Pharmaceutical Tariffs: Potential
Impacts And The Need For
Vulnerability Assessments

The Trump Administration has implemented or proposed a broad range of
tariffs, including on pharmaceuticals. These tariffs are intended to serve
as a bargaining chip with other countries, promote domestic industry,
reshape trade relationships, and address geopolitical risks, among other
goals. Some of these goals are relevant to pharmaceuticals; for example,
geographic concentration of production in critical portions of the
pharmaceutical supply chain poses a geopolitical risk that should be
addressed. However, applying tariffs broadly to pharmaceuticals or their
ingredients is not the best policy option to achieve these goals. Tariffs are
likely to create pressure for higher prices and cause unintended
consequences, such as increased drug shortages of generic medicines
with fragile supply chains that will affect costs and health outcomes for
health care systems, insurers, and patients.

Careful vulnerability assessments on various pharmaceutical product
categories should be conducted to enable policymakers to identify the
targeted supply chain policy interventions best suited to achieve desired
goals. Alternative policy options to tariffs—such as direct investment in
domestic industrial base expansion, tax policy changes, reimbursement
reform that favors domestic suppliers, or domestic purchasing preference
—may be better options while also causing fewer unintended
conseqguences to patient care.

Ultimately, policymakers should keep in mind that few, if any, of the
thousands of drug shortages that have occurred in recent decades can be
attributed to geopolitical or trade issues. And some of the most impactful
past shortages have been caused by disruptions affecting manufacturing
sites in the US. While not the focus of this article, promoting a more value-
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based approach to drug procurement and contracting that incentivizes
reliable supply chain steps and consistent generic drug_availability is an
approach that can address the root causes of chronic drug shortages.

Anticipated Impacts Of Tariffs On Drug Supply
And Prices

Severe, chronic shortages of certain generic drugs that have been a
feature of US health care in recent decades are associated with higher
mortality rates, medication errors, delays in life-saving_treatment,

and significant financial costs to the health care system. The American
Society of Health-System Pharmacists has listed over 3,000 drug
shortages since 2001. These drug shortages are caused by economic
pressures that reduce the ability of manufacturers—especially generic
manufacturers—to invest in resilient supply chain practices that help to
ensure sustained product availability. Broad tariffs will put significant
economic pressures on these segments of the industry, including on
manufacturers operating in the US.

Generic manufacturers operate in competitive and complex markets that
restrict price increases even when input costs rise. Contracts with group
purchasing organizations, wholesalers, and pharmacies may not enable
manufacturers to increase prices during the contract term, and payer
reimbursement rates take time to adjust to drug price increases. These
factors are likely to mute some short-term drug pricing impacts. Price
increases will necessitate upward adjustments to reimbursement to keep
prices sustainable and avoid shortages over the long-term.

Branded pharmaceutical manufacturers also will be impacted by tariffs.
Higher costs of construction, equipment, and other inputs will lead to
increased manufacturing costs. Branded pharmaceutical manufacturers
may absorb some of these cost increases but may also pass on some of
these cost increases to health care systems, insurers, and patients.

Of course, one policy goal of tariffs is to encourage manufacturers to
respond to these cost increases by shifting more production to sites not
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affected by the tariffs, particularly in the US. Here, too, pharmaceutical
manufacturers face distinct challenges. Qualifying a new manufacturing
site may require FDA regulatory submissions, site inspections, and
potentially submissions and inspections with other national regulators.
This is not a rapid process: Building_and gualifying_a new site takes five to
ten years on average. In the near term, manufacturers may struggle to find
the specialized manufacturing capacity and capabilities required for
certain product types, such as antibiotics, outside of India and China. And
scaling up manufacturing capacity in the US will become more expensive
as tariffs cause construction costs to rise.

Because of challenges in raising prices and moving to alternative
manufacturing sites, some manufacturers may choose instead to
discontinue products, which could exacerbate drug shortages and
negatively impact patient care.

Better Data And Vulnerability
Assessments Should Inform Tariffs And Other
Drug Supply Chain Policies

The Trump administration should direct relevant agencies, importantly
including the Department of Health and Human Services, to conduct
vulnerability assessments on critical pharmaceutical product categories—
for example, on generic oncology small molecules. These vulnerability
assessments would identify key supply chain risks confronting the
product category—for example, by identifying if production is
geographically concentrated—and the best targeted supply chain policy
interventions to address the identified risks. These vulnerability
assessments will highlight many risks that tariffs are not well-suited to
address.

Data is available today that can provide a foundation for such
assessments, for example FDA data on locations of production and
Department of Defense analyses of pharmaceutical supply chain risks. In
addition, US Pharmacopeia's (USP) Medicine Supply Map provides rich
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data on the locations of Active Pharmaceutical Ingredient (API) and
Finished Dosage Form (FDF) production. For example, USP analyzed the
FDF volumes produced in various regions and found, in aggregate,
minimal geographic concentration (with the exception of concentrated
solid oral dosage forms production in India). USP also analyzed API Drug
Master Files (DMFEs)—a proxy measure for where APIs are manufactured—
and found that, as of 2023, 48 percent of API DMFs for medicines that
reach US patients identify manufacturing sites in India, 17 percent identify
sites in the European Union, 16 percent identify sites in China, and 9
percent identify sites in the US. Importantly, these are aggregate
numbers, and performing the product category level assessments
recommended earlier would shed light on potential vulnerabilities within
certain critical products. USP’s recently released Vulnerable Medicines
List provides a more detailed look at shortage risks for essential
medicines, and the list accounts for a range of shortage risk factors, not
just production locations.

Critical data gaps still exist. Firstly, the USP sources do not contain
complete information on the volume of drugs supplied from each country
or site (though USP has mapped as much as 60 percent of drug product
volume to API sites). Identifying how many sites in a given country supply
a given API to the US is helpful, but how much of that APl is each site
supplying, and what proportion of the total US supply does it comprise?

FDA was granted authority by the CARES Act in 2020 to require
manufacturers to report the volumes of specific products they produce at
their sites, but compliance with that requirement has been low. By Fall
2024, just 53 percent of National Drug_ Codes (NDCs)_on the FDA
essential medicines list had their production volumes reported for 2023. If
compliance improves, this data could help to target interventions to the
most at-risk APl and FDF product categories.

Further upstream in the supply chain, information is sparser still.
Manufacturers of key starting materials (KSMs)—the basic ingredients
that are used to make APIs—are not required to register with FDA, so site
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data are not available, much less volume data. Market and geographic
concentration may be particularly pronounced in these early links in the
supply chain, but additional analysis is needed.

Policy Reforms To Reduce Supply Chain
Vulnerabilities And Geopolitical Risks

The Trump administration should pair these vulnerability assessments
with targeted supply chain policy interventions both to bolster the
domestic industrial base and reduce risk of shortages, barriers to access,
and costs. Alternative policy options to tariffs—including direct investment
in domestic industrial base expansion, tax policy changes, reimbursement
reform that reduces shortage risk, or domestic purchasing preference—
may help achieve the desired policy goals while also causing fewer
unintended consequences to patient care. These policies differ in terms of
costs to the government or drug purchasers; the goal should be to
minimize such costs while maximizing impact on reliable supply and drug
pricing.

With a clearer understanding of the vulnerabilities in the supply chain for a
particular product or product category, policymakers can consider which
approaches are best suited to address them. A 2021 HHS supply chain
review found that about half of a list of 120 critical medicines had no API
suppliers in the US; for these medicines, direct investment in US
manufacturing through the Center for Industrial Base Management and
Supply Chain within the Administration for Strategic Preparedness and
Response (ASPR) might be the most effective initial step. If US suppliers
already exist but struggle to compete on price with foreign suppliers, a
combination of policies encouraging purchasers to buy domestically may
be prudent. Importantly, increased FDA inspection and review resources
to support and qualify additional domestic manufacturing capacity will be
critical to enable new capacity to come online in a timely manner. In
addition, dependence on foreign KSM supply is a risk that is unlikely to be
effectively addressed by pharmaceutical tariffs, as most pharmaceuticals
are imported into the US in API or FDF form.
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Of course, not all manufacturing steps for all drugs will occur within the
US, so international partnerships such as the Bio-5 Coalition or trade
agreements such as those described in the draft Medical Supply Chain
Resiliency Act will be critical tools to secure and diversify drug supply
chains, complementing efforts to increase domestic manufacturing. Broad
tariffs on pharmaceuticals produced in allied countries such as Mexico,
which has significant capabilities for pharmaceutical manufacturing,
threaten US ability to differentiate supply away from high-risk countries.
Duke-Margolis published recommendations on approaches to onshoring
and nearshoring_(relocating_production to a company’'s home country or a
country near to its main market, respectively)_.in a 2024 white paper.

Many supply chain risks, such as from geographic concentration of
production, are more pronounced for generic drugs than for patent-
protected drugs. However, significant risks also exist for patent-protected
drugs. For example, if a product or product category involves highly
sensitive intellectual property or protected patient health information—as
with certain advanced cell and gene therapies—stricter restrictions on
foreign manufacturing may be appropriate.

Careful vulnerability assessments will be critical to ensure that the best
policy steps are implemented in a manner that avoids unintended
consequences to patient care.
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