U.S. Biomedical Sector:
Decoupling Gathers Pace

Companies Eyeing the Void Left by Chinese Firms

WASHINGTON | CORE October 2026



he U.S. federal government is moving to exclude Chinese biomedical technology
companies from the U.S. market. It is using a mix of longstanding and newer

tools—including export controls, designation on the Department of Defense's list of
companies of military concern, and legislation enacted by Congress—to increase
pressure on Chinese companies operating in the United States. Most recently, the
Department of Defense added seven Chinese biomedical companies to that list.
Chinese companies play an important role in U.S. drug development and
manufacturing, and the exclusion measures have prompted criticism that they could
damage U.S. industry. At the same time, tighter regulation is widely seen as
unavoidable, and the void created by the exclusion of Chinese companies is being
read as a business opportunity for companies in the United States and in allied
countries.

Nearly 80% of U.S. Biotech Companies Work W|th Chinese
Contract Manufacturers

The U.S. biomedical industry is closely intertwined
with China. It is no exaggeration to say that the U.S.
biomedical sector could not function without the
involvement of Chinese companies. Chinese
companies have business relationships with U.S.
companies across a wide range of fields, supplying
high value-added services and deepening those ties.
In the biopharmaceutical industry, they have expanded
into areas such as cell production, genetic analysis
and cell storage, and the services they provide are
growing more sophisticated.

According to the U.S.-China Economic and Security
Review Commission (USCC), for example, the WuXi group of contract manufacturers is estimated to have
been involved in developing one-quarter of the drugs currently used in the United States’.

At the 2026 J.P. Morgan Healthcare Conference, WuXi AppTec said it had supported the development of 8 of
the 30 small-molecule drugs approved by the U.S. Food and Drug Administration (FDA) in 20252. In a survey
published in May 2024 by the Biotechnology Innovation Organization (BIO), 79% of the 124 U.S.
biotechnology companies surveyed had at least one contract or product with a contract development and
manufacturing organization (CDMO) or contract manufacturing organization (CMO) based in or owned by
China3. WuXi AppTec voluntarily withdrew from BIO the day before the organization announced its support for
the BIOSECURE Act, which bars federal agencies from procuring from, or using federal funds for contracts
with, designated biotechnology companies of concern, primarily Chinese ones.

Dependence is also deepening rapidly in the drug discovery pipeline. Licensing deals between Chinese
companies and U.S. and European pharmaceutical companies were worth less than $5 billion in 2020 but
reached $136 billion in 20254
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Seven Life-Science Entities Added to the “Chinese Military
Companies” List

The U.S. government has long viewed this Section 1260H Designated Entities by Industry
dependence on China as a concern and has pursued
policies to curb it; those efforts are now intensifying.
On June 8, 2026, for example, the Department of
Defense updated the “Section 1260H list,” on which
companies are designated on the basis of ties to the
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“Chinese military companies operating directly or
indirectly in the United States” and is updated at least
once a year. A designation remains in force unless
the entity is removed from the list. The list currently
names 188 entities across industries including
aerospace, information and communications, logistics Source: Federal Register’

and semiconductors. Among life-science companies, Note: The Department of Defense notice itself does not publish an industry

i i A classification. Section 1260H Designated Entities by Industry was prepared
seven were neWIy added in this update, brmgmg the by Washington CORE on the basis of the principal business of each

total to 12 entities. designated entity's parent company or group.

The 12 Life-Science Entities on the Section 1260H List (updated June 8, 2026)

% New indicates the seven entities added on June 8, 2026. The “Field” column is Washington CORE's own classification. CRDMO stands for contract
research, development and manufacturing organization — a provider that takes on the whole chain from drug discovery through manufacturing.

Entity / Country Line of business (not given in the | Grounds for designation as stated

notice; confirmed on company websites | in the notice
and other sources)

BGI Group (tfEXEREH) Continued Group parent of BGI Genomics and other Direct ties to the PLA; indirect ties to Genomics

/ China subsidiaries MIIT and the PLA
BGI Genomics / China Continued Contract genome sequencing and clinical Listed as a subsidiary of BGI Group Genomics
testing
Forensic Genomics Continued Could not be confirmed (the notice lists the Listed as a subsidiary of BGI Group —
Interational (FGI) name only, with no country or line of
business)
BGI Americas Corporation % New Could not be confirmed (same as above) Listed as a subsidiary of BGI Group =
Complete Genomics *New Sells sequencers in the U.S. market Listed as a subsidiary of BGI Group Genomics
/United States (instruments)
GBI Diagnostics, Inc. *New Could not be confirmed (same as above) Listed as a subsidiary of BGI Group =
Innomics, Inc. *New Contract  multi-omics  analysis and Listed as a subsidiary of BGI Group Genomics
sequencing
STomics Americas, Ltd. *New Spatial transcriptomics (Stereo-seq) Listed as a subsidiary of BGI Group Genomics

MGI Tech (fE X% &) / Continued Manufactures sequencers and related Direct ties to MIIT; indirect ties to Genomics

China instruments SASTIND and the PLA (instruments)
Novogene (& REIR) / *New Contract sequencing services Indirectly held by SASAC; indirect ties Genomics
China to MIIT and the PLA

Origincell Technology / Continued Cell banking, automated biospecimen Indirect ties to MIIT, SASAC, SASTIND Cell storage
China storage equipment and related products and the PLA

WuXi AppTec (Z5BABREE) / *New CRDMO centered on small-molecule drugs Indirectly held by SASAC; indirect ties CRDMO
China to SASTIND and the PLA

Source: Compiled by Washington CORE from multiple sources

Note: PLA = People's Liberation Army; MIIT = Ministry of Industry and Information Technology; SASAC = State-owned Assets Supervision
and Administration Commission; SASTIND = State Administration of Science, Technology and Industry for National Defense.
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The Chinese biomedical companies identified
as being of military concern operate in three
broad business areas: contract research,
development and manufacturing
organizations (CRDMOs), genomic analysis,
and cell storage and cell therapy.

] CRDMOs

The U.S. market for contract drug development and
manufacturing is expected to roughly double over the next
decade, to about $83 billion, making it a field with strong
growth prospects®. U.S. drugmakers are deeply
dependent on Chinese CDMOs and CRDMOs, and WuXi
AppTec — reported to have been involved in about 20% of the small-molecule new drugs approved by the FDA
over the past five years — was designated for the first time in this update?. The company is a central player in
CRDMO work in the United States, taking on everything from drug discovery through development and
manufacturing, mainly for small-molecule drugs.

The United States is WuXi AppTec's largest market. According to a statement filed with the court in the
company’s suit seeking to halt its Section 1260H designation, U.S. customers accounted for about 70% of its
2025 revenue, far ahead of China at 15% and Europe at 11%. The court's opinion in the same case states that
the company employs roughly 450 people in the United States, serves more than 1,000 U.S. customers, and
expects to complete a manufacturing site in Delaware, built at a cost of about $600 million, during 20267.
According to the company’s locations page, it has five sites in the United States including the Delaware facility.
The other four are two sites in San Diego, California (drug discovery research, and small-molecule R&D and
manufacturing), Cranbury, New Jersey (drug metabolism and pharmacokinetics, and preclinical services), and
Natick, Massachusetts (small-molecule screening). In China, meanwhile, a new small-molecule API plant in
Taixing began operating in May 2026, and a second small-molecule plant is due to start operations by the end
of the year. Two additional plants for nucleic acids, peptides and similar products are expected to come on line
in 2027, and the company is planning a new API site in Changzhou.

WuXi AppTec's Sites in the United States

Natick, MA
1 facility
Small-molecule screening and assays

e Cranbury, NJ

1 facility—___
DMPK and preclinical services P )
@
San Diego, CA e.
2 facilities Middletown, DE
1 facility

WuXi Biology: drug discovery research, R&D

WuXi STA: small-molecule R&D and manufacturing WuXi STA: APl and drug

product manufacturing

Source: WuXi AppTec, Global Locations; U.S. Census Bureau, 2024 Cartographic Boundary File

In that litigation, the U.S. District Court for the District of Columbia found that the rationales given by the
Department of Defense did not match the sources it relied on, and that the designation was likely to be held
unlawful. The designation is therefore preliminarily enjoined while the case continues’.
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IGenomic Diagnostics

Genomic diagnostics is another field expected to grow. In 2019, the Federal Trade Commission noted that
lllumina held more than 90% of the U.S. next-generation sequencing market and that China's BGI had refrained
from entering the U.S. market in the face of lllumina's patent infringement claims®. Security concerns, however,
are not limited to sequencers and other instruments: they also extend to the analytical data those systems
produce. Indeed, most of the 12 designated entities belong to this field. In a February 2021 fact sheet, the
National Counterintelligence and Security Center (NCSC) noted that the Chinese government regards
collections of personal data, including health and genomic data, as a strategic asset.

| Cell Storage (Biobanking)

Biobanks collect, preserve and manage biological specimens for use in research and medicine. The market
includes not only contract storage services but also storage equipment, specimen management systems and
cold-chain logistics. The global biobanking market was
estimated at $89.7 billion in 2025 and is forecast to grow by an
average of 8.02% a year through 2035°. Origincell Technology,
designated in this update, runs a third-party cell bank and makes
automated biospecimen storage equipment; its indirect ties to
MIIT, SASAC, SASTIND and the PLA were cited as the grounds
for designation®. The Justice Department's bulk data rule, which
bars the transfer of large volumes of human omics data and
biological specimens to China and other countries of concern, is
expected to leave the company in an increasingly vulnerable
position.

U.S. and Allied Companies Targeting the Market Left by
Chinese Firms

Some see business opportunities opening for U.S. and
allied companies as Chinese firms face tighter restrictions.
Much of the activity centers on CDMOs with large-scale
production capacity inside the United States as an
alternative to China, and European, U.S., South Korean
and Japanese players are already acting. Lonza
(Switzerland), for example, acquired a plant in California
in 2024, securing a site in the United States that ranks
among the world's largest for biologics manufacturing.
U.S.-based Catalent, which operates just under 40 sites
worldwide also has a substantial manufacturing network.
In December 2024, Novo Holdings of Denmark acquired
the company in a transaction with a total enterprise value of about $16.5 billion. Novo Holdings notes that
Catalent “has assisted in 50% of all FDA approvals” over the past decade and helps its partners “launch over
150 new products every year”. Its existing manufacturing network inside the United States is a strength as
production moves back onshore.

Samsung Biologics (South Korea) is also growing strongly, with full-year 2025 revenue up 30.3% and operating
profit up 56.6% year on year. On March 31, 2026, it announced that it had completed the acquisition of GSK's
(U.K.) plant in Rockville, Maryland — its first manufacturing site in the United States. The company says it
works with more than 145 pharmaceutical and biotechnology companies worldwide and counts 17 of the global
top 20, including AstraZeneca, Eli Lilly and Pfizer, among its customers.

§
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The Debate over Excluding Chinese Companies from the U.S.
Market

Views in the United States are divided over the policy of
excluding Chinese companies from the U.S. market. U.S.
drugmakers worry about dependence on China, but they
also face potential losses in development capacity, the cost

stages of the drug development pipeline are seen as
especially difficult to replace: losing access to WuXi
AppTec, described as one of the world's largest engines of
discovery and early development, could be a significant
blow. The company's offering spans medicinal chemistry,
screening, intermediates, building blocks and raw materials
— all far upstream of manufacturing under Good
Manufacturing Practice (GMP). At the front end of the

pipeline, individual projects are small and have the least capacity to absorb a break in supply™°.

Cell and gene therapy is expected to feel the effects of regulation most strongly, because the field relies
heavily on university spinouts that have limited funding and staff that cannot afford facilities of their own'°.
There is also the argument that if exclusion is a U.S.-only policy, countries that do not decouple will continue to
enjoy the efficiencies Chinese companies offer, potentially leaving U.S. companies alone at a disadvantage.
Others warn that cutting ties could backfire by accelerating China's own innovation.

IBreaking Away from China Will Be Painful

Japanese companies are also moving into the U.S. market at an accelerating pace. Fujifilm has invested in
large-scale mammalian cell culture capacity in North Carolina, Ajinomoto has acquired a gene therapy CDMO
in Ohio, and Kyowa Kirin has decided to build its own plant in North Carolina — part of a broader wave of
Japanese investment, acquisitions and plant construction in the United States.

One analysis argues that these Japanese investments are driven less by U.S. restrictions on China than by
broader supply-chain pressures: “Since the Covid-19 pandemic, mounting pressure to reassess supply chains
has quietly given Japanese companies time to prepare for—and commit to—investment in the United States.”
Japan, like the United States, also depends on China and other countries for pharmaceutical ingredients, and
is therefore strengthening joint research, standard-setting and supply-chain rebuilding with partner countries
including the United States®.

J Conclusion

Concern about excluding Chinese companies runs deep in the U.S. biomedical industry. For research
institutions and start-ups with limited funding and staff in particular, finding and moving to alternative
contractors is a heavy burden. Some also warn that if regulation of China remains limited in markets outside
the United States, subjecting only the U.S. market to it will erode the competitiveness of U.S. companies.

Even so, there is no denying that the pressure on China keeps building. Regulation now extends beyond drug
development capacity to the handling of medical data, which is increasingly treated as a serious security
matter. Against this backdrop, U.S. and allied companies are watching closely for opportunities to enter the
U.S. market.

The moves of U.S. biomedical manufacturers and research institutions seeking to preserve their edge in
development capability — and the moves of the domestic and allied companies that support them — are worth
watching.
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