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Most Favored Nation (MFN) Model 

On November 20, 2020, CMS announced the Most Favored Nation (MRN) Model, a new Medicare payment 
model related to payments for Part B drugs.  This model is in response to President Trump’s September 13, 2020 
Executive Order on Lowering Drug Prices by Putting America First.  This model tests the method of lowering 
drug costs by paying no more than the lowest price drug manufacturers receive in other similar countries, 
specifically any country in the Organisation for Economic Co-operation and Development (OECD) that has a 
Gross Domestic Product (GDP) per capita that is at least 60 percent of the U.S. GDP per capita.   

Drug spending in the U.S. has steadily increased and significantly outpaces spending on other Part B services, 
and U.S. drug prices surpass other countries.  Per the Department of Health and Human Services, Office of the 
Assistant Secretary for Planning and Evaluation (ASPE), Medicare Part B Fee-for-Service (FFS) drug spending per 
enrollee for 2006-2017, grew 8.1 percent.  This is more than twice the per capita spending on Medicare Part D, 
which is 3.4 percent and almost three times the overall retail prescription per capita drug spending, which is 2.9 
percent. It is expected  per capita spending on Medicare Part B physician-administered drugs and separately-
payable hospital outpatient drugs will grow at a similar annual rate of 8 percent between 2020 and 2027, not 
including potential increases related to the  COVID-19 pandemic.  

Drug acquisition costs in the U.S. also exceed those in Europe, Canada and Japan based on an analysis completed 
in October 2018 by the Office of the Assistant Secretary for Planning and Evaluation (ASPE).  The analysis 
compared US drug acquisition costs for Part B physician administered drugs to those in 16 other developed 
countries including:  Austria, Belgium, Canada, Czechia, Finland, France, Germany, Greece, Ireland, Italy, Japan, 
Portugal, Slovakia, Spain, Sweden, and the United Kingdom.  The study focused on 27 drugs, which accounted 
for 64 percent of total Medicare Part B spending in 2016.  In general, the U.S. acquisition costs were 1.8 times 
higher.  One drug was identified to be comparable to other countries; however, the US had the highest drug 
prices in 19 of the 27 drugs evaluated.  In some instances, the US prices were up to 7 times higher than 
international prices.  A similar study in 2018 supported ASP rates were at least 2.05 times higher than other 
OECD countries with a GDP of 60 percent.   

The CMS Office of the Actuary (OACT) estimates the MFN Model will result in:  

• “Savings of roughly $64.4 billion in Medicare FFS benefits, 
• $49.6 billion in Medicare Advantage (MA) payments, and 
• $9.9 billion in Medicaid spending ($5.7 billion in federal payments and $4.3 billion in state payments).” 

Overall, OACT estimates the MFN Model will result in savings of $85.5 billion and beneficiaries will save a total 
of $28.5 billion from a reduction in the Medicare Part B premium and will also see their coinsurance reduced.  

http://www.rccsinc.com/
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Rulemaking related to this model was published within the MFN Model Interim Final Rule with Comment Period 
and includes a 60-day public comment period.  This is intended to serve as a summary of the published rule, and 
it is recommended to review the publication in its entirety, as well as locate and review other resources provided 
by CMS.   The Interim Final Rule is 258 pages in length, and the complete document can be located at:  

https://innovation.cms.gov/media/document/mfn-ifc-rule  

The model is scheduled to go into effect January 1, 2021 and will run through December 31, 2027.  The model 
is considered a nationwide, mandatory model and includes the following key elements. 

Included Drugs 

The drugs included within the model focus on a Medicare Part B drugs that result in a high percentage of Part B 
spending.  There are 50 single source drugs and biologicals (including biosimilar biological products) included 
within the first year based on 2019 spending.   

Some drugs have been excluded from the model, which include drugs used at home, as well as certain vaccines, 
oral drugs, multiple source drugs, intravenous immune globulin, compounded drugs, radiopharmaceuticals and 
drugs with an Emergency Use Authorization or FDA approval to treat COVID-19.  Drugs without specific HCPCS 
codes will also be excluded, specifically those billed under “not otherwise classified” codes, such as J3490. 

In addition, drugs billed with a HCPCS code to which generic drugs are assigned will also be excluded.  These are 
excluded as they are already subject to a competitive market, and pricing is already reflective of generic product 
pricing.  To encourage the use of biosimilars, CMS is not excluding biosimilar biological products from the MFN 
Model; however, due to 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 for 
performance year 1. 

The model focuses on separately payable Medicare Part B drugs; therefore, payment for products bundled into 
another procedure or service will not be affected by the model.  This concept does not exclude drugs that are 
packaged under one Medicare payment system, while separately payable in another setting, as the inclusion of 
a particular drug is based solely on those receiving separate payment. 

For future years, CMS will maintain approximately 50 drugs in the model during the 7-year model period.  It is 
expected changes will be necessary to add drugs to the model on an annual basis.  These will coincide with drugs 
that move to the top 50 drugs based on updated annual Part B spending.  CMS believes this will identify potential 
shifts in utilization to drugs that have not yet been included within the model.  Drugs already included in the 
model will continue to be part of the model for future years unless the drug is withdrawn from the US market, 
if the HCPCS code is deleted without replacement, or if a drug is excluded due to one of the accepted exclusion 
criteria. 

CMS has indicated the potential to include other types of products in future years, such as blood related, plasma 
derived, and human tissue products.  CMS is also considering a potential exclusion of other drugs, for instance 
gene and cell therapies, such as chimeric antigen receptor T-cell (CAR-T) products.   

http://www.rccsinc.com/
https://innovation.cms.gov/media/document/mfn-ifc-rule
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The drugs included within the model for performance year 1 are published within Table 2 of the Interim Final 
Rule.  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 

Model Drug Payment 

Currently separately paid Part B drugs are paid based on the manufacturer’s average sales price (ASP) plus an 
add-on fee related to overhead costs associated with drugs and biologicals.  This amount is calculated quarterly 
based on manufacturer submitted data.  In this model, the CMS payment will be based on a blended formula 
which includes the lowest adjusted international price, known as the “MFN Price” and the ASP for the specific 
drugs included in the model.  The MFN Price will be based on the lowest GDP-adjusted price paid by an OECD 
member country with a GDP per capita that is at least 60 percent of the U.S. GDP. 

The MFN Price will be phased in at 25 percent per year over a 4-year period, specifically the first four years of 
the 7-year model. Years 4-7 of the model will be at 100 percent of the MFN Price.  CMS provides the schedule 
for the phased in approach in Table 5 of the Interim Final Rule. 

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 
Year 1 75 percent applicable ASP and 25 percent MFN Price 
Year 2 50 percent applicable ASP and 50 percent MFN Price 

Year 3 
25 percent applicable ASP and 75 percent MFN Price Year 4 100 percent 
MFN Price 

Year 4 100 percent MFN Price 
Year 5 100 percent MFN Price 
Year 6 100 percent MFN Price 
Year 7 100 percent MFN Price 

 

The MFN Price and the blended formula will not allow for the model payment amount to exceed the ASP.  CMS 
has stated the phased in approach may be accelerated during the initial four years if the U.S. prices rise faster 
than inflation.  

Illustrative MFN drug payment amounts per unit billed are provided within the Interim Final Rule within Table 
6.  This table outlines the illustrative price for each drug selected to be included in the model, along with the 
corresponding HCPCS code, code dosage, ASP amount, model payment amount, and the corresponding MFN 
OECD country.   

CMS will continue to calculate MRN Drug Payment Amounts on a quarterly basis utilizing the most recent ASP 
and international drug pricing information.  Due to timelines for reporting of ASP data by manufacturers, there 

http://www.rccsinc.com/
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will be a two-quarter lag between the ASP data and the use of that data within the Medicare payment 
calculation.   

ASP Add-on Payment 

Currently Part B drugs are paid based on the ASP plus 6 percent; however, the model will replace this with a flat 
payment per dose that is uniform across all drugs included within the model.  CMS defines dose as “the number 
of HCPCS billing units reported on a claim line.”    

This rate was calculated using 6.1224 percent of the 2019 spending on drugs designated to be included in the 
first year of the model.    CMS then increased the amount to equal 6 percent post sequestration and applied an 
inflation factor.  The per-dose add-on payment will be calculated once at the beginning of the model and will 
not be recalculated again.  For future quarters, updates to the add-on payment will be achieved through the use 
of the cumulative inflation factor.  The per-dose add-on for the first quarter of 2021 will be $148.73.   

The estimated impact by specialty related to the add-on payment is provided within Table 8 of the Interim Final 
Rule.  Hematology/oncology ranks the highest in the percentage of MFN Model Drug spending equating to 29.2 
percent.  Other specialties defined as high spending include rheumatology, medical oncology, hematology, and 
gynecology/oncology.  Based on 2019 data, all but 9 of the top 35 specialties impacted by the MFN Model will 
on average see increases in add-on revenue compared to 4.3 percent of the applicable ASP with a single 
payment amount.  The 9 specialties impacted are expected to be hematology/oncology, medical oncology, 
neurology, hematology, gastroenterology, gynecological/oncology, infectious disease, hematopoietic cell 
transplantation & cellular therapy, and dermatology. 

Specific to drugs acquired under the 340B program, the MFN Drug Payment Amount cannot exceed the non-
model drug payment amount for a drug submitted with the JG modifier (identifies drugs purchased under the 
340B program).  If policy related to payment for 340B drugs at ASP minus 22.5 percent continues, the MFN Drug 
Payment Amount will be capped at ASP minus 22.5 percent and the MFN participant will receive the per-dose 
add-on payment amount.   

In efforts to continue support reduction in out of pocket drug costs and to minimize confusion for beneficiaries, 
CMS will waive the coinsurance and deductible amounts for the add-on payment.  Beneficiary cost-sharing will 
be waived for the per dose add-on amount, and Medicare will pay the entire allowed payment amount for the 
alternative add-on payment.   

Participants 

Participation in the model will be mandatory for Medicare-participating providers and suppliers that receive 
Part B fee-for-service payment.  This includes physicians, non-physician practitioners, supplier groups, hospital 
outpatient departments including 340B covered entities, ambulatory surgical centers, and other providers that 
receive separate Part B payments for the included drugs.  It is expected claims from these participants will make 
up approximately 88 percent of the annual Medicare Part B spending on drugs.   

http://www.rccsinc.com/
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Participants are not required to enroll in the model, as the participation will be effectuated by the submission 
of a claim inclusive of an MFN Model drug.  Participants will continue to bill separately payable MFN Model 
drugs and they will be responsible for collecting beneficiary cost sharing amounts as normal.   

Exclusions to mandatory participation do apply for cancer hospitals, children’s hospitals, critical access hospitals, 
rural health clinics, federally qualified health centers, and Indian Health Service facilities. Exclusions also apply 
to participants of other Innovation Center models testing fully capitated or global payments for outpatient 
hospital services and Part B drugs.  Examples of this exclusion include the Maryland Total Cost of Care Model 
and the Pennsylvania Rural Health Model.  This type of exclusion applies to the first and second quarter of the 
first performance year, and further continuation of the exclusion will be determined based on the ability for 
those models to incorporate savings on Part B drug spending.   

Exclusions also apply to community mental health centers, comprehensive outpatient rehabilitation facilities 
(CORF), outpatient rehabilitation facilities (ORF), and other providers and suppliers that do not submit claims 
for Medicare Part B drugs or are not paid separately for Medicare Part B drugs.  CMS is also excluding Part B 
drugs that are furnished in the inpatient setting, administered through DME, orally administered, or paid under 
the End-Stage Renal Disease Prospective Payment System.   

The model also offers a financial hardship exemption for model participants whose revenue is significantly 
affected by the model.  To be eligible for a financial hardship exemption, the MFN participant must submit a 
request for a financial hardship exemption to CMS.  The submission process will be in accordance with the 
instructions CMS will post on the MFN Model website prior to October 1, 2021.   Requests must be submitted 
to CMS within 60 calendar days following the end of the performance year for which the MFN participant seeks 
a financial hardship exemption. The MFN participant must include the following in its request: 

• Evidence of methods used to obtain each MFN Model drug 
• Average net acquisition cost for each MFN Model drug for MFN beneficiaries 
• Average net acquisition cost for each MFN Model drugs for non-MFN beneficiaries 
• Statement of any remuneration received from the manufacturers, wholesalers, and distributors 
• Administrative information  
• An MFN participant’s attestation 

If the financial hardship exemption is granted, CMS will provide a reconciliation payment for the previous 
performance year.  CMS does not foresee many MFN participants that will qualify for the reconciliation payment 
for performance year 1 due to the phased in approach.   

Beneficiaries 

The model includes beneficiaries that are furnished an MFN Model drug by a MFN participant, while enrolled in 
Medicare Part B.  This includes only beneficiaries with Medicare as the primary payer and does not include 
Medicare Advantage or other group health plans. 

In the event a beneficiary receives outpatient hospital services, including MFN Model drugs, during the 3 days 
immediately preceding a hospital admission, the outpatient hospital services are treated as inpatient services if 

http://www.rccsinc.com/
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the beneficiary has Medicare Part A coverage.  As a result, the services are not separately payable under 
Medicare Part B. This policy will continue to apply under the MFN Model; therefore,  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. 

Claim Submission 

CMS has published model-specific claims submission instructions, which include reporting of a new model-
specific HCPCS code (M1145: MFN drug add-on, per dose).  This will be required to be submitted on a separate 
claim line for the MFN Model drugs included on the claim with the corresponding number of units for the 
number of doses separately payable. 

CMS has clarified MFN participants will count the number of claim lines with a HCPCS code that are included 
within the model and the units field will be utilized to report the number of doses of a separately payable MFN 
Model drug.  This will exclude the number of claim lines billed with the JW modifier indicating wastage.  MFN 
participants will continue to bill for drug waste on separate claim lines with the JW modifier. 

Quality Measures 

The model intends to be inclusive of quality measures to include potential measures related to the following 
areas. 

• Patient experience 
• Medication management 
• Medication adherence 
• Patient access and utilization 

CMS has indicated the model will include robust monitoring activities, such as analyzation of claims data, patient 
survey data, and site visits to identify any negative consequences and beneficiaries’ access to medication is not 
impacted.  CMS is cautious of over-burdening MFN Model participants; therefore, only one quality measure will 
be required, which focuses on patient experience.  This will be accomplished via patient survey, which will be 
fielded by CMS and initiated in performance year 1.   CMS had indicated if the patient experience of care quality 
measure and claims-based monitoring strategies are found to be insufficient to adequately measure the quality 
of care that MFN beneficiaries are receiving or MFN participants are providing, CMS may specify additional 
measures to monitor quality. 

Resources 

Additional resources, information, and regulations have been published by CMS and are available on the Most 
Favored Nation Model website.  CMS has indicated additional information and technical documentation will be 
posted on this website and updated on a quarterly basis.  

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

 

http://www.rccsinc.com/
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**UPDATE**  
MFN Model Implementation Status  
February 8, 2021 

Following the publication of the interim final rule, multiple court orders were filed.  A temporary restraining 
order was filed by the Association of Community Cancer Centers on December 23, 2020, which temporarily 
restrained HHS from implementation of the model.  This restraining order expired on January 20, 2021.  On 
December 28, 2020, the U.S. District Court for the Northern District of California issued a nationwide preliminary 
injunction in Biotechnology Innovation Organization v. Azar.  This prohibited HHS from implementation of the 
model as planned for January 1, 2021.  On February 4, 2021, CMS published, “Given this preliminary injunction, 
the MFN Model was not implemented on January 1, 2021 and will not be implemented without further 
rulemaking.” 
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