PERSPECTIVE

THE RISKS OF TARIFFS FOR GENERIC DRUG AVAILABILITY

The Risks of Pharmaceutical Tariffs for Generic Drug Availability

Thomas J. Hwang, M.D.,*? Quoc-Dien Trinh, M.D., M.B.A.,** and Kerstin N. Vokinger, M.D., J.D., Ph.D.>¢

1252

Copyright © 2025 Massachusetts Medical Society. All rights reserved, including those for text and data mining, Al training, and similar technologies.

In April 2025, the Trump admin-
istration announced an investi-
gation into the adverse effects of
pharmaceutical imports on U.S.
national security.! Under Section
232 of the Trade Expansion Act
of 1962, the president has broad
power to investigate and subse-
quently to “adjust” or restrict im-
ports that threaten to impair na-
tional security. If finalized, the
application of pharmaceutical tar-
iffs under Section 232 would up-
end long-standing trade conven-
tions that have protected medicine
imports from tariffs, increase costs
for public health care payers, and
potentially reduce the availability
of important generic medicines in
the United States.

Under the World Trade Organi-
zation’s 1994 pharmaceutical agree-
ment, the United States and several
of its major trading partners —
including the European Union,
Japan, and Switzerland — recip-
rocally eliminated tariffs and oth-
er duties on pharmaceuticals and
active pharmaceutical ingredients.
This agreement, in addition to
separately agreed-upon favorable
bilateral trading terms between
the United States and other mar-
kets (zero or low tariffs on most
drug imports from India, for
example), has liberalized global
pharmaceutical trade. Because of
accelerated offshoring of medi-
cine production, only about 20%
of generic drugs are manufactured
in the United States.? In exchange
for nearly tariff-free generic drug
imports, U.S. consumers have ben-
efited from generic drug prices
that are the lowest among peer
countries.

In April 2025, the Trump ad-
ministration announced “recipro-
cal” tariffs on all imports into the
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United States, which were then
temporarily reduced to a baseline
10% rate. Pharmaceuticals were
temporarily exempted from both
the reciprocal and baseline levies;
however, the relevant executive or-
der and subsequent administration
statements indicated that pharma-
ceutical products would be subject
to separate tariffs (for example,
in July 2025, Trump threatened to
impose tariffs of up to 200% on
pharmaceuticals).

Although the legal basis for the
administration’s sweeping global
tariffs is currently being chal-
lenged, the president indepen-
dently has authority under Section
232 of the Trade Expansion Act
to restrict sector-specific imports
that threaten to impair national
security. On April 16, 2025, the
Department of Commerce opened
a Section 232 investigation on the
national security implications of
imports of pharmaceuticals and
pharmaceutical ingredients. The
administration has used this Sec-
tion 232 authority to launch mul-
tiple sectoral tariffs; for example,
the first Trump administration in-
creased steel tariffs to 25% in
2018, and the current administra-
tion raised them to 50% in June
2025. Previously, Section 232 in-
vestigations had not resulted in ad-
verse trade decisions since this au-
thority was used to embargo crude
oil from Libya (1982) and freeze oil
imports from Iran (1979).

The pharmaceutical industry
was never previously subjected to
Section 232 investigation. Generic
drugs, which account for roughly
90% of total filled prescriptions in
the United States, generally have
low profit margins and are mostly
manufactured overseas.> Although
the administration’s tarift policy

aims to promote domestic manu-
facturing and reduce geopoliti-
cal risks to medication availabil-
ity in the United States, tariffs may
have important adverse conse-
quences that could affect patients
and payers.

Given low margins, high com-
petition, and variable reliance on
imported active pharmaceutical in-
gredients, generic drug markets
may be more sensitive to tariffs
than markets for brand-name
pharmaceutical products. Gener-
ic drug manufacturers, most of
which produce only generic med-
ications, generally have limited
ability to pass on added costs to
payers and consumers. In the
Medicaid and Medicare programs,
statutory rules require pharma-
ceutical companies to provide re-
bates when price increases exceed
the rate of inflation; similarly, the
340B Drug Pricing Program ap-
plies Medicaid’s inflation-linked
rebates to purchases by qualifying
hospitals and health care organi-
zations. For injectable and clini-
cian-administered products, multi-
year contracts may lock in generic
product prices for buyers such as
group purchasing organizations.

Although political pressure may
be exerted in an attempt to dis-
courage market exit, applying tar-
iffs in this context would provide
generic drug manufacturers with
an incentive to markedly reduce or
even discontinue product sales (for
example, for generic drugs that
are disproportionately purchased
by public payers) rather than ab-
sorbing the full cost of tariffs. Such
a reaction could, in turn, lead to
decreased market competition, as
smaller manufacturers and those
that are more dependent on im-
ports exit the U.S. market; the net
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results of supply discontinuations
and reduced market competition
would probably be higher costs for
public payers and increased risk of
drug shortages. For example, ge-
neric drug shortages were found
to be associated with higher prices
for alternative therapies*; and a
national shortage of norepineph-
rine was associated with increased
mortality.®

In addition, broad tariffs on ge-
neric drugs are unlikely to achieve
the policy intent of safeguarding
national security from geopolitical
threats to the U.S. medicine sup-
ply. Capital investments in domes-
tic manufacturing require multiple
years of lead time and presum-
ably prioritize high-margin prod-
ucts, rather than low-cost generic
medicines. Most U.S. generic drug
imports are from Indian and Euro-
pean manufacturers (for example,
more than 60% of generic oral
drug volume comes from India).’
Both these jurisdictions have been
independently engaged in recent
policymaking to reduce reliance
on active pharmaceutical ingre-
dients from China, for instance.
However, U.S. tariffs on generic
drug imports from India and Eu-
rope would reduce, not increase,
those manufacturers’ capacity to
invest in alternative suppliers of
pharmaceutical ingredients. Recip-
rocal tariff actions by trade part-
ners could also undermine the in-
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ternational competitiveness of U.S.
generic drug manufacturers.

We believe that several changes
to the administration’s proposed
policy on pharmaceutical tariffs
are urgently needed to protect ac-
cess to generic medicines. First, if
it were not politically feasible to
exclude all generic drugs, which
would be the best solution, the ad-
ministration could avoid shocks to
the U.S. medicine supply by grad-
ually phasing in targeted tariffs
on generic drugs from specific
countries that are deemed to pose
geopolitical risks. Harmonization
of such a policy with those of key
trading partners, including Eu-
rope and India, could support par-
allel efforts to diversify suppliers
of key active pharmaceutical in-
gredients.

Second, instead of tariffs, the
Section 232 authority would be
better used to pursue more direct
policy mechanisms to stimulate
generic drug markets, including
grants and tax incentives for build-
ing generic drug manufacturing
capacity as well as national stock-
piles for essential medicines and
the active pharmaceutical ingre-
dients necessary for their produc-
tion. Finally, any pharmaceutical
tariffs should be time-delimited
and require close monitoring of
key outcomes, including effects on
market competition, prices, and
drug availability, to ensure that fu-

ture trade policy is grounded in em-
pirical evidence.
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Goals for Opioid Use Disorder Medications — Protection,

Remission, and Recovery
A. Thomas McLellan, Ph.D.,! and Nora D. Volkow, M.D.?

edications such as metha-
done, naltrexone, and bupre-
norphine are the first-line treat-
ment for opioid use disorder
(OUD),! yet most addiction treat-
ment programs don’t offer these
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medications and most physicians
don’t prescribe them. The result is
that only 20 to 25% of the patients
who are at risk for overdose or
other OUD-related harms receive
medication for opioid use disorder
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(MOUD) — and even those pa-
tients are usually prescribed medi-
cation only for short-term detoxi-
fication. Along with stigma and
lack of regulatory clarity, impor-
tant barriers to broader prescrib-
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