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ABSTRACT/SUMMARY

Foreign reference pricing (FRP) schemes, like a Most Favored Nation (MFN) model,
for drugs in the U.S. has been re-elevated in the policy debate, presumably with the

goal of stopping Americans from being “ripped off.” While appealing as a concept, that
isn’t how MFN will work in practice; rather, Americans will lose. U.S. companies can’t
force other countries to pay higher drug prices as countries with single-payer systems
have already shown they are willing to use rigid cost-containment mechanisms to dictate
prices and deny care to their population if they can’t get the price they want. Moreover,
the U.S. biotech sector will be hard hit by MFN.

The U.S. is currently the world’s locus of drug development, drawing jobs, global
investment in the biotech sector, and leading minds to its academic institutions to
conduct the basic science needed to develop new medicines. Investors have other
choices if the U.S. policy environment makes the biotech sector untenable. China is
ready and growing, backed by that country’s sizeable government investment in its
R&D capabilities, to take over U.S. leadership in biotechnology.

WHY FOREIGN REFERENCE PRICING IS EMERGING
AS A POLICY OF INTEREST

Foreign reference pricing has popular appeal. It seems unfair to many that the U.S.

is the home to a majority of the world’s drug development, and other countries reap
rewards of the drugs in the U.S. but pay lower prices. In response, international
reference pricing (which would peg the U.S. price to the average among a set of
countries), or most favored nations pricing (which would peg the U.S. price to the least
expensive among a set of countries), have emerged as a policy of interest to end global
“free riding” on U.S. innovation.

The primary goal of proposals like MFN seems to be to encourage other countries

to pay higher prices, thereby allowing for lower drug prices in the U.S. without
compromising investment in drug development and future innovation. However, this
outcome is unlikely. MFN is expected to diminish the financial returns from developing
a new drug or investing in developing a new indication for an approved drug. This
could lead to a shift of investment from the biotech sector to other, less risky and more
profitable sectors.

THE OUTCOME: FEWER DRUGS AND LESS INVESTMENT
IN BIOTECH

Investment in drug development depends not just on an investor’s confidence in the
likelihood that the approved drug will be safe and effective, but also ultimately generate
a return on their investment. However, price controls based on foreign reference prices
reduce the expectation of a profitable return on a costly clinical development program
not just by lowering U.S. revenues but also increasing the likelihood that the company
will not launch internationally to protect the U.S. market price. The result is less
investment in the biotech sector, and ultimately, less treatments developed.


https://vitaltransformation.com/wp-content/uploads/2020/10/PhRMA-Deck_v7.11.21.19.pdf
https://www.iqvia.com/insights/the-iqvia-institute/reports-and-publications/reports/assessing-availability-of-new-drugs-in-europe-japan-and-the-us
https://www.iqvia.com/insights/the-iqvia-institute/reports-and-publications/reports/assessing-availability-of-new-drugs-in-europe-japan-and-the-us
https://www.americafirstpolicy.com/issues/put-americans-first-by-ending-global-freeloading
https://www.americafirstpolicy.com/issues/put-americans-first-by-ending-global-freeloading
https://www.biospace.com/policy/opinion-dont-import-bad-policy-ideas-on-drug-pricing
https://www.biospace.com/policy/opinion-dont-import-bad-policy-ideas-on-drug-pricing
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It is well established that a connection exists between investment in the biotech
industry and the expectation of a financial return from an approved drug. However,
the potential impact of MFN on the biotech sector is a cause for concern. There are no
reliable estimates of how many drugs (or second indications) would not be developed,
or the number of biotech companies that would go out of business, if prices the U.S.
establishes MFN. However, few would debate whether there would be an impact.
There is already evidence of investment moving out of clinical programs following
implementation of the Inflation Reduction Act’s and its price controls on medicines

in Medicare.

Incubate’s recent surveys of biotech investors and CEOs found that the risk of price
controls in the U.S., and low reimbursement rates create a far worse outlook for a
company’s ability to attract investment for clinical development programs. Moreover,
biotech CEOs are concerned that investment will flow to other sectors, such as
technology, where there is less risk, and that investors will go to different markets,
including China. MFN would result in promising treatments being left behind in the
clinic without the capital flowing into the U.S. biotech companies to conduct costly
clinical trials.

When comparing the prices in the U.S. to other countries, it should be recognized that
there are significant differences in those health systems, with impacts on patients and
the economy. Many drugs aren’t launched in countries with price controls and reference
pricing. Fewer drugs are approved in Europe and in Japan. Even with approval,

there can be delays in access because of lengthy value assessment and price-setting
processes. Moreover, there are often restrictions on who can get the medicine, limiting
access to people with advanced disease states or limited to people being treated by a
specific type of specialist who is also in short supply. By contrast, in the U.S., drugs are
almost immediately accessible in insurance plans after approval (although co-pays or
administrative hurdles can be obstacles).

The policies typically considered for international reference pricing don’t “force” prices
to increase in other countries. They peg the U.S. price to other countries. In the face

of MFN, a biopharmaceutical company has a few choices to preserve its business and
retain its investors’ confidence. To mitigate MFN impact, a biopharmaceutical company
can attempt to re-negotiate the drug’s price in another country, withdraw, or not launch
in other countries, or withdraw from the part of the U.S. market affected by the MFN.
This occurs outside of the U.S., where MFN is used. Companies strategically launch
based on reference pricing rules, delaying access to referenced countries.

Foreign reference pricing isn’t a redistribution mechanism to get other countries to
contribute more to drug development. Getting prices to go up outside the U.S. is
difficult, if not impossible. Countries with a single-payer system are willing to deny care
or delay access if the prices are too high. This is not a model the U.S. should follow.
Withdrawing from countries poses an ethical question, although companies also have a
fiduciary duty to their investors, so the decision to withdraw access abroad may occur.


https://itif.org/publications/2024/05/06/relationship-between-biopharma-rd-investment-expected-returns/
https://itif.org/publications/2024/05/06/relationship-between-biopharma-rd-investment-expected-returns/
https://media.crai.com/wp-content/uploads/2021/05/07124312/Review-of-CBO-Assessment-of-HR3-5-3-2021-FINAL.pdf
https://media.crai.com/wp-content/uploads/2021/05/07124312/Review-of-CBO-Assessment-of-HR3-5-3-2021-FINAL.pdf
https://www.npcnow.org/resources/ira-drug-development-whes2024#:~:text=The%20number%20of%20clinical%20trials,)%20(p%3C0.01).
https://www.incubatecoalition.org/post/survey-investors-warn-biotech-s-growth-stifled-by-policy-missteps
https://www.incubatecoalition.org/post/biotechs-warn-pill-penalty-policy-gaps-and-price-controls-threaten-u-s-innovation
https://www.iqvia.com/-/media/iqvia/pdfs/institute-reports/assessing-availability-of-new-drugs-in-europe-japan-and-the-us/iqvia-institute-availability-of-new-drugs-11-24-forweb.pdf
https://efpia.eu/media/oeganukm/efpia-patients-wait-indicator-2024-final-110425.pdf
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CHINA IS POISED TO TAKE U.S. LEADERSHIP IN
BIOTECHNOLOGY

Through years of price controls and foreign reference pricing schemes, Europe fell
from being the leader in biopharmaceutical research and development, ceding its
position to the U.S. In the 1980s, European-headquartered companies developed more
than half of the new medicines for the world; now, less than a third. The U.S. took over
that lead; U.S.-based firms now account for half of new drugs developed, and our jobs,
economy, and patient outcomes have all benefitted.

Price control measures in the U.S. threaten to create a less hospitable environment

for drug development and China, which has been steadily investing in its ability to do
both basic science and clinical development, is poised to reap the potential rewards.
30% of the global new drug trial starts are in China, creating a real alternative for
investors who may be drawn to the possibility of lower development costs and faster
clinical enrollment, combined with growing government investment in science and
infrastructure. Reducing development costs will become even more critical in the face
of a U.S. price controls. Investors will likely become more willing to accept the risk of
the unknown in China, for the tradeoff of less expensive development programs, should
price controls be implemented.

CONCLUSION: FOREIGN REFERENCE PRICING IS THE
AMERICAN RIP-OFF

Nothing about foreign reference pricing stops Americans from getting “ripped off”.
Instead, it sends the U.S. down the same path as countries with price controls: longer
wait times for medicines, reduced access, and a loss of innovation leadership. The U.S.
biotech sector leads the world in developing new drugs, and recent announcements to
build U.S. manufacturing capacity offer new opportunities to grow the industry even
further. Price controls threaten to derail this progress.

Capital is the vehicle that drives innovation forward in the risky and expensive
world of medicine, transforming discoveries into life-saving drugs. Investors

choose where to put their money based on the likelihood that there will be a return.
However, policies such as MFN makes the biotech sector in the U.S. an inhospitable
environment for investment, putting at risk U.S. global leadership that has taken
decades to build.The consequences are real to Americans health, as well as our
economic and national security.

Kirsten Axelsen writes for the Incubate Policy Lab. She is a biopharma industry veteran
who consults with life sciences companies as a policy advisor. Kirsten is an economist,
not a lawyer and is a Policy Advisor to DLA Piper.


https://itif.org/publications/2025/02/21/europe-trails-united-states-over-26-percent-share-global-biopharma-rd/
https://itif.org/publications/2025/02/21/europe-trails-united-states-over-26-percent-share-global-biopharma-rd/
https://itif.org/publications/2025/02/21/europe-trails-united-states-over-26-percent-share-global-biopharma-rd/
https://www.iqvia.com/-/media/iqvia/pdfs/institute-reports/global-trends-in-r-and-d-2024-activity-productivity-and-enablers/iqvia-institute-randd-trends-2024-02-24-forweb.pdf

