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Practical Compliance
Readiness Ahead of New
Pharmaceutical Tariffs
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Section 232 Investigation
into Pharmaceuticals

Beginning Tuesday, September 29, 2026, all patented
pharmaceuticals and associated active pharmaceutical
ingredients (APIs) imported into the United States will
be subject to a 100 percent tariff under Section 232 of
the Trade Expansion Act of 1962 unless they qualify for
specific exemptions.!

Notably, the tariffs established under Proclamation
110202 apply only to articles that are also products, or
ingredients of products, subject to a valid and unexpired
US patent and listed in publications maintained by the
Food and Drug Administration (FDA) as approved for
marketing in the United States. Generics and biosimilars
are excluded from these tariffs at this time, but the
secretary of Commerce is scheduled to reassess this
treatment within one year.

Key Exemptions and
Reduced Rates

Certain patented products qualify for exemptions
or reduced tariff rates under the terms of
Proclamation 11020.

Product-based exemptions

Certain specialty pharmaceuticals defined in recent
guidance, including qualifying orphan drugs, plasma-
derived therapies, and fertility treatments may receive
a zero Section 232 tariff rate.® This guidance also
establishes a zero additional Section 232 duty for
products solely intended for clinical trials, research and

development, or other noncommercial applications.*
Companies may also request a product-specific
determination that they meet an urgent US
public-health need.’

Country-of-origin-based reductions

Products originating from the European Union, Japan,
South Korea, Switzerland, and Liechtenstein generally
qualify for a 15 percent rate, and qualifying products

of the United Kingdom currently qualify for a 0 percent
Section 232 rate.® Products made with US-origin API
that is packaged abroad face only the base duty, with
no Section 232 markup.” Absent another exclusion,
covered products from other countries face the full 100
percent rate.

Importantly, the tariff rate depends on the country of
origin for the product under the applicable rules, which
may differ from the country it was exported from. In
many pharmaceutical rulings, US Customs and Border
Protection (CBP) has considered the country of origin
to be where the APl is manufactured, not where the
finished product is manufactured or packaged.®

Exemptions tied to onshoring and
pricing agreements

Companies that enter into an approved onshoring
agreement with the federal government may receive
a 20 percent rate, scheduled to rise to 100 percent

in 2030. Companies with an approved onshoring
agreement that also enter into a most favored

nation (MFN) pricing agreement with the Department
of Health and Human Services (HHS) may receive a
zero rate until January 2029.

1 These tariffs took effect for specific companies listed in Annex Il of Proclamation 11020 earlier this year and go into effect for all importers on

September 29, 2026.

2 Adjusting Imports of Pharmaceuticals and Pharmaceutical Ingredients Into the United States, Proclamation 11020, 91 FR 18,183 (April 9, 2026). https://
www.federalregister.gov/documents/2026/04/09/2026-06956/adjusting-imports-of-pharmaceuticals-and-pharmaceutical-ingredients-into-the-unit-

ed-states.

3 Guidance and Procedures for Implementing Tariff Adjustments for Specialty Pharmaceuticals and Associated Pharmaceutical Ingredients and Technical
Corrections to the Harmonized Tariff Schedule of the United States for Duties Imposed Under Proclamation 11020, 91 FR 60,361 (September 23,
2026). https://www.federalregister.gov/documents/2026/09/23/2026-19498/quidance-and-procedures-for-implementing-tariff-adjustments-for-

specialty-pharmaceuticals-and.

4 Guidance and Procedures for Implementing Tariff Adjustments for Specialty Pharmaceuticals, 91 FR 60,364 (September 23, 2026).

5 Guidance and Procedures for Implementing Tariff Adjustments for Specialty Pharmaceuticals, 91 FR 60,362-60,363 (September 23, 2026).

6 US Department of Commerce, Bureau of Industry and Security, Notice of Reduction of Tariffs on Patented Pharmaceuticals and Pharmaceutical Ingre-
dients for Products of the United Kingdom Implemented by Presidential Proclamation 11020, 91 FR 49,406 [August 4, 2026).

7 US CBP, Guidance: Section 232 Duties on Imports of Patented Pharmaceutical Articles and Ingredients (July 30, 2026).

8 See, e.g., HQ H342828 (US CBP, June 24, 2025).
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Preparing Now for Increasing
Classification and Country-of-
Origin Risk

Pharmaceutical manufacturers, importers, and supply
chain participants now face significantly increased
financial and enforcement risk. Providing inaccurate
or indefensible HTS classifications and COO data to
CBP upon importation enhances this risk. One of the
biggest hurdles for companies surrounding the new
tariffs is not the tariff (duty) rate itself, but rather the
requirement to establish and document a defensible
methodology for classifying products and determining
the accurate COO before the new tariff expansion takes
effect September 29.

Companies cannot comply with customs requirements
or effectively manage tariff exposure if they cannot
quickly identify which products, APIs, suppliers, and
manufacturing sites impact their applicable duty
treatment. However, the supporting data required to
determine tariff treatment often resides in multiple
systems that may not be connected or integrated.

To manage and mitigate these risks, companies should,
at a minimum, take the following steps now:

- Validate and document the basis for each HTS
classification and COO determination. Given the
potentially significant duty consequences associated
with the new tariffs, companies should record their
decision-making and maintain documentation that
includes product specifications, manufacturing
information, supplier certifications, bills of materials,
relevant customs rulings, exception handling, and
any internal analyses supporting the determination.
Importers should maintain documentation consistent
with 19 USC 1508 and 19 CFR Part 163, which require
retention of customs records for five years from the
date of entry or from the date of the activity that
required creation of the record.’

9 19 USC 1508(a), (c); 19 CFR Part 163.4(a).
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- Create a centralized inventory of all imported products
and APIs that may be impacted by the new tariffs. The
inventory should contain the HTS classification, COOQ,
manufacturing location, API source, any claimed specialty
product category, whether an import is intended solely
for a qualifying noncommercial use, and applicable
tariff treatment. Prioritize products with high import
volumes and products that will be subject to specific tariff
provisions. The objective is not simply to identify tariff
exposure but ensure that the company can consistently
document, apply, and defend its classification and COO
decisions. A centralized product master database can
help companies quickly assess the impact of future tariff
changes and regulatory developments.

- Establish a governance process for maintaining tariff-
sensitive product data. Information ownership and
governance—whether managed through spreadsheets,
licensed customs brokers, or a trade management
system—should be assigned clearly and documentation
reviewed periodically to ensure classifications, COO
determinations, and tariff treatments remain current.




Conclusion

Given the US government’s continued focus on
trade policy and enforcement, pharmaceutical
manufacturers should establish tariff
compliance as a strategic priority. As the trade
and regulatory landscape continues to evolve,
companies that prepare to quickly identify
affected products and produce supporting
documentation will better position themselves
to comply with duty requirements and respond
to regulatory scrutiny, should it arise.

PRACTICAL COMPLIANCE READINESS AHEAD
OF NEW PHARMACEUTICAL TARIFFS

KEY PROFESSIONALS

Heather Bates
Managing Director
hbates@thinkbrg.com

Joshua Galuska
Director
jgaluska@thinkbrg.com

Mason Pan
Managing Director
mpan@thinkbrg.com

Tina Seale
Senior Managing Consultant
tseale@thinkbrg.com



BRG combines world-leading academic credentials with
world-tested business expertise, purpose-built for agility and
connectivity, which sets us apart—and gets you ahead.

Our top-tier professionals include specialist consultants, industry
experts, renowned academics, and leading-edge data scientists.
Together, they bring a diversity of proven real-world experience
to economics, disputes, and investigations; corporate finance;
and performance improvement services that address the most
complex challenges for organizations across the globe.

Our unique structure nurtures the interdisciplinary relationships
that give us the edge, laying the groundwork for more informed
Insights and more original, incisive thinking from diverse
perspectives that, when paired with our global reach and resources,

make us uniquely capable to address our clients’ challenges.

VISIT THINKBRG.COM TO LEARN MORE.

Copyright ©2026 by Berkeley Research Group, LLC. Except as may be expressly provided elsewhere in this [[publication]], permission is hereby
granted to produce and distribute copies of individual works from this publication for non-profit educational purposes, provided that the author,
source, and copyright notice are included on each copy. This permission is in addition to rights of reproduction granted under Sections 107, 108,
and other provisions of the US Copyright Act and its amendments.

Disclaimer: The opinions expressed in this publication are those of the individual author(s] and do not represent the opinions of BRG or its other
employees and affiliates. The information provided in the publication is not intended to and does not render legal, accounting, tax, or other
professional advice or services, and no client relationship is established with BRG by making any information available in this publication, or
from you transmitting an email or other message to us. None of the information contained herein should be used as a substitute for consultation
with competent advisors.


http://thinkbrg.com

