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Overview

In many countries, governments are the primary or sole purchasers of drugs. As
such, drug prices are largely determined by a government-negotiated price.
Governments in these countries may be the only healthcare payers, and thus
retain the ability to dictate the prices of medicines as a condition of drug market
access and coverage. Price-setting practices differ across countries, with some
utilizing a comparison of other economic peer countries to determine the price
of drugs, also known as International Reference Pricing.

Traditionally, the United States has relied on pricing dictated by free market
forces. Unlike the countries mentioned above, the United States government is
not the only purchaser of drugs, with the private sector making up a majority. As
aresult, the government has considerably less influence on the price of drugs in
the United States. The government does, however, receive mandatory price
concessions in Medicaid, the 340B drug pricing program, and programs where it
is a direct purchaser.

Some have suggested changing our drug pricing system to a form of International
Reference Pricing known as Most Favored Nation (MFN), where drug prices
would be set based on the lowest amount paid by other countries with a Gross
Domestic Product comparable to that of the United States. Most Favored Nation
drug pricing is different from Most Favored Nation in the context of trade
agreements. Under an MFN trade agreement, the receiving country must receive
equal trade advantages to any other trading partner afforded MFN status. In
effect, if the U.S. gives MFN status to a trading partner in a sector-specific or
broader trade deal, the receiving country can trade with the U.S. at the lowest
tariff rates and highest import quotas given to any other nation with MFN status.

MFN History and Context

MEN for drug pricing has come into renewed focus in 2025 as the Trump
Administration negotiates new tariffs and trade frameworks, particularly
regarding sectoral agreements applied to drug manufacturers. The
Administration initially proposed MFN reference pricing in its first term but legal
challenges blocked its implementation in the Medicare program. Lawsuits filed in
federal courts in Maryland and California claimed HHS failed to follow the proper
notice-and-comment rulemaking process.

The Most Favored Nation Model interim final rule was initially published in
November 2020 and had a 90-day comment period. In addition to feedback from
stakeholders in the innovation industry pushing back against the rule, a U.S.
district court for the Northern District of California issued a nationwide
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Key Definitions:

Healthcare Payer: An entity
responsible for covering the cost
of medical care, acting as an
intermediary between a patient
receiving care and the provider
International Reference Pricing
for Drugs: A method of price
controls where a government uses
the publicly available prices of a
drug in other countries as a
reference point to set its own price
Most-Favored-Nation Trade
Status: A form of International
Reference Pricing granting each
trade partner the same favorable
terms as another country receives
from its most-favored, lowest-cost
trading partner
Most-Favored-Nation Drug
Pricing: A form of International
Reference Pricing which would set
U.S. prices at the lowest amount
paid by other countries

The Inflation Reduction Act of
2022: Enacted during the Biden
Administration allowing Medicare
to negotiate prescription drug
prices for 10-20 of the highest
spend Medicare drugs each year

Most Favored Nation: International Reference Pricing For Drugs



preliminary injunction that blocked HHS from implementing the policy, with e Medicare Part A: Provides

similar legal actions taking place in other states. As such, the Centers for coverage for inpatient care
Medicare and Medicaid Services (CMS) eventually rescinded the MFN model in received in hospitals, home health,
late 2021. and skilled nursing facilities
e Medicare Part B: Provides
Current Regulatory Framework for Drug Pricing coverage for outpatient services,
doctor's services, and preventive
In Medicare Part A, drug costs in hospital settings are typically included in services

diagnosis-related group bundled payments to facilities, with the facilities
themselves purchasing drugs. In Medicare Part B, drugs that are delivered in a
physician’s office or hospital outpatient setting are paid based on a particular
drug's average sales price (ASP), with an add-on payment of 6%. For Medicare
Part D, drug prices are negotiated between Part D plan sponsors and drug
companies.

e Medicare Part D: An optional
prescription drug coverage offered
by private insurance companies,
which helps pay for brand-name
and generic drugs

e Average Sales Price: A calculated
mean price of a drug using
manufacturer sales data to all
purchasers in public and private
coverage (with some exceptions)

The Inflation Reduction Act (IRA) of 2022 significantly changed prescription
drug pricing under Medicare. Manufacturers must pay rebates to Medicare if
they increase their prices above the rate of inflation, and in addition the IRA
reduced the period of market exclusivity for small molecule drugs - essentially
allowing Medicare to negotiate prices for the highest spend Medicare drugs after
they have been on the market for a certain amount of time. This legislation marked the first time Congress allowed Medicare to
determine drug prices directly with drug manufacturers, with severe penalties imposed if a company refuses to participate.
The law requires the Agency to select 50 qualifying drugs with the highest total Medicare gross costs and make them eligible
for negotiation. Ten Medicare Part D drugs were announced in August 2024 under the first round of talks, with 15 more
announced during the second round of negotiations in January 2025. Medicare Part B drugs will be included starting next year.

Drug pricing works very differently in Medicaid. Companies that want their drugs covered under Medicaid must enter into a
rebate agreement with the federal government and must offer Medicaid the “best price” given to any purchaser. For brand
name drugs, companies must pay a minimum rebate to Medicaid of 23.1%, but many pay supplemental rebates on top of the
amount that are negotiated with individual states. In FY2023 Medicaid collected over $53 billion in rebates -- just over 50% of
total spending on drugs that year.

Current Events

On May 12, 2025, President Trump signed an executive order titled “DELIVERING MOST-FAVORED-NATION PRESCRIPTION
DRUG PRICING TO AMERICAN PATIENTS". In this Executive Order, the President instructed the Commerce Secretary to
address foreign undervaluing of medicines and directed the Secretary of Health and Human Services to facilitate MFN pricing,
including direct-to-consumer purchasing programs for drug manufacturers to sell their products to American patients at the
most-favored-nation price. Unlike the previous MFN proposed rule, this executive order is aimed at all patients, not just those
on Medicare. In response to the Executive Order, HHS and CMS published a press release laying out expectations for drug
manufacturers to lower prices to the MFN pricing and promised action to ensure they do so.

President Trump also sent a letter to 17 of the world’s largest drug companies at the end of July, demanding they voluntarily
lower prices according to the Most Favored Nation guidelines. This letter included instructions to extend MFN pricing to
Medicaid, guarantee MFN pricing for newly launched drugs for Medicare, Medicaid, & commercial payers, return increased
revenues abroad to American patients and taxpayers, and provide for direct purchasing at MFN pricing. In this letter, the
President stated companies had until September 29th, 2025, to align with these goals. The President also stated that he
expected all manufacturers doing business in the U.S. to take these actions, but it is unclear what this means for smaller,
mid-size, and early-stage biotech companies that operate in the U.S. which create more than half of new medicines.

On September 30th, the Administration announced a new website, TrumpRx, designed to provide direct-to-consumer drugs at
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https://www.congress.gov/bill/117th-congress/house-bill/5376/text
https://www.whitehouse.gov/presidential-actions/2025/05/delivering-most-favored-nation-prescription-drug-pricing-to-american-patients/
https://www.whitehouse.gov/presidential-actions/2025/05/delivering-most-favored-nation-prescription-drug-pricing-to-american-patients/
https://www.hhs.gov/press-room/cms-mfn-lower-us-drug-prices.html
https://www.whitehouse.gov/fact-sheets/2025/07/fact-sheet-president-donald-j-trump-announces-actions-to-get-americans-the-best-prices-in-the-world-for-prescription-drugs/
https://trumprx.gov/

MFN prices. On the same day, it was also announced that a major pharmaceutical brand partnered with the Administration to
offer MFN pricing on its products through Medicaid, with two additional companies making similar announcements in the
following weeks. Since then, several other companies have announced agreements with the Administration related to MFN
pricing. More announcements are expected through the end of 2025. Importantly, many of the details of these agreements
between the Trump Administration and the companies remain confidential, so it is unclear what is meant by “MFN” pricing in
the context of these agreements and what their ultimate impact will be. There have been no official regulatory actions from the
Administration concerning the MFN pricing model to date, instead relying on continued negotiations directly with
manufacturers. As the stated deadline for voluntary action on MFN passes, it remains to be seen if the Administration plans to
implement a regulatory or legislative framework to address their requests or if they will continue to focus on voluntary
agreements with more manufacturers.

Link to Additional Resources

e Biotechnology Innovation Organization - Putting Americans First: The Cost of International Price Setting | BIO

e Commonwealth Fund - Medicare Drug Price Negotiations: All You Need to Know

e C(Centers for Medicare and Medicaid Services - FACT SHEET: Most Favored Nation Model for Medicare Part B Drugs and
Biologicals Interim Final Rule with Comment Period

e C(Centers for Medicare and Medicaid Services - Most Favored Nation Model

e Charles River Associates - The impact of price controls on rare disease medicines access and lessons for the US

e Charles River Associates -

undermining its leadership in rare disease innovation and patient access
e Distribution Alliance - HDA Statement on “Most-Favored-Nation” Executive Order
e Fox News & HHS Sec. Robert F. Kennedy Jr. - American patients pay more so others can pay less — that stops now
e PhRMA - Lessons Learned from Europe: Price Setting Policies Erode Biopharmaceutical Leadership
e PhRMA - How Will International Reference Pricing Affect You?

e PhRMA - Setting the record straight on international reference pricing
e U.S. Dept. of Health and Human Services - HHS, CMS Set Most-Favored-Nation Pricing Targets to End Global Freeloading

on American Patients
e United States Congress - H.R.5376 - Inflation Reduction Act of 2022
e The White House - DELIVERING MOST-FAVORED-NATION PRESCRIPTION DRUG PRICING TO AMERICAN PATIENTS
e The White House - Fact Sheet: President Donald |]. Trump Announces Actions to Get Americans the Best Prices in the
World for P iption D
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https://www.bio.org/putting-americans-first
https://www.commonwealthfund.org/publications/explainer/2025/may/medicare-drug-price-negotiations-all-you-need-know
https://www.cms.gov/newsroom/fact-sheets/fact-sheet-most-favored-nation-model-medicare-part-b-drugs-and-biologicals-interim-final-rule
https://www.cms.gov/newsroom/fact-sheets/fact-sheet-most-favored-nation-model-medicare-part-b-drugs-and-biologicals-interim-final-rule
https://www.cms.gov/priorities/innovation/innovation-models/most-favored-nation-model
https://www.crai.com/insights-events/publications/the-impact-of-price-controls-on-rare-disease-medicines-access-and-lessons-for-the-us/
https://media.crai.com/wp-content/uploads/2025/09/26113242/CRA-RDCC_Price-Controls-Impact-on-RD-Infographic-september2025.pdf
https://media.crai.com/wp-content/uploads/2025/09/26113242/CRA-RDCC_Price-Controls-Impact-on-RD-Infographic-september2025.pdf
https://www.hda.org/newsroom/2025/may/hda-statement-on-most-favored-nation%E2%80%9D-executive-order/
https://www.foxnews.com/opinion/hhs-sec-robert-f-kennedy-jr-american-patients-pay-more-so-others-can-pay-less-stops-now
https://cdn.aglty.io/phrma/global/resources/import/pdfs/Infographic_Lessons%20Learned%20from%20Europe_FINAL.pdf
https://cdn.aglty.io/phrma/global/resources/import/pdfs/Infographic_How%20Will%20International%20Reference%20Pricing%20Affect%20You_2023%20Update.pdf
https://phrma.org/blog/setting-the-record-straight-on-international-reference-pricing
https://www.hhs.gov/press-room/cms-mfn-lower-us-drug-prices.html
https://www.hhs.gov/press-room/cms-mfn-lower-us-drug-prices.html
https://www.congress.gov/bill/117th-congress/house-bill/5376/text
https://www.whitehouse.gov/presidential-actions/2025/05/delivering-most-favored-nation-prescription-drug-pricing-to-american-patients/
https://www.whitehouse.gov/fact-sheets/2025/07/fact-sheet-president-donald-j-trump-announces-actions-to-get-americans-the-best-prices-in-the-world-for-prescription-drugs/
https://www.whitehouse.gov/fact-sheets/2025/07/fact-sheet-president-donald-j-trump-announces-actions-to-get-americans-the-best-prices-in-the-world-for-prescription-drugs/
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