federal Food, Drug, and Cosmetic Act.
In accordance with President Trump’s
Blueprint to Lower Drug Prices, we are
excluding such drugs because these
drugs are already subject to competitive
market forces and because the Medicare
Part B payment allowances for these
drugs already reflect price competition
from generic products. In addition, we
are excluding drugs for which there is
an Emergency Use Authorization (EUA)
or approval by the Food and Drug
Administration (FDA) to treat patients
with suspected or confirmed
coronavirus disease 2019 (COVID-19).
Since there may likely be urgent, high
demand for such drugs and available
supply may be targeted to certain
populations, this exclusion allows
maximum flexibility for potential
changes in drug distribution for such
drugs.

To encourage introduction and use of
biosimilars, the Trump Administration
has taken several actions, including
establishing separate HCPCS codes for
Medicare Part B biosimilar biological
products. We are not excluding
biosimilar biological products from the
MFN Model, however, given the relative
lower annual Medicare Part B spending
for HCPCS codes for separately payable
biosimilar biological products through
2019, only one biosimilar biological
product is included among the
performance year 1 MFN Model Drug
HCPCS Codes List in Table 2.

We further discuss the drugs that will
be included in or excluded from the
MFN Model in the following four
subsections.

1. MFN Model Drug HCPCS Codes List

We will use an approach for including
drugs in the MFN Model that is similar
to what we described in the October
2018 ANPRM. However, rather than
beginning with approximately 27 drugs,
as discussed in the October 2018
ANPRM, and adding drugs annually, we
will include approximately 50 Medicare
Part B drugs in the MFN Model for each
performance year. We will identify the
top 50 Medicare Part B separately
payable drugs with the highest
aggregated Medicare Part B total
allowed charges in the baseline period,
after excluding certain claims, to result
in an initial set of drugs that will be
included in the model beginning in
performance year 1. Thereafter, annual
additions will follow a similar process

using claims data for the subsequent
year.

Compared to beginning with a smaller
number of drugs and phasing in
additional drugs in each subsequent
performance year, beginning with 50
Medicare Part B drugs simplifies the
model design and reduces complexity
for MFN participants. Based on
spending patterns over time for high
spend Medicare Part B drugs,35 we
expect the set of included Medicare Part
B drugs to remain relatively stable over
the model’s 7-year performance period,
and we believe that a generally stable
set of MFN Model drugs will help MFN
participants plan their drug acquisition
strategies. We believe the benefits of this
stability outweigh the incremental
challenge of beginning the MFN Model
with a longer drug list than envisioned
in the October 2018 ANPRM, and allows
Medicare and its beneficiaries to benefit
from the model payment methodology
sooner for more of the highest spend
Medicare Part B drugs, if anticipated
savings are realized.

By focusing the MFN Model on
separately payable Medicare Part B
drugs, payments for products that are
bundled or otherwise included in
payment for a procedure or other
services will not be affected by the MFN
Model and payments for such bundled
services will not have to be separated or
adjusted. This approach does not
exclude drugs that are packaged under
a Medicare payment system in certain
settings and separately payable in other
settings. However, the MFN Model
payment only applies to such drugs in
settings where separate payment is
allowed.

In §513.130, we describe the creation
and periodic updates of an MFN Model
Drug HCPCS Codes List, which
designates the MFN Model drugs that
are subject to the MFN Model payments
specified in § 513 subpart C.
Specifically, to select the list of drugs
included in the MFN Model for the
beginning of performance year 1 (that is,
beginning January 1, 2021), the
regulation text at §513.130(a)(1) codifies
that, after making the exclusions
specified in §513.130(b)(1) and (b)(2),
CMS identifies the top 50 drugs by
HCPCS code with the highest aggregate
2019 Medicare Part B total allowed
charges, and adds those HCPCS codes to
the MFN Model Drug HCPCS Codes
List, after updating such HCPCS codes

35 CMS publishes a Medicare Part B Drug
Dashboard, which can be used to view annual
spending on drugs by HCPCS code. See: https://
www.cms.gov/Research-Statistics-Data-and-
Systems/Statistics-Trends-and-Reports/
Information-on-Prescription-Drugs/
MedicarePartB.html.

for any applicable changes. We will use
HCPCS codes to identify drugs because
they are an established way to identify,
bill, and pay for separately payable
Medicare Part B drugs in the Medicare
claims processing system, and they are
commonly used in other Medicare Part
B drug payment resources like the ASP
drug pricing files. For this process, we
will use final action Medicare Part B
claims for separately paid drugs with
dates of service within calendar year
2019 and allowed charges greater than
$0 where Medicare was the primary
payer from all Medicare providers and
suppliers as the baseline period. This
period is the most recent full calendar
year of claims data that was sufficiently
available prior to the model
performance period start on January 1,
2021. Accordingly, we arrayed drugs,
using HCPCS codes, in descending
order based on the aggregate Medicare
Part B total allowed charges in the 2019
baseline period, after making the
exclusions specified in §513.130(b)(1)
and (b)(2), and identified the 50
Medicare Part B drugs (identified by
HCPCS codes) with the highest total
Medicare Part B allowed charges. These
HCPCS codes are included on the MFN
Model Drug HCPCS Codes List for the
beginning of performance year 1 as
shown in Table 2 of this IFC.

The MFN Model uses an annual
calendar year baseline period for
purposes of identifying the drugs that
will be added to the MFN Model Drug
HCPCS Codes List for performance year
1 (and annually thereafter, using the
next subsequent calendar year as the
baseline) because: The vast majority of
HCPCS Code updates occur annually in
the January HCPCS update; the model
will use an annual baseline period to
calculate the alternative add-on
payment amount described in section
IIL.F. of this IFC; and these baseline
periods will be aligned for consistency
in the model design.

This approach for identifying the
drugs that are included in the MFN
Model at the beginning of performance
year 1 captures most of the drugs listed
in the October 2018 ASPE report,36
which used the Medicare Part B
National Summary Drug file from 2016
to identify approximately 27 HCPCS
codes associated with high amounts of
spending, and nearly all the drugs listed
in the November 20, 2020 ASPE report,
which applied the criteria in the MFN
Model to Medicare Part B claims data

36 “Comparison of U.S. and International Prices
for Top Medicare Part B Drugs by Total
Expenditures’ https://aspe.hhs.gov/pdf-report/
comparison-us-and-international-prices-top-
medicare-part-b-drugs-total-expenditures.


https://www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-and-Reports/Information-on-Prescription-Drugs/MedicarePartB.html
https://www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-and-Reports/Information-on-Prescription-Drugs/MedicarePartB.html
https://www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-and-Reports/Information-on-Prescription-Drugs/MedicarePartB.html
https://www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-and-Reports/Information-on-Prescription-Drugs/MedicarePartB.html
https://www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-and-Reports/Information-on-Prescription-Drugs/MedicarePartB.html
https://aspe.hhs.gov/pdf-report/comparison-us-and-international-prices-top-medicare-part-b-drugs-total-expenditures
https://aspe.hhs.gov/pdf-report/comparison-us-and-international-prices-top-medicare-part-b-drugs-total-expenditures
https://aspe.hhs.gov/pdf-report/comparison-us-and-international-prices-top-medicare-part-b-drugs-total-expenditures
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for 2018.37 This approach also results in
the inclusion of a variety of drugs and
biologicals (including biosimilar
biological products) that are used to
treat common conditions in the
Medicare Part B beneficiary population.
These drugs and biologicals with high
annual Medicare allowed charges are
frequently prescribed and administered
by various physician specialties to
beneficiaries with various medical
conditions. Examples of uses of the
drugs included in the MFN Model are:
Drugs and biologicals used to treat
cancer and related conditions,
biologicals used for the treatment of
rheumatoid arthritis and other immune
mediated conditions, and biologicals
used to treat macular degeneration.
Beneficiaries who receive such drugs,
often on a recurring basis, face
substantial cost-sharing liability directly
or through their supplemental
insurance, and such costs may be partly
avoidable (that is, reduced) if Medicare
payment for these drugs were not based
on the current ASP methodology.

Beginning with 50 of the highest
spend HCPCS codes based on annual
Medicare Part B allowed charges during
2019, after taking into account certain
exclusions, focuses the MFN Model on
a wide variety of frequently utilized
Medicare Part B drugs and specialties
that administer such drugs to Medicare
FFS beneficiaries, and allows CMS to
test the MFN Model payment on a broad
set of drugs and biologicals that are
furnished to many beneficiaries. We
believe that including single source
drugs and biologicals (including
biosimilar biological products) that
move into the top 50 HCPCS codes on
an annual basis will capture potential
shifts in utilization to drugs that had not
yet been included in the MFN Model, if
such shifting were to occur, and will
mitigate the potential for medically
unnecessary shifts in utilization.

In developing this approach, we also
considered comments we received in
response to the October 2018 ANPRM
on using drug classes to help inform
which drugs to include in the MFN
Model, as well as requests to consider
how access to Medicare Part B drugs (as
a whole and for specific subsets of
drugs) might be affected by inclusion in
the model. We considered these
suggestions and believe that using
annual Medicare Part B allowed charges

37 El-Kilani Z, Finegold K, Mulcahy A, and
Bosworth A. Medicare FFS Part B and International
Drug Prices: A Comparison of the Top 50 Drugs.
Washington, DC: Office of the Assistant Secretary
for Planning and Evaluation, U.S. Department of
Health and Human Services. November 20, 2020
(https://aspe.hhs.gov/pdf-report/medicare-ffs-part-
b-and-international-drug-prices).

as a primary factor is a more
transparent, consistent, and clear
approach because attempting to identify
drugs for inclusion in the MFN Model
based on groups or classes of drugs
could become complicated and
confusing for MFN participants. There
are numerous drug classification
approaches available; for example, drug
classification can be based on a
chemical class, site of action,
mechanism of action, as well as other
factors. These approaches can become
difficult to apply consistently when
drugs from different chemical classes
are used to treat the same condition,
when a drug has more than one
mechanism of action, or when
conditions are treated with drugs having
more than one mechanism of action. For
example, the Medicare Part B biological
products commonly used to treat
rheumatoid arthritis include a variety of
monoclonal antibodies. Using broad
terms such as monoclonal antibodies to
identify a “group” of MFN Model drugs
would include a variety of biologicals
that are commonly also used in treating
other conditions, such as Crohn’s
disease, ulcerative colitis, cancer, and
multiple sclerosis. Attempting to select
MFN Model drugs using more narrow
terms, for example by specifying agents
that exert effects on more specific
inflammatory pathways, such as tumor
necrosis factor and interleukins, would
miss biologicals that affect other
pathways, like T cell stimulation. These
approaches may also miss products that
are primarily used to treat other
diseases, but may be used less
frequently in rtheumatoid arthritis, and
these approaches may not be readily
adaptable for novel products that may
be introduced over the 7-year
performance period of the model.

In §513.130(a)(2), we are codifying
the process for annual updates of the
MFN Model Drug HCPCS Codes List to
update the list of drugs that will be
included in the MFN Model for the
subsequent performance year, as further
described in section IIL.D.3. of this IFC.

2. Exclusion of Certain HCPCS Codes
and Claims

In the October 2018 ANPRM, we
discussed the potential exclusion of
several groups of drugs from the
potential IPI Model (83 FR 54555).
Commenters generally agreed that these
drugs should be excluded. As codified
in §513.130(b)(1), the MFN Model
excludes the following types of drugs,
by excluding claims at the HCPCS code
level, before identifying the top 50 drugs
with the highest aggregate annual
Medicare Part B total allowed charges:

e Medicare Part B vaccines specified
in section 1861(s)(10) of the Act (that is,
influenza, pneumococcal pneumonia,
and Hepatitis B vaccines, and any future
vaccine for COVID—19). These
preventive products are paid under
section 1842(0)(1)(A)(iv) based on
average wholesale price (AWP), a price
that does not include discounts or
rebates. Including such drugs in the
MFN Model also would not comport
with our test of an alternative add-on
payment amount (described in section
IIL.F. of this IFC) because the statutory
add-on percentage under section 1847A
of the Act does not apply to these drugs.

¢ Radiopharmaceuticals. Many
radiopharmaceuticals are typically
acquired outside of the traditional drug
supply chain. Nuclear pharmacies are
frequently involved in the preparation
of patient-ready doses of these drugs,
and Medicare Part B payment is
frequently based on contractor pricing.
We are excluding radiopharmaceuticals
from the MFN Model because it is
unlikely that we will be able to obtain
reliable international drug pricing
information for radiopharmaceuticals.

¢ Oral Medicare Part B drugs,
including oral anticancer drugs
described in section 1861(s)(2)(Q) of the
Act, oral antiemetic drugs described in
section 1861(s)(2)(T) of the Act and
immunosuppressive drugs described in
section 1861(s)(2)(J) of the Act. Oral
anticancer, antiemetic, and many
immunosuppressive drugs are often
used outside of the provider and
supplier settings (for example, these
drugs are often used at home); therefore,
we are excluding these oral drugs from
the MFN Model.

e Compounded drugs including
products prepared by outsourcing
facilities.38 Although subject to certain
FDA requirements, these products are
not approved by FDA per se, and with
one exception under the OPPS 39 are not
billed under drug-specific HCPCS
codes; they are typically billed using
under “not otherwise classified”” (NOC)
codes. Also, compounded drugs are
typically acquired outside of the
traditional drug supply chain, and
Medicare Part B payment for
compounded drugs is generally based
on contractor pricing, such as invoice
pricing. We are excluding these drugs
because it is unlikely that we will be
able to obtain reliable international drug
pricing information for compounded
drugs.

38 See section 503B of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 353b) with respect to
the definition of outsourcing facilities and their
regulation by FDA.

399257 Injection, bevacizumab, 0.25 mg.
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¢ Intravenous immune globulin
products. In response to the October
2018 ANPRM, a commenter suggested
that CMS exclude plasma-derived
products and stated such products have
potential unique sourcing and
distribution, and past supply shortages.
We note that FDA has identified a
current shortage related to one of the
HCPCS codes that is among the top
drugs with high aggregate 2019
Medicare Part B total allowed charges
(J1569, Gammagard liquid infusion).
Three other immune globulin products
are also among the top drugs in 2019,
J1459 (Inj ivig privigen 500 mg), J1561
(Gamunex-c/gammaked), and J1568
(Octagam injection). After considering
this concern, we are excluding
intravenous immune globulin products
from the MFN Model because these
products are at higher risk of shortage
based on their complex sourcing and
production, and we are aware of the
ongoing exploration of the potential
benefit of plasma in the treatment of
patients with COVID-19.

¢ Drugs that are subject to an EUA or
receive FDA approval to treat patients
with suspected or confirmed COVID-19.
The exclusion of these drugs will
minimize any potential for the MFN
Model to impact rapid, widespread
availability of such drugs in the U.S. to
treat patients with suspected or
confirmed COVID-19.

e Drugs without drug-specific HCPCS
codes, that is, those billed under “not
otherwise classified” (NOC) codes, such
as J3490. NOC codes are used to bill for
drugs not assigned to a particular
HCPCS code. NOC codes typically
include a variety of unrelated drugs that
cannot be easily separated for the
purpose of ranking allowed charges of
the individual drugs. Also, significantly
greater claims processing complexity for
Medicare and MFN participants would
result if we had to identify whether an
MFN Model drug was billed under a
NOC code during MFN Model
operations. By excluding HCPCS codes
for these types of drugs, these drugs will
be fully excluded from the MFN Model.

While we intend that the MFN Model
drugs will encompass a wide variety of
frequently utilized Medicare Part B
drugs, we also intend that drugs will not
be included on the basis of substantial
use at home. Thus, in §513.130(b)(2),
we codify the exclusion of claims that
were processed and paid by the DME
MAG:s as described in 42 CFR
421.404(c)(2), and professional claims
with a place of service code that
indicates the drug was used in a home,
including home-like settings, prior to
identifying the top 50 drugs (by HCPCS

code).%0 The place of service exclusion
applies only to professional claims
because place of service codes are not
used on institutional claims to identify
home use. Specifically, professional
claims with place of service codes 04—
homeless shelter, 12—home, 13—
assisted living facility, 14—group home,
16—temporary lodging, and 33—
custodial care facility will be excluded
prior to identifying the top 50 drugs (by
HCPCS code).

For future years of model
implementation, we seek comment on
whether all blood related, plasma
derived, and human tissue products
should be included in or excluded from
the MFN Model. We also seek comment
on how CMS should define such
products and what would be the
supporting rationale for such an
exclusion and how to address such
considerations in the future. We note
that we are also considering as a
potential addition to the model design
whether certain drugs, such as certain
gene and cell therapies (for example,
chimeric antigen receptor T-cell (CAR-
T) products) and drugs approved by
FDA after the start of the MFN Model
that are indicated for and used to treat
rare diseases or conditions, should be
excluded from the MFN Model for all
performance years, or for several years
after the drug is first sold in the U.S. We
note that under the MFN Model, annual
Medicare Part B allowed charges would
have to exceed tens of millions of
dollars for such drugs to reach the top
50 and be added to the MFN Model. We
also note that many of the top 50 drugs
in 2019 are used to treat conditions with
limited populations and were first
approved within the last 5 years. In
addition, we note that while drugs may
initially be approved for one or a few
very narrow indications, subsequently
approved indications can quickly
expand the use of the drug to a much
larger patient population. We are
considering whether we should exclude
certain gene and cell therapies based on
supply chain criteria, similar to our
policy to exclude vaccines and
compounded drugs. For future years, we
seek comment on whether we should
exclude certain gene and cell therapies
or new drugs for the treatment of rare
diseases and conditions from the MFN
Model, and how CMS would identify
such drugs for exclusion, particularly
how we would define such drugs,
identify rare diseases and conditions for

40 The DME MACGs process Medicare Durable
Medical Equipment, Orthotics, and Prosthetics
(DMEPOQOS) claims for a defined geographic area or
“jurisdiction,” servicing suppliers of DMEPOS.
Professional claims must comply with the ASC X12
837 Professional guide (005010X222A1).

purposes of the MFN Model, and
determine the appropriate length of
such exclusion (for example, all
performance years or several years after
the drug is first sold in the U.S.).

Some commenters have suggested that
drugs in short supply (based on
inclusion on the FDA drug shortages
list) should be excluded from drug
payment models. As discussed
previously, we are excluding
intravenous immune globulin products
from inclusion on the MFN Model Drug
HCPCS Codes List, because these
products are at higher risk of shortage
based on their complex sourcing and
production. Otherwise, based on our
experience with ASP pricing, shortages
of high cost single source drugs and
biologicals are uncommon, of short
duration, and generally apply to some
but not all package sizes of a drug. As
described in section IILE.12. of this IFC
and codified in §513.210(d)(2), we
include a quarterly payment exception
for MFN drugs that are in short supply
(based on inclusion on the FDA drug
shortages list). We believe it will be less
disruptive to the MFN Model to include
a quarterly payment exception for MFN
Model drugs during the time they are in
short supply than to exclude such drugs
from the MFN Model altogether because
a quarterly payment exception approach
will avoid changing the inclusion status
of drugs should a shortage occur and
again when the shortage is resolved,
eliminate the need to consider
developing a process to add and remove
replacement drugs to maintain the
number of MFN Model drugs, and avoid
manufacturers having to change
processes for capturing sales of such
drugs in their ASP calculations as
discussed in section III.L. of this IFC
(under this policy, manufacturers will
not include in their calculation of the
manufacturer’s ASP any units of MFN
Model drugs billed by MFN participants
where the MFN Drug Payment Amount
is paid by Medicare as the primary
payer).

Finally, we considered whether an
exception to inclusion on the MFN
Model Drug HCPCS Codes List might be
appropriate for MFN Model drugs in
cases where pharmaceutical
manufacturers that distribute the drug
in the U.S. do not own the rights to the
drug product for distribution outside the
U.S. and therefore do not control ex-
U.S. pricing for the drug product. To
avoid a gaming opportunity whereby
manufacturers’ new or recent business
arrangements create such cases, this
type of exception could be defined such
that only ownership rights that were
transferred prior to the October 2018
ANPRM, when CMS announced a new
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Medicare Part B drug payment model
was being developed, would qualify. To
avoid an exception being too broad, we
are concerned that additional criteria
should be required to qualify for it, such
as whether the increase in the MFN
Model drug’s applicable ASP (a measure
of U.S. prices) based on sales since
October 2018 has been slower than
inflation (that is, the change in the CPI-
U from the end of October 2018 through
the ASP calendar quarter for the first
calendar quarter of the model), and
whether the U.S. manufacturer makes a
legally enforceable commitment to
future U.S. price increases being slower
than inflation moving forward, if such
an exception were to be granted. In
addition, to maintain the exception for
the remainder of the model, the increase
in the MFN Model drug’s applicable
ASP since October 2018 would need to
be assessed quarterly to determine
whether it continues to be slower than
inflation. Given the complex and
numerous relationships that
manufacturers may have across U.S. and
international markets, we are not
including such an exception for the
MFN Model.

We seek comments for future years on
our approach to identifying and
maintaining the MFN Model Drug
HCPCS Codes List and whether there is
a need for an exception relating to
manufacturers’ ownership of drug
products internationally, and if so, how
such an exception might be defined and
operated transparently.

3. Annual Updates to the MFN Model
Drug HCPCS Codes List

As discussed in section III.D.1. of this
IFC, the MFN Model will begin with 50
drugs and biologicals by HCPCS code on
the MFN Model Drug HCPCS Codes List
for performance year 1. We will keep
approximately 50 drugs by HCPCS code
in the MFN Model during the 7-year
performance period so that drugs that
continue to account for a large portion
of Medicare Part B drug spending will
continue to be included in the model.
However, we believe that some
adjustments to the MFN Model Drug
HCPCS Codes List will likely be
required from time to time as drugs
enter and exit the market and as
utilization of Medicare Part B drugs
(measured by annual total allowed
charges) changes. Thus, we will update
the MFN Model Drug HCPCS Codes List
annually. The annual update process
will occur prior to the beginning of each
performance year rather than more
frequently, such as a quarterly process,
because less frequent changes to the
MFN Model Drug HCPCS Codes List
will decrease the burden associated

with participating in the model. We
believe that making fewer changes to the
MFN Model Drug HCPCS Codes List
will result in MFN participants having
to make fewer changes to acquisition
arrangements, and this in turn will
lessen any potential for disruption in
workflow and care delivery compared to
a quarterly update process.
Additionally, as specified in
§513.130(a)(4), some quarterly changes
may be necessary to comport with
HCPCS coding updates that are
applicable to the HCPCS codes on the
MFN Model Drug HCPCS Codes List,
such as when a code is terminated and

a successor code is established.

For each annual update for
performance years 2 through 7, as
described in §513.130(a)(2), we will
array in descending order all separately
payable Medicare Part B drugs, using
HCPCS codes, based on total allowed
charges after applying the exclusions
codified in §513.130(b)(1) and (b)(2),
using the most recent full calendar
year’s Medicare Part B claims from all
providers and suppliers. Those drugs (as
identified by HCPCS codes) that have
total allowed charges that fall in the top
50 drugs by spending for that calendar
year that are not already on the MFN
Model Drug HCPCS Codes List will be
added to the MFN Model Drug HCPCS
Codes List to take effect on the first day
of the next performance year and the
MFN Drug Payment Amount that will
apply will be based on the applicable
MFN Price phase-in for that
performance year and will follow the
annual payment updates thereafter. This
process will be used only to add HCPCS
codes that are new to the top 50—to
maintain consistency, we will not
remove any codes from the MFN Model
Drug HCPCS Codes List on the grounds
that the HCPCS code dropped out of the
top 50. We will keep all HCPCS codes
that were included on the MFN Model
Drug HCPCS Codes List for the prior
performance year on the MFN Model
Drug HCPCS Codes List, except in
certain circumstances as noted in
section IIL.D.4. of this IFC, in order to
have greater stability in the set of drugs
that are included in the MFN Model
across the performance years. As a
result, in performance years 2 through 7,
the number of HCPCS codes on the
MFN Model Drug HCPCS Codes List
may be greater than 50. We believe this
approach has the potential to identify
drugs that are alternative therapies to
MFN Model drugs, such as competitor
products, where MFN participants may
shift utilization to avoid using drugs
subject to the MFN Model payment, and
will provide a mechanism for adding

such drugs to the MFN Model. In
addition, this approach will serve as a
mechanism to identify newer drugs with
high annual Medicare Part B spending
for inclusion in the MFN Model.

To maintain transparency, when we
add HCPCS codes that are new to the
top 50 or are replacement codes for
HCPCS codes that are listed on the MFN
Model Drug HCPCS Codes List, we will
list the code’s start date for inclusion in
the MFN Model. In addition, we will
revise HCPCS codes on the MFN Model
Drug HCPCS Codes List as necessary to
reflect quarterly HCPCS code updates
that are applicable to the HCPCS codes
on the MFN Model Drug HCPCS Codes
List, for example when a permanent
code replaces a temporary code, a
HCPCS code is terminated and a
replacement code is established, or a
HCPCS code is established for Medicare
use. In such case, we will include an
end date on the MFN Model Drug
HCPCS Codes List for the terminated
code. We will notify MFN participants
of updates to the MFN Model Drug
HCPCS Codes List no less frequently
than quarterly by adding the updated
MFN Model Drug HCPCS Codes List to
the MFN Model website (https://
innovation.cms.gov/initiatives/most-
favored-nation-model).

4. Approach for Removing Drugs From
the MFN Model Drug HCPCS Codes List

We do not anticipate that drugs will
be removed from the MFN Model
frequently. In accordance with
§513.130(a)(3), we will remove drugs
from the MFN Model Drug HCPCS
Codes List only under the following
limited circumstances, but no more
frequent than quarterly, to align with
quarterly MFN Model payment updates:

e If they are permanently withgrawn
from the U.S. market;

e If a specific HCPCS code included
on the MFN Model Drug HCPCS Codes
List is terminated with no replacement
code available or planned; or

e The drug is excluded from the MFN
Model pursuant to the exclusions in
§513.130(b)(1), for example a HCPCS
code describes a generic drug approved
under an ANDA or a drug with an EUA
or FDA approval to treat patients with
suspected or confirmed COVID-19.

To maintain transparency, we will
remove HCPCS codes by setting an end
date on the MFN Model Drug HCPCS
Codes List at the next quarterly update
after CMS becomes aware, through
environmental scanning activities, that
all of the NDCs assigned to a HCPCS
code have been withdrawn from the
U.S. market and the drug is permanently
withdrawn from the U.S. market, or the
HCPCS code has been terminated with
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no replacement code available or
planned, or the exclusion in
§513.130(b) applies. HCPCS codes that
are removed from the MFN Model Drug
HCPCS Codes List will no longer be
subject to the MFN Model payment, but
rather will be subject to current
Medicare payment policies. If the
conditions for removal no longer exist,
the HCPCS code could again qualify for
inclusion on the MFN Model Drug
HCPCS Codes List at the next annual
update.

5. Performance Year 1 MFN Model Drug
HCPCS Codes List

To create the MFN Model Drug
HCPCS Codes List for performance year
1, we arrayed drug HCPCS codes by
aggregate 2019 Medicare Part B total
allowed charges 4! after applying the
exclusions in §513.130(b)(1) and (b)(2).
We then identified the top 50 drugs by
HCPCS code with the highest aggregate

41We used 2019 final action claims data that were
available in the CMS Chronic Conditions Data
Warehouse in September 2020 where Medicare was
the primary payer.

2019 Medicare Part B total allowed
charges. This process excluded HCPCS
codes for two influenza vaccines (90662
(Iiv no prsv increased ag im) and 90653
(liv adjuvant vaccine im)), two
pneumococcal pneumonia vaccines
(90732 (Ppsv23 vacc 2 yrs+ subq/im)
and 90670 (Pcv13 vaccine im)), and a
radiopharmaceutical (A9606 (Radium
ra223 dichloride ther)) from the MFN
Model Drug HCPCS Codes List. The
exclusion of intravenous immune
globulin products excluded four HCPCS
codes: J1459, Inj ivig privigen 500 mg;
J1561, Gamunex-c/gammake; J1568,
Octagam injection; and J1569,
Gammagard liquid injection.
Additionally, one HCPCS code that
describes a generic drug (J9395,
Injection, fulvestrant) was excluded.
Excluding claims that were processed
and paid by the DME MAGCs resulted in
the following HCPCS codes no longer
falling within the top 50 drugs in 2019:
J7605 (Arformoterol non-comp unit);
J7686 (Treprostinil, non-comp unit); and
J3285 (Treprostinil injection). Excluding
claims based on the place of service

exclusion resulted in one HCPCS code,
J7192 (Factor viii recombinant nos), no
longer falling within the top 50 drugs in
2019.

Using this approach for selecting
MFN Model drugs, the resulting
performance year 1 MFN Model Drug
HCPCS Codes List includes single
source drugs and biologicals that
accounted for approximately 75 percent
of annual Medicare Part B drug allowed
charges for separately payable drugs
during 2019. Table 2 displays the list of
MFN Model drugs (by HCPCS code) that
are included on the MFN Model Drug
HCPCS Codes List for the beginning of
performance year 1, along with the top
billing specialties.

CMS will publish the MFN Model
Drug HCPCS Codes List quarterly on the
MFN Model website (https://
innovation.cms.gov/initiatives/most-
favored-nation-model), in advance of
the calendar quarter, along with MFN
Model Payment amounts and other
MFN Model information and materials.
BILLING CODE 4120-01-P
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E. Model Payment Methodology for MFN
Model Drugs

The MFN Model will test an
innovative approach to calculating drug
payment through use of a more
comprehensive set of drug pricing data
to calculate an alternative payment
amount for MFN Model drugs, along
with an alternative add-on payment,
which is described in section IIL.F. of
this IFC. Payment for drug
administration services, when
applicable, will continue to be
separately billed by model participants
to Medicare; there will be no change in
the payment for drug administration
services under the MFN Model.
Providers and suppliers will continue to
purchase MFN Model drugs, furnish
such drugs to beneficiaries, submit
claims to Medicare, and collect
applicable beneficiary cost-sharing.
Under the MFN Model, payments for
separately payable Medicare Part B
drugs will include the alternative drug
payment amount and the alternative
add-on payment amount, both subject to
sequestration, as applicable.

Similar to the current approach under
section 1847A of the Act, the MFN
Model alternative payment limit for the
“drug portion” of payment for MFN
Model drugs (that is, not including the
add-on amount) will be calculated by
CMS quarterly. This amount is called
the MFN Drug Payment Amount. The
calculation of the MFN Drug Payment
Amounts is codified in § 513.210(b).
Beneficiary cost-sharing will apply to
the MFN Drug Payment Amount for
included drugs.

We will calculate an MFN Drug
Payment Amount for each drug on the
MFN Model Drug HCPCS Codes List
based on an MFN Price, which will be
derived from the lowest GDP-adjusted
country-level price, based on non-U.S.
OECD member countries with a GDP per
capita that is at least 60 percent of the
U.S. GDP per capita.#2 We will use GDP
per capita information that is based on
purchasing power parity. We are also
establishing limits such that the MFN
Drug Payment Amount will not exceed
non-model payment for the drug
(excluding any non-model add-on
payment amount), will not apply to
drugs that are not separately payable,

42Individual countries differ in the regulatory
processes and standards governing approval of
drugs and biologicals. Use of international drug
pricing information in the MFN Model should not
be interpreted to connote FDA approval or to
otherwise describe any scientific or regulatory
relationship between U.S.-approved and non-U.S.-
approved products.

and certain other limitations discussed
later in this section.

Section IIL.LE.1. of this IFC identifies
the data sources for the MFN Model
drugs’ international drug pricing
information that we will use to calculate
the MFN Price for each drug. Section
IILE.2. of this IFC outlines the
international drug pricing information
we will include in these calculations
and the included countries. Section
[LE.3. of this IFC defines the MFN Drug
Payment Amount. Section IIL.E.4. of this
IFC outlines our approach to calculating
each drug’s MFN Drug Payment
Amount. Section IIL.E.5. of this IFC
describes the phase-in of the MFN Price.
Section IILE.6. of this IFC describes the
alternative calculation for the MFN Drug
Payment Amount for situations where
no international drug pricing
information is available for an MFN
Model drug. Section IILE.7. of this IFC
provides illustrative MFN Drug Payment
Amounts for each drug on the
performance year 1 MFN Model Drug
HCPCS Codes List in Table 2 using
historical data. Section IIL.E.8. of this
IFC describes the timing of data and
MFN Drug Payment Amount updates.
Section IILE.9. of this IFC describes
adjustments to the phase-in formula and
incentives for manufacturers to address
rising U.S. drug prices. Section IILE.10.
of this IFC describes the limitation on
the MFN Drug Payment Amount.
Section IILE.11. of this IFC describes the
method for establishing MFN Drug
Payment Amounts for MFN Model
drugs added to the model for
performance year 2 and subsequent
performance years. Section IILE.12. of
this IFC describes the quarterly payment
exception for MFN Model drugs in short
supply. Section IIL.E.13. of this IFC
describes continued payment of the
blood clotting factor furnishing fee
under the MFN Model.

1. Data Sources on International Drug
Pricing Information

We will rely on existing data sources
to obtain data that we will use to
calculate and update the MFN Drug
Payment Amounts. We will use existing
data sources that contain international
drug pricing information, including list
prices, sales and/or volume data (for
example, package size and number of
packages sold), as available, in order to
optimize operational efficiency. Sales
may be based on ex-manufacturer prices
(sometimes called the ex-factory price),
that represent actual or calculated prices
paid to the manufacturer by wholesalers
and other distributors, retail prices,
prices for other distribution channels, or
a combination thereof. Confidential
manufacturer rebates will not likely be

accounted for within these data;
therefore, existing sources for
international drug sales data may
overstate actual prices realized by
manufacturers.

In the October 2018 ANPRM, we
considered establishing a data collection
system for manufacturers to report to
CMS their international drug sales data
for prices and units sold to support the
calculation of the model payment for
each drug. In response to the October
2018 ANPRM, we received comments
stating that CMS should use existing
data sources for international drug
pricing information in order not to place
burden on manufacturers. Some
commenters expressed concerns that
new data reporting would greatly
increase burdens and costs for
manufacturers, further limiting their
ability to invest in research and
development for innovative therapies,
and would be impractical because
defining price reporting for foreign
markets would be too complex and
could not adequately capture fluid
pricing policy changes. We appreciate
these concerns, and as such, we will
rely on existing data sources for
purposes of calculating MFN Drug
Payment Amounts. We believe that
existing data sources are adequate for
purposes of calculating country-level
prices, GDP-adjusted country-level
prices, and the MFN Prices, as described
in this IFC, that will be used to calculate
the MFN Drug Payment Amount.

Commenters also noted that one
potential adverse reaction to the model
described in the October 2018 ANPRM
may be a shift internationally to a high
price and high rebate pricing strategy.
Specifically, commenters expressed
concern that if the international drug
pricing information used to establish
payment under a model relied on the
list prices in the included countries,
then manufacturers would restructure
their pricing arrangements to increase
the list prices of the model’s drugs in
those countries, and offer higher rebates
to offset the increased list price. CMS
appreciates this concern, and we will
prioritize use of available international
drug pricing information that
incorporate discounts and rebates to the
extent possible, rather than just the list
prices.

We have assessed several existing
data sources to determine the
availability and sufficiency of
international drug pricing information.
In §513.140(c), we are codifying the use
of one or more international drug
pricing data sources. Specifically, we
will use one or more data sources,
available to CMS at least 20 business
days prior to the start of a calendar
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quarter, that utilize a standardized
method for identifying drugs across
countries within that data source, such
as using an internationally recognized
method for identifying scientific and
nonproprietary names (for example,
active ingredient name) and a standard
method for identifying drug forms that
at a minimum distinguishes among
injectable, oral, and other forms of a
drug. For example, the data source
might use the International
Nonproprietary Names (INN), as
applicable.#3 This process requires
mapping between the data source’s
standardized method for identifying
scientific and nonproprietary names and
HCPCS codes, as discussed and
illustrated in section IILE.7. of this IFC.
Further, we will use one or more data
sources that contain international drug
pricing information stated in U.S.
currency, such as list prices, ex-
manufacturer prices (sometimes called
the ex-factory price) that represents
actual or calculated prices paid to the
manufacturer by wholesalers and other
distributors, actual or calculated sales
for retail and other distribution
channels, or volume data (for example,
number of units sold).

If more than one data source is
available for an MFN Model drug, as
noted previously, we will prioritize the
data sources using a hierarchy that we
describe later in this section. Thus, for
each MFN Model drug, we will identify
and use the most comprehensive data
source available, using the hierarchy
codified in §513.140(c)(3). We will use
only one data source for an MFN Model
drug for a quarter, meaning we will not
combine data from different data
sources or time periods to calculate the
MFN Drug Payment Amount for an
MFN Model drug for a quarter.

Whenever possible, we will use
international drug pricing information
from two calendar quarters prior to the
calendar quarter to which the MFN Drug
Payment Amount will apply since the
ASP payment limits that apply to that
calendar quarter are based on
manufacturers’ U.S. sales from two
calendar quarters prior such that the
U.S. and international drug pricing data
will be based on information from the
same calendar quarter. We use the term
applicable ASP calendar quarter to
mean the period that is two calendar
quarters prior to the calendar quarter to
which the MFN Drug Payment Amount
will apply.

The hierarchy of data sources we will
use is as follows:

43 World Health Organization, International
Nonproprietary Names accessed via https://
www.who.int/medicines/services/inn/en/.

¢ A data source with sales and
volume data for the applicable ASP
calendar quarter from at least one
included country, that is, a non-U.S.
OECD member country at the end of the
applicable ASP calendar quarter with a
GDP per capita that is at least 60 percent
of the U.S. GDP per capita.

¢ A data source that does not have
sales and volume data for the applicable
ASP calendar quarter, but contains sales
and volume data for any prior calendar
quarter beginning on or after October 1,
2019 from at least one included country.

e The extracted data used by CMS to
determine the most recent MFN Price
used to calculate an MFN Drug Payment
Amount posted on the MFN Model
website.

e A data source with ex-manufacturer
price data for the applicable ASP
calendar quarter from at least one
included country.

e A data source with list price data
for the applicable ASP calendar from at
least one included country.

In each of these cases, if there is more
than one data source meeting the
requirements in § 510.140(c), we will
use the data source at the highest level
of the hierarchy that contains
information from the highest number of
included countries, and, if available,
incorporates discounts and rebates into
its drug pricing information. It is
possible that we will use different data
sources for different drugs over different
quarters. We will use the data as
available from the data source, and we
will not make adjustments to account
for differences between the data sources
or for confidential rebates. We note that,
based on the performance year 1 MFN
Model Drug HCPCS Codes List shown in
Table 2, levels 4 and 5 of the hierarchy
will only apply to MFN Model drugs
that are added to the MFN Model Drug
HCPCS Codes List after performance
year 1 and perhaps for Q2043
(Sipuleucel-t auto cd54+) 44 and J2507
(Pegloticase injection), because for other
MFN Model drugs in performance year
1, the first three levels of the hierarchy
will always result in an available data
source as we consider the data used by
CMS to create the illustrative MFN
Prices and MFN Drug Payment Amounts
in Table 6 of this IFC to satisfy level 3
of our hierarchy. To illustrate: Suppose
we identified four data sources meeting
the requirements of § 510.140(c), where
Data Source 1 contains sales and
volume data for MFN Model drug X for
the applicable ASP calendar quarter

44No data on international pricing or sales of
Sipuleucel-t auto cd54+ were available in the data
source used for Table 6, but international drug
pricing information for this drug could be available
in other sources.

from 10 included countries, Data Source
2 contains sales and volume data for
MFN Model drug X for the applicable
ASP calendar quarter from 15 included
countries, Data Source 3 contains sales
and volume data from the third calendar
quarter of 2020 for MFN Model drug X
from 16 included countries, and Data
Source 4 contains list price information
for the applicable ASP calendar quarter
from all included countries. In this
scenario, we would use information
solely from Data Source 2 to determine
the MFN Price for MFN Model drug X
by calculating unadjusted country-level
prices for each of the 15 countries for
which Data Source 2 contains
information, and we would not use Data
Sources 1, 3, or 4 to calculate the MFN
Price for MFN Model drug X for that
quarter. For further illustration of how
we will apply the hierarchy in
calculating MFN Drug Payment
Amounts, see section IILE.4.a. of this
IFC.

We will use international sales and
volume information from as early as the
third calendar quarter in 2020 to
minimize the possibility of having no
international sales and volume
information with which to calculate the
MFN Price and to mitigate the potential
effect of manufacturers’ limiting the
reporting of international drug pricing
information during the model
performance period.

In addition, the one or more data
sources we will use will have
mechanisms in place to maintain,
update, and correct, if necessary, the
data source on at least a quarterly basis.
Further, the data sources we will use
will be maintained by organizations that
seek to limit the lag inherent in data to
no more than 180 days from the end of
the calendar quarter for which drug
pricing information is compiled to the
time that the organization makes such
updates available to users of the data
source.

We plan to monitor the
implementation of a World Health
Assembly (WHA) resolution to
“improve the transparency of markets
for medicines, vaccines, and other
health products.” This resolution aims
to help Member States make more
informed decisions when purchasing
health products, negotiate more
affordable prices, and ultimately expand
access to health products for their
populations. In particular, the WHA
resolution 45—

e Urges Member States to publicly
share information on net prices paid for

45 World Health Assembly Update, 28 May 2019,
accessed via: https://apps.who.int/gb/ebwha/pdf_
files/WHA72/A72_R8-en.pdf.


https://apps.who.int/gb/ebwha/pdf_files/WHA72/A72_R8-en.pdf
https://apps.who.int/gb/ebwha/pdf_files/WHA72/A72_R8-en.pdf
https://www.who.int/medicines/services/inn/en/
https://www.who.int/medicines/services/inn/en/
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health products, to promote greater
transparency on pharmaceutical patents
and clinical trial results and to improve
suppliers’ reporting of information such
as sales revenues and units sold; and,

e Requests the WHO secretariat to
support the development and
implementation of national policies
relevant to transparency and to monitor
the impact of transparency on
affordability and availability of health
products, including the effect of
differential pricing.

We will monitor developments
related to this WHA resolution and
assess its impact on the availability of
data we will use to calculate and update
MFN Drug Payment Amounts.

As discussed previously, we will use
a hierarchy when selecting from
available data sources and start by using
data sources that incorporate discounts
and rebates to the extent possible in
order to address commenters’ concerns
about a shift internationally to a high
price and high rebate pricing strategy.
We believe that using one or more data
sources will help to ensure that we will
capture sufficient information to
monitor the international drug pricing
landscape and to calculate and update
MFN Drug Payment Amounts. Data
sources that include the information
described previously, as determined by
CMS, will be considered sufficient, and
as such, we will calculate MFN Drug
Payment Amounts for MFN Model
drugs using information extracted from
such data sources. Specifically, as
necessary, for each MFN Model drug,
we will extract and use data that align
with the data sources’ standardized
method for identifying scientific and
nonproprietary names and dosage forms
(for example, injectable forms), and with
the HCPCS code’s long descriptor,
including dosage form, for the HCPCS
codes on the MFN Model Drug HCPCS
Codes List, as applicable. Further, we
will only use the extracted data for
dosage formulations that could be
described by the MFN Model drug’s
HCPCS code descriptor as determined
by CMS when such limitation is not
feasible prior to extracting the data. For
example, for a drug, one HCPCS code
may include drug products that are a
certain type of formulation, such as
short-acting, intravenously administered
drug products, and another HCPCS code
may include drug products with the
same scientific and nonproprietary
name but a different formulation (such
as a long-acting suspension for
intramuscular injection), and the
extracted data contains international
drug pricing information for both
formulations. In such case, we will align
the extracted data in accordance with

the HCPCS code descriptor for the MFN
Model drug. In order to align with our
existing policies for how we utilize
manufacturer-reported ASP data to
calculate payment limits, we may find
it necessary to make adjustments to the
data that we extract from international
drug pricing information data sources.
For example, in calculating payment
amounts based on ASP we do not adjust
the volume or units of a drug (that is,
the amount of a drug in a package) for
intentional overfill (see 75 FR 73466). If
we find that a data source from which
we obtain international drug pricing
information makes adjustments for
overfill, we will make adjustments to
the data that we extract from such
source so that the extracted data is
comparable to ASP data. There could be
other cases where we will have to
examine the extracted data and make
adjustments to align the data with a
HCPCS code descriptor for an MFN
Model drug. Specifically, we will adjust
the extracted international drug pricing
information for MFN Model drugs when
the data source shows the package size
of a drug product that is inconsistent
with the manufacturer’s information
about that product as determined by
CMS. In such cases where we confirm

a difference, we will make adjustments
to the pricing, sales and volume data as
necessary before calculating the
unadjusted country-level price for the
drug at the HCPCS code level. We
believe that such cases will be rare.
However, we identified the need to
make such adjustment to the
international drug pricing information
we used to illustrate the MFN Drug
Payment Amounts for J9311 (Inj
rituximab, hyaluronidase) shown in
Table 6 to align the package size volume
with manufacturer labeling and the
HCPCS code dosage descriptor. We note
that there could be additional cases if
international drug pricing data sources
that we will select show prices, sales or
volume data that are adjusted for
intentional overfill, include multiple
ingredients for a single drug product, or
are in error (for example, the package
size represents the maximum volume of
a vial instead of the volume of drug in

a package).

We will only use the extracted data
that have complete package size
information. As discussed previously,
we will use a hierarchy to determine
which data source to use for each MFN
Model drug for a quarter, in which we
will select a data source that includes
sales and volume data first. Data
without both sales and volume data will
not be able to be combined with other
data, therefore we will exclude such

observations. For data sources with
international sales and volume data for
a given MFN Model drug, we will
exclude from the calculation of the
unadjusted country-level price data that
fall below a minimum threshold or are
incomplete, that is, international pricing
data with less than $1,000 in quarterly
sales, with less than 1,000 units in
quarterly volume, or where both sales
and volume data are not present. We
believe that $1,000 in quarterly sales
and 1,000 units in quarterly volume for
a package size is an appropriate
minimum necessary to establish
sufficient sales and volume for data to
be included in the calculation of a
meaningful and reliable unadjusted
country-level price for an MFN Model
drug and will minimize inclusion of
potential outlier data. We will exclude
presentations with low volume or low
sales to prevent outlier presentations
from exerting undue influence.

In developing the illustrative MFN
Prices shown in Table 6, we applied
these exclusions. Minimal sales and
volume across all countries were
excluded because of the low volume or
sales exclusion criteria. We explored the
impact of different volume and
expenditure thresholds, and determined
that $1,000 in quarterly sales and 1,000
units are a reasonable threshold to
reduce risk associated with extremely
low values. We found that data with
potential outlier sales remained
relatively common with lower
thresholds (that is, below $1,000 in
quarterly sales). While using higher
thresholds may further reduce potential
inclusion of outlier sales data, doing so
would result in having less data to
calculate unadjusted country-level
prices.

The exclusion of international pricing
data with less than $1,000 in quarterly
sales or with less than 1,000 units in
quarterly volume from the calculation of
the unadjusted country-level price will
greatly minimize the potential risk for
including possible outlier or errant data.
To better understand this potential
issue, we considered the impact of
including or excluding data with less
than $1,000 in quarterly sales or less
than 1,000 units in quarterly volume in
the calculation of the unadjusted
country-level price. There was little
impact from including these data but, as
a potential safeguard to prevent
inclusion of inappropriately low or high
international drug pricing information
in our calculations for the MFN Model,
we will exclude such data from the
calculation of the unadjusted country-
level price. Overall, where this
approach had more than a 1 percent
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impact, there tended to be an increase
in the MFN Prices.

We also considered whether pricing
information that is greater than or less
than 95 percent of the mean across all
data for the drug at the equivalent of the
HCPCS code billing unit level should be
considered a possible outlier or error
and whether trimming such data or
removing such data would be
warranted. In our experience with
international drug pricing information
data sources, outlier or potentially
erroneous data appear only in isolated
instances and are often suggestive of
unintended differences in the unit at
which data is shown. For example, the
pricing data for a product with a
standard unit of one gram in one
country could appear to be 1,000 times
lower than the pricing data for that same
product from other countries in the data
source; in such a case, it seems likely
that the data for the one country with a
very low relative price represents the
price per milligram not per gram and
such data would likely be corrected over
time by the data source. We believe
international drug pricing data sources
have mechanisms to correct such
discrepancies based on market research
of currently available international drug
pricing information data sources.
Further, as codified in §513.140(c), the
international drug pricing information
data sources that we will obtain will
have mechanisms in place to maintain,
update, and correct, if necessary, the
information on international drug
pricing in the database on at least a
quarterly basis. As such, because we
will revise the MFN Drug Payment
Amounts quarterly, we will recalculate
the MFN Drug Payment Amounts for up
to four prior quarters when revised
international drug pricing information is
available in the data source that we used
to calculate the MFN Model drug’s MFN
Price for the relevant quarter or ASP
updates for the relevant quarter are
available.#6 In cases where an MFN
Drug Payment Amount for a prior
quarter is recalculated by CMS, CMS
will prospectively apply the
recalculations in the quarterly update
following the availability of revised
international drug pricing information
and ASP updates, and will not
automatically reprocess claims to apply
the recalculation, but reserves the right
to do so. To the extent that MFN Model
claims are reprocessed due to revisions
to the international drug pricing
information, the Medicare payment

46 We will apply the recalculations in the
quarterly update following the availability of
revised international drug pricing information and
ASP updates.

amount and beneficiary cost sharing
will be recalculated to reflect the
revised prices. If prior to calculating the
unadjusted-country level prices for a
quarter, the data source confirms that
there is an error that they plan to correct
in a future version of the dataset and we
have the corrected information, we will
make the correction to avoid the need to
reprocess claims later. Therefore, we do
not believe it is necessary to take further
steps to trim or remove potential outlier
or erroneous international drug pricing
information before calculating the
unadjusted country-level prices. We
note that CMS does not make outlier
adjustments to ASP data.

In addition, for future years, we seek
comment on whether a threshold should
be applied to determine whether the
MFN Drug Payment Amount should be
recalculated for a prior quarter.
Specifically, we are interested in
comments on whether recalculations
should only occur when the
international drug pricing information
data source used corrects its data and
the impact on the MFN Price is more
than a nominal amount. We seek
comment on the appropriate amount of
such threshold and how a nominal
amount should be defined. Finally, in
the event that the international drug
pricing information data source that we
used to calculate the MFN Drug
Payment Amount for an MFN Model
drug for a quarter identifies an error in
their data and does not correct such
error within 180 days after the
applicable ASP calendar quarter, we
seek comment on whether CMS should
recalculate the MFN Drug Payment
Amount for such MFN Model drug and
quarter using international drug pricing
information in accordance with the
hierarchy in § 513.140(c)(3) after
excluding the data source we initially
used. We also seek comment on whether
CMS should adopt an alternative
approach to remediating such data
€ITOTS.

2. International Data Included in the
MFN Model

In the October 2018 ANPRM, for
purposes of a potential IPI Model, we
stated that we were considering using
pricing data from the following
countries: Austria, Belgium, Canada,
Czechia, Denmark, Finland, France,
Germany, Greece, Ireland, Italy, Japan,
Netherlands, and the United Kingdom.
We considered including these
countries’ data as they are either
economies comparable to the U.S. or
they are included in Germany’s market
basket for reference pricing for their
drug prices, and existing data sources
contain pricing information for these

countries. We received wide-ranging
and helpful feedback in response to the
October 2018 ANPRM regarding which
countries’ data to include in a model. In
addition to comments received to the
October 2018 ANPRM, we also
conducted significant outreach to
stakeholders, such as stakeholder
meetings and conference calls, to gather
targeted feedback. There was also a
substantial number of media and press
reports surrounding which countries’
data to include in the MFN Model.

Generally, we received a significant
number of comments that expressed
opposition to including data from
countries that have health care systems
that are substantially dissimilar to the
U.S.’s health care system. Specifically,
many commenters stated that data from
countries utilizing government-run
health care systems or imposing strict
drug price controls should be excluded.
Alternatively, other commenters noted
that CMS should consider broadening
the scope to include more countries,
because the more countries that are
included in the index, the harder it
would be for pharmaceutical companies
to manipulate or game the pricing
changes. Commenters also
recommended utilizing various criteria
for selecting the countries that would be
included, such as the launching speed
of new drugs, the presence of rigorous
health technology assessment, the
proportions of public and private
markets, the economies of those
countries, and Human Development
Index (HDI).47

Based on the comments received, we
believe the most appropriate criteria for
considering a country for MFN pricing
is membership in the OECD and GDP
per capita relative to the U.S. The
current list of OECD countries includes
all countries included in the October
2018 ANPRM as well as Australia,
Chile, Colombia, Estonia, Hungary,
Iceland, Israel, Latvia, Lithuania,
Luxembourg, New Zealand, Norway,
Poland, Portugal, Republic of Korea,
Slovakia, Slovenia, Spain, Switzerland,
and Turkey. OECD countries comprise a
set of countries that share with the U.S.
democratic principles and commitment
to market-based economies, and these
countries’ GDP per capita (based on
purchasing power parity) range from

47 The Human Development Index is utilized by
the United Nations and is ““is a summary measure
of average achievement in key dimensions of
human development: a long and healthy life, being
knowledgeable and have a decent standard of
living. The HDI is the geometric mean of
normalized indices for each of the three
dimensions.” Please see the United Nations
Development Programme’s Human Development
Reports for more information: http://hdr.undp.org/
en/content/human-development-index-hdi.


http://hdr.undp.org/en/content/human-development-index-hdi
http://hdr.undp.org/en/content/human-development-index-hdi
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approximately 25 percent of the U.S.
GDP per capita to over 175 percent of
the U.S. GDP per capita. Based on this
wide range of GDP per capita data, we
believe it is most appropriate to include
available international drug pricing
information for countries with a GDP
per capita of at least 60 percent of the
U.S. GDP per capita, as codified in
§513.140(b). We believe that applying a
minimum of 60 percent of the U.S. GDP
per capita strikes a balance between—
(1) having too low a GDP per capita
threshold and including data from
countries with economies that are
substantially different from the U.S.,
while; (2) also not having such a high
GDP per capita threshold that the list of
countries would be very short, which
commenters suggested we should avoid.
To avoid creating a potential incentive
for countries to discontinue their
membership in the OECD, we will
include available international drug
pricing information for countries that
were OECD members as of October 1,
2020, regardless of whether they remain
OECD members after October 1, 2020,
unless the country’s GDP per capita, as
determined by CMS quarterly, falls
below the threshold of 60 percent of the
U.S. GDP per capita. Based on available
data, this means that we will calculate
the MFN Price for the first quarter of
performance year 1 based on available
international drug pricing information
from Australia, Austria, Belgium,
Canada, Denmark, Finland, France,
Germany, Iceland, Ireland, Israel, Italy,
Japan, Republic of Korea, Luxembourg,
Netherlands, New Zealand, Norway,
Spain, Sweden, Switzerland, and the
United Kingdom.#8 These 22 OECD
countries are among the countries with
the highest GDP per capita worldwide.49
We considered alternative approaches
to including data from countries for the
MFN Model. Specifically, we
considered including all non-U.S. OECD
countries or selecting countries based
on factors such as World Health
Organization (WHO) recognition as a
Stringent Regulatory Authority (SRA)
and intellectual property protections.
We also considered including data from
only countries that may represent large
markets for drug manufacturers such as
the European Union, Canada, Japan, and
United Kingdom. Additionally, the
Foundation for Research on Equal

48 The non-U.S. OECD countries that will not be
an included country for purposes of calculating the
MFN Price for MFN Model drugs for the first
quarter of performance year 1 will be Chile,
Colombia, Czechia, Estonia, Greece, Hungary,
Latvia, Lithuania, Mexico, Poland, Portugal,
Slovakia, Slovenia, and Turkey.

49 https://www.cia.gov/library/publications/the-
world-factbook/fields/211rank.html.

Opportunity (FREOPP) recommended
an alternative approach called the
Market-Based International Index (MBII)
as a benchmark for evaluating other
countries’ prescription drug pricing
systems; 50 this approach would include
data from the following countries that
FREOPP identified as having market-
based health care systems: Austria,
Belgium, Czechia, Denmark, France,
Germany, Ireland, Japan, Netherlands,
Portugal, Singapore, Slovakia, and
Switzerland.

Based on analyses examining
potential alternatives, we believe that
none of these alternative approaches
would be as objective and predictable
for purposes of calculating MFN Prices
as our approach. Our approach will
result in a large set of countries that are
economically similar, have reasonably
comparable purchasing power to the
U.S., and generally have existing
international drug pricing information
that is available. We considered an
alternative that would phase-in
countries over time based on a defined
set of characteristics, such GDP per
capita or average drug prices. We
believe that phasing in countries over
time would create instability in the
MFN Price. Thus we are adopting a set
of included countries that meet the
requirements in § 513.140(b), which
allows for the inclusion of data from
countries that were non-U.S. OECD
member countries as of October 1, 2020,
when CMS calculates the MFN Drug
Payment Amounts for a calendar
quarter. That means that at the end of
each applicable ASP calendar quarter,
CMS will assess the non-U.S. OECD
member countries as of October 1, 2020,
that have a GDP per capita that is at
least 60 percent of the U.S. GDP per
capita. Because available GDP data are
updated infrequently, we believe this
approach will result in a highly stable
process for developing the MFN Prices.

We will include available
international drug pricing information
from the included countries when such
data are contained in the data sources
that we have described in § 513.140(c),
as described in section III.E.1. of this
IFC.

There are several existing sources for
GDP data, including the Central
Intelligence Agency (CIA) World

50Roy, A. (2018) The Foundation for Research on
Equal Opportunity, “What Medicare Can Learn
From Other Countries on Drug Pricing,” accessed
via https://freopp.org/what-medicare-can-learn-
from-other-countries-on-drug-pricing-
bf298d390bc5.

Factbook,5! the World Bank,2 and the
International Monetary Fund.53 Upon
examining these sources, we noted that
the GDP data across these sources are
highly associated with one another. We
will use the CIA World Factbook as our
source for GDP data as it is issued by a
U.S. government agency and includes
estimates for all OECD member
countries. We will use the following
process to determine the countries that
were non-U.S. OECD member countries
as of October 1, 2020, with a GDP per
capita that is at least 60 percent of the
U.S. GDP per capita. For each country,
we will assess the GDP per capita based
on purchasing power parity that is
available in the CIA World Factbook at
the end of the applicable ASP calendar
quarter. The CIA World Factbook
contains the most recent estimate of
GDP per capita based on purchasing
power parity for a country as well as
historical data. We will identify whether
a country has a GDP per capita that is
at least 60 percent of the U.S. GDP per
capita by dividing the most recent
estimate of GDP per capita based on
purchasing power parity for a country
by the U.S. GDP per capita, using data
for the same year, and assessing the
results. We will use the GDP per capita
from the same year as the international
drug pricing information that is used to
calculate the unadjusted country-level
price, if available, or the most recent
prior year.

3. Definition of the MFN Drug Payment
Amount

As described later in this section, we
will calculate the MFN Drug Payment
Amount for a calendar quarter for the
MFN Model drug based on a phased-in
blend of the applicable ASP and the
MFN Price, which we will determine by
selecting the lowest GDP-adjusted
country-level price from the included
countries for the applicable ASP
calendar quarter.

4. Calculation of the MFN Drug Payment
Amounts

We will calculate an MFN Drug
Payment Amount for each MFN Model
drug for which there is international
drug pricing information from at least
one data source that meets our criteria
for at least one included country.
Section IIL.E.6. of this IFC describes an
alternative approach for calculating the
MFN Drug Payment Amount for
situations where no international drug

51 https://www.cia.gov/library/publications/the-
world-factbook/fields/211rank.html.

52 https://data.worldbank.org/indicator/
ny.gdp.mktp.cd.

53 https://www.imf.org/external/pubs/ft/weo/
2019/01/weodata/weoselgr.aspx.
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pricing information is available for an
MFN Model drug, for example, because
the MFN Model drug is not approved for
marketing by any included country.

When using international drug pricing
information to calculate the MFN Drug
Payment Amounts, we want to account
for the relative economic resources of
non-U.S. countries to be able to fairly
compare country-level prices. We will
address relative economic resources in
two ways: (1) We will only use available
international drug pricing information
from non-U.S. OECD member countries
with a GDP per capita that is at least 60
percent of the U.S. GDP per capita; and
(2) we will adjust the extracted country-
level prices using a GDP adjuster that
adjusts for a country’s GDP per capita if
it is lower than that of the U.S.

Specifically, to calculate the MFN
Drug Payment Amounts for a calendar
quarter in a performance year, we will
follow a multi-step process using the
corresponding quarterly ASP pricing
file, as well as the available
international drug pricing information
for included countries for the applicable
ASP calendar quarter, where available.
The key steps to calculate the MFN Drug
Payment Amount for each MFN Model
drug will be—

e Identify the available international
drug pricing information for the MFN
Model drug (by applying the hierarchy
of data sources obtained by CMS and
extracting the relevant data); 54

e Remove incomplete and low sales
and volume data, as applicable;

¢ Convert extracted volume data to
the HCPCS code unit level and adjust
for volume issues such as intentional
overfill, as applicable;

e Calculate 55 the unadjusted country-
level price (representing the average
price per unit of drug where the unit of
drug is the same as the HCPCS code
billing unit) for the MFN Model drug for
each included country with available
data in the selected data source for that
drug;

e Calculate the GDP adjuster for each
included country;

54 Applicable subsequent steps depend upon the
level of the hierarchy for the selected data source.
For example, when there are no international sales
and volume data available for the drug for an
applicable ASP calendar quarter or from any quarter
beginning on or after October 1, 2019, in accordance
with level 3 of the hierarchy, we will use the
extracted data used by CMS to determine the most
recent MFN Price used to calculate an MFN Drug
Payment Amount posted on the MFN Model
website, including the data used by CMS to create
the illustrative MFN Prices and MFN Drug Payment
Amounts in Table 6 of this IFC. In such case, it will
not be necessary to redo steps to extract data from
the data source; however, CMS will follow the
remaining steps in the MFN Drug Payment Amount
calculation.

55 The calculation used depends upon whether
volume data is available.

o Apply the GDP adjuster to the
unadjusted country-level price;

o Select the lowest GDP-adjusted
country-level price for each MFN Model
drug, which, if available, will be the
MFN Price;

o Identify the applicable ASP (which
we define as the payment amount
determined in accordance with 1847A
of the Act, less the applicable add-on
percentage, for the MFN Model drug’s
HCPCS code); 56

e Compare the MFN Price to the
applicable ASP (to apply limit, if
applicable);

e Identify the applicable phase-in
formula and adjustments; and

o Apply the applicable phase-in
formula and adjustments, if applicable,
to calculate the MFN Drug Payment
Amount.

The following paragraphs further
describe how we will calculate the MFN
Model Drug Payment Amounts for each
MFN Model drug for each calendar
quarter during the model:

a. Identify the Available International
Drug Pricing Information for the MFN
Model Drug

Using the data sources that we obtain
and applying the hierarchy described
previously in this IFC, we will extract
the available international drug pricing
information for an MFN Model drug for
the applicable time period (that is, the
applicable ASP calendar quarter) by
aligning the MFN Model drug’s HCPCS
code long description (in terms of name
and dosage form) with the data sources’
standard method for identifying
scientific names or nonproprietary
names (such as the International
Nonproprietary Names). That is, for an
MFN Model drug, we will identify the
data sources’ standardized scientific
name or nonproprietary name for that
drug, and then use that naming to
identify data for all products within that
data source with an applicable
formulation. We will extract the
applicable data (for example, data for all
package sizes for injectable forms of the
drug aligned with the identified
scientific or nonproprietary name and
formulations, for the included
countries) from the data source for the
applicable ASP calendar quarter, and in
accordance with our hierarchy, select
the data source for the MFN Model drug
for that quarter.

56 In general, the ASP Pricing File contains
payment limits based on 106 percent of the volume
weighted average of manufacturers’ ASP for a given
HCPCS code. To identify the applicable ASP, we
will divide the payment limit by 1.06 after
removing the blood clotting factor furnishing fee, if
applicable. For a biosimilar, we will remove the
amount that represents 6 percent of the reference
biological product’s ASP.

As previously discussed in this IFC,
we will only use extracted data from the
selected data source that appears
complete and represent dosage
formulations that could be described by
the MFN Model drug’s HCPCS code
descriptor, as determined by CMS. For
example, J0178, Aflibercept injection,
represents injectable ophthalmic
formulations whereas a data source may
contain data for aflibercept for both
ophthalmic and systemic formulations;
only data for ophthalmic formulations
will be used to calculate the MFN Price
for such drug. The international drug
pricing data used to calculate the MFN
Price will not be limited to distinguish
between products with different
inactive ingredients (for example,
different excipients) or whether or not
the product is protein bound. However,
we will limit the international drug
pricing data for combination drugs that
contain multiple active ingredients or
biological products to the extent
feasible, as determined by CMS. This
approach is particularly relevant for
four of the MFN Model drugs for
performance year 1, aflibercept injection
(Jo178), which represents ophthalmic
formulations compared to systemic
formulations; paclitaxel protein bound
(J9264), which represents protein bound
formulations compared to formulations
of paclitaxel that are not protein bound;
ferric carboxymaltos (J1439), which
represents injected formulations
compared to oral formulations; and
rituximab, hyaluronidase (J9311), which
represents formulations for
subcutaneous administration compared
to formulations of rituximab for
intravenous administration.

In accordance with the hierarchy for
selecting international drug pricing
information data sources, we will
prioritize use of international drug
pricing information that includes sales
and volume data for the applicable ASP
calendar quarter if such information is
available for a drug for one or more
included countries. If more than one
such data source is available, we will
select the data source with international
drug pricing information for the
applicable ASP calendar quarter, even if
another data source includes a higher
number of included countries. For
example, if the applicable ASP calendar
quarter is the third quarter of 2021 and
an available data source has sales and
volume data for a drug for 20 of the
included countries for the second
quarter of 2021 and for 15 included
countries for the third quarter of 2021,
we would extract and then calculate
unadjusted country-level prices for that
drug based on sales and volume data
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from the third quarter of 2021 only for
the 15 included countries for which
data from that quarter are available.

If there are available data from a data
source at the second level of our
hierarchy (that is, no international sales
and volume data for the applicable ASP
calendar quarter, but sales and volume
data from any quarter beginning on or
after October 1, 2019), for a drug, we
will use available international sales
and volume data from that data source
for the most recent prior quarter that
begins on or after October 1, 2019 for
that drug for included countries.

If there are no international sales and
volume data available for the drug, we
will use the extracted data used by CMS
to determine the most recent MFN Price
used to calculate an MFN Drug Payment
Amount posted on the MFN Model
website, in accordance with the third
level of the hierarchy.

If no MFN Drug Payment Amount has
been publicly posted for the drug, we
will use a data source at the fourth level
of our hierarchy if available (the data
source contains ex-manufacturer price
data but does not include volume data
for the applicable ASP calendar
quarter).

If ex-manufacturer price data for the
applicable ASP calendar quarter are not
available, we will use a data source at
the fifth level of our hierarchy (the data
source contains list price data for the
applicable ASP calendar quarter).

b. Remove Incomplete Low Sales and
Volume Data, as Applicable

If the data source we select has sales
and volume data at the package level for
an included country, we will apply the
exclusions for data with incomplete
data and low sales and volume. That is,
we will exclude data without both sales
and volume data, with less than $1,000
in quarterly sales (expressed as U.S.
currency), or with less than 1,000 units
in quarterly volume.

c. Convert the Extracted Volume Data to
the HCPCS Code Unit Level and Adjust
for Volume Issues, Such as Intentional
Overfill, as Applicable

We will adjust the remaining volume
data to the same level as the HCPCS
billing unit, as applicable. For example,
if the data for a package size shows the
volume is 1,000 units and each unit
represents a 1 MG vial package and for
another package size the volume is 500
units and each unit represents a 10 MG
vial package, and both of these data are
for a drug assigned to the same HCPCS
code with a HCPCS billing unit of 1 MG,
the adjusted volume data for these
packages would be 1,000 units and
5,000 units, respectively, for a total

adjusted volume of 6,000 units. The
volume for the 1 MG vial package is
unchanged because the amount of drug
in one package (that is, 1 MG) equals the
amount of drug in one HCPCS billing
unit. The volume for the 10 MG vial
package is changed to be 10 times
higher because the amount of drug in
one vial (that is, 10 MG) equals 10 times
the amount of drug in one HCPCS
billing unit.

Before this step is performed, as
applicable, we will adjust the extracted
volume information before converting it
to the HCPCS billing unit level when
the data source shows the package size
of a drug product that is inconsistent
with the manufacturer’s information
about that product based on the
available product information, such as
package labeling, compared to the data
extracted from the data source. In
addition, we will limit the number of
billing units in a package when the
available package labeling specifies use
of a limited amount of drug is to be used
from the package. For example, we will
limit the number of billing units in a
package for an aflibercept vial to one 2
mg dose in accordance with available
package labeling, which specifies that
each vial, regardless of the labeled
volume, has one 2 mg dose. For
injectable formulations for HCPCS codes
with dosage specified as per dose, we
will limit the number of billing units in
a package to no more than one per vial.
This approach was applied to illustrate
the MFN Prices for J7324 (Orthovisc inj
per dose) in Table 6.

d. Calculate the Unadjusted Country-
Level Price for the MFN Model Drug’s
HCPCS Code for Each Included Country
With Available Data in the Selected
Data Source for That Drug

Using the data available after
completing the prior steps, we will
calculate the unadjusted country-level
price for each included country with
available data. The unadjusted country-
level price represents the average price
per unit of drug where the unit of drug
is the same as the HCPCS code billing
unit.

We will use a calculation that is
applicable to the data available at this
step. If volume data are available, we
will use a calculation that includes
volume-weighting across the different
data (which often represent different
package sizes) of the drug included in
the data source for the country to
calculate the unadjusted country-level
price. If volume data are not available,
we will use a calculation that treats all
packages of the drug included in the
data source for the country equally, after
converting the pricing data to the

HCPCS code unit level, in calculating
the unadjusted country-level price.

If sales and volume data are available,
we will first sum the adjusted volume
data for all package sizes for the drug.
We will then sum the total sales for all
package sizes for the drug, and divide
that sum by the sum the adjusted
volume data for all package sizes for the
drug, resulting in an average price per
unit of drug where the unit of drug is
the same as the HCPCS code billing
unit. If the data source we select has ex-
manufacturer or list prices and does not
have volume data, we will calculate the
number of HCPCS billing units in a
package and divide the ex-manufacturer
price or list price for a package by the
number of HCPCS billing units in the
package, resulting in a price per unit of
drug for each package listed in the data
source. We will then sum the price per
unit of drug for each package listed in
the data source for the drug and divide
the sum by the number of packages
listed in the data source for the drug,
resulting in an average price per unit of
drug where the unit of drug is the same
as the HCPCS code billing unit.

We will repeat this process for each
country specified in §513.140(b), to the
extent international drug pricing
information for the drug for the country
is available from the selected data
source. As explained previously and
specified in § 513.140(c)(3)(i), we will
use the highest tier data source, in
accordance with the hierarchy, which
includes data for the drug in at least one
included country. If the selected data
source for a drug for a calendar quarter
does not include data from a particular
included country, we will still calculate
the MFN Price for that drug using the
data from the selected data source based
on the included countries from which
there are data for the drug. We will not
include any information from countries
that did not have data in the selected
data source for that drug. In cases where
there is no data source that meets our
criteria for using international drug
pricing information (that is, there are no
international sales, volume, or other
pricing data available from any of the
included countries in our international
drug pricing information data sources,
including data used by CMS to
determine the most recent MFN Price
used to calculate an MFN Drug Payment
Amount posted on the MFN Model
website, for an MFN Model drug for any
quarter beginning on or after October 1,
2019 up to and including the model
performance period, we will not
calculate an unadjusted country-level
price (or GDP-adjusted country-level
price) and will instead use the
applicable ASP (which we will define as
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the payment amount determined in
accordance with section 1847A of the
Act minus the applicable add-on
percentage, for the MFN Model drug’s
HCPCS code) as the MFN Model Drug
Payment Amount, as described in
section IILE.6. of this IFC.

e. Calculate the GDP Adjuster for Each
Included Country

As discussed previously, we want the
MFN Price to account for the relative
economic resources and purchasing
power for each included country to be
able to fairly compare country-level
prices. As such, we will calculate a GDP
adjuster, using a country’s GDP per
capita based on purchasing power
parity, that will be used to adjust the
unadjusted country-level price for each
drug (whether based on international
sales and volume data or international
ex-manufacturer or list prices) to reflect
the country’s economic resources
relative to the U.S. We believe that GDP
per capita based on purchasing power
parity represents a broadly used and
reliable measure of a country’s
economic resources to ensure a
meaningful comparison of country-level
prices.

As previously mentioned, there are
several existing sources for GDP data,
including the CIA World Factbook,57
the World Bank,*8 and the International
Monetary Fund.?9 Our analyses suggest
that the GDP data across these sources
are highly associated with one another.
We will use the CIA World Factbook as
our source for GDP data as it is issued
by a U.S. government agency and
includes estimates for all current OECD
member countries. The GDP adjuster
will be based on the GDP per capita

available from the CIA World Factbook
at the end of the applicable ASP
calendar quarter. We will use the most
recent GDP per capita data available for
each included country and the U.S. GDP
per capita from the same year as the
GDP per capita data that is available
from the included country. For example,
if the most recent GDP per capita from
the comparison OECD country is from
2016 and the most recent U.S. GDP per
capita is 2017, then we will use the GDP
per capita from 2016 for both countries
when comparing. In cases where we use
international drug pricing information
from a quarter other than the applicable
ASP calendar quarter (that is, an earlier
time period) to determine the
unadjusted country-level price, we will
use the GDP per capita data for that time
period, if available, or the most recent
earlier data available. That is, CMS will
use the GDP per capita for the same year
as the data used to calculate the
unadjusted country-level price, if
available, or the most recent earlier year
available.

To create a simple, easily
understandable GDP adjuster, each
country’s GDP adjuster will be a straight
ratio of its GDP per capita based on
purchasing power parity divided by
U.S. GDP per capita, subject to the
limitation described later in this section.
The U.S. GDP per capita for 2017, the
most current data available, was
$59,800. Table 4 presents GDP per
capita for 2017 and the GDP adjusters
for each non-U.S. OECD member
country, based on the U.S. GDP per
capita of $59,800 for 2017, that we will
use to calculate the MFN Drug Payment
Amounts for performance year 1,
quarter 1. In cases when an included

country’s GDP per capita and the U.S.
GDP per capita are not updated in the
CIA World Factbook at the same time,
we will use the most recent GDP per
capita for the included country and the
U.S. GDP per capita from the same year
to ensure that the GDP adjuster for an
included country is calculated using
GDP data from both countries from the
same time period. For example, if at the
end of an applicable calendar quarter a
2018 estimate of a country’s GDP per
capita based on purchasing power parity
becomes available in the CIA World
Factbook but the most recent U.S. GDP
per capita available in the CIA World
Factbook continues to be for 2017, we
will continue to use data from 2017 for
both countries to calculate the GDP
adjuster for that country.

The GDP adjuster will be capped at 1
such that the adjuster will only increase
the unadjusted country-level price for a
drug; it will not decrease it. We will cap
the GDP adjuster at 1 because its
purpose is to adjust for countries’
economic resources when lower than
those of the U.S. Capping the GDP
adjuster at 1 will ensure that we do not
make an adjustment that would result in
an amount that would be lower than the
unadjusted country-level price. For
example, if Country X with a higher
GDP per capita based on purchasing
power parity than the U.S., such as a
GDP per capita ratio of 2, has an
unadjusted country-level price of $100
for an MFN Model drug, we would use
a GDP adjuster of 1.0 and calculate a
GDP-adjusted country-level price of
$100 rather than using a GDP adjuster
of 2.0 and calculating a GDP-adjusted
country-level price of $50.

TABLE 4—NON-U.S. OECD MEMBER COUNTRY GDP PER CAPITA (BASED ON PURCHASING POWER PARITY) AND GDP
ADJUSTERS FOR PERFORMANCE YEAR 1, QUARTER 1

CIA GDP
pt;ar c%lpita, . GDPﬁadjuster
- ased on or performance
OECD countries purchasing pyear 1
power parity quarter 1
(2017)
The following countries have a GDP per capita of at least 60 percent of U.S. GDP per capita:t

AUSTTANIA ©..eviieeeceee ettt e et e oot e et e e eaee e aeeeaeeebeeeae e e beeeaeeebeeeabeeateeeabeeeaeeereeaaeeeteeareeannes $50,400 0.843
Austria* .......... 50,000 0.836
Belgium* 46,600 0.779
Canada* 48,400 0.809
Denmark * 50,100 0.838
Finland* ......... 44,500 0.744
France™ .......... 44,100 0.737
Germany * 50,800 0.849
7= F= g Vo R PRUR 52,200 0.873
L= LT RSP S PR USTRPRRUR 73,200 **1.000
7= 1) SRRSO PUPPRRIRIR 36,400 0.609

57 https://www.cia.gov/library/publications/the-
world-factbook/fields/211rank.html.

58 https://data.worldbank.org/indicator/
ny.gdp.mktp.cd.

59 https://www.imf.org/external/pubs/ft/weo/
2019/01/weodata/weoselgr.aspx.
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TABLE 4—NON-U.S. OECD MEMBER COUNTRY GDP PER CAPITA (BASED ON PURCHASING POWER PARITY) AND GDP
ADJUSTERS FOR PERFORMANCE YEAR 1, QUARTER 1—Continued

CIA GDP
pt;ar c%lpita, . GDPrfadjuster
- ased on or performance
OECD countries purchasing pyear 1
power parity quarter 1
(2017)
125 PP RPURT PP PRTP 38,200 0.639
Japan”® ... 42,900 0.717
Republic of Korea ... 39,500 0.661
Luxembourg 105,100 **1.000
Netherlands * 53,900 0.901
New Zealand 39,000 0.652
Norway ............ 72,100 **1.000
Spain ........ 38,400 0.642
Sweden ........... 51,200 0.856
Switzerland ............. 62,100 **1.000
United Kingdom * 44,300 0.741
The following countries have a GDP per capita below 60 percent of U.S. GDP per capita:
L0 31T PSPPSR PRSP 24,600 0.411
Colombia 14,400 0.241
Czechia* 35,500 0.594
Estonia ......... 31,700 0.530
Greece ™ 27,800 0.465
Hungary 29,600 0.495
Latvia ........... 27,700 0.463
Lithuania 32,400 0.542
Mexico ......... 19,900 0.333
Poland ...... 29,600 0.495
Portugal 30,500 0.510
Slovakia 33,100 0.554
Slovenia 34,500 0.577
TUTKY ettt h et e bt et e e bt e e st eh et S b £ e he e R e eh Rt e R e e e R e R e e et e nhe e nn e e ete e e n e nneeanes 27,000 0.452

* Indicates countries that were listed as potential included countries in the October 2018 ANPRM (83 FR 54557).
** Indicates that the GDP adjuster is capped at 1.000.

1 The 2017 U.S. GDP per capita is $59,800.

f. Apply the Applicable GDP Adjuster
To Calculate the GDP-Adjusted Country-
Level Price for the MFN Model Drug

Next, we will apply the country-
specific GDP adjuster to the unadjusted
country-level price for that country by
dividing the unadjusted country-level
price by the country’s GDP adjuster. The
result will be the GDP-adjusted country-
level price for the MFN Model drug for
that country. We will repeat this
calculation to produce a GDP-Adjusted
Price for every country for which we
have calculated an unadjusted country-
level price for the MFN Model drug.

g. Identify the Lowest GDP-Adjusted
Country-Level Price for the MFN Model
Drug

We will examine the GDP-adjusted
country-level prices for the MFN Model
drug, and identify the lowest GDP-
adjusted country-level price for the
MFN Model drug. The lowest GDP-
adjusted country-level price will be the
MFN Price for the MFN Model drug.

h. Compare the MFN Price to the
Applicable ASP

As a safeguard for beneficiaries, we
will compare the MFN Price to the
applicable ASP in order to ensure that
beneficiaries are always paying the
lowest amount of coinsurance available.
If the applicable ASP is less than the
MFN Price, we will establish the MFN
Price as equal to the applicable ASP.

i. Identify the Applicable Phase-In
Formula and Adjustments

As described in section IILE.5. of this
IFC, we will phase-in the use of the
MFN Price over the course of the MFN
Model. As discussed in section IILE.9.
of this IFC, we will also accelerate the
applicable phase-in formula when the
applicable ASP for an MFN Model drug
rises faster than both a designated
inflation factor and the change in MFN
Price, and lower the MFN Drug Payment
Amount below the MFN Price by a
certain percentage if the applicable ASP
for an MFN Model drug continues to
increase faster than the inflation factor
and the MFN Price after the full phase-
in of the MFN Price. In this step of the

process to calculate the MFN Drug
Payment Amount, we will determine
the applicable phase-in formula and
whether any of these adjustments will

apply.

j. Calculate the MFN Drug Payment
Amount

As the last step, we will calculate the
MFN Drug Payment Amount for the
MFN Model drug using the applicable
phase-in formula, which blends the
applicable ASP and the MFN Price as
described in section IILE.5. of this IFC.
This calculation, including any
adjustments that apply, will result in
the MFN Drug Payment Amount for the
MFN Model drug (except as otherwise
specified).

5. Phase-In of the MFN Price

We will use a phase-in approach that
will blend the MFN Price with the
applicable ASP to allow MFN
participants time to adjust to the model
payment amounts and processes. The
phase-in formula will be stable for a
given performance year, whereas the
MFN Price and applicable ASP will vary
quarterly based on fluctuations in drug
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prices in the U.S. and in included
countries. We will phase-in the MFN
Price by 25 percent per year for
performance years 1 to 3 of the model,
reaching 100 percent of the MFN Price
for performance years 4 through 7 of the
model. The phase-in formula uses a
blend of the applicable ASP and MFN
Price for an MFN Model drug as shown
in Table 5. The MFN Drug Payment
Amount will be based on 100 percent of
the MFN Price starting in performance
year 4, unless an adjustment that

accelerates the phase-in applies as
described in section III.E.9. of this IFC.
Thus, the phase-in represents the outer
bound in terms of the amount of time
it will take for the MFN Drug Payment
Amount to transition to 100 percent of
the MFN Price.

We believe that a phase-in approach

during the initial years of the model will

enable MFN participants and the
markets to adjust to the model’s
payment methodology, while enabling

CMS to test the full phase-in of the MFN

Price over a 7-year model performance
period. As noted in section IILE.11. of
this IFC, when MFN Model drugs get
added to the MFN Model Drug HCPCS
Codes List during the model
performance period, their MFN Drug
Payment Amount gets determined as set
forth for the corresponding performance
year, meaning that if an MFN Model
drug were to be added during
performance year 4, the MFN Drug
Payment Amount will equal 100 percent
of the MFN Price.

TABLE 5—PHASE-IN OF MFN PRICES BY PERFORMANCE YEAR

Performance year

Blend of the ASP and MFN price for an MFN model drug at the HCPCS code level

100 percent MFN Price.
100 percent MFN Price.
100 percent MFN Price.
100 percent MFN Price.

75 percent applicable ASP and 25 percent MFN Price.
50 percent applicable ASP and 50 percent MFN Price.
25 percent applicable ASP and 75 percent MFN Price.

We are codifying the phase-in formula
in §513.210(b)(8).

6. Alternative Calculation for the MFN
Drug Payment Amount

Over the course of the MFN Model,
we may determine that the international
drug pricing information data sources
that we obtain do not contain any
international drug pricing information
(meaning no sales, volume, ex-
manufacturer price, or list price data
from any included country from any
quarter beginning in the fourth calendar
quarter of 2018 through the applicable
quarter in the model performance
period) for an MFN Model drug, for
example, because the MFN Model drug
is not approved for marketing in the
included countries. For such cases, we
will establish the MFN Drug Payment
Amount at the applicable ASP for the
applicable calendar quarter, subject to
any adjustment in §513.210(d) that
applies, until international drug pricing
information is available.

Because international drug pricing
information may become available for a
subsequent calendar quarter, we will
use this method to establish the MFN
Drug Payment Amount instead of
excluding or removing drugs without
any international drug pricing
information from the model until
international drug pricing information
becomes available. We believe having a
stable list of MFN Model drugs will be
more predictable for MFN participants,
lessening MFN participants’ need to

monitor changes to the MFN Model
Drug HCPCS Codes List, and will avoid
creating an opportunity for
manufacturers to get their products out
of the model by stopping the reporting
of international drug pricing
information. Based on our experience
with international drug pricing
information data sources, we expect the
potential of no international drug
pricing information for an MFN Model
drug across all included countries will
be limited. We note that our approach
may increase model payments
compared to non-model payments for
MFN Model drugs with no international
drug pricing information because the
alternative add-on payment, a single flat
add-on amount per dose (see section
IILF. of this IFC), could be greater than
the add-on payment outside of the
model.

7. lllustrative MFN Drug Payment
Amounts

To illustrate how CMS will calculate
the MFN Drug Payment Amounts under
the MFN Model in accordance with
§§513.130 and 513.140, we applied the
methodology for determining the
applicable ASPs, MFN Prices, and MFN
Drug Payment Amounts using historical
ASP-based payment limits,5° available

60 We used the 2019 Quarter 3 and Quarter 4 and
2020 Quarter 1 and Quarter 2 ASP data that align
with manufacturer-reported data based on sales
during 2019 to identify the applicable ASPs. The
ASP pricing files are posted at links available here:
https://www.cms.gov/Medicare/Medicare-Fee-for-

international drug pricing information
from 2019 for the included countries,
and the MFN Model performance year 1
phase-in formula. Table 6 shows
illustrative data for applicable ASPs,
MFN Prices, and MFN Drug Payment
Amounts for one billing unit for the
HCPCS codes that are included on the
performance year 1 MFN Model Drug
HCPCS Codes List in Table 2. Actual
MFN Drug Payment Amounts per billing
unit for performance year 1, quarter 1,
and thereafter will be calculated as
specified in §513.210. We will publish
the quarterly MFN Drug Payment
Amounts on a CMS website (such as the
MFN Model website), similar to how the
ASP Drug Pricing Files are posted
online prior to the start of the calendar
quarter. The performance year 1, quarter
1 MFN Drug Payment Amounts will be
published on a CMS website before the
start of the MFN Model.

Nlustrative MFN Drug Payment
Amounts per billing unit are listed in
Table 6 by HCPCS code. For this
illustration, we partnered with ASPE,
which purchases licenses to data
products maintained by IQVIAT™
(formerly known as Quintiles-IMS).
IQVIA’s proprietary MIDAS data set 61 is
a widely used source of drug sales and
volume data.

Service-Part-B-Drugs/McrPartBDrugAvgSalesPrice/
index.html.

61 https://www.iqvia.com/solutions/
commercialization/brand-strategy-and-
management/market-measurement/Midas.


https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Part-B-Drugs/McrPartBDrugAvgSalesPrice/index.html
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Part-B-Drugs/McrPartBDrugAvgSalesPrice/index.html
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Part-B-Drugs/McrPartBDrugAvgSalesPrice/index.html
https://www.iqvia.com/solutions/commercialization/brand-strategy-and-management/market-measurement/Midas
https://www.iqvia.com/solutions/commercialization/brand-strategy-and-management/market-measurement/Midas
https://www.iqvia.com/solutions/commercialization/brand-strategy-and-management/market-measurement/Midas
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MIDAS data contain estimates of drug
sales (called “Monetary Value ”” within
the MIDAS data set) and volume (called
“Quantity” within the MIDAS data set)
that are based on audits of drug
transactions in different countries and
distribution channels (for example,
retail pharmacies and hospitals). The
audits underlying the MIDAS data
collect sales and volume information at
the ex-manufacturer (that is, prices as
drugs are sold by manufacturers), ex-
wholesaler, and/or retail levels. IQVIA
applies a set of country- and channel-
specific assumptions on markups
between manufacturer, wholesale, and
retail prices to estimate ex-manufacturer
and retail sales. Sales information
within the database is stated in local
and U.S. currency, as of the transaction
date or current date, and are expressed
as ex-manufacturer, trade, and public
(retail) sales.62 MIDAS uses a variable

62 Ex-manufacturer sales are: Manufacturer
Selling Price or Wholesaler Purchasing Price or
Price to Wholesaler (PTW). Trade sales are:
Wholesaler Selling Price or Pharmacy Purchase
Price or Price to Chemist (PTC). Public (retail) sales
are: Pharmacy Selling Price or Consumer Purchase
Price or Price to the Public (PTP).

called “Molecule List” (also called
“Moleculelist’’) which identifies
scientific and nonproprietary names for
drug and biological products. Users
extract data from the MIDAS database
by selecting report filters, which are
values for various data fields included
in the database, such as ‘“Molecule List”
and “NFC123” (or “New Form Code,” a
3-digit code which identifies the dosage
form 63). The database has a standard
method for identifying drugs within the
U.S. and across countries, and a
standard method for identifying drug
forms. MIDAS data is updated monthly
and retains up to 12 years of history.
CMS obtained a MIDAS data extract
of available 2019 international drug
pricing information for the included
countries for the MFN Model drugs for
performance year 1 from ASPE. After
identifying the MFN Price for each drug,
we applied the phase-in formula for
performance year 1 (75 percent of the
applicable ASP and 25 percent of the
MFN Price) and applied the exceptions
in §513.210(d) when no international

63 For more information on the New Form Codes
see: https://www.ephmra.org/classification/new-
form-codes/.

drug pricing information was available
in the MIDAS data. In Table 6, the
illustrative MFN Prices, calculated
using available international drug
pricing sales and volume information at
the ex-manufacturer level, represent the
lowest of the GDP-adjusted country-
level prices available in the single data
source we used. For a complete
discussion of how CMS used
international drug pricing information
available through IQVIA and CMS data
to calculate the illustrative applicable
ASPs, MFN Prices, and MFN Drug
Payment Amounts displayed in Table 6,
we refer readers to the supplemental
documentation available on the MFN
Model website.6¢ We also refer readers
to the Medicare Part B Drug Spending
Dash board 5 that can be used to search
for brand name or generic name; search
results present certain manufacturer
information when available.

BILLING CODE 4120-01-P

64 See: https://innovation.cms.gov/initiatives/
most-favored-nation-model/.

65 See: https://www.cms.gov/Research-Statistics-
Data-and-Systems/Statistics-Trends-and-Reports/
Information-on-Prescription-Drugs/MedicarePartB.


https://www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-and-Reports/Information-on-Prescription-Drugs/MedicarePartB
https://www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-and-Reports/Information-on-Prescription-Drugs/MedicarePartB
https://www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-and-Reports/Information-on-Prescription-Drugs/MedicarePartB
https://innovation.cms.gov/initiatives/most-favored-nation-model/
https://innovation.cms.gov/initiatives/most-favored-nation-model/
https://www.ephmra.org/classification/new-form-codes/
https://www.ephmra.org/classification/new-form-codes/
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We note that, as codified in
§513.210(d)(5), and described in section
IILE.10. of this IFC, the MFN Drug
Payment Amount will not exceed the
non-model drug payment amount for
line items submitted with the JG
modifier (or any successor modifier
used to identify drugs purchased under
the 340B program) after removing any
add-on amount, if applicable.

8. Timing of Data and MFN Drug
Payment Amount Calculations

As discussed in section IILE.4. of this
IFC, we will calculate the MFN Drug
Payment Amounts on a calendar quarter
basis using the most recent ASP and
correlated international drug pricing
information (that is, data from the
highest level of hierarchy available).

Under the reporting requirements
outlined in section 1927(b)(3)(A)(iii),
manufacturers that report ASPs are
required to submit them to CMS no later
than 30 days after the last day of the
previous quarter. CMS uses these data to
calculate the ASP-based Medicare
payment amounts for the next calendar
quarter. As a result, there is a two-
quarter lag between the time when sales
reflected in the ASP occur and the time
when these sales become the basis for
Medicare payment amounts.

We will use international drug pricing
information from the same time period
(that is, the same calendar quarter), if
available in accordance with the
hierarchy specified in § 513.140(c)(3), in
order to align information across the
ASP Drug Pricing files and the data

sources for international drug pricing
information that we will use. This
approach will consistently correspond
to the two-quarter lag used for the ASP
pricing files when an international drug
pricing information data source at the
highest level of the hierarchy specified
in §513.140(c)(3) is available. Table 7
illustrates how the information we will
use to calculate the MFN Drug Payment
Amounts for each calendar quarter
during performance year 1 using data
from the applicable ASP calendar
quarter will align when an international
drug pricing information data source at
the highest level of the hierarchy
specified in §513.140(c)(3) is available.
We will use the same approach for each
performance year.

TABLE 7—ALIGNMENT OF PERFORMANCE YEAR CALENDAR QUARTERS FOR ASP AND MFN PRICE DATA BASED ON

JANUARY 2021 MODEL START

Performance year

Performance year calendar
quarter

ASP pricing file for calendar
quarter

Applicable ASP calendar
quarter

MFN price for calendar
quarter®

2021, Quarter 1
2021, Quarter 2 ....
2021, Quarter 3

2021, Quarter 1
2021, Quarter 2 ...
2021, Quarter 3

2020, Quarter 3
2020, Quarter 4
2021, Quarter 1

2020, Quarter 3
2020, Quarter 4
2021, Quarter 1

2021, Quarter 4

2021, Quarter 4

2021, Quarter 2

2021, Quarter 2

*When an international drug pricing information data source at the highest level of the hierarchy specified in §513.140(c)(3) is available.

For example, for the initial
calculations to calculate payment
amounts for the start of the MFN Model
on January 1, 2021, the beginning of the
first calendar quarter in 2021, we will
use the January 2021 ASP Pricing File
(which will be based on manufacturers’
ASP for the third quarter of 2020, from
July 1, 2020, to September 30, 2020) and
international drug pricing information
for the third quarter of 2020, from July
1, 2020, to September 30, 2020. For each
subsequent calendar quarter for a
performance year, the MFN Drug
Payment Amount will be established by
calculating the MFN Price based on
more recent international drug pricing
information, using data for the
applicable ASP calendar quarter, if
available, as illustrated in Table 7, and
calculating the MFN Drug Payment
Amount.

9. Adjustments to Phase-In Formula and
Incentives for Manufacturers To
Address Rising U.S. Drug Prices

In response to the October 2018
ANPRM, we received several comments
asking that we consider including
model design features to address
potential spillover effects and cost-
shifting to the commercial market and
Medicare payment outside of the model
geographic area. The commenters
requested that CMS carefully consider

the potential impacts of a potential
model on other markets—including the
potential for cost-shifting to other
segments of the Medicare program, the
Medicaid program, and the commercial
market. The commenters recommended
that in order to avoid unintended
consequences and cost-shifting, CMS
should closely monitor prices for
included drugs and consider additional
policies or actions if drug prices in other
markets rise above certain pricing
thresholds (for example, above the
Consumer Price Index (CPI) or
inflation).

We appreciate these concerns, as it is
possible that, in response to the MFN
Model, manufacturers may take steps to
increase U.S. prices outside of the MFN
Model, such as in the commercial and
Medicare Advantage markets, which
may be seen in increases in
manufacturers’ ASPs. In response to the
concerns expressed in the October 2018
ANPRM comments and to minimize the
possibility of a spillover impact on
beneficiaries outside of the MFN Model,
we will make adjustments to the phase-
in formula in order to mitigate cost-
shifting in the market and incentivize
manufacturers of MFN Model drugs to
maintain stable ASPs of MFN Model
drugs to minimize the potential for
spillover impacts. In addition to
creating spillover impacts, rapid

increases in ASP that outstrip not only
U.S. inflation but also changes in
international prices over time would
reduce our ability to test the phase-in of
the MFN Price over time, as the MFN
Price’s contribution to the MFN Drug
Payment Amount could be obscured by
a significant increase in the MFN Model
drug’s ASP.

As discussed in section IILE.5. of this
IFC, we will phase-in the MFN Prices to
allow MFN participants time to adjust to
the MFN Model payment amounts and
processes. Calculating the MFN Prices
and MFN Drug Payment Amounts each
calendar quarter will allow
manufacturers to address the large
difference between prices in the U.S.
and in other countries for MFN Model
drugs during the course of the MFN
Model and serves as an incentive for
manufacturers to refrain from raising
U.S. prices faster than a reasonable
inflation allowance. Furthermore, as
discussed in section III.M. of this IFC,
we are waiving requirements of section
1847A in order to exclude units of MFN
Model drugs from the calculation of the
manufacturer’s ASP. However, if these
incentives prove to be insufficient to
deter manufacturers from raising U.S.
prices for MFN Model drugs faster than
a reasonable inflation allowance, we
will adjust the calculation of the MFN
Drug Payment Amount by adjusting the
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phase-in formula for MFN Model drugs
where such concerns are observed.
Specifically, to preserve the integrity
of the model test as described
previously, we will make an adjustment
to the phase-in formula for an MFN
Model drug if the applicable ASP or
monthly U.S. list price (defined as
Wholesale Acquisition Cost (WAC)
available in a U.S. drug pricing
compendium or if WAC is not available,
other available list prices, such as
Average Wholesale Price (AWP)
available in a U.S. drug pricing
compendium) increases faster than both
inflation and the MFN Price. CMS will
accelerate the phase-in of the MFN Price
by 5 percentage points at the next
quarterly update for each MFN Model
drug with: (1) A greater cumulative
percentage increase in either the
applicable ASP 66 or any monthly U.S.
list price for any of the NDCs assigned
to the MFN Model drug’s HCPCS code
compared to the cumulative percentage
increase in the Consumer Price Index
for All Urban Consumers (CPI-U) 67
based on all items in U.S. city average
and not seasonally adjusted; and (2) a
greater cumulative percentage increase
in either the applicable ASP or any
monthly U.S. list price for any of the
NDCs assigned to the MFN Drug’s
HCPCS code compared to the
cumulative percentage increase in the
MFN Price. To apply these conditions
for an MFN Model drug, we will
identify the cumulative percentage
increase from a baseline to the
applicable ASP calendar quarter. For all
MFN Model drugs with an applicable
ASP for the first quarter of performance
year 1, we will set the baseline as the
ASP calendar quarter for the applicable
ASP for the first quarter of performance
year 1 (that is, the third calendar quarter
of 2020 (July 2020 through September
2020)). For all MFN Model drugs that do
not have an applicable ASP for the first
quarter of performance year 1 (for
example, a drug that is first marketed in
the U.S. after the start of the model), the
baseline will be the ASP calendar
quarter for the first applicable ASP
based on the manufacturer’s average
sales price for that MFN Model drug
that occurs after the third quarter of
2020. For example, the baseline for an
MFN Model drug with its first
applicable ASP based on the
manufacturer’s average sales price
occurring in the second quarter of
performance year 1 (that is, April 2021

66 We note that the manufacturers’ ASPs will be
based on non-model sales only as codified in
§513.600(b) and as discussed in section IIL.M. of
this IFC.

67 All references to CPI-U are based on all items
in U.S. city average and not seasonally adjusted.

through June 2021) will have a baseline
of the fourth calendar quarter of 2020
(October 2020 through December 2020).

The cumulative percentage change
will be calculated from the end of the
baseline to the end of the applicable
ASP calendar quarter. We will apply the
adjustment to the phase-in formula
similarly for all MFN Model drugs
regardless of when the MFN Model drug
is added to the MFN Model Drug
HCPCS Codes List.

Further, if both conditions are not
met, such as the cumulative percentage
increase in any monthly U.S. list prices
for the NDCs assigned to the MFN
Drug’s HCPCS code outpaces the
cumulative percentage increase in CPI-
U but is less than the cumulative
percentage increase in the MFN Price,
then the trigger conditions will not be
met and the phase-in formula will not
be accelerated. If the cumulative
percentage change in the CPI-U or MFN
Price is negative, we will use zero as the
cumulative percentage increase in the
CPI-U or MFN Price, as applicable, for
the relevant quarter.

We will accelerate the phase-in
formula by 5 percentage points as we
believe this amount strikes a balance
between moving the MFN Drug Payment
Amount more quickly toward the MFN
Price while still retaining the stepwise
nature of the phase-in. As an example,
in the case that both trigger conditions
are met for an MFN Model drug during
the applicable ASP calendar quarter for
the second quarter of performance year
1, the phase-in formula would be 70
percent applicable ASP and 30 percent
MFN Price for that quarter and
remaining quarters in performance year
1, assuming both trigger conditions are
not met in the ASP calendar quarters for
the third and fourth quarter of
performance year 1.

We will apply the acceleration of the
phase-in formula for each calendar
quarter of the MFN Model where both
trigger conditions are met. That is, for
an MFN Model drug that is subject to
the accelerated phase-in of the MFN
Price, we will further accelerate the
phase-in of the MFN Price by an
additional 5 percentage points at the
next quarterly update if the cumulative
percentage increase in the applicable
ASP or any of the monthly U.S. list
prices for the NDCs assigned to the MFN
Model drug’s HCPCS code continues to
be greater than the cumulative
percentage increase in the CPI-U and
MFN Price. In the previous example, if
both of the trigger conditions were met
for the same MFN Model drug during
the applicable ASP calendar quarter for
quarters 3 and 4 of performance year 1,
the phase-in formula would be 65

percent applicable ASP and 35 percent
MFN Price for quarter 3 of performance
year 1, and 60 percent applicable ASP
and 40 percent MFN Price for quarter 4
of performance year 1. The accelerated
phase-in of the MFN Price will not be
reversed, but will remain in place for
the duration of the model performance
period for that drug, even if the
manufacturer lowers its ASP and U.S.
list prices after the accelerated phase-in
is in effect.

Further, after the full phase-in of the
MFN Price is reached, if both of the
trigger conditions are met, there will be
a decrease in MFN Model Drug Payment
Amount equal to the largest difference
in the cumulative percentage increase in
the applicable ASP or any of the
monthly U.S. list prices for the NDCs
assigned to the MFN Model drug’s
HCPCS code compared to the
cumulative percentage increase in the
CPI-U and in the MFN Price. This
additional adjustment will lead to the
affected drug’s MFN Drug Payment
Amount falling below the MFN Price for
that drug. For example, for an MFN
Model drug, if 100 percent of the MFN
Price was already applied in the
calculation of the MFN Model Drug
Payment Amount for a quarter and its
applicable ASP cumulatively increased
by 14 percent, the largest cumulative
percentage increase of any of the
monthly U.S. list prices for the NDCs
assigned to the HCPCS code was 13
percent, the CPI-U cumulatively
increased by 12 percent, and the MFN
Price cumulatively increased by 11
percent, we would reduce the MFN
Drug Payment Amount for the quarter
(in this case, previously established as
to equal the MFN Price) by 3 percent
(that is, the difference between 14 and
11) of the MFN Price.

Any such additional adjustment will
apply for the duration of the model
performance period, unless a larger
additional adjustment is triggered. As
with the adjustment before the full
phase-in is reached, we will update the
calculation for the additional
adjustment for each additional calendar
quarter of the model. That is, for an
MFN Model drug that is subject to the
additional adjustment of the MFN Price,
each calendar quarter thereafter, we will
calculate the largest difference between
the cumulative percentage increase in
the applicable ASP or any of the
monthly U.S. list prices for the NDCs
assigned to the MFN Model drug’s
HCPCS code and the cumulative
percentage increase in CPI-U and in
MFN Price and increase the additional
adjustment if the result of the updated
calculation results in a larger additional
adjustment. CMS will not reduce the
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additional adjustment based on the
results of the updated calculation. We
believe this policy will serve as a strong
incentive for manufacturers to avoid
taking steps that could cause spillover
impacts and will help to address
commenters’ concerns.

10. Limitation on MFN Drug Payment
Amount To Protect Beneficiaries

To avoid potentially increasing
beneficiary cost-sharing or coinsurance,
we are codifying in § 513.210(b)(6) to
compare the MFN Price to the
applicable ASP in order to ensure that
beneficiaries are always paying the
lowest amount of coinsurance available.
If the applicable ASP is less than the
MFN Price, we will establish the MFN
Price as equal to the applicable ASP. In
addition, in §513.210(a), we are
codifying that the allowed MFN Drug
Payment Amount will not exceed the
billed amount on the claim for the MFN
Model drug. In addition, to maintain
beneficiary protections for all claims
paid under the OPPS, we are codifying
in §513.210(d)(4) that the MFN Drug
Payment Amount cannot exceed the
non-model drug payment amount for
line items submitted with the JG
modifier (or any successor modifier
used to identify drugs purchased under
the 340B program) after removing any
add-on amount, if applicable. We will
apply this limitation to line items
submitted with the JG modifier. We
refer readers to the Calendar Year (CY)
2021 OPPS/ASC Notice of Proposed
Rulemaking (CMS-1736-P) 68 (85 FR
48880) for a discussion of CMS’s
proposal for CY 2021 and subsequent
years to pay for drugs acquired under
the 340B program at ASP minus 34.7
percent, plus an add-on of 6 percent of
the product’s ASP, for a net payment
rate of ASP minus 28.7 percent based on
the results of the Hospital Acquisition
Cost Survey for 340B—Acquired
Specified Covered Drugs. If CMS
finalizes the proposed OPPS payment
policy to pay for drugs acquired under
the 340B program at ASP minus 34.7
percent, plus an add-on of 6 percent of
the product’s ASP, the MFN Drug
Payment Amount for an MFN Model
drug furnished by an MFN participant
and billed with the JG modifier will be
capped at ASP minus 34.7 percent. In
such cases, the MFN participant will
also receive the per-dose add-on
payment amount described in section
IILF. of this IFC.

In the CY 2021 OPPS/ASC Notice of
Proposed Rulemaking, CMS proposed in
the alternative to continue its current

68 https://www.govinfo.gov/content/pkg/FR-2020-
08-12/pdf/2020-17086.pdf.

policy of paying ASP minus 22.5
percent for 340B-acquired drugs. If CMS
finalizes this alternative proposal, the
MFN Drug Payment Amount for an
MFN Model drug furnished by an MFN
participant and billed with the JG
modifier will be capped at ASP minus
22.5 percent (85 FR 48890). In such
cases, the MFN participant will also
receive the per-dose add-on payment
amount described in section IILF. of this
IFC.

11. Method for Establishing MFN Drug
Payment Amounts for Drugs Added to
the MFN Model

We will add annually any top 50
drugs that are not already included on
the MFN Model Drug HCPCS Codes
List, after taking the exclusions in
§513.130(b) into account. In accordance
with§ 513.210, we will calculate the
MFN Price that will apply to drugs that
are added to the list of MFN Model
drugs and the applicable phase-in
formula for a given performance year
and adjustments will apply. We will
apply the applicable phase-in formula
for drugs that are added to the MFN
Model Drug HCPCS Codes List, in order
to simplify and maintain consistent
payment policies for all MFN
participants and MFN Model drugs. For
example, for a drug added as an MFN
Model drug for performance year 2, the
phase-in formula will be a blend of 50
percent of the ASP and 50 percent of the
MFN Price for the drug. Thus, Medicare
Part B drugs that will be added to the
MFN Model Drug HCPCS Codes List for
performance year 2 and beyond will
have an MFN Drug Payment Amount
that will start more heavily based on the
MFN Price than drugs that were
included in earlier performance years.
We believe this approach is appropriate
because the MFN Model seeks to test a
new payment methodology that takes
into account the discounts that other
countries enjoy and delaying the phase-
in of the MFN Price for drugs that will
be added to the MFN Model Drug
HCPCS Codes List for performance year
2 and beyond will not allow CMS to
fully evaluate the model payment test
for such drugs during the model
performance period.

For drugs added to the MFN Model
Drug HCPCS Codes List in a later
performance year, this approach could
result in a more significant change in
payment for the drug upon entry to the
model compared to drugs that are
included from the beginning of the
model. Although there is the potential
for a larger change in payment for drugs
that are added later in the model, we
believe that it is necessary to maintain
the same phase-in for all included drugs

to enable us to test the full phase-in of
the MFN Price by performance year 4.
We also believe that MFN participants
are aware of which separately payable
Medicare Part B drugs have high annual
spending and therefore will have a basis
for assessing which drugs that are not
on the MFN Model Drug HCPCS Codes
List in performance year 1 are more
likely be added to the MFN Model Drug
HCPCS Codes List in a later
performance year. For future years, we
seek comment on whether additional
information that CMS could provide
would be helpful to MFN participants
for their planning purposes, for example
drug utilization reports developed
through the model monitoring activities
that CMS could make available on the
model website.

12. Payment Exceptions for MFN Model
Drugs in Short Supply

Rather than broadly excluding drugs
that are in short supply from the model,
we will keep MFN Model drugs in the
model while they are in short supply,
but revert the MFN Drug Payment
Amount to the applicable ASP, which
could be the amount determined under
section 1847A(e) of the Act if the
conditions set forth in that provision are
met, beginning with the first day of the
next calendar quarter after the date on
which the MFN Model drug is reported
as “Currently in Shortage” by FDA, as
available on these websites: https://
www.accessdata.fda.gov/scripts/
drugshortages/ and https://
www.fda.gov/vaccines-blood-biologics/
safety-availability-biologics/cber-
regulated-products-current-shortages,
and continuing for subsequent calendar
quarters as warranted. Once the MFN
Model drug is no longer reported as
“Currently in Shortage” by FDA, the
MFN Model payment will resume the
first day of the next quarter after the
date on which it is no longer reported
in shortage. For example, as noted in
section III.D.2. of this IFC, one of the
HCPCS codes with high aggregate 2019
Medicare Part B total allowed charges
(J1569, Gammagard liquid infusion)
represents a drug that is currently on the
FDA shortages list. If this HCPCS code
were to be included on the MFN Model
Drug HCPCS Codes List and remain on
the FDA shortages list, the MFN Drug
Payment Amount will be the applicable
ASP until the first day of the next
quarter of the model performance period
after it is no longer reported as
“Currently in Shortage” by FDA.
However, we note that we are excluding
HCPCS codes that describe intravenous
immune globulin from the MFN Model
Drug HCPCS Codes List as discussed in
section III.D.2 of this IFC.


https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/cber-regulated-products-current-shortages
https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/cber-regulated-products-current-shortages
https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/cber-regulated-products-current-shortages
https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/cber-regulated-products-current-shortages
https://www.govinfo.gov/content/pkg/FR-2020-08-12/pdf/2020-17086.pdf
https://www.govinfo.gov/content/pkg/FR-2020-08-12/pdf/2020-17086.pdf
https://www.accessdata.fda.gov/scripts/drugshortages/
https://www.accessdata.fda.gov/scripts/drugshortages/
https://www.accessdata.fda.gov/scripts/drugshortages/
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13. Payment of Blood Clotting Factor
Furnishing Fee Under the MFN Model

Currently, payment for the blood
clotting factor furnishing fee under 42
CFR 410.63(c) is made along with
payment for the blood clotting factor.
Under the MFN Model, a HCPCS code
that is used to bill for a blood clotting
factor may be an MFN Model drug if
such HCPCS code is included on the
MFN Model Drug HCPCS Codes List. To
maintain the current payment approach
for the blood clotting factor furnishing
fee during the MFN Model, we are
codifying in § 513.210(e), that when
applicable, the blood clotting furnishing
fee under §410.63(c) will be payable
along with the MFN Drug Payment
Amount. We believe this approach will
eliminate the need to establish different
billing instructions for MFN Model
drugs that are blood clotting factors.

F. MFN Model Alternative Add-On
Payment

1. Overview of the Alternative Add-On
Payment

In the October 2018 ANPRM, we
sought public comment on testing an
alternative add-on payment to the
current system, required by section
1847A of the Act, under which
Medicare Part B pays a fee based on 6
percent of the ASP of the drug so that
the dollar amount of the add-on
increases with the price of the drug
rather than reflecting the service being
performed. In general, the amount of
add-on realized by providers and
suppliers has been described by
commenters as 4.3 percent as a result of
sequestration.®® In the October 2018
ANPRM, we described our belief
regarding how a potential model could
pay a drug add-on amount that would
be different from the current drug add-
on amount. We sought public comment
on potential ways to structure the

69 Stakeholders have reported that the add-on
percentage is slightly further reduced when the
OPPS beneficiary cost-sharing limitation applies.
Further, we note that current payments under the
OPPS for certain drugs when the drug is acquired
under the 340B program are made based on ASP—
22.5 percent and are not considered to include a
drug add-on payment amount. We refer readers to
to the Calendar Year (CY) 2021 OPPS/ASC Notice
of Proposed Rulemaking (CMS-1736-P) (85 FR
48880) for a discussion of CMS’s proposal for CY
2021 and subsequent years to pay for drugs
acquired under the 340B program at ASP minus
34.7 percent, plus an add-on of 6 percent of the
product’s ASP, for a net payment rate of ASP minus
28.7 percent based on the results of the Hospital
Acquisition Cost Survey for 340B-Acquired
Specified Covered Drugs. We also refer readers to
the alternative proposal in the CY 2021 OPPS/ASC
Notice of Proposed Rulemaking (85 FR 48890) to
continue the current policy of paying ASP-22.5
percent for 340B drugs and biologicals under the
OPPS.

alternative add-on, including but not
limited to: An amount based on drug
class, the physician’s specialty, or the
practice’s historical billing patterns,
with a possible bonus pool tied to
clinically appropriate utilization. We
requested feedback on several design
topics, such as how we could best
define and determine the alternative
add-on payment amount, whether CMS
should develop an encounter-based or
monthly add-on payment approach, and
potential inclusion of a quality bonus
pool to incentivize evidence-based care.
We stated that our goal was to maintain
relative stability in provider and
supplier revenue through an alternative
drug add-on payment for furnishing
drugs that removes the current
percentage-based drug add-on
payments.

In response to the October 2018
ANPRM, we received feedback from a
number of stakeholder groups on the
structuring of an alternative add-on
payment. Overall, there was no
consensus on the best approach to
designing an alternative add-on
payment, though several commenters
supported calculating the alternative
add-on payment in such a way that
model participants would be held
harmless. Some commenters supported
the idea of testing an alternative add-on
payment that is not tied to increases in
drug prices over time, with one
commenter noting that this could
promote revenue stability. One
commenter noted an approach that
varies the alternative add-on payment
between different drugs would risk
creating perverse incentives in
prescribing decisions between
alternative treatment options. Several
commenters supported a flat fee with
more than one tier. Several commenters
expressed concern about linking a
bonus pool to prescribing lower cost
drugs. One commenter opposed
reducing the add-on amount to allow for
a bonus pool.

After considering the comments we
received, we were persuaded that
potential model requirements to qualify
for a modest quality bonus would be
challenging and may be burdensome for
MFN participants to implement and
adhere to consistently for all MFN
beneficiaries, and would add potential
financial risk for MFN participants,
which is not necessary for purposes of
testing an alternative add-on payment
approach under the MFN Model. Thus,
we are not including a quality bonus in
the MFN Model. We were also
persuaded that the alternative add-on
should be designed in as straightforward
a manner as possible to minimize
administrative burden for MFN

participants and potential confusion for
beneficiaries.

We will pay MFN participants a
single add-on payment amount per dose
of an MFN Model drug; this payment
will not vary based on the amount of
drug furnished in a dose, billing units
billed on the claim line, or by MFN
participant or specialty. The goals for
the model’s approach to the alternative
add-on payment are to test an
innovative way to pay the add-on
portion of the drug payment, boost add-
on revenue for MFN participants on
average based on historical overall add-
on revenue, create an incentive to
encourage appropriate drug utilization
by breaking the link between the
manufacturer’s drug price and the
calculation of the Medicare Part B
payment for the add-on amount, and
remove or reduce the incentive to
furnish higher-cost drugs inherent in the
current methodology.

With the MFN alternative add-on
payment, we will test a single add-on
payment amount that will paid per
dose, where “dose” for the purposes of
the MFN alternative add-on payment is
defined as the number of HCPCS billing
units reported on a claim line 7° (also
called service line or line item). We are
codifying this alternative add-on
payment at §513.220. We will waive
beneficiary cost-sharing for the add-on
payment. As such, the add-on approach
will test a separate standardized add-on
payment amount per dose that is not
tied to the Medicare Part B payment
amount for a drug. We will start with an
amount that is calculated based on
6.1224 percent of historical applicable
ASPs for 2019 final action claim lines
for the selected MFN Model drugs for
the beginning of performance year 1 as
further described in §513.220, trended
forward using an inflationary
adjustment for the start of performance
year 1. With this approach, the per-dose
add-on payment amount will be
calculated once at the beginning of the
model and will not be recalculated as
the MFN Model Drug HCPCS Codes List
changes. For each calendar quarter
thereafter, beginning with performance
year 1, quarter 2, we will update the
per-dose add-on payment amount using
an inflation factor.

For the MFN Model drugs for the
beginning of performance year 1 that are
biosimilar biological products, we will
use 6.1224 percent of the historical
applicable ASPs for the reference
biological product in the calculation of
the per-dose add-on amount rather than
6.1224 percent of the historical

70 An exception is when a claim line is billed
with the modifier JW, indicating discarded drug.
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applicable ASPs for the biosimilar
biological product to align with the
determination of the add-on amount to
such products under section 1847A.
Based on the performance year 1 MFN
Model Drug HCPCS Codes List in Table
2, this applies to Q5111 (Injection,
udenyca 0.5 mg).

We selected 6.1224 percent because
that amount results in an add-on pool
that will allow MFN participants to
realize, on average, a 6 percent add-on
per dose after sequestration, which
generally applies.7! In the absence of
actual drug acquisition costs for eligible
providers and suppliers, we believe it is
appropriate to use an amount for the
add-on pool that represents, on average,
a 40 percent increase compared to 4.3
percent of ASP in use in the baseline
period to achieve a goal of the model to
provide increased add-on revenue for
MFN participants on average.

2. Per-Dose Add-On Payment Amount
Methodology

a. Calculation of the Single Per-Dose
Add-On Payment Amount

In §513.220(b), we specify how we
calculated a single per-dose add-on
payment amount for the start of the
MFN Model. Using 2019 historical
claims data, we calculated a per-dose
add-on payment amount by applying
the applicable ASP (that is, the payment
amount determined in accordance with
section 1847A of the Act for a quarter
minus the applicable add-on
percentage) to the identified 2019
claims lines, based on the calendar
quarter in which the claim’s date of
service falls, which corresponds to the
manufacturer-reported ASPs from two
calendar quarters prior, with an
exception for biosimilar biological
products as described previously. We
used all 2019 Medicare Part B FFS
claims lines for separately paid drugs
(by HCPCS code) included on the MFN
Model HCPCS Codes List for the
beginning of performance year 1 that
were furnished by eligible Medicare-
participating providers and suppliers
(that is, entities that are eligible to be an
MFN participant). We excluded claims
submitted by excluded providers and
suppliers described in §513.100(c)
(such as CAHs, and cancer hospitals) as
well as certain claims described in
§513.100(d) (such as claims processed
by the DME MAC), as applicable in
2019, as well as claims where Medicare

71 Note that Section 3709 of the Coronavirus Aid,
Relief, and Economic Security (CARES) Act
temporarily suspends Medicare sequestration from
May 1, 2020 to December 31, 2020. Available at:
https://www.govinfo.gov/content/pkg/BILLS-
116hr748enr/pdf/BILLS-116hr748enr.pdf.

was not the primary payer. We included
all relevant claim lines for an MFN
Model drug with an allowed charge
greater than zero dollars in the
calculation. As we used nearly all 2019
claims for drugs included on the MFN
Model HCPCS Codes List for the
beginning of performance year 1
furnished from any eligible Medicare-
participating provider or supplier, we
believe that one calendar year provided
sufficient data for purposes of
calculating a single per-dose add-on
payment amount. Calendar year 2019
represents the same baseline year that
we used to select the MFN Model drugs
for the beginning of performance year 1,
as identified in Table 2.

Once all relevant 2019 claim lines
were identified for each drug (by HCPCS
code) on the MFN Model HCPCS Codes
List for the beginning of performance
year 1, we multiplied the number of
HCPCS units billed on each claim line
by 6.1224 percent of the 2019 applicable
ASP (which we define as the payment
amount determined in accordance with
1847A of the Act less the applicable
add-on percentage for the MFN Model
drug’s HCPCS code) for the calendar
quarter that matches the claim line’s
date of service and then summed across
all claim lines for that drug to yield a
total add-on spending amount for that
drug. For biosimilar biological products,
we used the applicable ASP for the
reference biological product.

Then we pooled together the total
add-on spending amounts for all drugs
on the MFN Model HCPCS Codes List
for performance year 1 and the total
number of claim lines for those drugs
(excluding claim lines billed with the
JW modifier). Lastly, we calculated the
per-dose add-on payment amount as the
total pooled add-on spending amount
divided by the total pooled number of
claim lines.

Using the drugs (by HCPCS code)
included on the performance year 1
MFN Model Drug HCPCS Codes List in
Table 2, available 2019 claims data
subject to the exclusions and exception
previously noted, and applicable ASPs
from 2019, we calculated a single per-
dose add-on payment amount in the
amount of $146.55. This amount
represents the single per-dose add-on
payment amount for a dose of any MFN
Model drug prior to application of the
inflationary factor as described in
section IIL.F.2.b. of this IFC.

b. Trending the Single Per-Dose Add-On
Payment Amount Forward Each
Calendar Quarter During the MFN
Model

We will trend forward the single per-
dose add-on payment amount each

calendar quarter during the MFN Model
to account for inflation over time by
using a cumulative inflationary factor as
described in this section of this IFC. We
will not use changes in ASP or MFN
Drug Payment Amount to trend forward
the single per-dose add-on payment
amount to align with our intention to
test the removal of the link between a
drug’s add-on payment and its price.

As specified in § 513.220(b)(7), after
calculating the single per-dose add-on
payment amount, we multiplied the
single per-dose add-on payment amount
($146.55) by an inflationary factor,
which equals the percentage increase in
the CPI-U from the midpoint of the
baseline year (2019) through the first
month of the calendar quarter prior to
the start of the model (that is, the
percentage increase in CPI-U from July
2019 through October 2020). The
resulting per-dose alternative add-on
payment amount for the first calendar
quarter of performance year 1 (January
1, 2021 through March 31, 2021) is
$148.73.

To calculate the per-dose alternative
add-on payment am