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January 28, 2026

Ambassador Jamieson Greer

United States Trade Representative

Office of the United States Trade Representative
600 17th Street NW

Washington, DC 20508

Re: Docket No. USTR-2025-0243, Request for Comments and Notice
of a Public Hearing Regar&1ng ’che 2026 Specml 301 Review

Dear Ambassador Greer:

The Council for Innovation Promotion (C4IP) is pleased to submit this response to
the December 11, 2025, Request for Comments and Notice of Public Hearing
Regarding the 2026 Special 301 Review [Docket Number USTR-2025-0243].

The Council for Innovation Promotion (C4IP) is a bipartisan coalition dedicated to
promoting strong and effective intellectual property rights that drive innovation,
boost economic competitiveness, and improve lives everywhere.

CA4IP is chaired by two former directors of the U.S. Patent and Trademark Office,
Andrei Iancu and David Kappos, who served under Presidents Trump and Obama,
respectively. Our board further includes two retired judges from the Court of
Appeals for the Federal Circuit, former Chief Judge Paul Michel and Judge
Kathleen O'Malley. It also features two distinguished public servants: Lamar
Smith, former U.S. Representative for Texas's 21st congressional district and
Chairman of the House Judiciary Committee, and Gary Locke, former Governor of
Washington, U.S. Secretary of Commerce, and U.S. Ambassador to China under
President Obama.

Strong IP protections allow American innovators to invest in high-risk research,
bring new products to market, and compete fairly abroad. IP-intensive industries
contribute more than 40% of U.S. economic output and support over 62 million jobs.
This success depends on predictable, enforceable protections not only at home, but
in foreign markets.



https://www.federalregister.gov/documents/2025/12/11/2025-22571/request-for-comments-and-notice-of-a-public-hearing-regarding-the-2026-special-301-review
https://c4ip.org/
https://www.uspto.gov/ip-policy/economic-research/intellectual-property-and-us-economy
https://www.uspto.gov/ip-policy/economic-research/intellectual-property-and-us-economy
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The importance of IP to the progress, economy, and well-being of the United States
1s why Congress mandated annual Special 301 reports to ensure that U.S. trade
policy identifies foreign countries that deny adequate and effective IP protection or
fair and equitable market access to U.S. rights holders. It is vital to ensure that
U.S. innovators and entrepreneurs operate on a level playing field.

C4IP commends USTR for treating the Special 301 report as a serious enforcement
and accountability tool rather than a symbolic exercise. The credibility of this
process depends on candid assessments and clear accountability. Recent actions,
including USTR's investigation into Brazil amid longstanding concerns regarding 1P
enforcement, demonstrate the importance of scrutiny when progress stalls despite
sustained engagement.

This submission highlights several such trends that undermine IP protection across
multiple industries and recommends proportionate Special 301 designations for
countries and jurisdictions where these concerns persist, threatening the ability of
U.S. innovators to obtain and enforce their rights across the globe. We conclude
with a summary of the major problem areas for each country or jurisdiction, along
with a recommendation for placement on the Watch List or Priority Watch List.

Erosion of IP Incentives Harms Biopharmaceutical Innovation

Recent legislative and regulatory developments in several jurisdictions raise serious
concerns regarding the future of biopharmaceutical innovation. Weakening patent
protections and related exclusivities undermines the incentives necessary to
support the costly, lengthy, and uncertain process of developing new medicines.

Last year, the European Council and European Parliament reached a provisional
agreement regarding the Patent Package, which would expand the EU's power to
1ssue compulsory licenses and use patented inventions without the consent of the
rights holder. Elements of this framework raise concerns regarding consistency with
longstanding international norms, including those reflected in the WTO TRIPS

Agreement.

Likewise, India's restrictive patentability standard under section 3(d) — which
bars patents on new forms of known substances absent a demonstrated significant
enhancement in therapeutic efficacy — undermines protection for incremental
pharmaceutical innovations. This statute effectively reduces the level of protection
required under TRIPS and creates discriminatory barriers to patent protection that
target the pharmaceutical industry.


https://ustr.gov/about/policy-offices/press-office/press-releases/2025/july/ustr-announces-initiation-section-301-investigation-brazils-unfair-trading-practices
https://www.europarl.europa.eu/news/en/press-room/20250519IPR28503/deal-on-patent-rules-exception-to-ensure-the-supply-of-critical-products
https://www.europarl.europa.eu/news/en/press-room/20250519IPR28503/deal-on-patent-rules-exception-to-ensure-the-supply-of-critical-products
https://www.wto.org/english/tratop_e/trips_e/intel2_e.htm
https://www.wto.org/english/tratop_e/trips_e/intel2_e.htm
https://www.wto.org/english/tratop_e/trips_e/intel2_e.htm
https://ipindia.gov.in/writereaddata/portal/ev/sections/ps3.html
https://www.wto.org/english/tratop_e/trips_e/intel2_e.htm#:~:text=The%20TRIPS%20Agreement%20requires%20Member%20countries%20to%20make%20patents%20available%20for%20any%20inventions%2C%20whether%20products%20or%20processes%2C%20in%20all%20fields%20of%20technology%20without%20discrimination%2C%20subject%20to%20the%20normal%20tests%20of%20novelty%2C%20inventiveness%20and%20industrial%20applicability.
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Concerns regarding patent enforcement are also increasing in India. Of particular
note is a recent decision by the Delhi High Court, which reversed an injunction and
permitted a biosimilar manufacturer to enter the market despite the existence of a
valid innovator patent in India. Decisions of this nature weaken confidence in
patent protection and risk signaling to follow-on manufacturers that market entry
may proceed notwithstanding unresolved patent disputes.

In China, the definition of a new drug has been severely limited so that it applies
only to drugs that have not yet been approved elsewhere upon filing in China. This
definition leads to disparate regulatory treatment for drugs submitted for approval
first in China, upending the normal process that a drug company might use to
assess the merits of where to begin approval and marketing, in favor of needing to
file first in China or forgo significant protections.

In addition, China's patent linkage system (a regulatory system that links approval
of a generic or biosimilar drug to the patent status of the originator drug) does not
provide a sufficient stay period to allow for the meaningful resolution of patent
disputes before generic or follow-on products enter the market. As a result,
biopharmaceutical patent holders can face commercial harm before infringement
claims are fully adjudicated.

Canada's existing patent term extension and patent term adjustment frameworks
are inadequate and therefore do not fully comply with its obligations under the
United States-Mexico-Canada Agreement (USMCA). In particular, Canada caps
patent term extensions at two years and restricts eligibility for term extensions by
requiring that new drug submissions be filed within 12 months of filing in certain
other jurisdictions, including the United States. In addition, Canada's Patented
Medicine Prices Review Board, which reviews "patent abuse related to excessive
prices," has the unintended effect of punishing companies that introduce new
medicines into the Canadian market. By subjecting the price of patented medicines
to a highly subjective review process that lacks input from patients or clinicians, the
PMPRB weakens the effective value of patent protection for innovative medicines.

Mexico fails to meet current USMCA TP commitments to provide an effective
patent linkage system or to provide proper notice to patent holders prior to
marketing of a generic or biosimilar patent.

Brazil's Product Development Partnerships between the Ministry of Health and
private biopharmaceutical companies continue to raise concerns about the
protection of proprietary data and confidential business information. While these
partnerships are intended to lower costs by expanding domestic drug production
through technology transfer to public or state-backed labs and manufacturers, they



https://timesofindia.indiatimes.com/india/delhi-hc-clears-zydus-biosimilar-boosting-access-to-affordable-cancer-care/articleshow/126487780.cms
https://globalforum.diaglobal.org/issue/may-2022/new-drug-approvals-in-china-in-2021/
https://www.iptechblog.com/2023/08/patent-linkage-litigation-in-china-a-two-year-review/
https://gowlingwlg.com/en/insights-resources/articles/2020/patent-term-extension-in-canada
https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/applications-submissions/guidance-documents/register-certificates/certificate-supplementary-protection-regulations.html
https://www.canada.ca/en/patented-medicine-prices-review.html
https://www.canada.ca/en/patented-medicine-prices-review.html
https://www.canada.ca/content/dam/pmprb-cepmb/documents/legislation/guidelines/Guidelines-EN.pdf
https://www.lexology.com/library/detail.aspx?g=2f8d1afd-76df-4969-ae9b-83eca76abc24
https://www.clarkemodet.com/en/legislative-news/breaking-news-mexican-ip-office-proactively-publishes-medical-use-patents-in-the-linkage-gazette/
https://www.clarkemodet.com/en/legislative-news/breaking-news-mexican-ip-office-proactively-publishes-medical-use-patents-in-the-linkage-gazette/
https://www.lexology.com/library/detail.aspx?g=2f8d1afd-76df-4969-ae9b-83eca76abc24
https://www.lickslegal.com/articles/brazilian-government-resurrects-its-partnership-for-productive-development-pdp-program-a-new-threat-to-pharma-ip-rights
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effectively condition access to Brazil's public health market on the disclosure of
sensitive data and manufacturing know-how, reducing incentives for companies to
mvest in and develop new medicines.

Reductions in Regulatory Data Protection Threaten New Medical
Innovation

Regulatory data protection (RDP) refers to the exclusive legal rights a company
obtains over the clinical data required for the approval of a medicine, reflecting the
substantial costs borne by the company to conduct the associated clinical trials.
Once the RDP period expires, a generic company may rely on the existing clinical
trial data on safety and efficacy to secure approval of a generic version of that drug,
instead of conducting (and paying for) its own clinical trials. The length of the RDP
exclusivity and the terms of applicable patents are the critical factors governing
when a generic can enter the market.

Changes that jurisdictions make to RDP, accordingly, shift the burden of global
drug development disproportionately onto innovators and weaken incentives for
mvestment. Because the United States leads in biopharmaceutical innovation and
has strong RDP protection, these changes effectively mean that more of the burden
of paying for R&D costs falls on U.S. companies and U.S. consumers. Requiring
other countries to have similar RDP regimes to the United States and to pay their
fair share should accordingly be a top U.S. priority.

At the end of 2025, the European Union (EU) reached an agreement on sweeping
reforms to its general pharmaceutical legislation. These changes reduce RDP for
new medicines and condition some RDP on meeting burdensome, EU-wide launch
requirements. Such measures diminish the value of underlying patent rights and
risk discouraging U.S. drugmakers from investing or launching products in Europe.

Although India has acknowledged the need for a more "level playing field" and has
taken steps to strengthen its data protection framework, the continued absence of
RDP and effective trade secret protection undermines incentives to invest in costly
research and development and discourages innovators from conducting clinical
trials or launching new medicines in India.

In Brazil, lawmakers have considered legislation to establish an RDP
framework for pharmaceutical products, but no such framework is currently in
force, leaving drugmakers without protection against unfair commercial use of
their regulatory data.



https://bio.news/health/55-of-fda-approved-drugs-were-developed-by-u-s-small-biotechs-says-study/
https://www.consilium.europa.eu/en/press/press-releases/2025/12/11/pharma-package-council-and-parliament-reach-a-deal-on-new-rules-for-a-fairer-and-more-competitive-eu-pharmaceutical-sector/
https://c4ip.org/wp-content/uploads/2025/11/C4IP-Response-to-Indias-Invitation-to-Comment-on-Drug-Approval-Regime.pdf
https://www.trade.gov/country-commercial-guides/india-protecting-intellectual-property#:~:text=In%20August%202023,will%20be%20implemented.
https://economictimes.indiatimes.com/industry/healthcare/biotech/pharmaceuticals/india-uk-free-trade-agreement-india-has-not-accepted-uk-data-exclusivity-demand-in-fta-to-protect-generic-drug-firms/articleshow/121107749.cms?from=mdr
https://indianexpress.com/article/explained/what-is-data-exclusivity-in-drugs-10431588/
https://ipwatchdog.com/2024/06/05/brazilian-congress-debates-regulatory-data-protection-pharmaceutical-products/
https://www.freyrsolutions.com/what-is-regulatory-data-protection-rdp-in-brazils-pharmaceutical-sector
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Likewise, Mexico does not provide clear RDP for all new pharmaceutical
products; drugmakers' requests for data exclusivity are often rejected.

Other jurisdictions, including Malaysia, also fail to provide effective
regulatory data protection.

Market-driven Standard-Essential Patent Negotiation Is Being Abandoned
in Favor of Heavily Regulated Approaches that Depress the Value of
Innovation

Strong and balanced protection for standard-essential patents (SEPs) is
critical to standards-based industries, including telecommunications,
connected devices, automotive technologies, and emerging applications in
artificial intelligence.

Legal uncertainty surrounding SEP licensing undermines incentives to contribute
patented technologies to global standards, ultimately harming technological
progress and interoperability. Recently, challenges to this market-driven system
have emerged across the globe, reflecting widespread foreign interest in asserting
global leadership over the governance of SEP licensing, effectively leading to the
depression of patent value and harm to American innovators and industry in
critical areas like wireless communications.

SEPs Concerns: Patent pools

Patent pools have arisen as market-based entities that serve as intermediaries
between the owners of standard-essential patents and implementers whose
products use standards and therefore need to license the relevant patents. Pools
help aggregate patent owners and allow implementers to take a single license that
can cover a large percentage of the outstanding relevant patents. They reduce
transaction costs, mitigate alleged royalty stacking, and promote access to
standardized technologies. Typically, pools offer non-exclusive licenses, meaning
that an implementer could still negotiate with each patent owner directly. But the
pool offers the convenience of a single license. Importantly, however, the firm
organizing a pool is not always the owner of the patents themselves.

Despite this market-driven solution to make SEPs licensing more efficient, several
jurisdictions have taken recent actions that could ultimately undermine this
arrangement, harming patent owners and implementers, and possibly providing a
pretext for government regulation to set rates for the market even though these
non-governmental intermediaries have proven to be an effective means of licensing
for certain standards. The implications for patent pools are particularly severe. If


https://blogip.garrigues.com/en/industrial-property/the-complex-protection-of-new-pharmaceutical-products-in-mexico
https://www.npra.gov.my/easyarticles/images/users/1047/drgd/APPENDIX-10--Data-Exclusivity.pdf
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courts effectively usurp the role of pools and retroactively impose revised global
rates, patent owners will have little incentive to continue participating in pools, let
alone continuing to invest in R&D, knowing that returns are uncertain and subject
to political whim.

In 2024, the Supreme People's Court of China, in T'CL v Access Advance, claimed
jurisdiction to set, at the request of a standards implementer, global fair,
reasonable, and non-discriminatory (FRAND) rates for all SEPs licensed through a
foreign patent pool.

This raises two significant concerns. First, that it permits a court to determine
licensing terms for a patent pool that does not itself own the underlying patents,
potentially imposing licensing conditions to which individual patent holders never
agreed. Second, that it is the implementers — not the patent owners, who were not
even the ones being sued — asking the court to set a worldwide rate even though
patents are territorial. The Chinese court should have, at most, jurisdiction to
establish rates relative to China, absent agreement from the patent owners to
consider the patents of other jurisdictions.

These practices reflect a broader pattern in which China has operationalized its
judicial system to systematically devalue foreign — particularly U.S. — intellectual
property. By asserting extraterritorial jurisdiction to set global licensing rates
without patent-holder consent and without any affirmative assertion of patents in
China, Chinese courts functionally compel access to patented technologies at court-
1mposed discounts. This approach subsidizes China's domestic manufacturing base
while undermining the ability of U.S. companies to compete for leadership in
standards-based industries.

Unfortunately, this aggressiveness of court actions is not limited to China. In April
2026, the Supreme Court of the United Kingdom is expected to rule in Tesla v
InterDigital on grounds of appeal that raise similar questions regarding judicial
authority to impose global SEP licensing terms in suits against patent pools.

Against both pools and patent owners, U.K. courts have increasingly relied on
"interim licenses" that effectively force global disputes into the United Kingdom and
restrict patent holders' ability to enforce their rights elsewhere. For example, in
Acer v Nokia at the end of last year, the U.K. court granted an interim license to
include non-standard essential patents, moving beyond the contractual scope of
standard-setting obligations. Like China, U.K. courts permit implementers to
initiate global SEP rate determinations without patent holder consent and without
the patent holder asserting its patents domestically.



https://ipfray.com/chinese-courts-will-now-set-global-frand-rates-for-patent-pools-at-implementers-requests-supreme-peoples-court-ruling/
https://ipfray.com/chinese-courts-will-now-set-global-frand-rates-for-patent-pools-at-implementers-requests-supreme-peoples-court-ruling/
https://caselaw.4ipcouncil.com/germany/lg-munich-district-court/interdigital-v-xiaomi-district-court-landgericht-munich-i
https://patentlyo.com/media/2020/10/Xiaomi-v.-InterDigital-decision-trans-10-17-2020.pdf
https://supremecourt.uk/cases/uksc-2025-0058
https://supremecourt.uk/cases/uksc-2025-0058
https://www.clearygottlieb.com/news-and-insights/publication-listing/uk-high-court-issues-interim-rand-license-declaration-in-acer-hisense-and-asus-v-nokia
https://www.reuters.com/legal/litigation/acer-asus-hisense-win-uk-court-ruling-video-streaming-patent-dispute-with-nokia-2025-12-18/
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SEPs Concerns: Proposed Regulations and Regulatory Actions

In 2025, the European Union raised concerns at the WTO about a harmful practice
to innovators being adopted by courts in China, which were determining worldwide
licensing conditions without patent-holder consent. According to the European
Commission, this practice pressured companies to accept below-market global rates,
unfairly advantaging Chinese implementers by granting them cheaper access to
European technologies. While the United States did not support the EU before the
WTO at that time, it is now clear that the same risks apply to U.S. companies and
research institutions that develop technologies incorporated into global standards
and that are counting on fair returns on their R&D investments.

Earlier, in 2024, the European Union itself proposed regulations to create a new
administrative body to determine SEP licensing terms instead of allowing them to
be set by market-driven negotiations or patent pools, despite no evidence of
systemic market failure. Although the EU rescinded the proposal, it represented a
significant departure from the market-based licensing framework that has
supported decades of transatlantic collaboration. The rescinded proposal is now the
subject of ongoing litigation between the European Commission and the European
Parliament. Any resulting further developments that might bring this proposal
back into active status warrant continued scrutiny in the Special 301 process, given
its likely harm to standards innovation as well as the detrimental impact it will
have as a precedent for other jurisdictions.

While the Commission's SEP Regulation proposal has stalled, the underlying policy
intent remains active: to shift leverage from innovators to implementers. For
example, the European Commaission has explicitly allowed automotive licensing
groups to collectively negotiate for SEPs. Subsequently, it announced more general
plans to provide for antitrust safe harbors for Licensing Negotiation Groups (LNGs)
in the EU's revised Technology Transfer Guidelines. This would formalize a
mechanism for collective bargaining among downstream competitors, effectively
endorsing buyer-side cartels in the market for standard-essential patent licensing.

The approval of an automobile LNG sets a troubling precedent, allowing influential
segments of European industry to determine licensing terms for technology
innovators in America. If European manufacturers are permitted to coordinate
licensing demands as a united front rather than in bilateral negotiations as
individual licensees, U.S. firms will not be able to adequately enforce their patent
rights, thereby artificially lowering the market rate for U.S. technology.

By issuing guidance letters that validate these LNGs — as seen in Germany and at
the European Commission level — the EU is sanctioning anticompetitive behavior



https://www.wto.org/english/news_e/news25_e/ds632rfc_22jan25_e.htm
https://ec.europa.eu/commission/presscorner/detail/en/ip_25_293
https://ec.europa.eu/commission/presscorner/detail/en/ip_25_293
https://docs.wto.org/dol2fe/Pages/SS/directdoc.aspx?filename=q:/WT/DS/611-3.pdf&Open=True
https://ecipe.org/publications/eu-regulation-for-standard-essential-patents/
https://www.lexisnexisip.com/wp-content/uploads/2023/09/Empirical-Assessment-of-Potential-Challenges-in-SEP-Licensing.pdf#page=185
https://c4ip.org/council-for-innovation-promotion-applauds-the-ecs-definitive-withdrawal-of-standard-essential-patents-proposal/
https://ipfray.com/cjeu-publishes-european-parliaments-suit-against-european-commissions-decision-to-withdraw-sep-regulation/
https://ec.europa.eu/commission/presscorner/detail/es/ip_25_1768
https://www.mlex.com/mlex/articles/2362565/automotive-sector-gets-guidance-for-licensing-negotiation-group-from-eu-commission
https://www.mlex.com/mlex/articles/2362565/automotive-sector-gets-guidance-for-licensing-negotiation-group-from-eu-commission
https://www.skadden.com/insights/publications/2025/10/eu-proposes-safe-harbour
https://www.iam-media.com/article/the-eus-dangerous-flirtation-cartels
https://www.bundeskartellamt.de/SharedDocs/Meldung/EN/Pressemitteilungen/2024/10_06_2024_ALNG.html
https://ec.europa.eu/commission/presscorner/api/files/document/print/en/ip_25_1768/IP_25_1768_EN.pdf.
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that targets U.S. IP holders. This is inconsistent with U.S. law. Under the Sherman
Act, competitors banding together to fix the price of an input, such as a technology,
is often a per se violation of antitrust law. Dina Kallay, the Deputy Assistant
Attorney General at the Antitrust Division of the U.S. Department of Justice,
recently emphasized that under U.S. law and antitrust policy, "antitrust immunity
should be narrowly construed and carefully considered."

A similar erosion of core antitrust principles is now emerging in the United
Kingdom, where policymakers are considering regulatory interventions that would
replace market-based SEP licensing with government-directed rate setting, limiting
the ability of standards innovators to realize the fair value of their inventions.

One such measure they are exploring is a "Rate Determination Track" that would
allow "specialists" instead of judges to set the royalty rate for an SEP holder's entire
global portfolio at the request of the implementer. If the U.K. advances this
proposal, it would set a dangerous global precedent. Under this logic, any national
court could claim the power to license a foreign company's entire commercial
portfolio without consent, undercutting the sovereign right of nations like the
United States to adjudicate the patents that they issue under laws reflecting their
own domestic priorities.

Another proposal being considered by the U.K. is setting up a U.K.-specific SEP
database to help U.K. businesses navigate the complex SEP ecosystem. While
framed as non-regulatory guidance, if the government issues materials on FRAND
licensing, pricing transparency, and dispute resolution, it risks exerting de facto
normative pressure on private licensing negotiations. This would effectively shift
FRAND from a negotiated, contract-based framework toward an administratively-
guided model. In addition, efforts to address perceived "information asymmetry"
would disproportionately burden SEP holders with expanded transparency
expectations, without corresponding disclosure obligations for implementers,
thereby weakening patent holders' bargaining positions and increasing the risk of
below-market royalty outcomes.

Antitrust authorities are also engaged in efforts to investigate innovators in a
manner that could distort global negotiations and undermine incentives for high-
value R&D. In Brazil, the Administrative Council for Economic Defense (CADE) is
investigating Ericsson for alleged anticompetitive conduct related to SEP licensing.
CADE raised concerns that Ericsson's refusal to license on a territorial basis may
harm competitive conditions in Brazil. Similar concerns have arisen in China,
where the State Administration for Market Regulation has expanded antitrust
enforcement to intervene in standard-essential patent licensing to favor domestic
implementers.



https://www.justice.gov/opa/speech/deputy-assistant-attorney-general-dina-kallay-delivers-virtual-remarks-2025-chatham
https://www.gov.uk/government/consultations/consultation-on-standard-essential-patents-seps/consultation-on-standard-essential-patents#annex-1-rate-setting-for-standard-essential-patents
https://www.gov.uk/government/news/one-stop-seps-resource-hub-launched-by-uk-ipo
https://www.gov.uk/government/news/one-stop-seps-resource-hub-launched-by-uk-ipo
https://www.gov.br/cade/en/matters/news/cade-investigates-ericsson-for-antitrust-violations
https://www.gov.br/cade/en/matters/news/cade-investigates-ericsson-for-antitrust-violations
https://www.kwm.com/cn/en/insights/latest-thinking/samr-releases-antitrust-guidelines-for-seps.html
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Expansion of Compulsory Licensing Devalues Patents and Defunds Future
Innovation

While the WTO TRIPS Agreement permits compulsory licensing in limited
situations — such as national emergencies — recent actions in some countries,
including the European Union as described above, suggest an effort to normalize
compulsory licensing as a routine policy or cost-containment tool.

The European Commission's continued push for "proportionality" assessments in
patent cases, in lieu of the more routine award of injunctive relief to prevailing
patent holders, risks creating a de facto compulsory licensing regime where
infringement is cheaper than negotiation. The United States has, unfortunately,
moved in this direction itself. Although, as recent filings from the Department of
Justice and USPTO demonstrate, strong injunctive remedies are critical for a well-
functioning patent system that rewards innovators and risk-takers.

The EU's actions have emboldened other countries, ike Malaysia and Colombia,
to pursue compulsory licensing strategies out of line with the parameters
established under TRIPS.

When countries issue compulsory licenses without meeting TRIPS safeguards, they
discourage long-term investment — particularly in industries such as
biopharmaceuticals, standards development, and advanced manufacturing, where
innovation depends on sustained capital over many years.

Patent Prosecution Delays Discourage Innovators and Innovation

In several key markets, excessive bureaucratic delays continue to undermine the
effective enjoyment of patent rights.

Brazil faces severe challenges. Long prosecution delays at the Brazilian Patent and
Trademark Office have been a longstanding concern, particularly given the absence
of a meaningful patent term adjustment mechanism to compensate for
unreasonable administrative delay. As a result, innovators often lose substantial
portions of the effective patent life through no fault of their own, placing Brazil out
of step with best practices among major innovation economies and discouraging
investment in R&D-intensive sectors.



https://www.wto.org/english/tratop_e/trips_e/factsheet_pharm02_e.htm#compulsorylicensing
https://www.wto.org/english/tratop_e/trips_e/factsheet_pharm02_e.htm#compulsorylicensing
https://www.europarl.europa.eu/doceo/document/P-10-2025-002859-ASW_EN.html
https://www.europarl.europa.eu/doceo/document/P-10-2025-002859-ASW_EN.html
https://supreme.justia.com/cases/federal/us/547/388/#tab-opinion-1962095
https://www.justice.gov/atr/media/1404506/dl?inline
https://www.justice.gov/atr/media/1404506/dl?inline
https://www.justice.gov/atr/media/1419496/dl
https://www.raps.org/News-and-Articles/News-Articles/2017/9/Malaysia-Issues-Compulsory-License-for-Gilead-Hepa
https://www.aljazeera.com/features/longform/2024/9/13/in-a-historic-move-colombia-bypasses-a-patent-to-access-a-key-hiv-drug
https://ipo.org/wp-content/uploads/2024/12/BRAZILIAN-PATENT-OFFICE-article.pdf
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In India, procedural mechanisms intended to promote patent quality have instead
contributed to systemic delay and uncertainty. India's pre-grant opposition system
permits third parties to challenge patent applications at early stages of
examination, frequently resulting in protracted proceedings and repeated cycles of
review.

Inefficient and Cumbersome Patent Litigation Hinders Innovators from
Vindicating Their Rights

In China, initiating a patent-infringement lawsuit is burdensome due to the
absence of a formal discovery process and elevated pleading and evidentiary
requirements. Plaintiffs are required to present extensive evidence of infringement
— and often of damages — at the outset of litigation, which can limit access to
timely judicial relief and create procedural delays that systematically disadvantage
innovators seeking to enforce their patent rights.

In addition, China does not publish all patent-related judicial decisions and has
increasingly anonymized those it does release, reducing transparency and making it
difficult to assess whether, and to what extent, foreign and U.S. rights holders face
discriminatory treatment.

In India, despite recent improvements, patent litigation timelines remain lengthy
and unpredictable across much of the country. The average duration of a patent
infringement trial in India is approximately 18 months in fast-track forums such as
the Delhi High Court, but trial duration varies widely in other jurisdictions.

Counterfeiting and Digital Piracy Hurt U.S. Brands and Content
Producers

In multiple markets, U.S. rights holders continue to face persistent challenges
related to counterfeiting and digital piracy. Counterfeiting and digital piracy impose
significant harm on U.S. trade by undermining trademarks and copyrights,
distorting legitimate markets, and eroding incentives for innovation.

According to OECD-EUTIPO findings, in 2021, counterfeit goods accounted for
approximately 2.3% of global trade, valued at roughly $467 billion. In 2020 and
2021, footwear and apparel represented nearly half of all seizures, but infringed
goods spanned almost 50 product categories, including electronics, advanced
manufactured products, pharmaceuticals, and food and beverages.
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China remains the world's leading source of counterfeit and pirated goods, with
China and Hong Kong together accounting for more than 90% of the value of
counterfeit goods seized by U.S. Customs and Border Protection in fiscal year 2024.
Despite periodic enforcement efforts, counterfeiting remains widespread, facilitated
by fragmented enforcement and the growing role of e-commerce platforms that lack
sufficient deterrence and transparency.

The 2025 Special 301 Report underscored that both Canada and Mexico have
failed to fully uphold their commitments under the USMCA, particularly with
respect to imposing deterrent-level penalties for counterfeiting and piracy. As the
renewal of the USMCA approaches, the United States should insist that Canada
and Mexico recommit to robust prevention and prosecution of these crimes, which
undermine legitimate trade, harm rights holders across all three countries, and
erode confidence in the agreement itself.

Localization Requirements Harm a Robust Copyright Marketplace

Recent policy developments in several U.S. trading partners reflect a troubling shift
away from market-driven copyright systems that prioritize the creation of content
based on consumer demand towards using the IP systems as leverage to force
content creators to support domestic content quotas. Such domestic priorities should
not come at the expense of U.S.-based creators.

Canada's Online Streaming Act represents a significant expansion of government
control over the audiovisual marketplace and raises serious concerns under Articles
19.4 and 19.5 of the USMCA, which prohibit discrimination against digital products
on the basis of country of origin. The Act subjects foreign streaming services to
oversight by the Canadian Radio-television and Telecommunications Commission,
empowering regulators to impose financial contribution requirements and other
obligations historically applied to traditional broadcast television. Under the Act,
U.S. streaming services must subsidize Canadian production companies in order to
access the Canadian market.

Australia is pursuing a similar approach through the Content Requirement for
Subscription Video on Demand (Streaming) Services Bill, which requires major
global streaming platforms to meet domestic content quotas by making significant
financial contributions to fund local Australian content and programs.
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Over time, this regulatory intervention risks shifting copyright from a system that
rewards creativity and voluntary licensing to one governed by administrative
mandates and compliance obligations. This erodes the core function of copyright:
enabling creators and investors to rely on exclusive rights, voluntary transactions,
and consumer choice to determine value.

Recommended Special 301 Designations

Based on the concerns described above, C4IP recommends that China,
India, and Mexico remain on the Priority Watch List and that Brazil be
elevated to the Priority Watch List. We recommend that Canada remain on
the Watch List and that the United Kingdom be elevated to the Watch List.

In each of these markets, U.S. rights holders continue to face persistent challenges
that impede fair and equitable market access. While C4IP recognizes that some
countries, including India, have taken steps to improve aspects of their IP
frameworks, significant deficiencies remain that warrant continued Priority Watch
List designation. C4IP commends USTR for its continued engagement with these
countries and encourages further collaboration toward effective, predictable, and
reliable IP protection.

Drawing from the narrative above, we summarize the reasons for the inclusion of
each jurisdiction below.

First, for China, its inclusion on the Priority Watch List is warranted due to
the devaluation of IP embedded in its definition of a "new drug" being limited to
drugs only first introduced in China; its deficient patent linkage system; the
continued proliferation of counterfeit goods from within its jurisdiction; court
practices that unfairly treat innovators, such as onerous requirements for initial
complaints, prior to case discovery, and lack of transparency of court decisions; and
finally, recent court actions that asserted the right to set global rates without
patent owner consent and in contravention of other nations' right to set their own
patent policies.

India's inclusion on the Priority Watch List is warranted due to its restrictive
patentability standard under section 3(d), which limits protection for incremental
pharmaceutical innovations; its recent court decision permitting biosimilar market
entry despite a valid patent; the sustained delays in patent litigation; and the lack
of a meaningful RDP framework.

12



oncl fo,
o %,

QP

O
Uoyyor®

SO
uon®

Mexico's inclusion on the Priority Watch List is warranted due to the
persistent failures to implement IP commitments under the USMCA; its inadequate
and ineffective patent linkage system; its lack of timely notice to patent holders
prior to the approval or marketing of generic or biosimilar products; and its lack of a
clear RDP framework.

Brazil's inclusion on the Priority Watch List is warranted due to Brazil's
Product Development Partnerships that condition access to the public health
market on extensive technology transfer and information sharing with public or
state-backed entities; longstanding patent prosecution delays; and the absence of
meaningful patent term adjustment.

Canada's inclusion on the Watch List is warranted due to the combination of
inadequate patent term restoration mechanisms and regulatory price controls that
erode the effective value of patent rights for innovative medicines; its insufficient
patent term extension framework and unreasonable regulatory delays; the Patented
Medicine Prices Review Board's price ceiling process that lacks meaningful input
from patients or clinicians; and its Online Streaming Act that violates Chapter 19 of
the USMCA and disadvantages U.S. streaming services. If Canada fails to uphold
1ts commitments under the USMCA, we recommend that the USTR consider
elevating its status to the Priority Watch List.

The U.K.'s inclusion on the Watch List is warranted because of its SEP
proposals that, if implemented, weaken the rights of patent holders, and its judicial
decisions that allow implementers to impose global SEP licensing terms in lawsuits
against patent pools. At the same time, several of these actions are recent or
prospective, and we understand that discussions between the United States and the
United Kingdom are ongoing. Given the U.K.'s status as a close trading partner and
its history of constructively engaging to de-escalate trade and IP concerns, we urge
the U.K. to reconsider these approaches and align its SEP policies with market-
based licensing principles, with the goal of resolving these issues and facilitating
removal from the Watch List in the near term.

C4IP also considers that recent policy developments in the European
Union merit heightened scrutiny in the 2026 Special 301 Report and
recommends consideration for placement on the Priority Watch List.

The EU plays a critical role as a global standard-setter for IP policy. Legislation
affecting biopharmaceutical patents, compulsory licensing, and standard-essential
patents, therefore, carries implications far beyond Europe's borders. Recent actions
raise concerns regarding IP protection in key sectors and risk diverging from
longstanding international norms.
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The EU's inclusion on the Priority Watch List is warranted due to the reforms in its
general pharmaceutical legislation that reduced market exclusivity periods for new
medicines; its proposed reforms to expand compulsory-licensing authority; its
attempt to establish an administrative body to determine SEP licensing terms; and
regulatory approaches that enable collective licensing negotiation groups that
undermine the patent rights of U.S. innovators.

Given the EU's global influence and the potential spillover effects of these policies,
C41IP urges USTR to formally address these concerns in the Special 301 Report and
to consider an appropriate designation to encourage constructive engagement.

C4IP appreciates USTR's continued leadership in defending strong intellectual
property protections through the Special 301 process. As global competition for
leadership in advanced technologies intensifies, maintaining strong IP norms is
increasingly important to U.S. economic security, supply-chain resilience, and
technological leadership. C4IP looks forward to continuing to work with USTR to
ensure that U.S. innovators receive fair treatment abroad.

Respectfully submitted,

Frank Cullen
Executive Director
Council for Innovation Promotion (C4IP)
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