
VOLUME 5 | ISSUE 4 MAY 2025 ISSN: 2582-7340 
 

For general queries or to submit your research for publication, kindly email us at ijalr.editorial@gmail.com 

https://www.ijalr.in/ 

©2025 International Journal of Advanced Legal Research 

VOLUME 5 | ISSUE 4 

 

INTERNATIONAL JOURNAL OF ADVANCED LEGAL RESEARCH  

 

PATENT LITIGATION AND PHARMACEUTICAL INDUSTRY: A 

COMPARATIVE ANALYSIS BETWEEN EU AND US PRACTICES 

- Radhika Uppal1  

ABSTRACT 

Patent litigation playing an important role in the pharmaceutical industry, as it directly impact 

innovation, competition, and access to necessary medicines. The legal system administering 

patent disputes, however, differ significantly across jurisdictions. This comparative analysis 

examines patent litigation practices within the pharmaceutical industry in the European Union 

(EU) and the United States (US), highlighting the key distinctions in approach, procedure, and 

outcomes. 

In the USA, the patent system is mainly affected by the Hatch Waxman Act, which allows for a 

streamlined process for generic manufacturers to challenge brand-name patents, thereby 

fostering competition and potentially lowering drug prices. The US legal system’s focus on 

litigation often results in a higher number of patent challenges and disputes, with the possibility 

of financial penalties and damage awards, including treble damages for willful infringement. In 

contrast, the EU operates under a more cautious approach, with a stronger emphasis on the 

balance between patent protection and public health. The EU’s legal procedures for patent 

disputes are more fragmented, given the multiple national courts and the European Patent Office 

(EPO), though recent developments, such as the introduction of the Unified Patent Court (UPC), 

are expected to provide greater uniformity across member states. 

This analysis also addresses the impact of patent litigation on the pharmaceutical market, 

considering how differences in patent enforcement influence innovation incentives, access to 

generic medicines, and the broader economic implications in both regions. By examining the 

strategic approaches of pharmaceutical companies in navigating patent disputes, the paper 
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provides a comprehensive overview of the challenges and opportunities within each jurisdiction. 

The study concludes with recommendations for enhancing the balance between patent protection 

and the need for affordable healthcare, considering the evolving landscape of global patent law. 

INTRODUCTION  

This chapter delves into the core elements of patent law in the United States, emphasizing the 

Hatch-Waxman Act, which plays a pivotal role in accelerating the availability of generic 

medications. This legislation enables challenges to the patents of brand-name drugs, thereby 

encouraging market competition. Additionally, the chapter examines the responsibilities of the 

USPTO, which include granting patent rights and managing related legal disputes. It outlines 

how the broader legal system encourages pharmaceutical innovation while also addressing 

conflicts arising from patent claims. 

Patents are integral to numerous sectors, especially those requiring substantial investment in 

research and development. Essentially, a patent is a government-issued exclusive right—

typically granted by entities like the USPTO—for a novel invention that demonstrates ingenuity 

and is suitable for industrial application. It's a common misconception that patents grant the right 

to produce a product; in reality, they only provide the right to exclude others from producing, 

using, selling, or importing the patented invention without appropriate authorization, such as 

through a licensing agreement.2 

A typical patent is composed of several key elements, including an abstract, a background 

section, a summary of the invention, illustrative figures, a detailed “specification” explaining the 

invention’s creation and use, and the “claims,” which define the extent of legal protection. 

Patent rights are territorial—valid only in the country or region where they are granted—and are 

time-bound, usually lasting 20 years from the date of filing. In the case of pharmaceutical 

patents, this term can be extended to account for regulatory review periods, such as those 

conducted by the US FDA. 

Under U.S. law, specifically 35 USC § 101, utility patents may be granted for any novel and 

beneficial process, machine, manufacture, composition of matter, or significant improvements to 

any of these. These patents provide exclusive commercial rights for up to two decades. Recent 
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legal disputes involving utility patents have emerged in diverse areas such as genetically 

modified crops, antivirus software, children’s toys, and mobile phones. 

The use of patents in the pharmaceutical industry has become a subject of intense scrutiny. 

Notable cases have shown how pharmaceutical companies may extend exclusivity in ways that 

push the traditional boundaries of patent law. Such practices are sometimes linked to inflated 

drug prices and concerns about reduced competition. This chapter aims to shed light on how 

patents are employed within the pharmaceutical field and the implications they carry for 

innovation and market dynamics. 

PATENT LITIGATION AS A BUSINESS STRATEGY IN US PHARMA INDUSTRY 

In the highly competitive landscape of the pharmaceutical sector, patent litigation serves as both 

a potential hazard and a calculated business strategy. Companies that hold pharmaceutical 

patents must remain vigilant and ready to defend their intellectual property against challenges 

posed by generic drug manufacturers, particularly as their patents approach expiration. 

Simultaneously, initiating legal action can be a deliberate tactic used to postpone the market 

entry of generic alternatives, thereby prolonging a company’s exclusive control over a product 

and sustaining revenue streams. 

Legal disputes frequently arise under the provisions of the Hatch-Waxman Act, which enables 

generic drug makers to submit an ANDA to FDA. This application often includes a certification 

that challenges the validity or enforceability of the original brand-name drug’s patent. 

In reaction to such filings, the brand-name drug manufacturer can file a lawsuit, which 

automatically invokes a 30-month stay period. During this time, the FDA is barred from granting 

final approval to the generic version, effectively giving the original company a temporary 

extension of its market monopoly. 

Although engaging in patent litigation is expensive, it is generally regarded as a strategic 

expenditure aimed at safeguarding market exclusivity. To protect their commercial interests, 

pharmaceutical firms must continuously monitor the competitive environment and be ready to 

initiate legal proceedings promptly when a potential threat to their patent rights emerges.3 
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A favorable outcome in patent litigation can lead to a negotiated settlement, where the generic 

drug manufacturer consents to postpone launching their product in return for financial 

compensation or other benefits. Such agreements allow the brand-name pharmaceutical company 

to maintain its competitive edge and extend its exclusive presence in the market. 

Pharmaceutical Research and Manufacturers of America v. District of Columbia4 

In this case, The District of Columbia (DC) brought forward a case asserting that pharmaceutical 

companies were imposing unreasonably high prices for patented medications, thereby 

undermining the health and well-being of the city’s residents. D.C. argued that the exclusive 

rights granted through patents had enabled drug manufacturers to dominate the market without 

sufficient checks, making it difficult for the city to ensure affordable healthcare access for those 

in need. 

This case was among the earliest legal attempts to curb excessive drug pricing. However, it was 

ultimately unsuccessful. The court ruled that the Prescription Drug Excessive Pricing Act of 

2005 conflicted with federal patent law and violated the Commerce Clause of the U.S. 

Constitution. The legislation aimed to cap the wholesale price of patented drugs sold in D.C. to 

no more than 30% above the average wholesale price of the same drugs in four specific 

countries: the United Kingdom, Germany, Canada, and Australia. 

Importantly, the Act did not propose any regulations concerning the pricing of generic 

medications. Although the legal challenge did not succeed and posed a setback for future efforts 

to restrain drug pricing by pharmaceutical firms, it nonetheless sparked broader awareness and 

encouraged various states to explore measures against companies whose pricing practices were 

perceived as exploitative. 

Patent Infringement in USA  

Patent infringement in the United States occurs when a person or entity, without authorization 

from the patent holder, manufactures, uses, sells, offers to sell, or imports a patented invention 

during the period the patent is still in force. For an infringement claim to be valid, every 

element—or its equivalent—of at least one claim in the patent must be found in the accused 
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product or process. Additionally, infringement can arise when products are manufactured outside 

the U.S. using a process that is protected by a U.S. patent and then imported into the country.5 

A valid U.S. patent grants the patent owner the exclusive legal right to prevent others from 

exploiting the patented invention without permission. Anyone who uses or commercializes the 

invention without the patent holder’s consent is considered to be infringing the patent. 

Specifically, infringement includes activities such as making, using, selling, offering to sell, or 

importing a product or process that falls within the scope of the patent claims. 

There are two main types of infringement: direct and indirect. Indirect infringement includes 

contributory infringement, which can occur when a party supplies a key component of a patented 

invention, knowing it will be used in an infringing manner. Induced infringement involves 

encouraging or facilitating another party to engage in infringing conduct. In some instances, 

individual corporate officers may also be held personally liable if they are directly involved in or 

actively contribute to the infringing activities.  

When a utility patent is infringed, the patent holder may be entitled to financial compensation, 

which typically includes either the profits lost due to the infringement or a reasonable royalty for 

the unauthorized use of the patented invention. Courts may also issue preliminary or permanent 

injunctions to stop the infringing activity from continuing. In cases where the infringement is 

found to be willful or egregious, the court may award enhanced damages—up to three times the 

actual damages—as well as attorneys’ fees and litigation costs. 

Unlike utility patent cases, one of the primary remedies in design patent infringement is the 

recovery of the infringer’s profits. Additional forms of relief may include compensation for lost 

profits and reasonable royalties, along with attorneys' fees where applicable. To establish 

infringement of a design patent, the accused product is compared to the patented design as 

depicted in all the drawings included in the patent. The key standard used is the "Ordinary 

Observer Test," a doctrine established by the U.S. Supreme Court over 125 years ago. 

Under this test, infringement is determined based on whether an ordinary observer—someone 

with average perception and buying habits—would be misled into thinking the accused design is 

the same as the patented one. The two designs do not need to be identical; it is sufficient if their 

                                                             
5 Patent Infringement and Its Types https://www.globalpatentfiling.com/blog/Patent-Infringement-and-Its-Types- 

https://www.ijalr.in/


VOLUME 5 | ISSUE 4 MAY 2025 ISSN: 2582-7340 
 

For general queries or to submit your research for publication, kindly email us at ijalr.editorial@gmail.com 

https://www.ijalr.in/ 

©2025 International Journal of Advanced Legal Research 

resemblance is strong enough to deceive an average consumer into purchasing one, believing it 

to be the other. As described by the Supreme Court in Gorham Mfg. Co. v. White6, if the two 

designs appear substantially the same to an ordinary observer exercising the attention typically 

given by a buyer, then infringement has occurred. 

HATCH-WAXMAN ACT 

The Hatch Waxman Act is founded on several essential principles designed to strike a balance 

between fostering innovation in pharmaceutical research and ensuring public access to lower-

cost generic medications. 

Although the Act’s structure may appear relatively simple, pharmaceutical companies can 

employ its various provisions in strategic ways to enhance both their market positioning and the 

protection of their intellectual assets. This section delves into the complexities of the Act’s 

mechanisms, providing actionable guidance for companies seeking to effectively navigate its 

legal and regulatory dimensions. 

Enacted by the U.S. Congress in 1984, the Hatch-Waxman Act established a comprehensive 

legal framework intended to simplify and accelerate the approval process for generic drugs, 

while simultaneously preserving incentives for brand-name drug developers. It also introduced a 

formal process for managing patent disputes involving generic pharmaceuticals. This legislation 

laid the foundation for the current landscape of the generic drug industry, shaping both its legal 

structure and market dynamics.7 

A core element of the Act is its encouragement of generic manufacturers to contest existing 

patents held by brand-name drug companies. To support this, it includes a research exemption 

that permits generic firms to develop and test their products even while the original patent 

remains in effect, without being liable for patent infringement. Additionally, the Act introduced a 

competitive incentive by granting up to 180 days of exclusive marketing rights to the first 

generic company that successfully challenges a listed patent in the FDA’s “Orange Book,” which 

catalogs patents associated with approved pharmaceutical products. 

                                                             
6Gorham Mfg. Co. v. White, 81 U.S. 51 (1871) 
7 What is Hatch-Waxman Act? https://www.ddregpharma.com/what-is-hatch-waxman-act 

https://www.ijalr.in/


VOLUME 5 | ISSUE 4 MAY 2025 ISSN: 2582-7340 
 

For general queries or to submit your research for publication, kindly email us at ijalr.editorial@gmail.com 

https://www.ijalr.in/ 

©2025 International Journal of Advanced Legal Research 

This combination of provisions has created a dynamic environment where generic drug makers 

are motivated to pursue early entry into the market, while also ensuring that innovators are 

rewarded for their research efforts. 

Why was the Hatch Waxman Act passed? 

The Hatch-Waxman Act was introduced in response to a pivotal legal case involving the drug 

flurazepam, known as Roche Products, Inc. v. Bolar Pharmaceutical Co. For this reason, the Act 

is sometimes referred to as the "Bolar Exemption." 

In this case, Bolar Pharmaceutical sought to produce and eventually market a generic version of 

flurazepam once Roche’s patent had expired. To expedite the process and ensure they could 

enter the market immediately after patent expiration, Bolar began developing and testing the 

drug while Roche’s patent was still in effect. However, this approach raised legal concerns, as 

Bolar’s activities were considered to be in violation of Roche’s patent rights. Roche sued for 

patent infringement and ultimately prevailed in court. 

Following the court’s ruling, Congress acted swiftly to address the policy implications raised by 

the case. Without a legal mechanism allowing generic manufacturers to prepare for market entry 

before a patent expires, the required regulatory approval process—often lasting two to three 

years—would result in an unintended extension of patent protection. In effect, generics would be 

delayed from entering the market even after a patent had technically expired. 

To resolve this issue, the Hatch-Waxman Act was enacted, introducing provisions that allowed 

generic companies to conduct necessary research and testing prior to the expiration of a brand-

name drug’s patent, without being held liable for infringement. This ensured that generic 

versions could be ready for approval and timely market entry, promoting competition and 

improving access to affordable medications. 

Enactment of the Hatch-Waxman Act  

The Roche v. Bolar8 decision is widely recognized as the catalyst for Congress enacting the Drug 

Price Competition and Patent Term Restoration Act of 1984, commonly known as the Hatch-

Waxman Act. 
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This legislation introduced a complex set of guidelines that govern how a generic drug 

manufacturer can seek approval to market a product that remains under another company's patent 

protection. While the Hatch-Waxman Act is intricate in its legal and regulatory structure, it is 

built upon a fundamental compromise: generic manufacturers are permitted to rely on the safety 

and efficacy data originally submitted by the brand-name company through its New Drug 

Application (NDA) when applying for FDA approval. In return, the brand-name pharmaceutical 

company is granted a period of regulatory exclusivity, as well as the potential for a patent term 

extension to compensate for time lost during the drug approval process. 

The sections that follow outline the core provisions of this significant legislation, offering a 

clearer understanding of its dual aim to promote both innovation and access to affordable 

medications. 

The Exception for Statutory Experimental Use  

The Hatch-Waxman Act introduced a legal exemption that limits certain types of patent 

infringement claims. Specifically, under 35 U.S.C. § 271(e)(1), it states that it is not considered 

patent infringement to manufacture, use, offer to sell, or sell a patented invention within the 

United States, provided that the activity is solely for purposes reasonably related to the 

development and submission of information required by federal laws regulating the approval of 

drugs or veterinary biological products. 

This provision effectively overturned the outcome of the Roche v. Bolar case. It allows generic 

drug manufacturers to begin research and development on a generic version of a patented drug at 

any time during the life of the patent, as long as those efforts are directed toward meeting FDA 

approval requirements. This statutory exception ensures that generics can be ready to enter the 

market immediately after patent expiration, without being delayed by the regulatory approval 

process. 

Abbreviated New Drug Application  (ANDA) 

Streamlining Market Entry for Generic Manufacturers 

ANDA process, introduced through the Hatch-Waxman Act, significantly transformed the 

landscape for generic drug manufacturers. Prior to this legislation, companies producing generics 

were burdened with the expensive and time-consuming obligation of conducting complete 
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clinical trials to prove the safety and effectiveness of their drugs—even when these drugs were 

identical to already-approved brand-name versions. 

The ANDA framework changed that by permitting generic manufacturers to rely on the original 

drug’s clinical data. To utilize this pathway, generics must demonstrate that their product is 

bioequivalent to the branded counterpart, meaning it delivers the same therapeutic effect in the 

body. 

This approach drastically reduces both the time and cost associated with bringing a generic drug 

to market. However, the ANDA process still presents significant hurdles. Generic drug makers 

must rigorously establish bioequivalence, which—although less demanding than full clinical 

trials—requires deep regulatory knowledge and precision in testing and documentation.9 

To succeed, companies must build strong regulatory capabilities and ensure strict compliance 

with FDA standards, as even minor errors can delay approval and erode the competitive edge 

gained by early market entry. 

From a strategic perspective, timing is critical. Generic manufacturers must carefully plan their 

ANDA submissions in line with the expiration of relevant patents or the initiation of patent 

disputes. Close monitoring of brand-name drug patent timelines can help identify the optimal 

moment to submit an ANDA. 

Moreover, being the first to file an ANDA with a Paragraph IV certification offers a powerful 

incentive. Under the Hatch-Waxman Act, the first generic applicant that successfully challenges 

a listed patent is granted 180 days of market exclusivity upon FDA approval. This period of 

exclusivity can be highly profitable, giving the first filer a temporary monopoly in the generic 

market before additional competitors are allowed to launch their versions. 

Drawbacks  

While the Hatch-Waxman Act has been effective in creating a defined regulatory pathway for 

generic drugs to reach the market, it contains certain loopholes that both brand-name and generic 

pharmaceutical companies have exploited to prolong monopolies and maximize profits—often at 

the expense of consumer access to affordable generics. Strategies such as reverse payment 
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settlements, citizen petition filings, product hopping, and misclassifying drugs are among the 

methods used to delay or block generic competition. 

This analysis argues that some pharmaceutical companies have actively employed these tactics to 

undermine the intended purpose of the Hatch-Waxman Act, which is to balance innovation with 

access. To uphold the Act’s original intent and prevent continued abuse, reforms are necessary to 

close these gaps and curb practices that hinder fair competition in the pharmaceutical market.10 

Policy recommendations: 

Modernizing the U.S. patent and drug approval systems would expedite the availability of 

affordable medications, improve healthcare access, and enhance patient outcomes. To ensure that 

patients can access low-cost generics without undue delays, policymakers should consider the 

following reforms: 

Address Patent Thickets: Policymakers should prohibit brand-name drug companies from filing 

multiple patents under a single terminal disclaimer in a lawsuit. If a court invalidates one of these 

patents, all related patents in the terminal disclaimer should be invalidated as well. The bipartisan 

To Address Patent Thickets Act (2024) proposes this change. The USPTO should also explore 

implementing this through its formal notice and comment procedures. 

Reduce Ancillary Patent Abuse: Policymakers can limit the abuse of ancillary patents by 

requiring brand-name drugmakers to provide detailed analytical and clinical data about their 

drug’s design to the USPTO. This would help the USPTO assess whether a new patent is truly a 

legitimate improvement or just an attempt to extend the drug’s patent protection. The bipartisan 

Medication Affordability and Patent Integrity Act (2023) supports this approach. Additionally, 

the FDA could share relevant drug information with the USPTO when it is disclosed to the FDA. 

End Exclusivity Evergreening: Policymakers should prevent brand-name companies from 

obtaining exclusivity extensions (e.g., NCI exclusivity) within three years of a drug’s patent 

expiration. This would encourage quicker innovation and prevent companies from unnecessarily 

delaying generic competition. 

Abolish the FDA’s 30-Month Moratorium: Policymakers should repeal the FDA’s 30-month 

moratorium on approving generics when a brand-name manufacturer initiates litigation. The 
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REMEDY Act (2019), proposed during the 116th Congress, suggested prohibiting this 

moratorium for most drug patents. 

Ban Pay-for-Delay Agreements: Policymakers should make it illegal for brand-name drugmakers 

to pay competitors to delay the release of generic or biosimilar versions of their products. The 

Lower Costs, More Cures Act (2021), introduced in the 117th Congress, aims to stop such pay-

for-delay arrangements. 

Strengthen Anti-Trust Enforcement: Policymakers should instruct the FTC, USPTO, and FDA to 

identify and address additional anticompetitive practices used by drug manufacturers to limit 

generic and biosimilar competition. These agencies should also issue new regulations to curb 

such practices and promote fair competition in the pharmaceutical market.11 

Amgen Inc. v. Sanofi12 

This case involved a patent conflict between pharmaceutical companies Amgen and Sanofi 

regarding their innovative cholesterol-lowering drug, Praluent. The lawsuit focused on the 

validity and infringement of Amgen's patents. The legal proceedings included multiple trials and 

appeals, resulting in a series of varied decisions. Ultimately, in 2019, the two companies reached 

a settlement that resolved their ongoing legal disputes. 

Teva Pharmaceuticals USA, Inc. v. GlaxoSmithKline LLC13 

This case involves the Hatch-Waxman Act, a law designed to balance the interests of brand-

name pharmaceutical companies and generic drug manufacturers. Brand-name companies often 

seek to prolong their patent protection to maintain exclusive sales of their drugs and delay 

competition from more affordable generics. The outcome of this case could reshape the period 

during which these companies can prevent generic competition, influencing drug prices and 

availability for consumers. 

When a company develops a new medication, it is granted a patent, allowing it exclusive rights 

to sell the drug for a set period. Once this exclusivity ends, other companies can produce lower-

cost generic versions. This case will determine how long the original company can continue to 

sell its drug exclusively before generics are allowed to enter the market. 
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Arthrex, Inc. v. Smith & Nephew, Inc.14 

The Federal Circuit, a specialized court that handles patent appeals, occasionally uses Rule 36, 

which allows it to resolve cases without providing a written explanation or opinion—referred to 

as a “summary affirmance.” Many believe this practice makes it difficult to understand the 

reasoning behind certain rulings, leading to confusion for future cases and for individuals trying 

to safeguard their inventions. 

Typically, when two parties dispute a patent in court, one side wins and the other loses. In most 

instances, the court provides an explanation for its decision, clarifying the rationale. However, in 

some cases, no explanation is given at all. This case will determine whether courts should be 

required to always offer an explanation for their decisions. 

Merck Sharp & Dohme B.V. v. Aurobindo Pharma USA15, This patent case garnered an amicus 

brief, and the key issue on appeal was whether the patent term extension for a reissued patent 

should be calculated using the original patent's issue date or the reissued patent's issue date. The 

Federal Circuit reviewed a district court ruling that the U.S. Patent and Trademark Office had 

correctly determined the patent term extension based on the original issue date of the patent. In 

an opinion written by Judge Dyk, with Judges Mayer and Reyna concurring, the Federal Circuit 

upheld the lower court’s decision. This is a summary of the court’s opinion. 

Judge Dyk’s introduction to his opinion provides the relevant context: 

This case involves PTEs for reissued patents under the Hatch-Waxman Act. The Hatch-Waxman 

Act offers a mechanism to extend patent terms by up to five years to compensate patent holders 

for the time spent during the lengthy regulatory review process for new drug applications.16 The 

formula for calculating Patent Term Extension (PTE) is outlined in subsection 156(c), which 

states that the patent term may be extended by an amount equal to the regulatory review period 

that occurs after the patent is issued. The key issue in this appeal is whether the PTE for a 

reissued patent should be calculated using the original patent's issue date or the reissued patent's 

issue date. In other words, the question is whether the term "the patent" in subsection 156(c) 

refers to the original patent or the reissued one. Using the reissued patent's issue date would 

                                                             
14 No. 18-2140 (Fed. Cir 2022) 
15 APPEAL NO. 23-2254 (2025) 
16 35 U.S.C. section 156 
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typically result in a shorter PTE, as any review occurring before the reissued patent's issue date 

would not count towards the extension. 

Judge Dyk agreed with Merck's position that the reference to "the patent" in subsection 156(c) 

refers to the original patent. After concluding that the language of subsection 156(c) alone was 

unclear, Judge Dyk turned to Supreme Court precedents, which, he argued, offered crucial 

guidance for interpreting another provision of the Hatch-Waxman Act. He explained that in 

similar cases, the Supreme Court interpreted ambiguous terms by considering the broader 

"statutory context" and the overall context of the statute. 

Judge Dyk acknowledged that Congress did not seem to have specifically addressed the situation 

in this case. He then explained that the purpose of subsection 156 is to compensate 

pharmaceutical companies for the reduction in their patent terms due to waiting for regulatory 

approval of new drug applications. In this context, he reasoned that the Hatch-Waxman Act 

intended to grant (PTEs only for reissued patents that contain claims related to drug products 

whose exclusivity was delayed by the FDA's review process. 

Judge Dyk rejected Aurobindo’s argument that "the patent" cannot refer to the original patent 

because it is considered "dead" after reissue. He emphasized that it is irrelevant whether the 

holder of the reissued patent has enforceable rights in the original patent’s claims. This is 

because the reissued patent inherits the unexpired term of the original patent. He further 

explained that the only interpretation aligned with the purpose of the Hatch-Waxman Act is one 

that grants patent term extensions (PTEs) to patent owners who were unable to fully benefit from 

their patent protection due to regulatory review delays. 

In the context of reissued patents, Judge Dyk concluded that "the patent" refers to the original 

patent. Therefore, a reissued patent is entitled to PTE based on the original patent's issue date, 

especially when the original patent includes the same claims for a drug product undergoing FDA 

review. 

Although not binding, Judge Dyk reinforced the panel’s analysis by referencing the Manual of 

Patent Examining Procedure, which he said closely aligned with the court’s reasoning. He noted 

that the manual supports the Hatch-Waxman Act’s statutory framework, which aims to grant 

PTE only when a patent owner’s protection is delayed due to regulatory review. 
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As a result of this reasoning, the Federal Circuit upheld the lower court’s decision, confirming 

that the reissued patent was entitled to a patent term extension based on the original patent's issue 

date. 

U.S. v. Gilead Sciences, Inc. 

The case centers on allegations of patent infringement concerning Gilead's HIV prevention 

drugs. The U.S. government claims that Gilead's medications infringe upon four government-

held patents, which are set to remain in force until 2027 or 2031. The dispute arose after the 

parties failed to reach an out-of-court resolution. 

The case emerges in the context of public dissatisfaction with high drug prices in the U.S., 

particularly when federal funds contribute significantly to the development of these drugs. 

Research suggests that around 25% of new molecular entities approved by the FDA have 

received substantial government support during their later stages. This leads to concerns about 

taxpayers effectively "paying twice" for medications—once through funding the research and 

again through high prices for access to the resulting drugs. 

Though the U.S. v. Gilead case involves patent infringement, it touches on broader discussions 

about government involvement in drug development and pricing. The main issue in the case is 

whether Gilead infringed on the government’s patents, a question that could either be affirmed or 

denied. If infringement is found, however, significant practical and policy questions about the 

remedies will emerge. The government has requested damages, royalties, and interest. But if the 

government wins, what should be done with these funds? Some argue that the government 

should leverage this case to negotiate a price reduction for PrEP, as the New York Times has 

suggested is possible. Without such a reduction, the high cost of PrEP may continue to burden 

public and private agencies, potentially limiting access to those who need it most. 

One particularly interesting aspect of this case is its potential to illuminate how to assess the 

relative value of early-stage contributions to drug development. The government's complaint 

argues that Gilead's contributions were minimal, mostly consisting of drug donations and non-

substantial roles in government-funded trials, while the government itself made the key 

discoveries and invested hundreds of millions of dollars. If these allegations hold, they raise 

questions about the fairness of Gilead’s financial returns in relation to its actual contributions. 
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This situation also challenges the common perception that early-stage government contributions 

are minor. If Gilead's early-stage contributions to PrEP are indeed as limited as alleged, it could 

prompt a reassessment of similar arguments against federally funded drugs in broader pricing 

debates. 

Lastly, the case could shed light on the specifics of material transfer agreements between Gilead 

and the government, especially if these full agreements are made public. Gilead's formal 

response to the lawsuit was due on January 13, 2020. 

Amarin Pharma, Inc. v. Hikma Pharmaceuticals USA17 

In this case, the district court referred the matter to a magistrate judge, who recommended 

rejecting Hikma's motion to dismiss. The magistrate judge concluded that Amarin had presented 

a plausible claim for induced infringement. The judge noted that while Hikma's label didn't 

explicitly indicate a cardiovascular (CV) use, other elements of the label combined with Hikma’s 

public statements, including press releases and website content, suggested encouragement to use 

the product in a manner that could infringe on Amarin's patents. Despite this recommendation, 

the district court, upon conducting a de novo review, rejected the magistrate judge’s suggestion 

and granted Hikma’s motion to dismiss. 

The Federal Circuit, however, saw the case as more of a typical induced infringement issue 

under 35 U.S.C. § 271(b), despite the elements of a Hatch-Waxman case being present. After 

reviewing all of Amarin’s allegations and giving them the benefit of reasonable inferences, the 

Federal Circuit determined that Amarin had sufficiently claimed that Hikma induced healthcare 

providers to infringe by promoting its product in ways that might lead to patent violations. 

Amarin argued that the clinical studies section of Hikma's label, which described statin-treated 

patients with similar cardiovascular histories and lipid levels to those in the asserted patents, 

would suggest to physicians that the drug could be prescribed for cardiovascular risk. Amarin 

also pointed to Hikma’s removal of specific warnings and limitations related to cardiovascular 

diseases, implying that physicians could prescribe Hikma’s product for off-label cardiovascular 

uses, especially since other drugs contained similar CV limitations. 

                                                             
17 [2023-1169] (June 25, 2024), 

https://www.ijalr.in/


VOLUME 5 | ISSUE 4 MAY 2025 ISSN: 2582-7340 
 

For general queries or to submit your research for publication, kindly email us at ijalr.editorial@gmail.com 

https://www.ijalr.in/ 

©2025 International Journal of Advanced Legal Research 

Although the Federal Circuit noted that, on its own, it might have agreed with the district court 

and Hikma that the label didn’t explicitly encourage infringing use, it recognized that Amarin’s 

theory of induced infringement went beyond just the label. Amarin’s claim included references 

to Hikma’s broader marketing materials and public statements. 

The Federal Circuit specifically highlighted that Hikma’s website promoted its product as being 

broad enough for both infringing and non-infringing uses. Additionally, the company’s press 

releases referred to its product as a “generic equivalent to Vascepa®,” which, coupled with usage 

data and sales information from the branded drug, made it plausible that a physician could be 

encouraged to use Hikma’s product beyond its approved indication. Ultimately, the Federal 

Circuit ruled that Amarin’s complaint presented a plausible case for induced infringement, 

allowing the case to proceed. 

ISSUES AND CHALLENGES 

1. Strategic Patent Extensions and Overlapping Claims 

In the pharmaceutical industry, it is common for brand-name drug manufacturers to apply for 

new patents on slight modifications to existing drugs, such as altered formulations or new 

delivery methods. This practice, often referred to as "evergreening," leads to a buildup of 

multiple, overlapping patents around a single product—creating a complex web known as a 

patent thicket. These strategies, while legally permissible, are criticized for restricting the timely 

entry of lower-cost generic alternatives, thus maintaining high drug prices and limiting patient 

access to affordable medications. 

2. Reverse Payment Agreements 

A major legal and ethical concern in pharmaceutical litigation involves “reverse payment” deals, 

where a brand-name company compensates a generic manufacturer to postpone the release of a 

generic drug. These settlements, also known as pay-for-delay agreements, can prevent 

competition and keep prices high for longer periods. Although the U.S. Supreme Court has 

allowed these agreements to be challenged under antitrust laws, they still occur and are subject to 

case-by-case analysis. These deals raise serious questions about the balance between patent 

rights and competitive market practices. 

3. Litigation Costs and Technical Barriers 
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Patent disputes in the pharmaceutical sector often require extensive scientific evidence and 

expert testimony, making them highly specialized and expensive. The complexity and cost of 

such legal battles can deter smaller generic or biosimilar companies from pursuing patent 

challenges, even when they believe a patent is invalid. As a result, larger companies with greater 

resources can maintain their market dominance through prolonged litigation, potentially delaying 

the availability of more affordable treatment options. 

4. Controversy Around Inter Partes Review (IPR) 

The Inter Partes Review (IPR) process was created to allow quicker and more affordable 

challenges to existing patents through the U.S. Patent and Trademark Office. Generic drug 

developers often use this route to contest patents they view as overly broad or weak. However, 

original patent holders argue that the IPR system threatens innovation by making it easier to 

invalidate patents. The ongoing debate questions whether IPR truly promotes fair competition or 

undermines the patent protections needed for pharmaceutical innovation. 

5. Biologics Litigation and the 'Patent Dance' 

Litigation involving biologic drugs and their biosimilar counterparts operates under the Biologics 

Price Competition and Innovation Act (BPCIA). This law outlines a detailed procedure for 

resolving patent disputes known as the “patent dance.” However, this process is legally complex 

and has been interpreted inconsistently by courts, creating uncertainty for companies entering the 

biosimilar market. These procedural hurdles can delay the approval and launch of biosimilars, 

reducing potential cost savings for the healthcare system. 

6. Citizen Petition Abuse 

The citizen petition process allows individuals or organizations to raise concerns with the FDA 

about the approval of a new drug. While this is meant to enhance safety, it has been misused by 

some pharmaceutical companies to delay the approval of generic competitors. These petitions are 

often submitted shortly before a generic drug is expected to be approved, and many lack solid 

scientific backing. Even though the FDA frequently dismisses such petitions, they can still cause 

significant delays, further complicating the competitive landscape.18 

                                                             
18 Verna and Raman Mittal, Intellectual Property Rights: Global Vision, (New Delhi: Universal Law Publishing 

2018) 
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7. Overlapping Patent and Regulatory Protections 

Apart from patents, drug companies also benefit from exclusivity periods granted by the FDA, 

such as those for new drug entities or biologics. These exclusivities are designed to reward 

innovation but can overlap with patent protections, leading to prolonged market monopolies. 

When regulatory exclusivity ends before patents expire—or vice versa—it creates confusion and 

strategic opportunities for companies to extend their control over the market. This dual system 

can delay the introduction of generics or biosimilars, limiting affordable treatment options. 

8. Navigating the Innovation vs. Access Dilemma 

A central issue in pharmaceutical patent litigation is the tension between encouraging innovation 

and ensuring public access to affordable medicine. Patent protections are crucial for supporting 

the high costs of drug development, but when they are used to delay competition unnecessarily, 

patients and healthcare systems bear the financial burden. Policymakers and courts continue to 

face the challenge of maintaining a system that rewards innovation while also promoting fair 

access and competition in the drug market. 

PATENT LITIGATION AND PHARMACEUTICAL INDUSTRY IN EU 

COUNTRIES 

This chapter examines the structure of patent law in the European Union, with particular 

emphasis on the European Patent Convention (EPC) and its function in coordinating patent 

protection among EU countries. It also investigates the challenges associated with patent 

litigation in the region, highlighting the role of individual national courts and the development of 

the Unified Patent Court (UPC), which aims to streamline and harmonize the resolution of 

patent-related disputes across member states. 

When discussing pharmaceutical patent law under the EPC, it is crucial to recognize that the 

European Union countries play a significant role within this framework. However, it is important 

to differentiate between the EPC and the EU patent system, as these two legal structures operate 

separately. This distinction is essential for understanding how pharmaceutical patents are 

protected across EU nations. 

1. European Patent Convention (EPC) and EU Countries 
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The EPC is an international treaty involving 38 European countries, including the majority of EU 

member states, that establishes a unified legal framework for acquiring and enforcing patents 

across these nations. The EPO administers the EPC, granting patents that can then be validated in 

specific member states of the convention.19 

Key points: 

The EPC operates independently from the EU legal system, meaning that non-EU countries such 

as Norway, Switzerland, and Turkey are included in the EPC, while some EU member states, 

like Spain and Croatia, do not fully engage in all aspects of the convention. 

A European Patent granted by the EPO is essentially a bundle of national patents, and to enforce 

the patent in each country, the applicant must complete the necessary national procedures to 

validate it in the desired jurisdictions.20 

2. Pharmaceutical Patents under the EPC 

Pharmaceutical patents in EU countries and other EPC member states must meet several standard 

criteria under the EPC, including: 

Novelty: The pharmaceutical invention must be original and not previously disclosed. 

Inventive Step: The invention must involve an innovative idea that would not be obvious to 

someone with expertise in the field. 

Industrial Applicability: The invention must have a practical application in industry, including 

the production of pharmaceutical products. 

Sufficiency of Disclosure: The patent application must provide enough detailed information to 

allow others in the field to reproduce the invention. 

3. The Role of EU in Pharmaceutical Patent Law 

Although the EU and the EPC are distinct entities, EU law impacts various aspects of 

pharmaceutical patent protection within EU member states, particularly concerning market 

access, competition law, and pharmaceutical regulations. Key EU mechanisms include: 

a. Supplementary Protection Certificates (SPCs) 

                                                             
19 European Patent Convention https://www.epo.org/en/legal/epc 
20Shorthose S. (ed.), Guide to EU Pharmaceutical Regulatory Law, Kluwer Law International (2010). 
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SPCs extend the term of a pharmaceutical patent by up to five years, compensating for the time it 

takes for regulatory approval of new drugs. This mechanism applies specifically to EU member 

states, with SPCs granted under EU Regulation 469/2009. 

SPCs are available for medicinal products that have been authorized by the EMA or national 

regulatory agencies in EU countries. 

They can be obtained in any EU country where the patent is validated, and regulatory approval 

for the drug has been granted. 

b. Market Authorization and Regulatory Framework 

The EU utilizes a centralized approval system through the European Medicines Agency (EMA), 

which grants market authorization for pharmaceutical products across all EU member states. 

Once a drug is approved by the EMA, it is eligible for sale throughout the EU. 

Pharmaceutical patents interact with regulatory procedures, especially for new medicines and 

biologics. Regulation (EC) No 726/2004 governs the centralized approval process within the EU. 

c. EU Competition Law and "Evergreening" 

The EU Commission monitors potential abuses of patent rights under competition law, 

particularly where pharmaceutical companies engage in strategies like "evergreening" to delay 

generic drug competition and extend their market monopolies. 

The European Commission and the European Court of Justice (ECJ) have intervened in cases 

where companies misused patent protection or employed practices that hindered generic or 

biosimilar market entry. 

d. Patents and Generic Medicines 

The EU is also focused on ensuring access to generic medicines. After the expiration of a 

pharmaceutical patent, generic manufacturers are allowed to enter the market if the patented 

invention is adequately disclosed. Key EU regulations supporting generic drug access include: 

Generic Substitution: The ability for pharmacists to substitute a branded drug with a generic 

version once the patent expires. 

Bolar Exemption: Permits generic manufacturers to use patented inventions for regulatory testing 

before the patent expires, enabling immediate market entry after the patent term concludes. 
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EPC vs. EU Patents: A Key Difference 

While the EPC governs the patent system for all of Europe, including both EU and non-EU 

countries, the EU is developing its own patent system—the Unitary Patent system: 

Unitary Patent: Expected to come into effect in 2025, the Unitary Patent will offer a single patent 

that covers all participating EU countries with one application, simplifying the patent process. 

The Unitary Patent will coexist with the EPC framework but apply only to the EU countries that 

opt into the system. 

5. Enforcement of Pharmaceutical Patents 

Pharmaceutical patents under the EPC are enforced at the national level in each EU country, 

where patent holders can initiate lawsuits for infringement. 

Once the Unitary Patent system is implemented, a Unified Patent Court (UPC) will handle cross-

border patent disputes within the participating EU countries, streamlining enforcement and 

facilitating easier protection of pharmaceutical patents across multiple EU states. 

In the case of Storer Trading v. Utopik Pharma21, which was presented before the UPC, the 

matter underscored the court’s growing role in handling patent-related conflicts—especially 

those concerning European patents. This particular case is indicative of the types of disputes the 

UPC has managed during its formative years, when it dealt with an average of 10 infringement 

lawsuits and 2 revocation actions per month, based on data from Clarivate. 

The UPC was created with the purpose of adjudicating patent disputes across the EU member 

states that have opted into the system. Its primary mission is to make the patent litigation process 

more efficient and predictable by consolidating jurisdiction into a single court. This setup aims to 

eliminate the need for multiple proceedings in separate national courts, which often results in 

higher costs and inconsistent rulings. The court is empowered to rule on both the enforcement 

(infringement) and the validity (revocation) of European patents, including the newer Unitary 

Patents. From the outset, the UPC has attracted a considerable volume of cases, reflecting its 

intended function as a centralized hub for resolving cross-border patent disputes in a more 

streamlined and cost-effective manner. 

                                                             
21 UPC_CFI_80/2023 
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Issues and Challenges in Pharmaceutical Patent Law in the EU 

The European Union's patent law framework offers robust protections for pharmaceutical 

innovations, but several ongoing challenges remain in balancing the interests of patent holders, 

public health, and access to medications. These challenges impact the pharmaceutical industry, 

governments, and consumers in various ways. 

Patent Evergreening and Innovation Stagnation 

A significant issue in the pharmaceutical industry is the practice of patent "evergreening," where 

pharmaceutical companies extend the lifespan of their patents by making small changes to 

existing drugs, such as introducing new formulations, dosages, or delivery systems. While some 

of these modifications may involve genuine innovation, critics argue that they mainly serve to 

delay the entry of generic drugs, keeping prices high and reducing patient access to affordable 

medications. This practice has raised questions about whether the patent system is truly fostering 

innovation or simply prolonging monopolies on drugs that would otherwise become more 

affordable once the patent expires.22 

Patent Thickets and Obstructing Competition 

Another challenge is the formation of "patent thickets," which occur when numerous overlapping 

patents are filed on a single drug, its components, or its manufacturing processes. This creates a 

situation where patent holders can use a complex web of patents to prevent generic 

manufacturers from entering the market, even after the primary patent has expired. Patent 

thickets erect significant legal and financial barriers for generic companies, reducing competition 

and maintaining high prices. This also results in extended legal disputes, which can delay the 

availability of more affordable generic alternatives. 

Access to Medicines and Public Health Issues 

The high cost of patented drugs remains a significant concern in the EU, particularly for 

developing treatments for chronic illnesses, cancer, and other serious health conditions. While 

patents incentivize innovation, they can also result in prohibitively expensive medicines, making 

it difficult for patients, healthcare systems, and governments to afford essential treatments. This 

problem is exacerbated by the growing number of expensive biologics and specialty drugs, 

                                                             
22LivioGarattini, Pharmaceutical patenting in the European Union: reform or riddance, Springer (2021) 
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which often face limited competition even after patent expiration due to the complexities 

involved in manufacturing generics. Striking a balance between protecting intellectual property 

rights and ensuring access to affordable healthcare is a major challenge for EU policymakers.23 

4. Generic and Biosimilar Market Delays 

While The European Union has put in place mechanisms such as the SPC to offset delays in the 

regulatory approval process for pharmaceutical products. However, these mechanisms can also 

inadvertently hinder the timely introduction of generic and biosimilar medicines. For example, 

SPCs can extend a patent’s duration by up to five extra years, which delays the entry of generics 

into the market. This postponement in the availability of generics can further intensify the issue 

of drug affordability. Additionally, the approval process for biosimilars, which are complex 

biological treatments, can take several years to finalize, leading to fewer affordable options for 

patients. 

5. Harmonization vs. National Interests 

Although the European Patent Convention (EPC) and the European Medicines Agency (EMA) 

have made efforts to standardize patent and regulatory laws within the EU, national governments 

still maintain some control over patent enforcement and regulations. This can result in 

discrepancies in how patent laws are applied and enforced across different member states. For 

example, patent litigation processes may differ from one country to another, creating uncertainty 

for pharmaceutical companies. In some jurisdictions, courts may be more supportive of patent 

holders, while in others, they may lean in favor of generic manufacturers. These variations can 

lead to forum shopping, where companies choose jurisdictions that offer more favorable legal 

conditions for their case.24 

6. The Unified Patent Court (UPC) and Legal Uncertainty 

The establishment of the UPC represents a significant step toward creating a unified platform for 

patent litigation across participating EU nations. However, the UPC system has encountered 

legal and political obstacles, with concerns regarding its potential effects on the independence of 

national patent courts and the challenges involved in implementing the system across all EU 

                                                             
23 Cook, Trevor. Pharmaceutical patent litigation in Europe. Expert Opinion on Therapeutic Patents. 9. 181-188 

(2015) 
24Brankin S.P. ‘Patent settlements and competition law: where is the European Commission going?’, JIPL&P(2010)  
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member states. Additionally, there remains uncertainty about how well the UPC will handle 

issues like patent validity and infringement, especially for intricate pharmaceutical patents. As 

the legal framework for the UPC continues to develop, its ultimate impact on the pharmaceutical 

industry is still uncertain. 

7. Impact of Brexit on Pharmaceutical Patents 

Brexit has added another layer of complexity to the pharmaceutical patent environment in 

Europe. With the United Kingdom (UK) no longer part of the European Union (EU), it has also 

left the European Patent Convention (EPC) and the Unified Patent Court (UPC) system. As a 

result, pharmaceutical companies now have to file separate national patents for protection in the 

UK, which can lead to higher costs and increased administrative challenges. Additionally, the 

UK's departure may present obstacles for companies attempting to enforce patents both within 

the EU and in the UK, resulting in a fragmented legal landscape and potentially higher litigation 

expenses. 

8. Biotechnology and Emerging Technologies 

The emergence of biotechnology, personalized medicine, and gene therapies brings new 

challenges to pharmaceutical patent law. These fields often involve highly complex and 

innovative technologies that may not easily align with existing patent law frameworks. For 

instance, patents for genetically modified organisms or novel gene therapies may spark 

considerable debate over ethical and legal issues, such as whether human genes or genetically 

altered organisms should be patentable. As biotechnology continues to evolve, patent laws will 

likely need to be regularly updated to strike a balance between protecting inventors’ rights and 

addressing broader societal concerns. 

In the case of Litton Systems v. Honeywell25, the plaintiff, Litton, held a patent for a method of 

applying reflective coatings on mirrors within ring laser gyroscopes, which are used in 

commercial aircraft navigation. Litton accused Honeywell of infringing its patent, claiming that 

Honeywell had adopted its manufacturing process after struggling to develop its own mirror 

technology. The jury awarded Litton $1.2 billion for lost profits from both past and future 

navigation system sales. 

                                                             
25 35 U.S.C. §§ 112, 271 
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In Krippelz v. Ford Motor Company26, Krippelz patented a design for a small lamp mounted to a 

car's sideview mirrors, known as a puddle lamp, in 1989. After Ford showed no interest in 

licensing his invention, Krippelz sued Ford in 1998 when he discovered that Ford had installed 

similar lamps in its new vehicles. This led to over a decade of legal battles. 

The case claimed that Ford had prior knowledge of his patent and intentionally infringed upon it. 

Ford countered by arguing that Krippelz’s patent was invalid because similar technology had 

been patented by Charles DuBois, a French inventor, in 1951. However, expert witnesses for the 

plaintiff convinced the jury that Krippelz’s patent was different from the DuBois patent, and they 

awarded him damages. The district court judge later increased the damages to $55.6 million, 

arguing that Ford had acted recklessly by continuing to sell vehicles with puddle lamps while 

being aware of the potential infringement. 

In the case Teva Pharmaceutical Industries Ltd., Cephalon Inc. v. European Commission27 , the 

European Commission determined that Teva Pharmaceuticals had artificially extended the patent 

protection for its drug Copaxone and deliberately spread misleading information about a 

competing product to prevent it from entering the market. Teva, a global pharmaceutical 

company with subsidiaries in the European Economic Area, was accused of engaging in unfair 

practices. The Court found that Teva’s settlement agreements, which involved financial transfers 

that were not related to litigation costs or disruption, were unjustified and excessive. 

Additionally, non-compete and non-challenge clauses in these agreements were found to go 

beyond the scope of the original patent and its relevant markets. 

In the BSH Hausgeräte GmbH v. Electrolux AB28 case, the Advocate General issued opinions on 

jurisdictional issues related to cross-border patent disputes within the EU. The case concerns 

challenges to patent infringement and validity in multiple EU member states, coinciding with the 

development of the European Unified Patent Court (UPC) system for handling such disputes 

across the EU. 

Background: 

                                                             
26 2009 WL 3852466 (NDIL) 
27 Case C-2/24 P, 2025 
28 Case No  C-339/22 
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BSH Hausgeräte GmbH, a German company formed from a joint venture between Bosch and 

Siemens, owns a European patent related to vacuum cleaners, which is validated in several 

countries, including EU member states like Austria, the Netherlands, France, Germany, and 

Sweden, as well as non-EU member states like Turkey. 

On February 3, 2020, BSH filed a patent infringement lawsuit against Electrolux AB, a Swedish 

company, in Sweden, claiming that Electrolux had violated its European patent in the countries 

where the patent was validated. In its defense, Electrolux argued that the patent was invalid and 

further claimed that the Swedish courts lacked jurisdiction to handle the infringement case 

concerning "foreign" patents. Electrolux based this argument on Article 24(4) of the Brussels 

Ibis Regulation, which states that the courts of the member state where a patent is registered have 

exclusive jurisdiction over cases related to the registration or validity of patents, regardless of 

where the parties are domiciled. 

In response, BSH argued that the Swedish courts do have jurisdiction to hear the infringement 

claims, even for the "foreign" patents, since Electrolux is domiciled in Sweden. BSH's strategy 

was to consolidate all its infringement claims under one court, allowing for a single resolution 

covering all countries where the European patent was validated. 

Caught between the universal jurisdiction based on the defendant's domicile (BSH’s argument) 

and the exclusive jurisdiction for patent validity issues (Electrolux’s position), the Swedish court 

referred several questions to the European Court of Justice (CJEU) for a preliminary ruling. Due 

to the significance of the case, the CJEU assigned it to its Grand Chamber. This referral led to 

two opinions from Advocate General (AG) Emiliou, the first on February 22, 2024, and a second 

on September 5, 2024. 

The opinions of AG Emiliou 

In his detailed first opinion, Advocate General Emiliou examines whether a national court has 

the authority to rule on the infringement of a European patent that has been validated in another 

EU member state, especially when the defendant raises a defense based on patent invalidity. 

After reviewing the history of relevant provisions in the Brussels Ibis Regulation and considering 

the impact of established case law such as GAT v. LUK, the AG evaluates the advantages and 

disadvantages of various possible interpretations. He proposes a "middle ground" approach, 

where a national court can hear cross-border infringement claims and make rulings on the 
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validity of a patent in the country where the court is located. However, the court would not have 

the jurisdiction to rule on the validity of a patent in other EU member states. In the specific case, 

this means that while the Swedish court can handle the infringement claims that involve multiple 

countries (like Germany), it would not be able to decide on the validity of the European patent as 

validated in countries other than Sweden, such as the German validation. 

The Advocate General acknowledges that his proposed solution could lead to parties facing 

multiple, simultaneous legal proceedings in different courts. To address this, he discusses 

practical considerations: 

In his opinion, if there are multiple proceedings in different courts at the same time, the court 

handling the infringement case should consider suspending its proceedings if the invalidity 

defense is deemed "serious." When deciding whether to stay the case, the "infringement court" 

should strike a balance between procedural efficiency and the patent holder's right to effective 

remedies, on one hand, and the fair administration of justice and the rights of the alleged 

infringer, on the other hand. However, even during the stay, the infringement court may still take 

provisional actions, such as issuing an interlocutory injunction to prevent further infringing 

activities, depending on the strength of the validity challenge. 

In the second opinion, the AG explains that a different situation arises when a patent is registered 

in a non-EU country (for instance, Turkey). The Brussels Ibis Regulation, being an EU 

regulation, does not cover patents registered outside the EU. The AG again suggests a "middle 

ground" approach, where the infringement court, if it has jurisdiction based on the defendant’s 

domicile, may choose not to exercise its jurisdiction to respect the sovereignty of the third 

country regarding the validity of its patents. 

While the Advocate General's opinions provide a more progressive approach compared to 

current practices in cross-border infringement cases, it is evident that a patent holder cannot fully 

consolidate a multi-jurisdictional infringement lawsuit involving a European patent, with 

counterclaims of invalidity, in a single national court. The opinions are valuable in suggesting 

that an invalidity counterclaim should not automatically halt a cross-border infringement case, as 
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is often the case today. However, these opinions also highlight the inherent fragility of cross-

border infringement lawsuits based on a European patent.29 

Currently, the only solution to this issue is litigation through the Unified Patent Court (UPC), 

which addresses the problem by providing a unified approach to European patent disputes. 

However, this option is still in its transitional phase, lasting at least seven years, during which 

fragmented litigation across national courts remains a possibility. 

Impact of the Unified Patent Court 

The introduction of the Unified Patent Court (UPC) creates a centralized system for enforcing 

European patents, including the new unitary patents, across member states. This development 

significantly affects how pharmaceutical companies manage intellectual property (IP) strategy 

and protection, providing an additional tool to support ongoing innovation. The UPC functions 

as a single court designed to handle patent disputes, offering several advantages for patent 

holders. A key benefit is the ability to pursue infringement cases within a unified system, 

eliminating the need for fragmented litigation across multiple jurisdictions. 

In the past, variations in national patent laws and court systems led to differences in litigation 

timelines and outcomes, resulting in increased complexity, risk, and costs for both litigation and 

enforcement. The UPC simplifies this process by allowing pharmaceutical companies to secure 

injunctions and calculate damages more effectively. This streamlined approach to IP protection 

helps speed up product launches and offers greater financial certainty during the critical 

commercialization phase. By enabling a single ruling to apply across several jurisdictions, the 

UPC can accelerate market entry and reduce the overall costs and risks associated with patent 

enforcement..30 

Given its jurisdiction over numerous countries and access to a vast consumer base, the UPC is 

expected to issue higher damages awards than those typically seen in previous, more fragmented 

litigation systems. Initial cases suggest that the UPC also provides faster proceedings than courts 

in the United States, with shorter deadlines for responses and expedited hearings. These features 

                                                             
29 Jennifer Davis, Intellectual Property Laws (Oxford University Press 2014) 
30 Unlocking intellectual property potential in European pharma 

https://www.europeanpharmaceuticalreview.com/article/247140/ 
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contribute to making the UPC a more favorable forum for claimants, enhancing its appeal for 

patent holders seeking swift and impactful legal remedies. 

Teva Pharmaceutical Industries v Commission31 

The General Court (GC) upheld the European Commission’s (EC) infringement decision against 

Teva and Cephalon, concluding that their patent settlement deal unlawfully restricted 

competition both “by object” and “by effect,” thereby violating Article 101 of the Treaty on the 

Functioning of the European Union (TFEU). 

The Settlement Agreement and Related Commercial Transactions 

In 2005, Teva and Cephalon entered into a settlement agreement concerning modafinil, a drug 

used to treat sleep disorders. Under this agreement, Teva agreed not to independently launch its 

generic version of modafinil or compete with Cephalon in that market. The GC highlighted that 

such settlements limit competition “by object” when it is clear from the agreement itself that the 

financial transfers included have no legitimate justification other than to secure mutual benefits 

by avoiding competitive engagement (paragraph 39). It emphasized that each situation must be 

assessed individually to determine if the financial benefits provided were substantial enough to 

dissuade the generic manufacturer from entering the market. 

The Court also pointed out that these transfers of value could take many forms, including both 

direct and indirect payments, embedded within broader commercial arrangements (paragraph 

44). Concerns arise when the generic company receives advantages it wouldn’t normally obtain 

under standard market conditions — either because the transaction wouldn’t typically occur or 

because it was conducted under overly favorable terms. The GC stressed that it is uncommon in 

a normal market context for compensation in such transactions to involve commitments not to 

challenge patents or to avoid competition. 

Additionally, the GC clarified that determining whether a practice restricts competition “by 

object” involves evaluating the severity of the conduct rather than automatically labeling 

complex agreements as anti-competitive. 

In terms of the EC’s holistic analysis of the deal, the GC agreed with its approach in considering 

the settlement and associated commercial transactions as part of one integrated contractual 

                                                             
31 Teva Pharmaceutical Industries and Cephalon v Commission  Case T-74/21 
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framework. The emphasis was placed on the overall value Teva gained through this package, 

rather than assessing each element in isolation. Upon reviewing the justifications provided for 

each transaction, the GC supported the EC’s conclusion that the true intent behind these 

arrangements was to boost the overall value transferred to Teva in return for its agreement to 

refrain from competing or challenging Cephalon’s patent. 

The GC also dismissed the argument that the agreement had pro-competitive effects. It refuted 

the claim that Teva’s market entry under the agreement was an early and competitive move, 

noting instead that it was a delayed, contractually arranged entry. Similarly, the GC found that 

the EC correctly assessed that the agreement also restricted competition “by effect” and that the 

conditions for exemption under Article 101(3) TFEU were not met. Finally, all of the parties’ 

challenges regarding the EC’s methodology in calculating the fines were rejected. It was also 

noted that Teva did not contest the EC’s determination that it was a potential competitor of 

Cephalon. 

ISSUES AND CHALLENGES 

1. Historical Fragmentation of Patent Enforcement 

Before the creation of the Unified Patent Court (UPC), enforcing patents within the EU 

pharmaceutical sector was highly decentralized. Each member state maintained its own legal 

process for handling patent disputes, meaning companies often had to litigate the same patent in 

multiple jurisdictions. This not only increased legal expenses but also led to inconsistent rulings 

across countries. As a result, this fragmented system discouraged smaller players from defending 

or challenging patents on a broader European scale due to the cost and complexity involved. 

2. Implementation Challenges of the Unified Patent Court 

While the UPC promises a more unified and efficient approach to patent litigation, its 

implementation has introduced a fresh set of challenges. Not all EU countries are participating; 

for instance, Spain and Poland chose not to join. Additionally, existing European patents can be 

opted out of the UPC’s jurisdiction during a transitional period, further complicating the system. 
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Because of these factors, there is a lack of clarity and confidence around how the UPC will 

operate in practice, particularly in the highly strategic pharmaceutical industry.32 

3. Financial Barriers to Litigation 

Engaging in patent litigation, especially in the pharmaceutical field, can be prohibitively 

expensive. Due to the complex scientific and legal nature of these cases, the cost of legal 

representation, expert witnesses, and technical analysis is often very high. This is a particular 

burden for generic drug companies and smaller pharmaceutical firms, which may not have the 

resources to pursue or defend against lengthy legal battles. The financial strain discourages some 

companies from engaging in potentially important patent challenges. 

4. Slow Resolution of Legal Disputes 

One of the recurring issues in EU patent litigation is the lengthy duration of legal proceedings. 

Even straightforward disputes can take years to resolve, especially when appeals are involved. 

This delay affects both brand-name companies seeking to protect their patents and generics 

hoping to enter the market. The slow pace of resolution adds uncertainty and can disrupt business 

planning, product launches, and market competition. 

5. Overlap Between Patent Law and Drug Regulation 

Pharmaceutical patents often intersect with regulatory laws, such as those governing drug 

approval processes, market exclusivity, and Supplementary Protection Certificates (SPCs). This 

intersection creates a complex legal environment in which companies must not only consider 

patent laws but also comply with regulatory frameworks. Legal disputes can therefore involve 

multiple layers of legislation, making litigation more complicated and time-consuming. 

6. Strategic Use of Secondary Patents 

Brand-name drug manufacturers often protect their products with multiple patents, not just on the 

core compound but also on variations such as new dosages, delivery systems, or secondary uses. 

These additional patents can act as barriers to generic entry by requiring multiple legal 

challenges. Even when some of these patents are weak, they can delay generic competition 

                                                             
32Astha Srivastava, The Unified Patent Court: Revolutionizing European Patent Litigation, LAW FULL LEGAL 

(2024) 
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through protracted litigation, adding another obstacle for companies trying to bring affordable 

alternatives to market.33 

7. Country-Specific Supplementary Protection Certificates 

Unlike the unitary patent system, SPCs—which extend the protection period for certain patented 

pharmaceuticals—must be applied for individually in each EU member state. This means 

companies must navigate different rules and enforcement mechanisms in each jurisdiction. Even 

with the introduction of the UPC, the localized nature of SPCs ensures that a large part of 

pharmaceutical patent litigation remains nationally fragmented. 

8. Variations in Injunction Practices 

Access to preliminary injunctions, which are often necessary to quickly block infringing 

products from entering the market, is not consistent across EU member states. Some countries 

grant them more readily than others. This lack of uniformity can influence where companies 

choose to litigate, and it can also create uncertainty when attempting to enforce or defend against 

a patent claim. For pharmaceutical companies, the ability to quickly secure or resist injunctions 

is often crucial due to the high value of market exclusivity.34 

 

 

                                                             
33 Merges and Duffy, Patent Law and Policy - Cases and Materials (LexisNexis, 2013) 
34LivioGarattini, Pharmaceutical patenting in the European Union: reform or riddance, Springer (2021) 
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