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Foreword

The Foundation for Intellectual Property, Institute of Intellectual Property conducted the 2024
Collaborative Research Project on Harmonization of Industrial Property Right Systems under a
commission from the Japan Patent Office (JPO).

Various medium-term issues need to be addressed to encourage other countries to introduce
industrial property right systems helpful to the international expansion of Japanese companies and to
harmonize the industrial property right systems of major countries, including Japan. Accordingly,
this project provided researchers well-versed in the Japanese industrial property right systems with
an opportunity to carry out surveys and collaborative research on these issues with the goal of
promoting international harmonization of industrial property right systems through use of the
research results and researcher networks.

As part of this project, we invited researchers from abroad to engage in collaborative research
on target issues. This report presents the results of research conducted by Dr. Laura VALTERE,
Former doctorand, Max Planck Institute for Innovation and Competition, Germany, an invited
researcher at our Institute.” We hope that the results of their research will facilitate harmonization of
industrial property right systems in the future.

Last but not least, we would like to express our sincere appreciation for the cooperation of all

concerned with the project.

Institute of Intellectual Property
Foundation for Intellectual Property
March 2025

* Period of research in Japan: From July 23, 2024, to August 24, 2024
Her affiliation and title as of March 2025: Postdoctoral fellow at the University of Copenhagen, Centre for Advanced Studies in
Bioscience Innovation Law (CeBIL) and Guest lecturer at the Riga Graduate School of Law. Full title: Dr. iur. Laura Valtere (LL.M.
eur. Munich).
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Summary

The ageing of the population and the growth in public healthcare expenditure have prompted a closer
examination of the generic drug market. In addition, the vulnerability of global supply chains calls
for a reassessment of the regulatory frameworks.

Patents are intended to provide an incentive for innovators to invest in innovative technology.
Pharmaceutical regulatory law sets forth the path to market of medicinal products. There is an
interface between patent law and the pharmaceutical regulatory legal framework. In order to achieve
the objective of both systems, they must be in accordance. If there is a discrepancy between the two,
this could have a negative impact not only on competition, but also on the achievement of societal
goals.

To address potential conflicts between the patent system and the pharmaceutical regulatory
framework, specific patent exemption, known as the Bolar exemption, has been enacted in various
jurisdictions. Other jurisdictions have accommodated this issue through the general research
exemption. Additionally, some states have either implemented patent linkage or operate it on a de
facto basis. This study investigates the interface of the patent system and the pharmaceutical
regulatory law framework, offering a comprehensive analysis of both the status quo in Europe and

Japan.

Part I: Drawing the Issues of Pharmaceutical Markets in Europe and in Japan
Part 1T examines the present challenges in Europe and Japan regarding pharmaceutical product
markets. It highlights the primary concerns in both regions. While both Japan and Europe are facing
similar demographic shifts and rising public healthcare costs, their approaches to the patent system
and pharmaceutical regulatory framework may vary. Part I outlines these differences, which are

further explored in subsequent chapters.

Part II: The Interface Between Patents and the Regulatory Framework in the
Pharmaceutical Sector
Part II sets out the theoretical framework. First, it explains the essence of the patent system and the
role of patent right exceptions. Second, it depicts the interface of the patent system and the
pharmaceutical regulatory framework, explaining concisely the regulatory path of a drug to the
market. It then moves on to present a theoretical analysis of a specific patent right exception — the

research and experimentation exception and the Bolar exemption.

Vi



Part I1I: Legal Framework of the Bolar Exemption

Part III provides an overview of the legal framework of the Bolar exemption. The legal frameworks
of the international, EU, national Member State and Japan levels have been depicted. Part III outlines
the development of the exemption and shows that, prior to the Bolar introduction, the European status
quo was akin to the current status quo in Japan. In addition, this part illustrates that the EU Member
States have held diverse views on the scope of the general research and experimentation exception
over time.

In order to prevent any adverse effects on the internal market and ensure alignment between the
patent system and the pharmaceutical regulatory system, the European Union introduced a specific
exemption 20 years ago. This exemption allows for the testing of drugs in order to generate the data
necessary for a generic marketing authorisation. Part III offers an analysis of how the EU-level
harmonisation of the Bolar exemption of 2004 and its subsequent reflection in Member State practice
has shaped national legal interpretations. It highlights how the varying interpretations were adopted
by national courts. Moreover, over time it became clear that the process of obtaining a marketing
authorisation involves more than just testing on the drug in question. Other acts are required to be
able to market the generic drug upon patent expiry, including the purchase of the active
pharmaceutical ingredient from third parties, sample submission to the regulatory authority, price
and reimbursement negotiations, and health technology assessment. However, it was not clear
whether these acts were also covered by the Bolar exemption across the EU Member States.
Furthermore, this chapter examines the developments in Japanese research and experimentation
exception accommodating acts such as testing of a drug in order to obtain a marketing authorisation.
Indeed, there are similarities with Europe in its pre-Bolar exemption period. First, Europe also had
no unified view on whether such tests are to be covered by the general research and experimentation
exception. The UK courts and the first instance court of Germany originally used argumentation very
close to that of Japanese courts when rejecting the coverage of the general research exemption of the

testing of the drug to obtain a generic marketing authorisation.

Part IV: Patent Linkage
Part IV deals with patent linkage. It is evident that an analysis of the interface between the patent
system and the regulatory legal framework would be incomplete without consideration of patent
linkage. The chapter investigates both the European and the Japanese position on patent linkage. In
Europe, patent linkage is explicitly prohibited. In Japan, however, patent linkage is de facto in

operation. The chapter analyses the origin, legal nature and challenges of Japanese patent linkage.
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Part V: Scope of the Bolar Exemption
Part V is devoted to an analysis of which acts could theoretically be covered by the Bolar exemption.
The analysis is divided into three groups of main assessment parameters. The exception can be
classified depending in (1) specific permitted acts; (2) territory of the grant of the MA; and (3) type
of medicinal product as well as (4) research tools. The analysis provides a comprehensive assessment
of the various aspects that may or may not be justifiably covered by the Bolar exemption in the view

of national courts or on the basis of normative requirements.

Part VI: 2023: The New EU Legislative Proposal and the Bolar Exemption in the Winds of
Change?
Part VI provides an insight into the latest EU legislative proposal on the Bolar exemption. As the
legislative process is still ongoing at the time of writing, the chapter presents the relevant provision
both in its original proposed form and as amended and voted by the European Parliament.! The
author also notes that, in addition to the amendment of the Bolar exemption, the EU has proposed to
include a provision in the General Pharmaceutical Regulation explicitly decoupling the patent system

from marketing authorisation or other administrative procedures.

Part: VII: Conclusions and Normative Recommendations

Part VII provides author’s conclusions.

! See the overview in Annex II.
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Introduction

At a time of limited public health budgets, smooth entry of generics into the market is of particular
importance. The need for a well-functioning pharmaceutical market is exacerbated by the ageing of
the western population, which is accompanied by rising public healthcare costs. Generics contribute
to the availability and accessibility of medicines, both in terms of geographical availability and price
competition, as well as in terms of overall supply. The timely availability of generic medicines on
the market is therefore particularly important to ensure the sustainability of healthcare systems and
to reduce the financial burden on healthcare systems.

However, there are obstacles to the unhindered and smooth entry of generics into the market after
patent expiry. One such obstacle is the interface between market authorisation framework and patent
protection. The pharmaceutical regulatory framework's requirement for a marketing authorisation
includes mandatory testing of the medicine. However, if such tests are carried out during the patent
protection period, they constitute a patent infringement unless an exception applies. If, on the other
hand, the trials are started after the patent has expired, this not only delays generics entry but also de
facto extends the patent term beyond the statutory period.

The hypothesis of this study is that the current interface between patent law and the general
pharmaceutical regulatory framework in Europe and Japan does not allow for unhindered generic
market entry directly after the expiry of patent and regulatory exclusivities. What are the barriers and
how can they be addressed to improve generics market entry? Access, affordability and availability
of medicines are directly affected by the architecture of intellectual property rights and the
pharmaceutical regulatory framework. Furthermore, competition plays a significant role in
enhancing the quality of medicines.

The European Union is currently planning to amend the European General Pharmaceutical
Regulation, including in regard to the Bolar exemption' harmonisation. The proposal for a Directive
is currently under discussion and has received a significant number of amendment proposals. While
the exact scope of the Bolar exemption to be enacted by the EU is still unknown, it is a good time to
comprehensively review the concept of a Bolar exemption both in Europe and in Japan.

Given that Japan has a de facto patent linkage system, it is essential to examine the patent linkage
system in Japan when investigating generic drug market access, despite the EU having no comparable

system in effect. However, it should be noted that some EU Member States have elements of a patent

! Called also “Bolar exception”. In Canada known as ,,regulatory review exception”; in Germany - “Marktzulassungsprivileg” [Eng:
“marketing authorisation privilege”], in the US - “FDA exemption”. Exception, exemption and limitation are the terminology used
in regard to patent right limitations. See more on terminology: Annette Kur, Of Oceans, Islands, and Inland Water — How Much
Room for Exceptions and Limitations Under the Three-Step Test? Richmond Journal of Global Law & Business, vol 8, issue 3,
287,290 — 293 et seqq.



linkage system, or at least have had them in past.

Legislative developments in the EU are also relevant to Japan as Japanese companies have an interest
in marketing products in the European market. Furthermore, harmonisation of exceptions to patent
rights, not only at the European level but also at the international or regional level, can facilitate
international business in high-demand generic medicines. In addition, both Europe and Japan can
potentially learn from both best practices and stumbling blocks regarding the problems caused by the
interface between patent law and pharmaceutical regulatory law.?

The importance of this study is further underscored by the recent actions of the Health Sciences
Council Pharmaceuticals and Medical Devices System Subcommittee, Ministry of Health, Labour
and Welfare of Japan. On 25 July 2024, the Subcommittee issued a statement emphasising the
necessity to improve the operation of the patent linkage system in the approval review of generic

drugs.

I. Drawing the Issues of Pharmaceutical Markets in Europe and in Japan

1. Japan

Japan represents the eighth largest market for generic drugs in terms of value, and has experienced
remarkable national market growth, with a nearly twofold increase over the past decade.® Despite
the urgent need for generic drugs in Japan, the current supply of generic drugs is insufficient to satisfy
demand.* The latest survey data from the Federation of Japan Pharmaceutical Manufacturers'
Associations (April 2024) indicates that 23.0% (3,906 items) of all drugs requiring a doctor's
prescription were in limited shipment or suspended supply.® Of these, 70% (2,589 items) are generic
medicinal products.® The primary cause of this significant situation is attributed to the infringement
of safety and quality standards. This prompts several concerns, as generic drugs are required to
demonstrate bioequivalence with the reference drug prior to marketing. This entails proving that they
possess the same efficacy, safety, and quality as the original drug.

Some regulatory aspects give rise to uncertainty. One such issue is the scope of the Japanese research
and experimentation exemption, as well as the questions surrounding the Japanese patent linkage

system.

2 See Annex I “Overview of the EU and Japanese Bolar/research exemptions and patent linkage systems”.

3 Share of the volume of generics in the prescription drug market in Japan from 2011 to 2023,
https://www.statista.com/statistics/799622/japan-generics-market-volume-share/ [accessed 29.07.2024].

4 NHK News, ¥ = U v 7 EEE #HR ek < BEAETBMEN ERERL EFE, 4th July 2024, available:
https://www3.nhk.or.jp/news/html1/20240704/k10014501661000.html [accessed: 09.08.2024].

SHIRFHT U2, Bl V= v 7 EFRLAE ERRTEIRZEMHE O FEE -1, 17th May 2024, available:
https://www.asahi.com/articles/ASS5J3D49S5JUTFLO1KM.html [accessed: 09.08.2024]

¢ Ibid.



https://www.statista.com/statistics/799622/japan-generics-market-volume-share/
https://www3.nhk.or.jp/news/html/20240704/k10014501661000.html
https://www.asahi.com/articles/ASS5J3D49S5JUTFL01KM.html

The Japanese patent linkage system operates on the basis of ministerial notices’ and practices that
have developed over time. The system has the potential to be flexible and to facilitate a more
harmonious relationship between the originator and the generic industry. However, it has also given
rise to a number of issues that require attention. Flexibility on the one hand, but uncertainty and
unpredictability on the other. These are elements that are dangerous for business. Japan is currently
at a point where a review of the patent linkage system is necessary to address the shortcomings that
have already emerged and to prevent potential future disruptions. This view has also been expressed
by the Pharmaceutical Safety Bureau, Ministry of Health, Labour and Welfare of Japan (MHLW),
which has called for an examination of specific aspects of the Japanese de facto patent linkage
system.®

As Japan does not have a Bolar exemption, but rather the general research exception, many questions
remain regarding testing of the drug to obtain a generic marketing authorisation (MA). In fact, the
Court recently clarified that the tests may be covered by the Japanese research exemption. However,
firstly, there are some authoritative opinions against such an interpretation of Art. 69 of the Japanese
Patent Act which lays down the Japanese research exception. Secondly, there are other acts necessary
for the smooth entry of generics into the market that may fall under the rights conferred by a patent
and therefore, if not exempted, may lead to patent infringement. Despite the Supreme Court's ruling,
much remains unclear as to which acts are covered by the research exemption. This leads to a lack

of legal certainty and predictability.

2. Europe

The Bolar exemption in Europe has led to some legal uncertainty as to which acts and to what extent
fall within the safe harbour of the Bolar exemption. Such a situation is not business-friendly for
generic companies, as it does not allow them to plan ahead and hence potentially impedes them from
taking actions necessary for their future business activities. As a result, the status quo has been
accused of driving investment in the development and production of active pharmaceutical

ingredients (APIs)® outside Europe over the last decade and a half. The European Commission's

7 Handling of Drug Patent Information in Relation to Examination for Approval (October 4, 1994; Yaku-Shin No. 762); Notice of
the Director of the Economic Affairs Division of the Health Policy Bureau No. 0605001/Notice of the Director of the Evaluation
and Licensing Division of the Pharmaceutical and Food Safety Bureau No. 0605014; Notice of the Director of the Economic
Affairs Division of the Health Policy Bureau of the Ministry of Health, Labour and Welfare/Director of the Evaluation and
Licensing Division of the Pharmaceutical and Food Safety Bureau of the Ministry of Health, Labour and Welfare of June 5, 2009.

8 Pharmaceutical Safety Bureau, Ministry of Health, Labour and Welfare of Japan, Improvement of Operation of the Patent Linkage
System in the Examination for Approval of Generic Drugs, etc., p. 14.

° An active pharmaceutical ingredient is a physiologically active component used in medicines (including capsules, pills, injections
and more) to achieve the desired effect.



Communication '’

suggests that the current regime in the EU is not sufficient to promote the smooth
supply of APIs within the EU single market. The issue has been further elucidated in the Commission
Staff Working Document accompanying the Communication,'! which identifies the pressing issue
of uncertainty as to whether the Bolar exemption, as implemented by Member States, allows the
supply of APIs to EU-based generic companies for the purpose of applying for a marketing
authorisation. Further, it is also unclear whether health technology assessment, and pricing and
reimbursement approvals are covered by the current Bolar exemption. This suggests that the attempts
at harmonisation have not been fully successful.

The current status quo charactarised by obstacles to a smooth entry of generic medicines into the
market, impede generic competition, which in turn has a detrimental effect on the affordability of
medicines.

The present EU initiative to harmonise the Bolar exemption represents an effort to address these
issues. In addition to the obstacles posed by legal uncertainty and the unpredictability of which acts
are permitted, more comprehensive harmonisation may also contribute to the facilitation of
competition and the relocation of investment back to Europe. Furthermore, it may help to avoid the

duplication of tests that are required in order to obtain an MA in Europe and in extra-EU states.

II. The Interface Between Patents and the Regulatory Framework in the
Pharmaceutical Sector

1. Patents and Patent Right Exceptions

The purpose of a patent is to provide an incentive for investment in technological innovation. The
fundamental objective of patent law is to stimulate innovation by conferring exclusive rights upon
the inventor. The grant of a patent gives the patentee an exclusive right to the invention for a limited
period of time, thereby blocking the use of the patented technical teaching by third parties while
providing incentives for innovators. In essence, the issuance of a patent bestows upon the patentee
absolute and exclusive rights with respect to the patented invention. The effect of the patent is to

extend to all commercial acts of use of the patented invention, including the right to make, use, offer

19 Communication from the Commission to The European Parliament, The Council, The European Economic and Social Committee
and The Committee of the Regions, “Upgrading the Single Market: more opportunities for people and business”, 28 October 2015
COM/2015/0550 final.

113.3.3. 4% paragraph, Commission staff working document: A Single Market Strategy for Europe - Analysis and Evidence
Accompanying the document Upgrading the Single Market: more opportunities for people and business Brussels, 28.10.2015
SWD(2015) 202 final.



for sale, sell or import the patented subject matter. '

A patent grant provides protection of the patented subject matter for a period of 20 years. Upon the
expiration of this term, the invention enters the public domain and can be used by third parties without
the authorization of the patent holder. However, some products cannot be freely marketed. For
example, medicinal products must undergo extensive and costly trials with the drug to prove its safety
and efficacy and obtain marketing authorisation (MA) before they can be launched on the market.
Therefore, despite the expiration of the patents of the originator's drug, and the theoretical ability of
any individual to utilise the patented technical knowledge, the marketing of "copies" of the
originator's drug is not permitted until the necessary MA has been obtained. !*

In addition to facilitating technological progress, the patent system is founded upon a set of
fundamental principles. One such fundamental principle is the limitation of the patent term. It is a
quid pro quo — the grant of a patent confers on the patentee a temporary right to exclude others from
working on the invention, in return for disclosing his or her invention to society and allowing it to be
freely worked after the patent expires. This right is indeed temporary. Over time, however, it has
become apparent that in some industries the statutory patent term can be de facto exceeded.
Limitations on patent rights are recognised as necessary to balance the protection of investment in
innovation with other societal goals. This is also reflected in the TRIPS Agreement, which is binding
on all WTO members. Art. 7 emphasises not only the role of intellectual property rights in promoting
technological innovation, but also their role in the transfer and dissemination of technology, as well
as the pursuit of protection that is conducive to social and economic welfare. In addition, Article 8
of the TRIPS Agreement sets out the basic principles, including the prerogative of Member States to
take measures deemed necessary to protect public health and nutrition and to promote sectors of vital
public interest. Indeed, exceptions to patent rights are one such measure that balances the rights of
the patent holder with other socio-economic interests.

The acts exempted from the patent right serve to limit the effect of the patent. Consequently, should
these acts be undertaken by a third party without the authorisation of the patent holder, they do not
constitute patent infringement and cannot be prohibited by the patent holder. Accordingly, such an
exception, a limitation of patent rights, provides a "safe harbour" in the sense that the particular

exception can be used as a defense against an infringement claim.

12 See Art. 28 of the Agreement on Trade-Related Aspects of Intellectual Property Rights of April 15, 1994, Marrakesh Agreement
Establishing the World Trade Organization, Annex 1C, 1869 U.N.T.S. 299, 33 International Legal Matters 1197 (1994) (Further -
TRIPS Agreement).

13 In Europe, no medicinal product, whether the original or a copy, can be launched on the market before it has been authorised by
the relevant authority. In the EU, the European Medicines Agency is responsible for this process, while each Member State also
has its own national authority with the competence of drug oversight and MA grant.



2. Authorisation of Medicinal Products

It is imperative that no medicine is placed on the market without authorisation.'* Medicines are
authorised by national authorities or by the European Medicines Agency for centrally authorised
medicines in the EU.

In the event that the drug in question contains a novel molecule, that is to say, an API that has not
previously been authorised, the drug candidate will be required to undergo a series of tests on animals
in order to examine its pharmacodynamic, pharmacokinetic and toxicological profile. Once this has
been completed, the drug undergoes clinical trials in humans. These trials are conducted according
to a series of defined phases, the specifics of which depend on the therapeutic class of the drug in
question. By way of illustration, Phase I typically assesses the toxicity and bioavailability of a drug
and is conducted over a short period of time in a limited number of healthy volunteers. Phase II trials
typically focus on evaluating the efficacy of the drug candidate. Phase III trials are conducted in a
large cohort of volunteers over an extended period of time. The aim is to determine the efficacy,
safety and potential adverse effects of the drug, as well as its interactions with other drugs and dosage
variations for different indications. National authorities may request additional information,
including details of the manufacturing process, the composition of the medicinal product or samples
of the medicinal product itself.

The approval of a generic medicine is subject to simplified requirements, hence the term 'abbreviated’
or ‘abridged’ MA procedure is often used for a generic MA grant. The approval of generic medicines
does not require the completion of extensive pre-clinical and clinical trials. Instead, bioequivalence
studies are sufficient to show that the drug in question has an equivalent efficacy and safety profile
to the original. In such cases, the original medicine is used as the reference medicine, as it has been
submitted with a complete evidence dossier and is available to the regulatory authority.

The process is different for "generic" biological medicines - biosimilars. Biologicals are medicines
made from biological material, such as vaccines, hormones or proteins. As it is not possible to make
an identical copy of a biological medicine, specific methods are required to demonstrate biosimilarity.
It is therefore evident that, while generic and biosimilar manufacturers have a shorter and less costly
process to obtain an MA than originators, if they are not permitted to conduct the requisite tests

before the patent expires, they will be unable to enter the market directly after patent expiry. This

14 While the marketing authorisation process represents an additional burden for the industry, it is a crucial step in ensuring the
efficacy, quality and, most importantly, safety of a drug. In Europe, the introduction of strict pre-marketing requirements and the
requirement of no launching on the market before obtaining an MA, which confirms that the drug complies with all the regulatory
requirements, was a direct result of the Thalidomide tragedy in the late 1950s. At that time, there were no strict premarketing
requirements in Europe. This drug was widely prescribed in Europe for pregnant women to alleviate morning nausea. However,
the drug had severe side effects which caused thousands of newborns with birth defects. Consequently, stringent requirements for
evidence on the safety of drugs were introduced.



will effectively prolong the exclusivity period of the originator's patent.

3. Research and Experimentation Exception and the Bolar Exemption

Research and experimentation exemption traditionally concerns such activity that is conducted for
the purpose of discovering something new, to gain knowledge exceeding the state of the art. Bolar
exemption in turn, is not intended to cover research and experimentation that intends to generate new
knowledge but rather to verify existing facts or more precisely — to prove the equivalence or that the
generic drug is the copy of the originator’s drug in terms of safety, efficacy and quality. However,
the verification of facts is not a goal of a Bolar exemption but rather a means of how to obtain
permission for market launch.

As will be demonstrated below, prior to the EU-level harmonization of the Bolar exemption, the
European states encountered difficulties when applying the general research exception to tests that
were necessary to provide evidence for an MA. In the majority of cases, the research exception did
not extend to encompass these acts. The Bolar exemption was therefore introduced to address the
gap left by the experimental use exemption in regard to tests necessary for regulatory approval.

In Japan, however, the law has not been amended to introduce a specific exception for acts undertaken
with products that must undergo testing to obtain regulatory approval. Instead, the general research

and experimentation exemption has been applied by the courts, with varying outcomes over time.

(a) The Concept of the Bolar Exemption

The rationale behind the Bolar exemption can be traced back to the intricate interplay between patent
system and the pharmaceutical regulatory framework that governs the approval of pharmaceuticals.
The marketing of pharmaceutical products is a highly regulated field, with no drug being able to be
marketed before it has obtained the necessary regulatory approval. This also applies to generic drugs.
While the tests that are conducted with the aim of obtaining a marketing authorisation for a generic
or biosimilar drug are less time-consuming and costly than those for a drug with an unauthorised
active pharmaceutical ingredient, they still require a significant investment of money and time, often
spanning months or even years. If these tests were considered an infringement, they would only be
carried out after a patent has expired. This would de facto extend the patent term and thus block
generic entry, which is ultimately not only anti-competitive but also against the general public interest.
As this would de facto extend the originator's exclusive marketing period, it would also allow a
premium price to be charged for a longer period than intended by the patent system. It is in the interest

of both the general public and public healthcare providers to benefit from lower prices once the patent



expires and generic competition can take place, thereby reducing the impact of healthcare costs on
budgets and increasing access to affordable medicines.

The Bolar exemption, by allowing the use of a drug as an exception to patent or supplementary
protection certificate (SPC)!> or patent term extension protection ', is intended to facilitate market
access for generic drugs by allowing generic manufacturers to conduct the necessary trials with the
drug to prove the drug's bioequivalence or in other words — substitutability - with the reference drug
to obtain an MA.-The purpose of the Bolar exemption is to enable generic companies to take the steps

necessary to obtain the generic MA during the patent term, thereby satisfying society's interest.!”

(b) The Origin of the Bolar Exemption

The research and experimentation exemption was formulated and confirmed in the nineteenth century,
whereas Bolar exemption was established comparatively late, at the end of the twentieth century. The
Bolar exemption originated in the USA, where it was enshrined in legislation by overturning the
court ruling in the case of Roche v Bolar.'® The appellant, Roche, sought to prevent Bolar from
taking any preparatory steps to obtain approval for a drug that was the generic equivalent of the
appellant's drug. Roche advanced the argument that the utilisation of its patented substance did not
fall within the parameters of the common law experimental use doctrine. Bolar argued that the actions
it had taken constituted genuine scientific enquiries and, as such, fell within the scope of the
exception. The Court, however, held that the trials conducted by the generic competitor for the
purpose of obtaining an MA were conducted for business reasons and, as a consequence, constituted
a commercial use, which constituted patent infringement. At that time, no specific exception for tests
with the drug with a view to market approval existed in the USA. Instead, a general research
exemption had to be applied.

The ruling of court decision in Roche v Bolar was reversed by the amendment introduced by the
Hatch-Waxman Act of 1984' into Section 271 of title 35, United States Code, by adding the

following:

15 Consolidated text: Regulation (EC) No 469/2009 of the European Parliament and of the Council of 6 May 2009 concerning the
supplementary protection certificate for medicinal products (Codified version) (Text with EEA relevance) Text with EEA
relevance.

16 See Arts. 67(2) to 68(2) of the Japanese Patent Act for Japanese patent term extension.

17" Annette Kur, Thomas Dreier, European Intellectual Property Law (Elgar 2013), p. 119.

18 Roche v Bolar, 733 F 2d 858 (Fed Cir 1984).

1% Drug Price Competition and Patent Term Restoration Act (An Act to amend the Federal Food, Drug, and Cosmetic Act to revise
the procedures for new drug applications, to amend title 35, United States Code, to authorize the extension of the patents for
certain regulated products, and for other purposes) Public Law 98-417—SEPT. 24, 1984, colloquial acronym: Hatch-Waxman
Act.



"(e)(1) It shall not be an act of infringement to make, use, or sell a patented
invention... solely for uses reasonably related to the development and submission
of information under a Federal law which regulates the manufacture, use, or sale

’

of drugs.’

The US introduced a Bolar exemption as a part of a broader package of legislative changes in the
pharmaceutical sector. This was done with the intention of achieving a balance between enhanced
competition and incentives for originators. The introduction of a Bolar exemption in the US was
designed to address the issue of delayed market entry of generics, caused by the inability to
commence preparatory acts during the patent term of the original drug.?’ In return, the originators
were provided patent term extensions, which compensated for the loss of effective patent term due
to compliance with the regulatory requirements for marketing.?!

The US Bolar exemption not only exempts the conduct of trials with the patented drug, but also the
manufacture, use and sale of the patented invention, as long as these acts are undertaken for the
purpose of developing the information necessary for an MA. This means that supplying or offering
to supply a patented invention to an experimenter who is privileged by the Bolar exemption is also
covered by the US Bolar exemption.

In addition, the US Supreme Court in Eli Lilly & Co v Medtronic Inc** adopted a broad interpretation
and held that the subject matter of the exempted tests - "patented invention" - includes not only drugs,
but any product that is subject to regulatory approval and is therefore one of the products regulated
by the Federal Drug Administration (FDA)?.

In another case, the court rejected reliance on Bolar exemption because the defendant's actions were
taken not only for the purpose of submitting data to the FDA, but also for other purposes unrelated
to the submission of data to the FDA.?* This approach was revised in Intermedics, where the court
held that a party may have additional objectives beyond seeking FDA approval, in particular profit
expectations or business purposes, which are prevalent in almost all uses of inventions.?> In light of
the above, in the US, while the acts in question must primarily be aimed at generating data for an

MA, they will not be deemed ineligible for Bolar exemption solely on the basis that they also pursue

20 Intermedics v Ventirex, 775 F. Supp. 1273, 1277 (ND Cal 1991).

21 The introduction of the Bolar exemptionin the US was based on a careful balancing of the originator industry's need for
innovation incentives and the generic companies' interest in access. See: Kevin Iles, A Comparative Analysis of the Impact of
Experimental Use Exemptions in Patent Law on Incentives to Innovate, Northwest Journal of Technology and Intellectual
Property, vol 4, issue 1 Fall, 61, 69. See also: Carlos M Correa, The Bolar Exception: Legislative Models and Drafting Options,
South Centre, Research Paper 66, March 2016, p. 2 describing Bolar exemption introduction in the US as striking compromise
between innovator and generic producers.

22 Eli Lilly & Co v Medtronic Inc 496 U.S. 661 (1990). In this case the tests concerned medical device.

23 The FDA is the regulatory body (USA) responsible for protecting the public health by ensuring the safety, efficacy, and security
of human and veterinary drugs, biological products, and medical devices.

24 Scripps Clinica & Research Found. v Genentech Inc., 666 F Suppp 1379 (ND Cal 1986).

25 Intermedics v Ventirex, 775 F. Supp. 1278 - 80 (ND Cal 1991).



other objectives.?®

In 1991, Canada followed suit with the introduction of the Bolar-like exception. The Canadian Patent
Act had a fairly broad privilege with respect to generic drug preparation for market launch. Sec.
55.2(1) of the Canadian Patent Act contained the so-called "regulatory review exception", which
confirmed the Bolar exemption. Sec. 55.2(2) contained the so-called stockpiling?’ exception which
exempted the manufacturing and storage of the patented invention within the final six months of the
patent's protection from patent infringement. The European Communities, as they were then called,
considered the stockpiling exception to be non-compliant with the TRIPS Agreement. This led to
consultations with Canada, which in turn led to an appeal to the WTO Dispute Settlement Body. The
case was subsequently referred to a WTO Panel for examination.

The EU asserted that Sec. 52.2.(2) was not compatible with multiple provisions of the TRIPS
Agreement. Article 33 of the TRIPS Agreement sets out that the patent term is 20 years. If
manufacturing and storage were allowed to commence six months before the patent's expiration, it
would effectively reduce this term to 19.5 years, which would also constitute unequal treatment and
a violation of the prohibition of discrimination.

The Panel applied the three-step test set forth in Art. 30 TRIPS Agreement, according to which only
such exceptions are allowed that are (1) limited; (2) do not unreasonably conflict with the normal
exploitation of the patent, and (3) do not unreasonably prejudice the legitimate interests of the patent
owners. Furthermore, the interests of third parties must also be considered.

The Panel found that the use of patent rights to exclude submissions for regulatory approval was not
a “normal” use of a patent right, as it was “an unintended consequence of the conjunction of the
patent laws with product regulatory laws.”?® Ultimately, the Panel found that Sec. 52.2.(1) setting
forth Bolar exemption was compatible with TRIPS, but that Sec. 52.2.(2), which sets out the

stockpiling exception, was not.>’

26 See more on the US case law concerning Bolar exemption: Kevin Iles, A Comparative Analysis of the Impact of Experimental
Use Exemptions in Patent Law on Incentives to Innovate, Northwest Journal of Technology and Intellectual Property, vol 4, issue
1 Fall, 61.

27 Sec. 55.2.(2) of the Canadian Patent Act defined stockpiling as the manufacture and storage of articles intended for sale after the
date on which the term of the patent expires. Article was repealed 2001.

28 Canada-Pharmaceutical Patents, report of the Panel of 17 March 20200 in case Canada — Patent Protection of Pharmaceutical
Products, WT/DS114/R, 7.56-¢.

29 See more analysis on the WTO Panel decision: Carlos M Correa, The Bolar Exception: Legislative Models and Drafting Options,
South Centre, Research Paper 66, March 2016, p. 5. See on the analysis of the Art. 30 three-step test: Mathias Lamping et al.,
“Declaration on Patent Protection. Regulatory Sovereignty under TRIPS” IIC 45, 679-698 (2014).
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4. Patent Linkage

(a) The Concept of a Patent Linkage

It is standard practice for the decision to authorise a drug for marketing to be based solely on evidence
of the drug's safety, efficacy and quality. However, the situation differs for those jurisdictions which
have chosen to introduce a patent linkage system.

In this context, "patent linkage" refers to a system where the obtaining of a market authorisation,
price listing or any other regulatory approval for a generic drug to be able to launch the drug onto the
market is dependent on or "linked" to the patent status of the corresponding originator's drug.*°
While the EU explicitly prohibits patent linkage, some non-EU Member States have introduced
patent linkage either because of obligations under the Free-trade-Agreements (FTA) with the US or
in preparation for fulfilling obligations under the Trans-Pacific Partnership Agreement®! drafted in
2015 but not entered into force. In addition, some of the EU Member States also have some elements
of a patent linkage had in place.

The concept of patent linkage is one that can be understood to exist in a number of different forms
or levels. These can be classified according to the effects that they have on applications for generic
MA. Firstly, it can be an information duty, either imposed on the regulatory authority or the generic
applicant. When such a duty is imposed on a generic applicant, it may concern the duty to notify the
reference drug patent holder of the intention to apply for a generic MA. When such a duty is imposed
on the regulatory authority, it must either inform the reference drug patent holder of the receipt of
the generic MA application or the MA grant fact.

Secondly, it is a requirement that the prospective generic applicant, upon filing a generic MA, submit
to the regulatory authority a declaration of non-infringement of patents pertaining to the drug subject
to the MA application. In essence, this is an information obligation that allows the originator access
to information, thereby facilitating its patent enforcement.

Thirdly, it is a requirement for the generic manufacturer to submit information regarding the status
of any patents to the pricing and reimbursement authority prior to entering into a price and
reimbursement determination agreement with said authority. Based on this information, the
responsible authority determines whether to list the drug for pricing.

Fourthly, the most intensive in terms of effect is the rejection or stay of the generic MA application

or price listing in the event that patents pertaining to the reference drug are in force. This type of

30 “Pharmaceutical Sector Inquiry — Final Report”, 8 July 2009, DG Competition, European Commission, p. 130.

31" The Trans-Pacific Partnership (TPP), or Trans-Pacific Partnership Agreement (TPPA), drafted 5 October 2015, signed 4 February
2016 in Auckland, New Zealand, not in force.
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patent linkage system will result in the drug not being granted authorisation or not being possible to

be marketed.

(b) The Origin of the Patent Linkage

The origin of the patent linkage system is to be found in the US Hatch-Waxman Act of 1984. The
rationale behind the introduction of the patent linkage system in the USA was twofold: firstly, to
encourage the manufacturing of generic drugs by preventing them from being subject to patent
infringement claims; secondly, to promote innovation in the field of new drugs.*

The US patent linkage system comprises a number of elements. Basically, the Hatch-Waxman Act
introduced a pioneering mechanism designed to stimulate both pharmaceutical innovation and
generic competition. First, it links the granting of an MA to the patent status of the reference product.
The Federal Drug Agency will refuse to grant an MA if the reference drug of the generic drug is
protected by patents that are listed on the Orange Book.

The generic applicant must file the notice with the FDA and notify the patent holder that the patents
are either invalid, unenforceable or not infringed under the Paragraph IV certification process. This
is usually followed by the patent holder's infringement suit.

Second, the generic company that invalidates the originator's patent is granted 180 days of generic
exclusivity. This is in exchange for the risk taken by the first generic applicant in filing the Paragraph
IV certification, which usually triggers the patent holder's lawsuit. ** By enabling restricted
competition between generic manufacturers and hence providing a preferential status of the first
generic drug on the market it shall incentivize generic manufacturers to undertake the risks and costs
associated with the litigation to invalidate drug patents. In addition, there is a 30-month stay when
the generic MA is not approved by the FDA.

Thirdly, the Hatch-Waxman Act also introduced the abridged MA grant system, which aims to
facilitate the obtaining of generic MA and to save generic companies the time and expense of
generating data for a full MA dossier, as the data generated by bioequivalence studies are sufficient.
As the data is already available, it would not only be economically unreasonable but also unethical
to conduct animal or human studies to obtain the same information. In exchange for an abbreviated
MA, originator companies receive additional regulatory exclusivity, which blocks generic entry for
a period of time.

Fourthly, the information pertaining to registered drugs and the patents covering them is publicly

32 K.D. Raju, Patent Linkages and Its Impact on Access to Medicines: Challenges, Opportunities for Developing Countries, in: Reto
M Hilty, Carlos Correas (eds) Access to Medicines & Vaccines (Springer 2022), p. 360.

33 Maria Grazia Medici et al, Patent Linkage Reform in Italy: Everything Changes but Nothing Changes, Bio-Science law review,
Vol 19 issue 4, 151, 151.
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accessible in the document colloquially known as the "Orange Book".>* This provides transparency
and an overview of the timeline for non-infringing market entry in accordance with the terms of the
pertinent patents.

It is beyond dispute that the Hatch-Waxman Act has been instrumental in stimulating growth in the
pharmaceutical market in the United States. Nevertheless, certain aspects of the system have been
identified as causing operational issues. The US patent linkage system has frequently been perceived
as an obstacle to the attainment of unimpeded and expeditious generic drug market entry.>* In reality,
patent linkage can be detrimental to the Bolar exemption and to the objectives of the patent system
to allow the invention to be used after the patent has expired. For example, concerns have recently
been raised in the US about the over-declaration of pharmaceutical patents that do not actually cover
the particular registered drug. The US Federal Trade Commission has issued a statement >
condemning the improper inclusion of patents by pharmaceutical companies in the Orange Book, a
practice that could delay the availability of cheaper generic drugs. The improper practice occurs
because the inclusion of patents in the Orange Book is based on self-declaration by the patent holder,
rather than an independent, objective review of whether the patent actually covers the drug. Despite
the potential risks to competition and the criticism, some 15 states have adopted patent linkage since

its introduction in the US.?’

II1. Legal Framework of the Bolar Exemption

1. International Legal Framework

Internationally, there is no harmonisation of the Bolar exemption. Despite the TRIPS Agreement draft
of 23 July 1990 proposing the inclusion of certain exceptions, including those related to experimental
purposes,*® the TRIPS Agreement itself does not contain an explicit provision on Bolar exemption.
Instead, any exception must comply with Art. 30, which lays down requirements applicable to all the
exceptions to rights conferred by a patent. Art. 30 allows Members to provide for exceptions to a

patent right under three conditions. The exception must be limited, i.e. they must not unreasonably

3 Approved Drug Products with therapeutic equivalence evaluations, 44" edition, available at:
https://www.fda.gov/media/71474/download?attachment. Information on patents see at Patent and Exclusivity Information
Addendum, AD1. The information provided, is very detailed and offers a product name and its code, patent no, patent expiration
date, patent codes, patent delist requested, exclusivity codes and exclusivity expiration date. See at ADA 11 of 442.

35 K.D. Raju, Patent Linkages and Its Impact on Access to Medicines: Challenges, Opportunities for Developing Countries, in: Reto
M Hilty, Carlos Correas (eds) Access to Medicines & Vaccines (Springer 2022), p. 360.

36 Federal Trade Commission Statement Concerning Brand Drug Manufacturers' Improper Listing of Patents in the Orange Book,
September 14, 2023.

37 K.D. Raju, Patent Linkages and Its Impact on Access to Medicines: Challenges, Opportunities for Developing Countries, in: Reto
M Hilty, Carlos Correas (eds) Access to Medicines & Vaccines (Springer 2022), p. 360.

3 The TRIPS Agreement, Drafting History and Analysis (ed. Daniel Gervais) (Firth Ed Sweet & Maxwell 2021) Marginal note no
3.434.
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conflict with the normal exploitation of the patent. It must not unreasonably prejudice the legitimate
interests of the patent holder. Finally, the interests of third parties to be taken into consideration. Art.
30 is inspired by the Berne three-step test and, as a result, resembles other "general exceptions". The

key distinction lies in the consideration of third party interests.

2. Legal Framework in Europe and Japan

In Europe, prior to 2005, no EU-level Bolar exemption existed. Instead, numerous states had enacted
statutory general research and experimentation exceptions, which were harmonised as a result of the
Community Patent Convention (CPC) of 1975%° the predecessor of the Unified Patent Court
Agreement. The CPC was never ratified by a sufficient number of countries to enter into force.
Nevertheless, it resulted in informal harmonisation of patent law in Europe, including the research
and experimentation exception, which was adopted in numerous jurisdictions verbatim or almost
verbatim. Art. 27 of the Community Patent Convention (CPC) of 1989, contains limitations of the
effects of the patent:

“The rights conferred by a patent shall not extend to any of the following:
(a)acts done privately and for non-commercial purposes;

(b)acts done for experimental purposes relating to the subject matter of the

patented invention; [...]”

The exception outlined in paragraph (b) is distinct from the private use exception addressed in
paragraph (a). The former was designed to exempt experiments conducted for industrial or
commercial purposes, as opposed to the latter, which covers only non-commercial acts. It thus
follows that the exemption for experimental use is not contingent on the requirements of "private"
and "non-commercial" use.

The Agreement on a Unified Patent Court*! came into force in June 2023. Art. 27 UPCA not only
contains an exception for acts done for experimental purposes relating to the subject matter of the

patented invention, which is analogous to Article 27(b) of the CPC, but also specifically covers the

3 The TRIPS Agreement, Drafting History and Analysis (ed. Daniel Gervais) (Firth Ed Sweet & Maxwell 2021) Marginal note no
3.435.

40 Convention for the European Patent for the Common Market (Community Patent Convention) 76/76/EEC OJ 26.1.76 No Lv
17/1. The Luxembourg Conference on the Community Patent was held in 1975, and on 15 December of that year, the Convention
for the European Patent for the Common Market, also known as the Luxembourg Community Patent Convention (CPC), was
signed in Luxembourg by the nine member states of the European Economic Community at that time. An attempt was made to
revive it in 1989, but without success. Art. 31 CPC 1975 = Art. 27 CPC 1989.

41" Agreement on a Unified Patent Court [2013] OJ 20.06.2013 C175/01, further in text — UPCA.
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acts set forth by Article 10(6) of Directive 2001/83/EC*? i:
“The rights conferred by a patent shall not extend to any of the following:

(d) the acts allowed pursuant to [...] Article 10(6) of Directive 2001/83/EC in
respect of any patent covering the product within the meaning of [Directive

2001/83/EC]”

The UPCA does not pursue further harmonisation, as Article 27(d) of the UPCA refers that the rights
conferred by a patent shall not extend to the acts permitted under Article 10(6) of Directive
2001/83/EC. Art. 217(3) of the Proposal for a Directive*® states that references to the repealed
Directive 2001/83/EC in the UPCA shall be construed as references to the proposed Directive once
it enters into force.

However, it should be noted that the majority of Member States have implemented a broader Bolar
exemption than that required by Directive 2001/83, which means that the national Bolar exemptions
of these states will not be compliant with the UPCA.* This applies in particular to acts to obtain an
MA in extra-EU jurisdictions. These acts are not exempted by either the current Bolar exemption set
down in the Directivr or the proposed exemption, yet most Member States exempt them as well.
However, despite the fact that the majority of EU Member States have enacted broader Bolar
exemptions than that of the Directive, all European patents litigated before the Unified Patent Court
(UPC) and all unitary patents will be limited to the scope of Art. 10(6) of the Directive as referred to
by Art. 27(d) UPCA. Considering that the opted-out patent will continue to be litigated before
national courts until the end of the transitional period, the landscape of Bolar exemption application

may remain fragmented across Europe unless further harmonisation is undertaken.
(1) EU Harmonization 2005
Eight years after the introduction of the US patent term extension, in 1992, Europe introduced its

equivalent in the form of a supplementary protection certificate. However, this was not accompanied

by a specific patent right limitation that would exempt testing of a drug for a generic MA equivalent

4 Consolidated text: Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the Community
code relating to medicinal products for human use, OJ L 311 28.11.2001, p. 67.

43 Proposal for a Directive of the European Parliament and of the Council on the Union code relating to medicinal products for
human use, and repealing Directive 2001/83/EC and Directive 2009/35/EC, 26 April 2023 COM(2023) 192 final
2023/0132(COD). Further — Proposal.

4 Cf. Marco Stief, The European Research and Bolar Exemption — Background, Status Quo and a Look at the Agreement on a
Unified Patent Court (UPCA) and the EU Commission’s New Draft Directive for the Reform of Pharmaceutical Legislation,
GRUR Int 2024, 824, 837.

4 See for a comprehensive reflection on the issue: Romandini, Chapter 15.4.1.2.3 in Romandini et al, Study on the Legal Aspects of
Supplementary Protection Certificates in the EU, Final Report, p. 353 et seqq.
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to the US Bolar exemption.

Prior to 2005, the majority of European states' national laws lacked a specific Bolar exemption.
Instead, they included general research and experimentation exception based on the CPC. However,
the application of the research exception differed across states, not primarily due to discrepancies in
the wording of the relevant national legislation, but rather as a result of varying interpretations by the
national courts.

The question of the actual scope of this exception was particularly highlighted in the context of trials
conducted for the purpose of obtaining an MA. The classic interpretation of the research and
experimentation exemption is that it applies to acts that intend to discover something unknown, test
hypotheses or test how something works in different environments, ways or under specific
circumstances. These acts were exempted with the objective of supporting general curiosity or to
advancing genuine innovation by further developing the status quo. As a result, there was no
consensus among the Member States as to whether clinical trials conducted with the objective of
testing imitations to provide the data necessary for a generic MA fall within the research exemption.

t,46 others had considered it to be

While some national courts had considered it to be an infringemen
covered by the exception.*’ Those countries that considered certain acts performed to obtain a
generic MA to be exempt from patent infringement or limited the effect of the patent to that aspect,
differed as to the scope of the exemption - i.e. which acts performed by whom should be covered.*
Uncertainty about the applicability of the exemption from patent infringement led potential generic
companies to wait until patent expiry to start clinical trials, thereby de facto prolonging the patent
term. In addition, the generics industry was not satisfied that the originator industry received
additional exclusivity in the form of SPC protection, while in Europe there was no equivalent
balancing of positions through a countermeasure of limitation of exclusivity rights as in the US.

Not only did litigation concerning the testing of a drug for approval grew, but the general research
exemption was also frequently invoked before national courts. In addition, generic companies began
lobbying to introduce an EU-level Bolar-type exemption.

Another factor contributing to the EU-level harmonization of the Bolar exemption was the WTO
Panel decision that found the Canadian Bolar exemption to be compatible with the TRIPS Agreement.
In 1996, the first attempt in the EU to introduce a Bolar exemption at EU level failed due to concerns

about its compatibility with the TRIPS Agreement.*’

46 See the UK court decision in Eli Lilly and Co v Medtronic Inc 873 D 2d 402, 10 USPQ 2d 1304 affirmed 496 US 661, 110 S. Ct.
2683 (1990) where court held clinical trials infringement.

47 See the German Supreme Court decision where even clinical trials to find new uses of a patented substance was held to fall
within the exemption under Sec. 11(2) Patent Act of 1981. German Supreme Court judgment of 11 July 1995, GRUR 1996, 109.
Also the French Court exempted clinical trials, see: TGI Paris judgment of 20 February 2001, PIBD 2001 No 729, III, 530.

4 See Chapter V 1. (2) below.

4 Justyna Ozegalska-Trybalska, The Bolar exemption — broad or narrow scope of safe harbour in European patent law? Prace z
prawa Wlasnosci Intelektualnej, Rok 2016, z. 132 ISSN 1689-7080, 143, 144 footnote No 5.
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In addition, the EU Commission's Communication set the goal of improving the sustainability of
healthcare financing for pharmaceuticals and thus the development of a competitive generics
market.’® The Communication notes that although the EU generics sector is strong, the level of
penetration in individual national markets varies widely, from 27% in Germany to 3-4% in Spain.”!
The Commission recognised that there are different reasons for this. However, one of the key actions
it proposed is the introduction of a Bolar exemption.>?

In addition, the Commission has indicated that in order to prevent the testing of a generic application
being carried out outside the EU solely for legal reasons and without any impact on the originators’
market, a provision needs to be introduced to allow such activities to be carried out during the period
of patent protection in the EU.

In consequence of these developments, the EU-level harmonization of the Bolar exemption took
place in 2004 by means of an amendment to the Directive 2001/83/EC, ** as set forth in Directive
2004/27/EC.>> The rationale behind the introduction of the Bolar exemption can be distilled into two
key objectives: firstly, to foster the growth of the European generics industry in the global market,
and secondly, to improve patient care by facilitating access to cost-effective generics and
biosimilars.>” Furthermore, it can be regarded as a means of redressing the impact of the introduction
of new privileges for originators (SPCs, data and market protection), in addition to patent protection,
which effectively constituted barriers to generic market entry. The Bolar exemption was intended to
prevent delays in the market entry of generic medicines.

Directive 2004/27/EC introduced the Bolar exemption by the replaced Art. 10 in its sixth paragraph

which reads:

30" Communication from the Commission to the Council, the European Parliament, the Economic and Social Committee and the
Committee of the Regions - A Stronger European-based Pharmaceutical Industry for the Benefit of the Patient - A Call for Action,
COM/2003/0383 final, 1 July 2003, p. 16.

31 Communication from the Commission to the Council, the European Parliament, the Economic and Social Committee and the
Committee of the Regions - A Stronger European-based Pharmaceutical Industry for the Benefit of the Patient - A Call for Action,
COM/2003/0383 final, 1 July 2003, p. 16.

32 Communication from the Commission to the Council, the European Parliament, the Economic and Social Committee and the
Committee of the Regions - A Stronger European-based Pharmaceutical Industry for the Benefit of the Patient - A Call for Action,
COM/2003/0383 final, 1 July 2003, p. 16: “Introduction of a ”Bolar-type” provision allowing generic testing, as well as the
consequential practical requirements, before the end of the patent protection period in order not to delay the introduction of
generics on the market after the expiry of the patent”.

33 Report from the Commission on the experience acquired as a result of the operation of the procedures for granting marketing
authorisations for medicinal products laid down in Regulation (EEC) N° 2309/93, in chapter III of directive 75/319/EEC and
chapter IV of directive 81/851/EEC Report on the basis of Article 71 of Regulation (EEC) No 2309/93, p. 21.

3 Consolidated text: Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the Community
code relating to medicinal products for human use.

35 Point 8) Directive 2004/27/EC of the European Parliament and of the Council of 31 March 2004 amending Directive 2001/83/EC
on the Community code relating to medicinal products for human use (Text with EEA relevance) OJ L 136, 30.4.2004, p. 34-57.
Bolar exemption was also introduced for the veterinary products’ authorisation in Art. 13(6) of the directive 2001/82/EC. Now
Art. 41 of the Regulation (EU) 2019/6 of the European Parliament and of the Council of 11 December 2018 on veterinary
medicinal products and repealing Directive 2001/82/EC (covers veterinary medicinal product Bolar exemption.

3 BT-Drs 15/5316, p. 1 and 31.

37 Ullrich Gassner, “Unterlagenschutz im Europdischen Arzneimittelrecht®, GRUR Int 2004, 983, 990.
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“6. Conducting the necessary studies and trials with a view to the application of
paragraphs 1, 2, 3 and 4 and the consequential practical requirements shall not
be regarded as contrary to patent rights or to supplementary protection

’

certificates for medicinal products.’

The provision refers to abbreviated MAs which do not require the submission of a full data dossier.
The exemption covers studies and trials for generic drugs (Art. 10(1) and (2), bio-similar drugs (Art.
10(4)) and studies for “bridging data” (Art. 10(3)) which are necessary for a modification in the
active substance(s), therapeutic indications, strength, pharmaceutical form or route of administration.
The provision refers to “conducting the necessary studies and trials”. These encompass all tests with
the drug, necessary for the generation of data for any of the aforementioned MA types. Moreover, it
is explicitly delineated that the objective of the exempted acts is to obtain an MA, as set forth in the
paragraphs to which it refers. The exemption encompasses both patents and supplementary protection
certificates.

The provision refers directly to marketing authorisation in the EU and its Member States, but not to
obtaining marketing authorisation in other jurisdictions, so the acts it exempts are limited to those
necessary to obtain marketing authorisation in the EU jurisdiction. Furthermore, the provision refers
to "the consequential practical requirements", which leaves room for interpretation.

While Art. 10(6) of Directive 2001/83/EC harmonises the national law, the Bolar exemption on a

national Member State level is contained either in paten law>®

or laws governing the path to
marketing of medicinal products > . Despite the harmonisation of the exception through the
amendment of general pharmaceutical legislation, EU Member States have implemented this
provision in a manner that varies significantly across national laws.®® The majority of EU Member
States have enacted a Bolar exemption that extends beyond the minimum standards set forth in the
directive. !

Moreover, after two decades of operation, it can be concluded that Article 10(6) of the Directive has
not only been implemented in disparate ways at the national level, but that the national courts have
also interpreted it in varying ways. The primary differences pertain to the application of the Bolar

exemption, either to only acts for an MA within the EU or additionally in other jurisdictions, and the

scope of acts encompassed by the Bolar exemption with respect to third party suppliers.

38 See, for example, the UK: § 60(5)(i) and § 60(6D)—~(6G) Patents Act 1977, Germany: §11.2b Patentgesetz.

% See, for example, Belgium: Art. 6bis §1 para. 12 Law on Medicinal Products; and Lithuania: Art. 11(13) Law No. X-709 of 22
June 2006.

% For a broader overview of the Bolar exemption of the EU Member States see the table 15.1. Bolar exemption in the EU Member
States with the collection of the relevant articles and the commentary: Laura Valtere and Roberto Romandini, Table 15.1 in:
Romandini et. al. Study on the Legal Aspects of Supplementary Protection Certificates in the EU, Final Report, p. 353 et seqq.

1 Equivalent provision to the Art. 10(6) of Directive have implemented: Belgium, Cyprus, Greece, Luxembourg, the Netherlands.
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(2) Germany

Prior to the EU harmonisation of the Bolar exemption, the general experimental use exception was
applied in Germany to bioequivalence studies of generic drugs. The research exemption is enshrined
in Sec. 11(1) of the German Patent Act of 1981:

“The effect of a patent does not extend to

2. acts done for experimental purposes relating to the subject matter of the

patented invention; [...]”

For an act of research to fall within this exception, it must be carried out on the subject matter, as
opposed to with the subject matter. If the invention itself has been the subject of research, it is covered
by the exception. However, if the research is carried out by using the invention to carry out research
on another subject matter, it does not qualify for the exemption. A classic example is the microscope.
If someone carries out a research study on how the (patented) microscope works and on its properties,
this is covered by the research exemption. However, if the (patented) microscope is used in
experiments to study biological material, it does not qualify for the exemption.

In regard to tests with the drug for an MA, the German courts have interpreted the research exception
in two seminal cases: Clinical Trials I and Clinical Trials II°*, which took place in the 1990s. In
the case of Clinical Trials I, one of the defendants had obtained a compulsory licence, which
permitted the manufacture and sale of compositions containing patented interferon-gamma, which
had been authorised for treatment of rheumatoid arthritis. The defendants carried out tests to identify
new uses for the drug, with a view to obtaining further compulsory licences for those uses. The
plaintiff objected to these tests and claimed patent infringement.

The Court pointed out that Art. 11(2) exempts only those experiments on the medicinal product which
are aimed at gaining knowledge and thereby promoting scientific progress.®> However, according to
the Court, the tests are also covered by the exception if they are aimed at investigating the patented
invention for a new, unknown effect, even if they are intended for a commercial purpose.®

Clinical Trials 11, the defendant conducted clinical trials with a recombinant erythropoietin derived
from hamster kidney cells. The purpose of the trials was to conduct a study to obtain data necessary

for a marketing authorisation, i.e. for commercial rather than scientific purposes. The Court in

2 See other examples: Hans-Raines Jaenichen, Johann Pitz, Research Exemption/Experimental Use in the European Union: Patents
Do Not Block the Progress of Science, Cold Springer Harbour Perspectives in Medicine.

3 Federal Court of Justice (BGH) judgment of 11 July 1995 in Clinical Trials I X ZR 99/92, GRUR 1996, 58.

% Federal Court of Justice (BGH) judgment of 17 April 1997 in Clinical Trials Il X ZR 68/94, NJW 1997, 3092.

5 Federal Court of Justice (BGH) judgment of 11 July 1995 in Clinical Trials I X ZR 99/92, GRUR 1996, 58, 59.

% Tbid at 60.
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Clinical Trials II held that Sec. 11(2) stipulates that

“all experimental acts relating to the subject-matter of the invention should be
exempted, irrespective of the additional motivation with which they are carried

out and the ultimate purpose of the knowledge gained.”’

Further, the Court held that clinical trials testing a medicinal product containing a protected active
ingredient are also permitted if they aim to obtain data for authorising the product. The trial's
commercial orientation does not make it an inadmissible infringement.®® It is irrelevant whether
these acts were undertaken with the intention of obtaining an MA, provided that they do not
unreasonably interfere with the commercial interests of the patent holder.

German Patent Act implemented Art. 10(6) of Directive 2001/83/EC by Art. 3 of the 14th Law
amending the Medicinal Products Act. Art. 11 of German Patent Act was supplemented with a new

paragraph 2b which reads as follows:

“The effect of a patent shall not extend to ... 2b. studies, experiments and the
practical requirements resulting therefrom which are necessary for obtaining
authorisation to place medicinal products on the market in the European Union,
or which are necessary for obtaining authorisation to place medicinal products

on the market in the Member States of the European Union or in third countries”.

Germany has introduced the broad Bolar exemption. It covers all activities - "trials and practical
requirements" - necessary to obtain an MA. Moreover, the German Bolar exemption is clearly not
limited to generic drug MAs, but also covers applications for innovative drug MAs. In addition, the
exemption provides a safe harbour for acts carried out within the EU as well as for acts necessary to

obtain an MA in "third countries".
(3) The UK
Before the harmonisation of the Bolar exemption in the EU, the general research exception applied

also in the UK to cases involving acts carried out for the purposes of trials to obtain marketing

authorisation. ® The first UK Court of Appeal decision was rendered in the case Monsanto v

67 Federal Court of Justice (BGH) judgment of 17 April 1997 in Clinical Trials II, NJW 1997, 3092, Erw. 3(5). [,,Der Wortlaut der
Vorschrift legt die Auslegung dahin nahe, daf alle Versuchshandlungen, die sich auf den Gegenstand der Erfindung beziehen,
freigestellt sein sollen, und zwar unabhéngig davon, mit welcher zusétzlichen Motivation sie vorgenommen werden und welchem
Zweck die gewonnenen Erkenntnisse letztlich zu dienen bestimmt sind.*]

%8 Federal Court of Justice (BGH) judgment of 17 April 1997 in Clinical Trials I1 X ZR 68/94, NJW 1997, Headline 2.

% Art. 60(5)(b) of the UK Patent Act: “An act which [...] would constitute an infringement of a patent for an invention shall not do
so if it is done for experimental purposes relating to the subject-matter of the invention”.
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Stauffer, " in which the alleged infringing acts concerned experiments conducted with the
agrochemical.

In this case the injunction was sought to be modified in order to permit the defendants to conduct
experiments with the drug, including field trials for the purpose of regulatory approval of the
herbicide. As an outcome, the Court modified the injunction, permitting the conduct of experiments

on the agrochemical, but not for field trials necessary to obtain an MA. Dillon LJ, explained:

“Trials carried out in order to discover something unknown, or to test a
hypothesis, or even in order to find out whether something which is known to
work in specific conditions, e.g. of soil or weather, will work in different
conditions can fairly ... be regarded as experiment. But trials carried out in order
to demonstrate to a third party that a product works, or, in order to amass
information to satisfy a third party, whether a costumer or a body such as the
PSPS or ACAS [regulatory authorities], that the product works as its maker

claims are not to be regarded as acts done for ‘experimental purposes’.”

Pursuant to this, the judge explained that acts that generate new knowledge are covered by the
research exemption whereas those that are conducted with the objective of merely corroborating
existing knowledge, which is indispensable for the regulatory authority to issue an MA, would not
be exempted by the research exception. The findings indicate that neither bioequivalence studies nor
full clinical trials for the purpose of obtaining an MA generate new knowledge.

This was also confirmed in another case involving agrochemicals — Auchincloss.”' In this case, the
Court denied the submission of a sample to the regulatory authority for the purpose of obtaining an
approval as falling under the research exception.

The ramifications in the UK was also noticeable following the German court decisions in Clinical
Trials I and Clinical Trials II. The German Clinical Trials decisions were reflected in the UK case of
CoreValve v Edwards LifeSciences.” The Court held that clinical trials may be carried out on a
patented invention, but only to examine its effect in yet unpatented indications.”® The infringing acts
were the supply of the valve to certain hospitals in order to train the doctors and “gain valuable

information” about the valve. The Court held that

“a defendant could always say, and with some truth, that by putting his product

on the market (general or special) he was gaining valuable information that

70 Monsanto Co v Stauffer Chemical Co (1985) RPC 515.

71" Auchincloss and Another v Agricultural and Veterinary Supplies and Others [1999] RPC 397.

72 England and Wales High Court decision of 9 January 2009 in CoreValve v Edwards LifeSciences [2009] FSR 8.
73 See paras 73 et seqq.
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might even prompt him to modify his device in future.”

In addition, the defendant did not do so gratis, but for a “substantial amount for each unit.” The Court
thus concluded that the acts did not fall within the exception and therefore constituted an
infringement of the patent. Although the applicability of a research exemption in this case was
rejected, the German court's decision has had a discernible impact on the UK courts' approach to

similar matters.

Following the introduction of the EU Bolar exemption and the subsequent harmonisation of national
legislation, the UK has implemented the European Bolar exemption in Art. 60(5)(i) of the Patents
Act:

“(5) An act which ... would constitute an infringement of a patent for an invention

shall not do so if-

[...]
(i) it consists of:

(i) an act done in conducting a study, test or trial which is necessary for
and is conducted with a view to the application of paragraphs 1 to 5 of article 13
of Directive 2001/82/EC or paragraphs 1 to 4 of article 10 of Directive
2001/83/EC, or

(ii) any other act which is required for the purpose of the application of

’

those paragraphs.’

The exception applies to both human and veterinary medicines. However, it specifically applies to
applications for a marketing authorisation in the EU, but not in third countries.
Another exemption was introduced in the UK on 1 October 2014 - the so-called "New Experimental

Use Exemption":

“(6D) For the purposes of subsection (5)(b), anything done in or for the purposes
of a medicinal product assessment which would otherwise constitute an
infringement of a patent for an invention is to be regarded as done for

experimental purposes relating to the subject- matter of the invention.

(6E) In subsection (6D), “medicinal product assessment” means any testing,

course of testing or other activity undertaken with a view to providing data for

22



any of the following purposes:

(a) obtaining or varying an authorisation to sell or supply, or offer to sell or

supply, a medicinal product (whether in the United Kingdom or elsewhere);

(b) complying with any regulatory requirement imposed (whether in the

United Kingdom or elsewhere) in relation to such an authorisation, [...]”

This exemption is not linked to the Bolar exemption set forth by Sec. 60(5)(i), which is based on the
EU law, but instead it extends the scope of the original experimental use exception. This exemption
relates specifically to medicinal products. The New Experimental Use Exemption of 2014 is broader
than the EU Bolar Exemption implemented in the UK and may therefore have made the former UK
Bolar Exemption redundant. Firstly, it covers "any test, trial or other activity undertaken with a view
to providing data", thus explicitly covering the authorisation of innovative medicines. Secondly, it
covers activities undertaken to obtain marketing authorisation in third countries. Thirdly, the scope
of the purpose limitation exceeds that of the classic Bolar exemption and extends beyond the acts
necessary for an MA grant. As it encompasses "any regulatory requirement", price and

reimbursement setting and HTA are also included.

(4) Japan - Research Exemption

There is no specific Bolar exemption in Japan. Accordingly, Japanese patent law does not have an
equivalent of a Bolar exemption in the sense of a specifically designed provision that would explicitly
address acts such as conducting clinical trials to obtain an MA and exempt them from patent
infringement or limit the scope of protection or effect of a patent with respect to such acts. In lieu of
a Bolar exemption, similarly as Europe before the introduction of a Bolar exemption, Japan has a
general patent right limitation set forth in Article 69 of Japanese Patent Law. The first paragraph of
Article 69 stipulates:

“(1) The effect of the patent right shall not extend to the working of the patented

invention for the purposes of experiment or research.”

The provision essentially limits the effect of a patent with respect of experiments and research on the
patented invention generally, without prejudice to the specific application in certain industries. The

rationale behind this provision is to encourage technological advancement by enabling the patented
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invention to be used in experiments or research.”*

Despite the exception set forth by Article 69(1) of the Japanese Patent Act being the general research
exception with a specific purpose — to advance technology — it has been applied by the courts mostly
in cases where experiments have been conducted to obtain an MA for agrochemicals and
pharmaceutical products.’

The first case to address the application of Art. 69(1) to tests for a drug authorisation was the case
Monsanto Co. v. Stauffer.’® Stauffer engaged a public institute to conduct tests on the herbicide in
accordance with the requirements for registering the generic herbicide. These tests commenced
during the patent term of the chemical and were solely for the purpose of obtaining the necessary
approval for sale of the herbicide in Japan.

The defendant invoked the research exception as a defence, but the Court ruled that, as the tests were
not designed to advance the technology but only to assess the commercial potential of that chemical,
they did not fall under the research exception. The Court ruled that the experimentation did not align

with the objective set out in Article 69(1) of the Japanese Patent Law. The Court argued that

“With respect to the legislative intent (of Article 69 of the Patent Act), the aim of
experiments and research is the advancement of technology to a next step, not the
production, sale or otherwise of products related to a patent. [...] an experiment
for an agricultural chemical registration required for the sale of herbicide in this

case was exclusively for the purpose of sale of the defendant’s herbicide, not for
the technical progress. Therefore, the experiment in question is not considered as

'experiment or research’ within the meaning of Article 69 of the Patent Act.”

This is consistent with the theory developed by Professor Someno,”” who posits that acts targeted at
marketing research shall not be exempt from infringement.”® Indeed, Professor Someno has stated
that the research and experimentation exception does not apply to all kinds of experiment and
research, and that certain limitations apply.” This limitation, as she notes, is contingent upon the
objective of the experiment, a point also made in the Court's decision in the Stauffer case.®’

81

Professor Someno®' analysed the theories of the German legal scholars. In her publication a few

74 Hiroya Kawaguchi, The Essentials of Japanese Patent Law (Kluwer Law International 2007) p. 75; Keiko Someno, “Working of
Patented Invention for Experimentation and Research Purposes (I) and (II),” AIPPI Vol. 33, No. 3, p. 138-143, No. 4, p. 206-210
(1988).

5 Ibid., p. 75.

76 Tokyo District Court, 29th Civil Division, judgment of 1987 in (1985 (Wa) 7463, 6428, 1986 (Wa) 671, Hanrei Jiho 1246, at 128,
Monsanto Co. v. Stauffer Japan K. K. and Stauffer Chemical Company.

77 Keiko Someno, “Working of Patented Invention for Experimentation and Research Purposes”, AIPPI Vol. 33, No. 3, No. 4.

78 Yoshiyuki Tamura and Noriko Shimizu, Tokkyoho Kogi (Lecture on Patent Law) (Kobundo, 2024), p. 262.

7 Keiko Someno, “Working of Patented Invention for Experimentation and Research Purposes (I),” AIPPI Vol. 33, No. 3, 138.

80 Tbid., at 139.

81 Keiko Someno, “Working of Patented Invention for Experimentation and Research Purposes (I1),” AIPPI Vol. 33, No. 4, 206 at
207.
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years after the Stauffer decision, she disagreed with the German scholar's analysis that prohibiting
this type of experimentation would lead to a prolongation of the patent term which would be contrary
to the purpose of patent law and contrary to the public interest. She noted that the patentee was
actually prevented from working on an invention by the pre-marketing compliance. In fact, the
effective patent term was shortened - the exclusive marketing period of the original drug was
shortened because of the tests required for marketing authorisation. And that was correct for that
period. In fact, patent term extension, which is designed to compensate the originator company for
the reduction in the effective patent term due to regulatory compliance, was first introduced in Japan
in 1999.

The decision in this case has been a landmark in the assessment of clinical trials during the patent
term for a long time.®? Some 50 other cases were brought before the court following the Stauffer
case.®® The late 1990s marked the beginning of the expiration of Japanese substance patents granted
following the legislative change in 1975 that permitted the patenting of substances.3* In consequence
of the soon expiry of these patents, a considerable number of generic manufacturers initiated the
process of obtaining the necessary approvals for marketing of their generic products. In response, the
patentees initiated legal proceedings for infringement, citing the Stauffer case as precedent. They
argued that the experiments conducted with the drug in question, undertaken with the objective of
obtaining approval for its manufacture and sale, did not constitute an experiment within the meaning
of Article 69(1). Consequently, they asserted that the actions of the generic manufacturers constituted
patent infringement.®> Generic drug manufacturers contested this position, asserting that the Stauffer
decision does not constitute an established court precedent and that the requisite testing for approval
is covered by Art. 69(1).%

The approach adopted by the district courts and accordingly the outcome in cases where tests were
alleged to constitute an infringement and Article 69(1) was applied, were not consistent. Indeed, a
slightly greater number of courts ruled that such acts were not an infringement, while others followed
the Stauffer decision and thus confirmed that they constituted an infringement.®’

For example, on 6 March 1996, the Nagoya District Court held that conducting experiments for an
MA infringes a patent if it is done while the reference drug's patent is still in force. The reasoning
was based on the Stauffer argument - the research exception requires that the experiments are carried

out with the specific intention of "advancing technology". If there is no such intention, the exception

82 Klaus Hinkelmann, Gewerblicher Rechtsschutz in Japan (2. Auflage Carl Heymanns Verlag 2008) p. 207, Rn 831.

8 Klaus Hinkelmann, Gewerblicher Rechtsschutz in Japan (2. Auflage Carl Heymanns Verlag 2008) p. 208, Rn 835.

4 Yoshiyuki Tamura and Noriko Shimizu, Tokkyohd Kogi (Lecture on Patent Law) (Kobundo, 2024), p. 263.

5 Yoshiyuki Tamura and Noriko Shimizu, Tokkyohd Kogi (Lecture on Patent Law) (Kobundo, 2024), p. 263.

¢ Yoshiyuki Tamura and Noriko Shimizu, Tokkyohd Kogi (Lecture on Patent Law) (Kobundo, 2024), p. 264.

7 Yoshiyuki Tamura and Noriko Shimizu, Tokkyohd Kogi (Lecture on Patent Law) (Kobundo, 2024), p. 263. Reference 1 of Klaus
Hinkelmann, Comment, in Business Law in Japan — cases and comments, Intellectual Property, Civil, Commercial and
International Private Law (Moritz Baelz et al eds.) (Wolters Kluwer 2012) p. 415.

® 0 w0
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set out in Art. 69(1) of the Patent Act does not apply.®® To illustrate the divergent approach of
Japanese courts, on 18 July 1997, the Tokyo District Court ruled the opposite.*

Finally, in 1999, one of the district court cases — the Foipan case - was appealed to the Supreme
Court. The Court had to assess whether the conducting of tests with the patented substance in order
to obtain a government approval for the manufacture and sale of the drug pursuant to Art. 14(1) of
the Law on Pharmaceutical Business constitutes an infringement.”® The defendant invoked Article
69(1) as a defence. At that time, the prevailing view among the majority of legal scholars was aligned
with the Stauffer decision, namely that tests for MA approval constituted an infringement.!

The Court was required to re-examine the legislative intent underlying the provision. According to
the original interpretation, the objective of Article 69(1) is to advance technological progress. In this
case, the "working" of the patented invention was the experimentation with the drug in order to obtain
an MA, rather than the facilitation of innovation per se. Nevertheless, the Court acknowledged that
if clinical trials with the patented substance were to be prohibited, it would result in a situation where
third parties would be unable to utilise the patented inventions for a period exceeding the patent term.
Such a result would be contrary to the fundamental principles of the patent system. The exclusive
right conferred by the patent is for a fixed time period; once this period has expired, the invention
shall be freely available for use by any third party, thereby benefiting society. If the third party were
prohibited from using the technology after the expiration of the patent, the equilibrium between the
patent holder and third parties, as well as society at large, would be disrupted.”?> By encompassing
clinical trials conducted by a generic company aiming to obtain market approval by the statutory
research exception, contribution to the overall development of industry and supplying benefit to
society have been promoted.”

Furthermore, the Court highlighted that the production of pharmaceutical products during the patent
term for subsequent sale after the patent's expiration constitutes "excessive working of the patented
invention," which is tantamount to patent infringement. Accordingly, the exception provided for in
Article 69(1) of the Patent Act is limited to the extent of use of a patented invention necessary for the
conduct of clinical trials, but not beyond what is necessary to comply with regulatory requirements.

As a result, the patent holder retains the exclusive commercial exploitation of his invention and is

8 Klaus Hinkelmann, Comment, in Business Law in Japan — cases and comments, Intellectual Property, Civil, Commercial and
International Private Law (Moritz Baelz et al eds.) (Wolters Kluwer 2012) p. 416.

8 Tokyo District Court judgment of 18 July 1997 in case 1996 Wa 7430 Otsuka Pharmaceutical Co., Ltd v Towa Yakuhin.

%0 In other sources called also Pharmaceuticals Act. Art. 14(1) Reads as follows: “A person who intends to market
pharmaceuticals ... must obtain approval from the Minister of Health, Labour and Welfare for each such item.” Further paragraphs
list the requirements for obtaining an MA.

91 Yoshiyuki Tamura and Noriko Shimizu, Tokkyoho Kogi (Lecture on Patent Law) (Kobundo, 2024), p. 265.

92 Klaus Hinkelmann, Comment, in Business Law in Japan — cases and comments, Intellectual Property, Civil, Commercial and
International Private Law (Moritz Baelz et al eds.) (Wolters Kluwer 2012) p. 417.

3 Cf. Klaus Hinkelmann, Comment, in Business Law in Japan — cases and comments, Intellectual Property, Civil, Commercial and
International Private Law (Moritz Baelz et al eds.) (Wolters Kluwer 2012) p .417.
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able to reap the benefits of this status.”

Prior to the Supreme Court ruling, the prevailing view amongst academic circles was that the
conducting of tests on the drug, with a view to obtaining approval for its marketing, would constitute
patent infringement if undertaken during the patent term.”> Nevertheless, the prevailing opinion
amongst the academic scholarship remains to be in favour of the aforementioned standpoint, even
subsequent to the Supreme Court's ruling.”® Professor Tamura et al. have pointed out that although
the promotion of competition - the argument used by the generic companies to invoke the safe
harbour of Art. 69(1) for tests with the drug - is beneficial, in the absence of an explicit statutory
provision, the underlying policy analysis and value judgement of the Patent Act must be applied.®’
They draw attention to the distinction between the interpretation of the law and legislative action,
and to the need to draw a line between the two.”® They criticise the Court's analysis, which refers to
the basic principles of the patent system, i.e. that restricting the conduct of tests with the drug to
obtain an MA would extend the patent term beyond the 20 years set by law.”® Another argument put
forward by the professors is that there are other barriers to marketing the product on the first day
after the patent expires - i.e. manufacturing and stockpiling during the patent term is an infringement
and not an exemption from patent infringement. They logically state that the generic manufacturer
would not be able to launch the drug anyway because it still needs to be manufactured. This
observation is correct. Nevertheless, this is applicable to all industries, whereas the testing process
for marketing approval is specific to the pharmaceutical industry!® and may be perceived as
unjustified discrimination against the specific sector if the preparation for marketing in sense of
compliance with the administrative requirements is postponed following the expiration of the patent.
Conducting the tests has no direct impact on the exclusive market status of the patent holder of the
original drug during the patent term. However, manufacturing and stockpiling may have such an

effect, and therefore these acts are prohibited during the patent term.

%% Cf. Business Law in Japan — cases and comments, Intellectual Property, Civil, Commercial and International Private Law (eds.
Moritz Baelz et al), p. 414.

95 Yoshiyuki Tamura and Noriko Shimizu, Tokkyoho Kogi (Lecture on Patent Law) (Kobundo, 2024), p. 265.

% See the analysis of Yoshiyuki Tamura and Noriko Shimizu, Tokkyohd Kogi (Lecture on Patent Law) (Kobundo, 2024), p. 265.
97 Yoshiyuki Tamura and Noriko Shimizu, Tokkyoho Kogi (Lecture on Patent Law) (Kobundo, 2024), p. 265.

% Yoshiyuki Tamura and Noriko Shimizu, Tokkyoho Kogi (Lecture on Patent Law) (Kobundo, 2024), p. 265.

% Yoshiyuki Tamura and Noriko Shimizu, Tokkyoho Kogi (Lecture on Patent Law) (Kobundo, 2024), p. 265.

100 And a few other industries, such as veterinary medicines and agrochemicals.
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IV. Patent Linkage

The concept of patent linkage is not enshrined within the TRIPS Agreement. Consequently, countries
that have implemented it, have adopted a TRIPS-plus approach. At the international level, patent
linkage is set forth in bilateral free trade agreements where one party is the United States, as well as
in multilateral regional investment protection and trade agreements, such as the Comprehensive and

Progressive Agreement for Trans-Pacific Partnership. !

1. The EU

Atthe EU level, patent linkage is prohibited. The European Commission, in its Report on competition

enforcement in the pharmaceutical sector, states:

“Patent linkage refers to the practice of linking the granting of MA, the pricing
and reimbursement status or any regulatory approval for a generic medicinal
product, to the status of a patent (application) for the originator reference
product. Under EU law, it is not allowed to link marketing authorisation to the

patent status of the originator reference product.”'%?

The grounds on which the regulatory authority may refuse, suspend or revoke authorisation are set
out in Art. 81 of the Regulation (EC) 726/2004 and Art. 126 of the Directive (EC) 2001/83/EC. The
list is exhaustive and does not refer to the patent status. Instead, the grounds for assessment are
scientific criteria relating to the quality, safety and efficacy of the medicinal product concerned and
are linked to public health considerations. No other criteria shall be taken into account by the
regulatory authority taking a decision on marketing authorisation. In particular - the regulatory
authority shall disregard any patent status when considering the authorisation of the medicinal
product in Europe. As patent status is not one of the grounds listed in the Regulation and the Directive,
it cannot be used as a basis for refusing to grant a marketing authorisation. In addition, the
Commission may initiate infringement proceedings against any Member State that fails to comply
with the Directive.

The report makes clear that issues pertaining to private law, such as those related to patent law, must

be addressed in accordance with the relevant provisions of patent law before the competent court. '3

191 The Comprehensive and Progressive Agreement for Trans-Pacific Partnership (CPTPP), initially abbreviated as TPP11 or TPP-
11. Signed on 8 March 2018 in Santiago, Chile.

102 Buropean Commission, DG Competition, “Pharmaceutical Sector Inquiry — Final Report, 8 July 2009, p. 130.

103 European Commission, DG Competition, “Pharmaceutical Sector Inquiry — Final Report, 8 July 2009, p. 130.
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Furthermore, patent linkage can be anti-competitive and detrimental to public interest.'**

5

In addition, Rec. 65 of the Proposal for a Directive!% states:

“The competent authorities should refuse the validation for an application for a
marketing authorisation referring to data of a reference medicinal product only
on the basis of the grounds set out in this Directive. The same applies to any
decision to grant, vary, suspend, restrict or revoke the marketing authorisation.
The competent authorities cannot base their decision on any other grounds. In
particular, those decisions cannot be based on the patent or SPC status of the

reference medicinal product.”'*®

Further, the European Parliament!?” has proposed the introduction of an explicit ban on patent
linkage in the European Commission’s proposed regulation on the unitary supplementary protection

certificates for medicinal products (recast). Art. 35 introduces a new paragraph — 11a, which states:

“By way of derogation of Article 35(9)(b) public authorities shall not use the
information provided for in the register for practices of patent linkage and no
regulatory or administrative decisions related to generics or biosimilar shall be
based on information provided for in the register and be used for refusal,
suspension, delay, withdrawal or revocation of marketing authorisation, pricing

and reimbursement decisions or tender bids.”

The objective of this provision is to prevent misuse of the register. While the objective of
implementing the register which includes the expiration dates of SPCs, is to enhance transparency in
the SPC landscape, it has been acknowledged that it could potentially be utilised in patent linkage
schemes. An explicit prohibition of patent linkage set forth in Art. 35(11a) is therefore intended to
ensure that competition is not impeded beyond the expiration of SPCs.

Despite the EU's consistent assertion that any form of patent linkage is unlawful, this does not
preclude the possibility of current or past patent linkage at the national level in Europe. Indeed,
although the majority of the Member States have no patent linkage in place, there are some exceptions.

To illustrate, Slovak Republic Act 140/1998 concerning medicinal products and medical devices

104 Maria Grazia Medici et al, Patent Linkage Reform in Italy: Everything Changes but Nothing Changes, Bio-Science law review,
Vol 19 issue 4, 151.

105 Proposal for a Directive of the European Parliament and of the Council on the Union code relating to medicinal products for
human use, and repealing Directive 2001/83/EC and Directive 2009/35/EC, 26 April 2023 COM(2023) 192 final
2023/0132(COD).

19 Emphasis added.

197 European Parliament legislative resolution of 28 February 2024 on the proposal for a regulation of the European Parliament and
of the Council on the supplementary protection certificate for medicinal products (recast) (COM(2023)0231 — C9-0146/2023 —
2023/0130(COD)), available: https://www.europarl.europa.cu/doceo/document/TA-9-2024-0099 EN.html [last accessed:
07.11.2024].

29


https://www.europarl.europa.eu/doceo/document/TA-9-2024-0099_EN.html

stipulated that a generic MA application shall be rejected if the reference product or its active
substance is protected by a patent or SPC that is still in force. This article was amended in 2007 and
now states that if the reference product is covered by a patent or an SPC in force, the decision on the
registration of a generic product shall be taken on the day following the expiry of the patent
protection. 1%

Portugal has witnessed a considerable number of legal proceedings in which the originators were
seeking interim injunctions in the administrative courts against the generic MA grants, on the grounds
that these represent a potential threat of infringement.!'® The Portuguese courts have reached
disparate conclusions on the aforementioned matter. While some have determined that such an MA
grant constitutes an infringement and have suspended the administrative decisions until the expiration
of the patents, others have maintained the approvals. However, in light of the opinion of the Council
of the EU and the European Commission, Portugal enacted amendments to its legislation, explicitly

stating that administrative state acts are not considered to be in violation of patent rights. !

2. Japan

(1) Origins and Legal Nature of Japanese Patent Linkage

Japan introduced the patent linkage in 1994.!'! However, it is not a statutory regulation that sets
forth the path of the Japanese patent linkage system. Rather, it is a de facto system that differs from
the US and other states’ patent linkage systems. In Japan, the patent linkage system is based on two
Ministerial Notices from the Director of the Ministry of Health, Labour and Welfare (MHLW) that
are addressed to the Directors of the Health Departments of Prefectural Governments.'!?According
to the Ministerial Notices, there are two circumstances in which a generic drug shall not be granted
marketing approval. The first of these is where a drug for the approval is covered by an active
ingredient patent. In the aftermath of the 2009 Notice, the second scenario pertains to a
pharmaceutical agent that is subject to a medical use patent. In the event that a drug is to be authorised

for a specific medical use (or effect) and, despite the substance of the drug being patent-free, that

108 Art. 22(8) Act 140/1998 of 21 May 1998 on medicines and medical aids.

109 Teresa Nombre, Portugal — Bolar Exemption, Patent Linkage and Compulsory Arbitration, GRUR Int 2012, 289 at 289.

110 Teresa Nombre, Portugal — Bolar Exemption, Patent Linkage and Compulsory Arbitration, GRUR Int 2012, 289 at 290.

T Handling of Drug Patent Information in Relation to Examination for Approval (October 4, 1994; Yaku-Shin No. 762).

112 Handling of Drug Patent Information in Relation to Examination for Approval" (Notice of the Director of the Evaluation
Division of the Pharmaceutical Affairs Bureau No. 762 of October 4, 1994) and "Handling of Drug Patents in Relation to
Examination for Approval of Generic Drug for Medical Use under the Pharmaceutical Affairs Act and NHI Price Listing"
(Notice of the Director of the Economic Affairs Division of the Health Policy Bureau No. 0605001/Notice of the Director of the
Evaluation and Licensing Division of the Pharmaceutical and Food Safety Bureau No. 0605014 of June 5, 2009). (Further —
Ministerial notices). In some sources a third notice is mentioned: Notice of the Economic Affairs Division, Health Policy Bureau
No.0115001.
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specific therapeutic use is under patent protection, approval will not be granted. Conversely, if the
application for market approval encompasses patent-free therapeutic uses, the existence of a patent
pertaining to the same patent-free substance but another therapeutic use will not impede approval.
The Pharmaceutical Business Law'!® does not contain any reference to patent linkage,''* nor does
the Japanese Patent Act. In particular, Art. 14 of the Pharmaceutical Business Law, which sets out
the requirements for an MA grant, does not mention patent rights relating to the reference medicinal
product in question as a ground for refusal or stay of an MA grant.

The formal status of the Ministerial Notices is that it is not a law; therefore, it has no legally binding
character.!'> Although it has been suggested that the effect of the Ministerial Notice is similar to that

116 this is not true. The Guidelines do not create a new institute,

of the Guidelines known in Europe
but merely detail how the Patent Office examines patents and explains how it applies the relevant
articles, whereas the Notice of Patent Linkage has no reference in the Pharmaceutical Act, it creates
a completely new concept which has no roots in any statutory law.

The rationale behind the introduction of the patent linkage in Japan is unclear. As it is not a legislative
act, there are no parliamentary debates or annotations of law available. It is unclear whether the
inspiration for this was the US patent linkage, which was introduced in the US 10 years before the
Japanese.

Nevertheless, the Ministerial notice sets out the objective of "ensuring a stable supply of
pharmaceuticals." The introduction of a generic drug to the market may result in litigation by the
originator due to patent infringement. This could ultimately lead to an injunction and recall of the
infringing drugs from the market, potentially disrupting the supply chain for generic drugs. However,
it is questionable whether this actually works against the stable supply of medicines, since the
medicine itself is also marketed by the originator company, so that in general the "stable supply" is
already provided by the originator company.

From a practical point of view, it seems that the role of patent linkage in Japan is rather to resolve or
prevent potential disputes between the patent holder of the original drug used as a reference drug for
generic MA and the generic manufacturer seeking marketing approval for a generic drug. To this end,
the MHLW acts as an intermediary between the originator and the generic applicant by streamlining
communication. The process is not set out in a legally binding law. It rather operates on the basis of

customs developed over 30 years.

113 Also called: The Act on Pharmaceuticals and Medical Devices and the Act on Securing Quality, Efficacy and Safety of Products
Including Pharmaceuticals and Medical Devices.

114 Cf. also Takeshi Maeda, “Enforcement of Patent Rights over Pre-launch Drugs: The Role of Patent Linkage and Its Problems,”
Akira Negishi, Fumio Sensui, and Masako Wakui, Construction of New Competition Policy concerning Platform and Innovation
(2023) 229 at 232.

115 S0 also Professor Nakayama in the interview on 2 August 2024.

116 See: Guidelines for Examination in the European Patent Office, available: https://www.epo.org/en/legal/guidelines-epc
[accessed: 19.12.2024].
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In an interview with the author, Mr. Ishikawa!!” posited that it is possible to imagine Japan without
the patent linkage, as communication can also take place among companies in the industry. However,
he also noted that it has been convenient to have this communication via patent linkage, which

demonstrates the strong communication function that has been exerted via this mechanism.

(2) Obligations under International Treaties

In 1994, when Japan introduced its de facto patent linkage, there were no discernible international
legal obligations for Japan to impose such a system. However, in the early 2000s, 12 Pacific Rim
economies, including Japan, proposed a trade agreement - the Trans-Pacific Partnership (TPP). The
TPP was signed in February 2016, but did not enter into force as the US withdrew from the agreement.
The remaining 11 states interested in cooperation negotiated and signed a new trade agreement in
March 2018 by revising TPP - the Comprehensive and Progressive Agreement for Trans-Pacific
Partnership (CPTPP). While some of the TPP's TRIPS-plus intellectual property provisions were
suspended, Art. 18.53 on patent linkage was retained.

Art. 18.53 reads as follows:

“1. If a Party permits, as a condition of approving the marketing of a pharmaceutical product,
persons, other than the person originally submitting the safety and efficacy information, to rely on
evidence or information concerning the safety and efficacy of a product that was previously

approved, such as evidence of prior marketing approval by the Party or in another territory, that

Party shall provide:

(a) a system to provide notice to a patent holder™® or to allow for a patent holder to be notified

prior to the marketing of such a pharmaceutical product, that such other person is seeking to

market that product during the term of an applicable patent claiming the approved product or its
approved method of use;

119

(b) adequate time and opportunity for such a patent holder to seek, prior to the marketing' > of an

allegedly infringing product, available remedies in subparagraph (c),; and

(c) procedures, such as judicial or administrative proceedings, and expeditious remedies, such as

17 Interview with Mr Ishikawa (Mochida pharmaceutical Co. Ltd) of 6 August 2024.

118 Original footnote: “For greater certainty, for the purposes of this Article, a Party may provide that a “patent holder” includes a
patent licensee or the authorised holder of marketing approval.”

119 Original footnote: “For the purposes of paragraph 1(b), a Party may treat “marketing” as commencing at the time of listing for
purposes of the reimbursement of pharmaceutical products pursuant to a national healthcare programme operated by a Party and
inscribed in the Appendix to Annex 26-A (Transparency and Procedural Fairness for Pharmaceutical Products and Medical
Devices).”
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preliminary injunctions or equivalent effective provisional measures, for the timely resolution of
disputes concerning the validity or infringement of an applicable patent claiming an approved

pharmaceutical product or its approved method of use.

2. As an alternative to paragraph 1, a Party shall instead adopt or maintain a system other than
Judicial proceedings that precludes, based upon patent-related information submitted to the
marketing approval authority by a patent holder or the applicant for marketing approval, or based
on direct coordination between the marketing approval authority and the patent office, the issuance

of marketing approval to any third person seeking to market a pharmaceutical product subject to a

’

patent claiming that product, unless by consent or acquiescence of the patent holder.’

In consequence, the states are at their discretion to implement a system as set forth in paragraph 1 or
paragraph 2. The option set forth in paragraph 1 is a notification system that requires coordination,
whereby the patent holder is furnished with information on the generic marketing authorisation
application file in the event that the reference drug is covered by the patent(s). The duty to notify
pertains to the period “prior to the marketing”. The footnote to paragraph 1(b) explains that "prior to
marketing" refers to "the period beginning at the time of listing for the purpose of reimbursement of
pharmaceutical products". Therefore, the notification obligation is not linked to the submission of
the MA application, but to the price listing. Option one does not require that the reimbursement or
price listing negotiations be suspended or rejected. Instead, para. 1(c) requires the party to provide
remedies for infringement and validity of the patent, which is already a requirement of the TRIPS
Agreement.'?’ In addition, the Article 18.53 does not require that the listing of prices be construed
as rights conferred by the patent and therefore constitute patent infringement.

The second option under paragraph 2 is a strict patent linkage system, whereby the national
regulatory authority would "preclude" the granting of a marketing authorisation. The authority
responsible for granting the MA would receive information on the relevant patents covering
authorised medicines either directly from the patent holder or from the MA applicant. Alternately,
the "preclusion" of the granting of the MA may be supported by cooperation between the MA-
granting authority and the patent office.

120 See Part I11 of the TRIPS Agreement, especially Art. 44 which requires that the parties make available injunctions — “order a
party to desist from an infringement”. Japan has preliminary injunction available under Art. 13 of the Civil Provisional Remedies
Act. See: Masabumi Suzuki, Yoshiyuki Tamura, Patent Enforcement in Japan, ZGE/IP0,J 3 (2011), 435 at 443-445.
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(3) How does the Japanese Patent Linkage Work %!

The Japanese patent linkage system operates in two stages.'?> The first stage occurs during the
examination of the MA application submitted by the prospective generic manufacturer. If there are
patents in force which conflict with the application for an MA, the approval will not be granted. The
MA will not be refused by issuing a decision, but the MA grant will be stayed. !>

At the end of the "reexamination" period, which aligns with the expiration of the data protection
period of 8 years, the original drug's manufacturer is required to submit a "drug patent information
sheet" to the MHLW.'?* This sheet must list all active substance and use patents. The submission of
it is voluntary.'?® It will not be disclosed to the public.'?® As to the reasons for not disclosing the

patents covering the drug,

“it [IMHLW] cannot force the original drug manufacturers to state and submit
related patents because doing so would give rise to the risk of compositions, etc.

of original drugs being disclosed to generic drug manufacturers” '*’

In this regard, the MHLW has adopted a flexible approach, not only accepting submissions after the
expiry of the prescribed time limits but also encouraging originator companies that have not
submitted their patent information to do so. '8

Applicants for a generic MA are required to attach to their application a document indicating whether
there are any active compound patents in force. In the event that such patents do exist, the applicant
must demonstrate “that they can manufacture or import and sell the drugs promptly after
approval.”!1?

Upon submission of the generic MA application, the MHLW assesses whether the prospective generic
drug manufacturer would infringe the patent rights of the original drug manufacturer.'*® It has been

observed that the assessment of potential infringement of a substance and use patents is “easily to

12

The author expresses her gratitude to Prof. Nakayama for the practical insights — to Ms Hino (Abe, Ikubo & Katayama) and Mr
Ishikawa (Mochida pharmaceutical Co. Ltd) who all provided valuable information on how the Japanese Patent linkage system
works.

122 Masaho Ishino et al, Actual Conditions of Operation of Japanese Patent Linkage, Patent, Vol 71, No 10, 54 at 54.

123 Cf. Overview of a Japanese patent linkage in Takeshi Maeda, “Enforcement of Patent Rights over Pre-launch Drugs: The Role of
Patent Linkage and Its Problems,” Akira Negishi, Fumio Sensui, and Masako Wakui, Construction of New Competition Policy
concerning Platform and Innovation (2013) 229 at 231.

The Pharmaceuticals and Medical Devices Agency is in charge of the approval process. The MHLW has delegated this function
to the Agency.

125 Handling of Drug Patent Information in Relation to Examination for Approval (October 4, 1994; Yaku-Shin No. 762).

126 Handling of Drug Patent Information in Relation to Examination for Approval (October 4, 1994; Yaku-Shin No. 762).

127 Masaho Ishino et al, Actual Conditions of Operation of Japanese Patent Linkage, Patent, Vol 71, No 10, 54 at 57.

128 Masaho Ishino et al, Actual Conditions of Operation of Japanese Patent Linkage, Patent, Vol 71, No 10, 54 at 55.

129 Handling of Drug Patent Information in Relation to Examination for Approval (October 4, 1994; Yaku-Shin No. 762).

130 Masaho Ishino et al, Actual Conditions of Operation of Japanese Patent Linkage, Patent, Vol 71, No 10, 54 at 54.
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make determination” 3!, Furthermore, the validity of the patent is evaluated,'*? however, it has been

noted in literature that the MHLW does not assess the patentability, hence it is controversial.!3 It

has been noted that, in principle, approval would not be granted in the event that a trial for

invalidation is pending.!** At the same time, the question of the reasonability of such practice has

been posed, given that no generic drug would be approved for the period of the invalidation of the

patent, even in cases “where there is an objectively clear ground for invalidation of the patent™.!® It

has also been noted that there have been cases where the generic has been approved before the

invalidation of a patent has been completed. '*°

The drug patent information sheet, where the patents are listed, is the basis for determination whether

to grant an MA or stay the procedure. The views of the relevant parties, namely the patent holder of

the originator drug and the generic applicant, have been sought and taken into consideration.

As noted in Japanese literature,

“the Japanese patent linkage system has a structure wherein the MHLW
exclusively organizes substance patents and use patents for which infringement of
a patent right is easy to determine and then leaves the issue of infringement of
patents whose infringement is difficult to determine to the parties' determination.
While it is impossible for the MHLW to determine existence and validity of all
related patents, there is concern that leaving determination on infringement of a
patent to negotiations between the parties with respect to all patents without
exception will cause confusion. It was considered that, for this reason, the patent
linkage is operated based on confirmation work consisting of two characteristic

stages.” '

This has further followed:

“Such system and operation are welcomed by related parties, and in particular,

they should be appreciated from the perspective of avoidance of many

"unnecessary" lawsuits like those in the United States.”'*3

It is pertinent to highlight that the US patent linkage system effectively impedes generic market entry

for a period of 30 months in instances where there are discrepancies between the originator and the
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generic company viewpoints in regard to the linked patents. Furthermore, the litigation process
constitutes an integral aspect of the US patent linkage system.

The second stage of the Japanese patent linkage takes place in the period before the generic drug is
included in the price list. In addition to the marketing approval confirming the drug’s safety and
efficacy, inclusion on the National Health Insurance price list is also a prerequisite for marketing.
The MHLW invites both parties — the originator company and the potential generic drug manufacturer
to “make adjustments”.'> This phase is therefore referred to as the "pre-adjustment phase".

In practice, the MHLW establishes a "forum for a dialogue" where parties are invited to exchange
their views on potential patents other than those pertaining to the substance and use of the drug in
question, which were previously considered during the MA application phase.!*’ In the event of a
potential patent dispute, the generic applicant is required to refrain from filing an application for drug
price listing. 4!

The period within which "preadjustments" may be made is two months from the date of grant of the
generic MA, which is also one month before the deadline for withdrawal of the price listing
application. '*> A drug may only be listed if a “stable supply” can be guaranteed. It has been
acknowledged that the "preadjustment" dialogue may also conclude without a consensus being
reached between the parties involved in the "adjustment" process. Such a case concerns the situation
where the potential generic manufacturer “strongly argues that the generic drug does not infringe any
patent right”. 43

In this instance, the MHLW would include the drug in the price listing, provided that the prospective
generic manufacturer submits a letter of intent to the effect that it will “ensure that supply of the drug
will never stop even in the case of receiving a claim for an injunction from the original drug

manufacturer through a lawsuit”. !4+

(4) Japanese Patent Linkage in Practice

5

While there has been a relatively limited amount of litigation'*® in Japan concerning its patent

139 Masaho Ishino et al, Actual Conditions of Operation of Japanese Patent Linkage, Patent, Vol 71, No 10, 54 at 55.

140 Masaho Ishino et al, Actual Conditions of Operation of Japanese Patent Linkage, Patent, Vol 71, No 10, 54 at 57.

141 Takeshi Maeda, “Enforcement of Patent Rights over Pre-launch Drugs: The Role of Patent Linkage and Its Problems,” Akira
Negishi, Fumio Sensui, and Masako Wakui, Construction of New Competition Policy concerning Platform and Innovation, 229
at 233.

142 Masaho Ishino et al, Actual Conditions of Operation of Japanese Patent Linkage, Patent, Vol 71, No 10, 54 at 55.

143 Masaho Ishino et al, Actual Conditions of Operation of Japanese Patent Linkage, Patent, Vol 71, No 10, 54 at 57.

144 Masaho Ishino et al, Actual Conditions of Operation of Japanese Patent Linkage, Patent, Vol 71, No 10, 54 at 57.

145 As Ms Hino (Abe, Ikubo & Katayama) pointed out in the interview on 30 July 2024, although there is not a lot of litigation over
patent linkage in Japan, this does not mean that there are no problems. She also noted that disputes are resolved in such a way
that either the potentially infringing acts are not carried out until the patent expires. Or they are resolved by agreement between
the parties and a potential licensee. She also noted that given the lower profitability of generics, generic companies tend to be
reluctant to litigate as it may not be financially worthwhile.
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linkage, it is evident that the number of cases litigated before Japanese courts has been on the rise in
recent years. There has also been an increase in situations where the views of the patent holder
covering the originator drug and the generic MA applicant differ, leading to difficulties for the
MHLW in reaching a decision on whether to grant an MA.'*® The following section will analyse a
number of Japanese court cases that are of significant relevance and present a number of problematic
issues.

The first case is the Fexofenadine case.'¥’ Two generic companies submitted requests for the
invalidation of two patents held by the original drug manufacturer before the Japanese Patent Office
(JPO). The JPO ruled that the patents were invalid due to a lack of inventive step and insufficient
disclosure. The patent holder filed an appeal to repeal the JPO decisions. During this appeal, the
parties reached a settlement, resulting in the patents that were previously invalidated by the JPO
remaining valid. Subsequently, one month after the settlement agreement in the appeal, three other
generic companies received an MA for a generic fexofenadine, despite the validity of the patents.
One month later, these two companies, in conjunction with another eight generic companies, filed a
request for a trial to invalidate the patents.

In response, the patent holder initiated legal proceedings for patent infringement against three
companies that had been granted an MA. Two of the generic pharmaceutical companies in question
filed applications for inclusion on the National Health Insurance (NHI) price list and were thus able
to market the generic drug in question before other generics entered the market.

The case is indeed a source of considerable perplexity. Firstly, the generic pharmaceuticals that were

"148 in terms of market access. A

introduced to the market preceded the so-called "authorised generic
second source of confusion is the fact that the parties were able to reverse the decision issued by the
state authority through the means of a settlement agreement. Such a scenario would be unfeasible in
Europe. Once a decision or judgment has been rendered by the state’s authority, it is not possible for
the parties to reach a settlement that would reverse the decision of the previous instance. This
evidently gives rise to consequences that are also evident in this case. Although it is conceivable that,
had the decision been appealed, the court might have overturned the JPO's ruling, the latter's decision
nevertheless furnishes compelling grounds for generic competitors, apart from those who were party

to the settlement agreement, to challenge the decision.

146 Pharmaceutical Safety Bureau, Ministry of Health, Labour and Welfare of Japan, Material 3, July 25, 2024, p. 14.
https://www.mhlw.go.jp/content/11121000/001279253.pdf

The case analysis is made after Masaho Ishino et al, Actual Conditions of Operation of Japanese Patent Linkage, Patent, Vol 71,
No 10, 54, at 60 — 62.

An authorised generic (AG) is a generic drug that has been licensed by the original drug manufacturer. Such a drug is listed on
the NHI price list before the generics from other manufacturers. The AG has two advantages over other generic manufacturers.
The first is the price, which is 0.5 of the originator's price, while other generics, if the number of generics on the market exceeds
10, are 0.4 of the originator's price. The second advantage concerns the originator company, because the generic company can
also be a related company of the originator company and can therefore be used strategically in order not to lose the originator
company's position in the market, instead of losing the whole generic market to generic competitors.
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Such a scenario gives rise to at least two negative consequences. One such consequence is the
potential burden on the courts, which may be required to revisit cases that were previously concluded.
The other is that such a scenario is detrimental to legal certainty, as the autonomy of the parties to
reach an agreement during the appeal of the decision of the lower instances reversing the decision of
a lower instance prevails over the decision of the state authority.

Another case is the Bepotastine case.'* Here, the generic drug was granted an MA before the expiry
of the patents. Prior to the MA being granted, the patents were challenged before the JPO, which
upheld their validity. The JPO decision was appealed to the court. And at that point, the MA was
granted to the generic applicant. After the MA was granted, the Court issued the decision dismissing
the plaintiff's lawsuit.

The final appeals were dismissed two years after the grant of a generic MA, which created a peculiar
situation in which the patents were in force yet the generic drug that was infringing valid patents was
authorised despite the existence of patent linkage. However, the price listing of the infringing generic
drug took place after almost five years or only 11 days before the expiry of the term of the originator's
patents. This indicates that despite the first stage of patent linkage failing to impede the grant of the
generic MA, the price listing occurred only shortly before the patent's expiration. Ishino et al
recognize that this is an “irregular situation” that “may occur as patent linkage has not been enshrined
into law and has been implemented through practice by the MHLW (or PMDA).” 1>

A proposal has been put forth that, in the event of the invalidation action before the JPO, a generic
company should be precluded from obtaining approval for a drug to which these patents relate until
a final decision has been reached. Nevertheless, this does not appear to be a reasonable course of
action, as it can potentially result in the prolonged hindrance of generic market entry, exceeding the
duration permitted by the patent system. Furthermore, conducting business in such circumstances
would entail a multitude of unpredictable factors, potentially leading to the creation of unsustainable
drug markets.

In principle, a patent is considered valid once it has been granted. However, it can be challenged
throughout the 20-year patent term. Consequently, if the generic company is required to wait for the
final judgement, it may take until the end of the 20-year patent term, even if the patent was invalidated
earlier as the decision can be always appealed until reached the final decision.

Another case is the Carvedol case.'' The case concerns the second medical use patent for Carvedol.

Firstly, the High Court reversed the JPO’s decision which held the patents valid. This was followed

199 The case analysis is made after Masaho Ishino et al, Actual Conditions of Operation of Japanese Patent Linkage, Patent, Vol 71,
No 10, 54, at 62.

150 Masaho Ishino et al, Actual Conditions of Operation of Japanese Patent Linkage, Patent, Vol 71, No 10, 54, at 62.

151 Intellectual Property High Court judgment rendered on May 10, 2023 / 2022 (Ne) 10093. Masaho Ishino et al, Actual Conditions
of Operation of Japanese Patent Linkage, Patent, Vol 71, No 10, 54, at 63 et seqq.
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by the MA grant to the generic manufacturer. The generic drug had already entered the market upon
the expiry of the basic patent, but now the generic manufacturer extended the authorization also for
the indication for which use the patent was invalidated by the High Court.

Meanwhile, the final appeal was pending before the Supreme Court, which ultimately rejected the
appeal. Nevertheless, some of the patent claims were still valid, as the JPO dismissed some of the
requests for trial. Therefore, this decision became final and binding. Consequently, while some patent
claims were held to be invalid, a portion was still valid and therefore potentially infringed by a
generic manufacturer who obtained an MA for the drug for various indications.

Another case that has attracted significant attention is a recent case decided on 10 May 2023 before
the Intellectual Property High Court.!> It is of significant importance to highlight that this case
represents the first substantial judicial decision on the matter of a patent linkage system in Japan.'>?
The Court dismissed the lawsuit on the grounds of a lack of interest. The generic manufacturer was
seeking a declaratory judgement of non-infringement, which would enable the authorisation of the
generic drug. The Court held that the determination of the patent infringement is made by the court
in a patent infringement litigation. However, before a generic drug has been approved, no
infringement has taken place, thus no interest of action exists for the claimant. The case in question
revealed a number of significant issues.

In the event that the MHLW decides to withhold the MA grant or issue a negative opinion, or if the
generic manufacturer attempts to seek confirmation of its ability to be granted an MA or listed on the
NHI list, there are no remedies available to the generic manufacturer. This seems controversial. On
the one hand, the court holds that there is no infringement when a generic company applies for an
MA grant. On the other hand, the MHLW has acknowledged that there is no system in place for it for
obtaining a neutral expert opinion on infringement, given that the MHLW is required to actually
assess the patent infringement. !>* Nevertheless, the institution with the authority to determine
infringement, the court, has chosen not to examine the potential patent infringement. It is evident that
patent infringement may not be a straightforward matter for a regulatory authority to ascertain, given
that its primary responsibility is to grant drug authorisation based on scientific evidence, rather than
to assess the scope of a patent and determine whether infringement has occurred.

A further point of contention is that, while the Court acknowledges the absence of grounds for an

152 The analysis has been made after the description available in Pharmaceutical Safety Bureau, Ministry of Health, Labour and
Welfare of Japan, Material 3, July 25, 2024.

153 Sayaka Ueno, Recent IP High Court Decision regarding the Patent Linkage System in Japan, TMI Associates, issue 27, July
2024, p. 4.

154 Pharmaceutical Safety Bureau, Ministry of Health, Labour and Welfare of Japan, Material 3, July 25, 2024.
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infringement action against the generic applicant in this case — “no likelihood of infringement”!,

the application for an MA is nevertheless placed on hold due to the infringement of substance or use
patents. If such a stay is permitted, it would also be reasonable to permit generic claimants to pursue
their claims.!>® The same would apply in the event that the originator objects to the MA grant for
the generic company. A comparable scenario in Europe concerns the MA grant being objected to in
court if the originator considers it to have been granted during the data exclusivity period.

Patent linkage transfers a commercial dispute that is rooted in private law — specifically, patent law
— into the realms of administrative law.'*” It may be problematic from many viewpoints, but for the
most if there is no regulation on the route applicable to seek for remedies under administrative law.
Indeed, such issue has appeared in Japan in this case where the party sought for a declaratory

judgment in civil court. The originator indicated that

“the Appellant should correct the problem by, for example, filing an
administrative lawsuit against the MHLW. Even if the Appellant could obtain the
desired declaratory judgment in the present case, the judgment is not legally
binding on the MHLW, and it is unclear whether the MHLW would grant an

approval according to the judgment.”

The Court seems to be convinced with the argument and held

“that is a dispute under public law between the Appellant and the Minister of
Health, Labour and Welfare (the State) of whether the Minister of Health, Labour
and Welfare would affirm the Appellant’s application for approval for the
marketing of the Plaintiff’s pharmaceutical based on Article 14, paragraph (3) of
the Act on Pharmaceuticals and Medical Devices, and it cannot be regarded as a
private parties’legal dispute between the Appellant and the Appellees. In
addition, for such dispute under public law, a remedy should be sought by such
legal means as filing an action for confirmation of illegality of inaction against
the application for approval or filing an appeal against the Minister of Health,

Labour and Welfare, etc. Therefore, it also cannot be construed that it is

155 Japanese court practice in this regard has not been homogeneous: Masaho Ishino et al, Actual Conditions of Operation of
Japanese Patent Linkage, Patent, Vol 71, No 10, 54, at 64. Also: Takeshi Maeda, “Enforcement of Patent Rights over Pre-launch
Drugs: The Role of Patent Linkage and Its Problems,” Akira Negishi, Fumio Sensui, and Masako Wakui, Construction of New
Competition Policy concerning Platform and Innovation, 229 at 234 et seqq. (2023)

On this has also written Professor Maeda: It is thought that the interest of confirmatory judgment may be found in a lawsuit
seeking a declaratory judgment of absence of obligation in a case where infringement litigation could be filed in reverse. See at:
Takeshi Maeda, “Enforcement of Patent Rights over Pre-launch Drugs: The Role of Patent Linkage and Its Problems,” Akira
Negishi, Fumio Sensui, and Masako Wakui, Construction of New Competition Policy concerning Platform and Innovation, 229
at 243 (2023).

The argument raised by the party in the litigation in Intellectual Property High Court case which judgment rendered on May 10,
2023 /2022 (Ne) 10093 p. 9.
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necessary and appropriate to obtain a declaratory judgment between the
Appellant and the Appellees in the present lawsuit in order to eliminate the risk

or unease as to the Appellant s right or legal position.”'>

The Court further noted that

“a remedy should be sought by such legal means as filing an action for
confirmation of illegality of inaction against the application for approval or filing

an appeal against the Minister of Health, Labour and Welfare, etc.”'>

However, it might also not provide a solution because, firstly, MHLW has no duty set by a statutory
provision to grant an MA or list the generic drug on NIH list. Accordingly, the party may not have
legal grounds to base its request to the court. Secondly, the patent linkage system is not based on law
and not only the notices have a mere recommendation nature, there is neither a route of recourse for
the party which has been adversely affected by the MHLW decision or inaction in the patent linkage
case, be it either the originator or generic applicant. Thirdly, even if the general administrative law
ground to be used for the claim could be identified, the Japanese generic companies would be very

reluctant to bring a claim against the ministry. '%°

(5) Conclusions

Japanese patent linkage has attracted a certain amount of criticism, which has grown in recent years.
Although the original rationale of the introduction of patent linkage in Japan is not known, as the
way in which the system was introduced does not allow the legislator's intentions to be gleaned by
studying parliamentary debates, it is possible that the inspiration came from the US patent linkage
system, as patent linkage was introduced in the US 10 years before in Japan.

When introducing the patent linkage system, the US implemented a comprehensive set of new
mechanisms to facilitate smooth generic market entry while maintaining incentives for innovative
drugs. Also transparency measures in form of the so-called “Orange Book™ were enacted. In contrast,
Japan undertook a limited reform. One criticism of the Japanese system is that the list of patents
covering originators' drugs is not publicly available, which could be perceived as detrimental to
transparency. '®' Indeed, while the originator companies are supported by the public authority

through the patent linkage system, the generic companies are compelled to operate in an environment

158 Tbid., p. 10.

159 Tbid., p. 14.

160 Information obtained in the interview with Ms Hino (Abe, Ikubo & Katayama) on 30 July 2024. Cf.: Takeshi Maeda,
“Enforcement of Patent Rights over Pre-launch Drugs: The Role of Patent Linkage and Its Problems,” Akira Negishi, Fumio
Sensui, and Masako Wakui, Construction of New Competition Policy concerning Platform and Innovation, 229 at 236 (2023).

161 Interview with Ms Hino (Abe, Ikubo & Katayama) on 30 July 2024.
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characterised by limited information availability.

Patents are not confidential information. Patent applications are made public. It is part of the social
contract that the patentee, in return for exclusivity, discloses the technical teaching, which not only
allows competitors to know the scope of protection of a given patent but also permits experimentation
with the technical teaching during the patent term and possible improvements — follow-on innovation.
Furthermore, in accordance with the patent disclosure function, the publication of the patent
application is intended to make the technical teaching available to the public in such a way as to
enable "working of the technical teaching", which after the expiry of the patent must enable anyone
to work the technical teaching also on a commercial scale.

The Japanese patent linkage system has recently raised some concerns about the following scenario.
First, the JPO invalidates the patents.'®> Second, the MHLW subsequently approves the generic drug
for marketing. Third, the JPO's decision is overturned on appeal and the patents invalidated by a
lower court are held valid. Fourth, the generic drug is marketed in infringement of the valid patent. '
In the interim period between the decision of the JPO and the subsequent appeal, generic
pharmaceuticals can be approved and even launched on the market. In the event that the JPQO's
invalidation decision is subsequently overturned, the generic drug that has been approved for sale
will be manufactured and distributed in infringement of the patents in question. A proposal has been
put forth to enhance the system by enabling the MHLW to approve generics only after the final
decision has been made to invalidate the originator's patent.'®* However, such a scenario would
result in a significant and unjustified delay in the introduction of generic products.

Indeed, Japanese authors have indicated that the Japanese patent linkage system introduces a certain
degree of "instability" due to its implementation at the operational level based on notices issued by
directors.!®> Certain critics have been expressed by various Japanese authors especially in regard to
the legal nature of the Japanese patent linkage. Indeed, also the European view sees it rather critical
that the grant of an MA can be stayed due to existing patent rights without such a ground in the
statutory law — i.e. Art. 14 of the Pharmaceutical Business Law. In this regard, both the fact that no

decision i.e. administrative act has been issued and the fact that there is no legal ground for such

162 The JPO can revoke patents not only as a result of oppositions filed with the JPO, but also as a result of nullity actions filed with

the JPO throughout the life of the patent.

Such case is the Otsuka Pharmaceutical Co case concerning Japanese Patent No 4178032.

Naho Ebata, Mami Hino, Japan: Problem of Japan’s patent linkage system comes to the surface by a set of IP High Court
decisions, May 10, 2022, Kluwer Patent Blog, available: https://patentblog.kluweriplaw.com/2022/05/10/japan-problem-of-
japans-patent-linkage-system-comes-to-the-surface-by-a-set-of-ip-high-court-decisions/ [accessed 07.08.2024].

Masaho Ishino et al, Actual Conditions of Operation of Japanese Patent Linkage, Patent, Vol 71, No 10, 54, at 64 (translation by
IIP). Also: Takeshi Maeda, “Enforcement of Patent Rights over Pre-launch Drugs: The Role of Patent Linkage and Its
Problems,” Akira Negishi, Fumio Sensui, and Masako Wakui, Construction of New Competition Policy concerning Platform and
Innovation, 229 at 229 (2023).

163
164

165

42


https://patentblog.kluweriplaw.com/2022/05/10/japan-problem-of-japans-patent-linkage-system-comes-to-the-surface-by-a-set-of-ip-high-court-decisions/
https://patentblog.kluweriplaw.com/2022/05/10/japan-problem-of-japans-patent-linkage-system-comes-to-the-surface-by-a-set-of-ip-high-court-decisions/

handling may imply that the authority exceeds its discretion. %
While a de facto system has significant drawbacks, it offers the advantage of being readily
adaptable. !¢’

3. General Critics Concerning Patent Linkage

Patent linkage is limited to the pharmaceutical and agrochemical sectors, with no comparable
provisions in other technological industries. This discrepancy in regulatory approach gives
pharmaceutical and agrochemical patent holders a distinct advantage over other industries, as
regulatory authorities act as gatekeepers on their behalf. In other industries, patent holders themselves
are required to monitor and prosecute instances of patent infringement. One might posit that the
pharmaceutical and agrochemical industries are of paramount importance, and thus the intellectual
property rights associated with this innovation warrant particular attention to ensure the industry is
provided with the requisite incentives. Firstly, pharmaceuticals are a vital component in maintaining
and enhancing health of population, which is a key responsibility of developed states. The
agrochemical industry plays a significant role in ensuring food security, which is a highly pertinent
public interest. Without denying the importance of the pharmaceutical and agrochemical industries,
other industries are also essential in terms of ensuring the availability of basic facilities and
infrastructure or energy supply, but we do not promote them with imposing public authorities with
their patent enforcement functions.

In addition to patents, two further exclusivity rights are in place in Japan and Europe to support the
pharmaceutical industry. One of these is the supplementary protection certificate in Europe or the
patent term extension in Japan, which serve to compensate for the reduction in the effective patent
term resulting from the premarketing authorisation requirements of the original drugs. The other
measure is data exclusivity that explicitly aims to prevent the granting of a generic MA before the
term of data protection has expired. This system is distinct from a patent system and is based on
pharmaceutical regulatory laws that are implemented by the state's relevant agency or ministry.

In Europe, the validity and infringement of a patent are regarded as matters pertaining to private law.
Despite being granted by a public authority, a patent is considered to pertain to private rights and is

therefore subject to private enforcement. In Europe, it is imperative that such disputes remain outside

166 Takeshi Maeda, “Enforcement of Patent Rights over Pre-launch Drugs: The Role of Patent Linkage and Its Problems,” Akira
Negishi, Fumio Sensui, and Masako Wakui, Construction of New Competition Policy concerning Platform and Innovation, 229
at 231, especially footnote 7 (2023) Such observations were also made by the interviewees.

Cf. Mami Hino, Naho Ebata, Japan: Sawai’s Generic Drug is approved by the MHLW amid patent litigation with Bristol-Myers
Squibb, but the Court orders preliminary injunction against Sawai soon after, January 9, 2024, Kluwer Patent Blog, available:
https://patentblog.kluweriplaw.com/2024/01/09/japan-sawais-generic-drug-is-approved-by-the-mhlw-amid-patent-litigation-
with-bristol-myers-squibb-but-the-court-orders-preliminary-injunction-against-sawai-soon-after/ [accessed 14.08.2024].
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the institutional remit of administrative regulation and that such private rights are enforced by right
holders and not by public authorities. It is not a role of a public authority, which is responsible for
registering medicines on the basis of scientific evidence, to enforce the rights of private parties
essentially on its own motion. The objectives of a regulatory authority in granting a marketing
authorisation are not pertinent to the domain of patents. The focus of an MA grant authority is the
protection of the public interest, rather than the enforcement of private rights. The responsibility for
the granting of patents lies with the relevant patent office, while the enforcement of these patents is
the purview of the courts.

In Europe, the prevailing view is that the granting of marketing approval or a decision on price listing
are administrative acts that fall outside the rights conferred to the patent holder. Matters that fall
within the state's purview cannot be the subject of rights granted to the patent holder, and thus may
not constitute patent infringement.

Another area of concern regarding patent linkage is the competence of the drug regulatory authority.
The lack of expertise in patent law may make it challenging, if not impossible, to determine the scope
of a patent and whether a particular drug falls within its scope. The regulatory authority is tasked
with determining whether there has been a infringement of a patent, a matter which is the exclusive
competence of the courts. The fact that the active pharmaceutical ingredient of an originator's drug
is covered by a patent does not automatically imply the patent's validity or infringement of the rights
associated with it. Even more complex this assessment is for biosimilars.

Another point is that, in principle, the patent linkage counteracts the Bolar exemption. If the Bolar
exemption is aimed at unimpeded generic entry, then patent linkage is an additional regulatory hurdle
for generics. Professor Maeda has provided insight on this matter.!°® He notes that the MA granting
procedure can span over a year. Additionally, generic applicants have two filing windows per year
for MA applications. If the option to withdraw or cancel an application is easily attainable, it could
effectively extend the patent term. This would run contrary to the fundamental principles of the patent
system.

Moreover, if not properly designed, patent linkage may work against legal certainty and, instead of
resolving or preventing potential litigation, may even be the cause of it. This is precisely the concern

that has been raised recently about Japanese patent linkage. '*

168 Takeshi Maeda, “Enforcement of Patent Rights over Pre-launch Drugs: The Role of Patent Linkage and Its Problems,” Akira
Negishi, Fumio Sensui, and Masako Wakui, Construction of New Competition Policy concerning Platform and Innovation, 229
at 240 et seqq. (2023).

169 See cf. Takeshi Maeda, “Enforcement of Patent Rights over Pre-launch Drugs: The Role of Patent Linkage and Its Problems,”
Akira Negishi, Fumio Sensui, and Masako Wakui, Construction of New Competition Policy concerning Platform and
Innovation, 229 (2023) The interviews conducted by the author confirmed these concerns.
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V. Scope of the Bolar Exemption

In order to obtain an MA and ultimately be able to market the drug, various acts are necessary to be
carried out. The purpose of this chapter is to disentangle these acts and the extent to which they are
covered by the Bolar exemption in different jurisdictions.

By standard, the Bolar exemption has a purpose limitation. That purpose is acts necessary to obtain
an MA.

In addition, although the Bolar exemption covers pre-marketing requirements such as testing of the
drug, in line with its intended purpose - to obtain an MA - there is a tendency to extend it to cover
post-authorisation acts necessary to fully comply with the administrative requirements to (at least in
theory) be able to market immediately after patent expiry. Whether these acts are or should be covered,
has been particularly controversial across the various jurisdictions.

Firstly, some countries have a broader Bolar scope covering all medicines, while others have a Bolar
exemption limited to 'classic' generics, biosimilars and drugs authorised via hybrid MA. In some
jurisdictions, the Bolar exemption also permits acts necessary to obtain an MA in other jurisdictions,
while others are limited to the national and EU MA. In still other jurisdictions, there is no Bolar
exemption, but it is covered by the general research exception. The next chapter shows the different

scopes of the Bolar exemption implemented by different countries.

1. Permitted Acts

In general, although the wording of the Bolar exemption does not go into detail and the exempted
acts refer to "tests and trials", there is no doubt in Europe that all pre-clinical and clinical trials
necessary to generate data to obtain a marketing authorisation are covered by the Bolar exemption.

Other aspects of permitted acts may be less clear.

(1) Only Acts Necessary to Obtain an MA

At the core of the Bolar exemption is the conduct of tests on the patented drug. These tests are not
experiments to generate new knowledge but are intended to demonstrate bioequivalence with the
originator product in order to gain access to the abbreviated generic drug marketing authorisation.
While the nuances may vary, those states that have a specific Bolar exemption, provide a safe harbour
for acts necessary to provide data for the MA.

In certain jurisdictions, the pursuit of an MA or the granting of an MA has been deemed a patent

infringement due to its function as an offer of the patented subject matter for sale pertaining to the
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rights conferred by a patent. Alternatively, they have been considered as an indication of intention to
market the drug in question and hence contributed to the issuance of a preliminary injunction to
prevent infringement. Other jurisdictions have either deemed such actions to be encompassed by the
Bolar exemption or have held that they do not constitute any of the rights conferred upon the patent
holder. Additionally, some national courts have explicitly stated that the issuance of an MA can only
give rise to the expectation that the MA holder will eventually bring the product to market.!”
However, it is not a definitive assurance that patent infringing market launch will occur, moreover,
that it will occur at a specific point in time, particularly during the period of protection.!”! Additional
indications of an anticipated infringement shall be present. Furthermore, an intention to place a
product on the market subsequent to the expiration of exclusivity can be inferred.!’”> The European
Commission has recently provided explicit clarification that MA seeking and grant as part of an
administrative procedure do not constitute patent infringement. It thus follows that no exemption is
required for these acts.

Part of an MA may also be the submission of a sample to the regulatory authority for an MA.
Although the submission of a sample for an MA grant, if required, is technically part of an MA
application procedure and, at least at EU level, can be considered as a fulfilment of the "practical
requirements" under Art. 10(6) of the Directive, the applicability of the exemption has been
questioned. However, if the submission of a sample is not exempted from the infringement, the Bolar
exemption would be rendered void - even if the data can be provided, the generic drug cannot be
authorised if the required samples are not submitted.

Furthermore, since the submission of an MA application is the fulfilment of an administrative
requirement to obtain access to the market, acts such as the submission of an application itself or the
accompanying sample of the medicinal product are not to be considered as patent infringement and
therefore do not even need to be covered by the exception.!”® This view has been confirmed in
Europe by national court decisions, for example, in Denmark.!”* The French court also held that the

provision of samples to the regulatory authority was covered by the exception.'”

(2) Third Party Acts

In general, the research exemption covers not only experimentation or research on the specific

=

170" Oberlandesgericht Diisseldorf judgment of 29 March 2006 in 1-2 W 43/05 Terbinafin para 9.

171 Tbid. See also: Landesgericht Diisseldorf judgment of 30 March 2010 in Oxikodonhydroklorid, 4a O 13/10, 124.

172 Tbid.

173 Justyna Ozegalska-Trybalska, The Bolar exemption — broad or narrow scope of safe harbour in European patent law? Prace z
prawa Wlasnosci Intelektualnej, Rok 2016, z. 132 ISSN 1689-7080, 143, 147 — 149 and the footnotes she refers to.
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patented subject matter, but also the manufacture of the invention to be used in the experiments.!”®
The act of manufacturing in this context is essential to enable experimentation, as without
manufacturing, the experimenter may be unable to conduct the necessary tests if the patent holder is
unwilling to sell the patented product to the experimenter.'!”’ In such a scenario, the research
exemption would be rendered ineffective.

What happens in scenarios where the potential generic manufacturer does not have the capacity to
produce the substance to carry out the trials? Would the sale of the substance by the third party for
the purpose of conducting clinical trials be covered by the Bolar exemption? Or would such a third
party's sale of the substance, which is necessary for testing with another unrelated company's drug,
constitute patent infringement? Despite the implementation of a broader Bolar exemption in most
EU countries, the answer to this question is far from clear.

In this scenario, the third party - the API manufacturer and supplier - has no own intention of
authorising the drug; rather, it is merely supplying the API to the generic manufacturer, which in turn
has the interest in MA grant. The question here revolves around who can be the beneficiary of the
Bolar exemption: only the prospective future generic manufacturer for acts directly linked to the tests
of the drug to obtain an MA, or also third parties supporting MA obtaining? There is a divergence of
opinions not only over time but also across jurisdictions regarding this matter.

In 2012, the Regional Court of Diisseldorf'”® ruled that acts of a third party, such as the supply of an
API for the purpose of testing a drug in order to obtain an MA, are not covered by the Bolar
exemption. In this case, Astellas Pharma Inc. was the holder of a European Patent that encompassed
solifenacin as API. Solifenacin was marketed under the brand “Vesicare”. The Polish company
Polpharma manufactured, offered for sale and supplied an amount of 30.5 kg of the solifenacin to
Hexal AG, a German subsidiary of the Swiss Sandoz AG. Sandoz is one of the leading generic
manufacturers globally. Astellas Pharma initiated legal proceedings against Polpharma, alleging
patent infringement. Polpharma asserted the Bolar exemption as defense, contending that the
advertising on its webpage and in professional pharmaceutical journals, along with the supply of 30.5
kg of API to Hexal, were exclusively for the purpose of conducting studies and trials necessary for
obtaining an MA. The Court interpreted Sec. 11(2b) of the German Patent Act.

The Court held that only those who have an interest in obtaining an MA can benefit from the Bolar
exemption. For the Bolar safe harbour to apply, it is not sufficient for the third party supplier to be

aware of its customer's intention to engage in acts exempted by the Bolar safe harbour. Nor would

176 David Gilat, Experimental Use and Patents, IIC studies: studies in industrial property and copyright law, v. 16, VCH, c1995, p.
85.

David Gilat, Experimental Use and Patents, IIC studies: studies in industrial property and copyright law, v. 16, VCH, ¢1995, p.
85.

178 Regional Court of Diisseldorf decision of 26 June 2012 in case 4a o 282/10 Experimental privilege, BeckRS 1711.
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any written statements and penalties provided by the third party supplier requiring a generic
manufacturer to comply with the requirements for acts to be exempted by Bolar, i.e. use of the API
only in the test to obtain MA, work.

The third party must have a vested interest in the marketing authorisation in addition to a commercial
interest in the sale. To be exempt, the third party must be a co-organiser of the tests and has an
objective and clear interest in the tests carried out by the generic entity — the purchaser of the API.
Otherwise, the use of the drug has only a commercial purpose and therefore does not meet the
requirements to be exempted by the Bolar exemption, so the Court.

The case was appealed to the Higher Regional Court of Diisseldorf.!”® As the interpretation of Art.
10(6) of the Directive 2001/83 underlies European Court of Justice (ECJ), the Court stayed
proceedings and referred questions to the ECJ for a preliminary ruling as to whether and under what
conditions the supply of APIs by a third party to a company carrying out tests for an MA would
benefit from the Bolar exemption. ' In its order for a reference, the Court gave its own view on the
questions referred.

In its opinion the Higher Regional Court of Diisseldorf stated that commercial acts of third parties
may be exempted under the Bolar exemption. However, in order for this exemption to apply, certain
conditions must be met. Therefore, according to the Court, the key criterion is whether there is no
reasonable doubt that the API will be used exclusively for the trials to obtain an MA. According to
the Court, aspects such as the quantity of the substance supplied, the approaching expiry of the patent
covering the substance and past experience with the particular customer shall be taken into account.
The qualifying element for the application of the exemption is that there is no reasonable doubt that
the substance will be used in the trials, which the Court considers can be demonstrated by the
agreement between the supplier and the entity conducting the trials. Such an agreement must include
a provision that the substance will only be used in trials to obtain an MA. The offer of the API for
trials may also be exempted if the offer clearly states that the sale of the API is only for small
quantities and only for the conduct of trials to obtain a marketing authorisation.

Moreover, the Court noted that the aforementioned provision does not impose limitations on the
applicability of the exemption with respect to a particular beneficiary who is filing an MA application.
Instead, the exempted acts are contingent upon the purpose for which they are carried out. In light of
this, the Court stated that the exemption is not a personal privilege but a substantive one.
Unfortunately, the ECJ did not have the opportunity to answer the questions referred, as the plaintiff

withdrew its action before the German Court. Consequently, the question of third party suppliers as

179 Higher Regional Court of Diisseldorf decision of 5 December 2023 in case I-2 U 68/2 Marktzulassungsprivileg, GRUR-RR 100.
180 Higher Regional Court of Diisseldorf request for a preliminary ruling, lodged on 13 December 2013 in Case C-661/13 Astellas
Pharma Inc. v Polpharma SA Pharmaceutical Works.
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beneficiaries of the Bolar exemption has not been answered at EU level.

This situation has been aggravated by the decision of the Polish Supreme Court in 2013, in case
litigated between the same parties and concerning the same facts as in the German Astellas case. In
this case, the Polish Supreme Court held that third party manufacturers of an active ingredient selling
to the entity conducting tests for an MA cannot invoke the exemption to patent protection.'®! The
Polish Bolar exemption is applicable only to those who intend to apply for an MA or perform the
relevant tests. As set forth by Art. 69 sec. 1 (4), the Polish Bolar exemption only covers testing entities
who have a direct interest in obtaining an MA. Third party manufacture and supply are not actions
that are necessary for the granting of a marketing authorisation. Consequently, the Polish Court’s
stance is at odds with the German Court's ruling, which interpreted the provision based on the same
EU provision.

However, the prevailing view of legal scholars is that the manufacture, sale and offer for sale of the
substance required for the tests to obtain an MA by the third party manufacturer-supplier is covered
by the exemption.'®? Straus'®? has written extensively about the third party supplier. He stresses the
role of third party suppliers - they are a key element in the system of generics manufacturing.'®* He
explains that the focus of generic manufacturers, where their core manufacturing capabilities and
expertise are concentrated, is on the manufacture of the final product such as tablets and capsules
and not to the manufacturing of the APIs'®® It is evident from the German Clinical Trials I and II
and Polish Astellas cases that even large generic companies outsource to third parties API supply, a
practice that is commercially and from a business strategy perspective reasonable.

Furthermore, Straus observes !5

that there shall be no distinction between an MA applicant who has
produced the API for the tests themselves and one who has purchased it from a third party. In the
event that such a differentiation is not excluded, the Bolar exemption would not only discriminate
against those who, for their own reasons, do not produce APIs themselves, but it would also impair
competition in the EU generic market.'®” Such a consequence would result in a reduction in the
number of API sources in Europe, thereby increasing Europe's reliance on suppliers outside the EU
and increasing the vulnerability of the supply chain to disruption.

It is evident that generic companies lacking the capacity to produce APIs would be compelled to
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procure APIs and even to conduct tests outside the EU, in jurisdictions where patents are not in force.
Such a scenario has the potential to reduce the availability of generic drugs on the EU market.
Moreover, irrespective of the entity responsible for the production of the requisite substance for drug
testing, the patent holder is not subject to any negative economic consequences, given that the
substance is produced in limited quantities and does not enter the market.'®® These observations can
be equally applicable to the Japanese market.

On the one hand, if such manufacturing, purchasing and supplying is allowed without any restrictions
during the patent term, it encourages and even has the potential to create a business that unfairly
circumvents patent protection and even builds its business model on patent infringement.'®® On the
other hand, overly restrictive conditions for the applicability of a Bolar exemption, such as the third
party supplier's own interest in testing the substance with a view to obtaining an MA, would be overly

constraining and not in line with the current reality of the supply market.'*°

In Japan, already 1988 Professor Someno wrote that

“in light of the purpose of Article 69, it is still possible to interpret that supplying
materials and parts for an act not constituting direct infringement does not
constitute infringement, as otherwise there may occur a case in which experiment

or research complying with the purpose of Article 69 is hindered.”'*!

To the best of the author's knowledge, there is no Japanese case in which third party suppliers have
been addressed in the context of Art. 69(1) of the Japanese Patent Act. However, there is a case
concerning another right limitation (although in the context of designs) — prior use. This exception

covers not only the working of the design by the direct beneficiary of the prior use right —

"a person who has engaged in a business or has had business facilities to work

the design in Japan in good faith at the time of the design registration

application,""*

— but also it covers cases

“where the person places orders with other persons who have business facilities,

188 Justyna Ozegalska-Trybalska, The Bolar exemption — broad or narrow scope of safe harbour in European patent law? Prace z

prawa Wlasnosci Intelektualnej, Rok 2016, z. 132 ISSN 1689-7080, 143, 154.

This is also the view of Ms Hino (from Abe, Tkubo & Katayama) expressed in the interview with the author on 30 July 2024.
Marco Stief, The European Research and Bolar Exemption — Background, Status Quo and a Look at the Agreement on a Unified
Patent Court (UPCA) and the EU Commission’s New Draft Directive for the Reform of Pharmaceutical Legislation, GRUR Int
2024, 824, 833.

Keiko Someno, “Working of Patented Invention for Experimentation and Research Purposes (II),” AIPPI Vol. 33, No. 4, 206 at
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208 (1988).

189
190

19

192

50



instructs them to manufacture the articles related to the design only for the

person, receives the delivery, and sells the articles to other persons. %

Although the case was decided in relation to designs and in 1969'%*, Professor Nakayama'®® stated
in the interview that the same principles could be applied to third party manufacturing and supply to
the entity who is exempted under the Japanese research and experimentation exception. Mr Ishikawa,
the industry representative, acknowledged that one of the grey areas in Japan is whether acts of
manufacture and sale of APIs or other substances or biological materials by a third party are covered
by the research and experimental exemption. '

The current status quo in Europe and Japan concerning the scope of the exemption in regard to
beneficiaries of the exemption, that is to say, whether acts of third parties and under what conditions
are privileged by the exemption, gives rise to considerable uncertainty and carries with it risks for
both the supplier and the customer of such substance.

Another scenario relates to the situation where domestic manufacturers are unable to produce the
required substances, so that these substances need to be imported from another party outside the
national jurisdiction for the purposes of experimentation. Importation is one of the exclusive rights
afforded to the patent holder.!”” Therefore, the importation of a substance without the authorisation
of the patent holder constitutes a patent infringement. It thus arises as to whether the importation by

third parties would be considered to be covered by the Bolar exemption.

(3) Price and Reimbursement

The act of entering into negotiations with state authorities on matters pertaining to price setting,
listing and reimbursement can be regarded as an indication of a generic manufacturer’s imminent
entry onto the market, thereby satisfying the urgency requirement for a preliminary injunction.
Alternatively it can be also regarded as an offer for sale. An "offer for sale" is a right conferred by a
patent on the patentee. Consequently, an offer for sale constitutes patent infringement. However, it is
questionable whether any of the steps taken to list a drug for pricing and reimbursement would
constitute an "offer for sale".

On the one hand, the regulatory authority itself does not purchase the medicinal product, so an act of
listing the medicinal product for pricing and reimbursement does not constitute an offer for sale. This

is what the High Court of Madrid (Spain) and the Brussels Court of First Instance decided in 2006

193 The Judgment of the Supreme Court of October 17, 1969, 1966 (O) 1360, p. 2.

194 The Judgment of the Supreme Court of October 17, 1969, 1966 (0) 1360, p. 2.

195 Interview with the Professor Nakayama on 2 August 2024.

196 Interview with Mr Ishikawa (Mochida pharmaceutical Co. Ltd) of 6 August 2024.
197 See Art. 28(1)(a) TRIPS Agreement.
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in the case of MSD v Ratiopharm. The Dutch court in Glaxo v Merck and Elly Lilly v Pharmachemie
held that the publication of the price in the price list did not constitute patent infringement. Similarly,
the Tribunal de Grande Instance de Paris (France), in its decision of 30 January 1998 in Allen &
Hanburys v Scat/Pharmafarm, held that the inclusion of the product in the reimbursement list did not
constitute patent infringement.

On the other hand, the Bolar exemption is closely linked to the purpose - acts necessary to obtain a
marketing authorisation. Price and reimbursement negotiations are post-authorisation acts.

While the current European Bolar exemption does not specifically refer to price and reimbursement
negotiations, it does cover “the consequential practical requirements”. The reference to
“consequential” implies a temporal designation, which may be acts taken post market approval.
Therefore, even interpreting the current wording of the European Bolar exemption, one can conclude

that the provision covers acts of entering into price and reimbursement negotiations and pricing.

(a) Health Technology Assessment

A health technology assessment (HTA), according to the European definition is a

“multidisciplinary process that summarises information about the medical,
patient and social aspects and the economic and ethical issues related to the use
of a health technology in a systematic, transparent, unbiased and robust

manner.”’ %%

The task of the HTA is to evaluate the benefits and costs of a drug or treatment and how it compares
with the available alternatives. HTA often takes place within the later stages of the regulatory
approval process of the drug. A positive HTA is in many states pre-requisite for health insurers to
reimburse a drug or treatment. Much of the data submitted for the purposes of HTA overlaps with
that data submitted to obtain an MA. However, extra information can be required by the competent
public authority. The product used as a comparator for the HTA can be protected by patents of a third
party. As the current EU’s and many of the national states’ Bolar exemptions do not specifically refer
to trials and studies for HTA, acts for HTA can be considered not exempt from infringement.

In the EU, it is intended that HTA will be explicitly covered by the Proposal for a Directive in order

to remove any uncertainties.

198 Art. 2(5) of the Regulation (EU) 2021/2282 of the European Parliament and if the Council of 15 December 2021 on health
technology assessment and amending Directive 2011/24/EU, OJ 22.12.2021 L 458/1 entered into force on 11 January 2022 and
will apply from 12 January 2025).
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(b) Stockpiling

The Bolar exemption must comply with the requirements of the TRIPS Agreement. As already
concluded by the WTO Panel in the Canada-Patent Protection of Pharmaceutical Products case, the
production and stockpiling of large quantities of a patented medicine in order to be ready to market
the medicine on the first day after the end of the exclusivity period, even if such acts are carried out
shortly before the expiry of the patent (in this case 6 months before the expiry of the patent), does
not fulfil the requirements of the three-step test set out in Article 30.'° Stockpiling does not meet
the "limited exception" requirement of Art. 30 of the TRIPS Agreement. Therefore, the manufacture
of large quantities of the patented invention in preparation for commercial sale or supplies is not

covered by the Bolar exemption and can only be carried out after the patent expires.

2. Territory of the MA Grant

In terms of geographical limitations, the question arises as to whether the Bolar exemption applies
solely to acts carried out for domestic filings or also to foreign MA submissions. Some states permit
only those acts undertaken with the intention of submitting the application for an MA in the respective
state, while others permit submissions to be made abroad as well. Such differentiation is devoid of a
reasonable justification. It is in the states' own interest to provide local manufacturers with the
opportunity to undertake the necessary acts to authorise drugs abroad, thereby enhancing their global
competitiveness in generic drug markets. There is no legal obstacle to extending the Bolar exemption
to encompass the acts necessary for MA obtaining in foreign countries. Patents are territorial rights,
and no patents in third state jurisdictions are affected by the exception of patent rights in another
jurisdiction.?%

A number of states have adopted a regulatory approach, following the precedent set by Canada. This
approach encompasses the Bolar exemption, which covers acts necessary to register the drug in
foreign countries.?’! For example, the German Bolar exemption covers not only trials with the drug
to obtain national marketing authorisation, but also to obtain marketing authorisation in other

jurisdictions. This is explicitly reflected in the wording of Section 11(2b):

“studies, experiments and the practical requirements resulting therefrom which

are necessary for obtaining authorisation to place medicinal products on the

199" See more on this Chapter 3.1.2. above.

200 Carlos M Correa, The Bolar Exception: Legislative Models and Drafting Options, South Centre, Research Paper 66, March
2016, p. 16. He names Brazil, India and Philipines.

201 Carlos M Correa, The Bolar Exception: Legislative Models and Drafting Options, South Centre, Research Paper 66, March
2016, p. 16.
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market...in the Member States of the European Union or in third countries” **

French Bolar exemption does not specify the jurisdiction of an MA application.?”> Nevertheless, the
French Court has held explicitly that acts in France in order to obtain an MA in Brazil, are
exempted. 2%

The Bolar exemption under Directive 2001/83/EC only covers MAs defined by that Directive or
Regulation 726/2004.2° This means that both national and EU MAs are covered, while the acts
necessary to obtain an extra-EU MA are not covered by the EU Bolar exemption.

Since Japan applies the general research exemption to acts necessary to obtain an MA, and since the
author has no Japanese court decision on this issue, the question of whether such acts are covered by
the Japanese research exemption is open.

It is worth noting that FTAs with the US typically include a Bolar exemption, but this is limited to
national authorisations and does not allow acts necessary to obtain an MAs outside the territory of
that party.?® This means that the US can benefit from the Bolar exemption of the contracting party,
while the generic companies of the contracting party wishing to start testing in their jurisdiction with
the drug potentially covered by the US priority patents for obtaining an MA in the US cannot rely on
their Bolar exemption to obtain an approval in the US. Thus, by accepting such a limited Bolar
exemption imposed by the FTA, the states are restricting their generic industry's access to the US

market.

3. Medicinal Product Type

(1) Generic, Innovative/New or Hybrid Drug MA

In Europe, a generic product is defined as “a medicinal product which has the same qualitative and
quantitative composition in active substances and the same pharmaceutical form as the reference
medicinal product, and whose bioequivalence with the reference medicinal product has been
demonstrated by appropriate bioavailability studies”.?®’ Such medicinal products do not need to
undergo a full examination, and generation and submission of a full data dossier, but can follow an

abbreviated pathway, thus saving time and money. Such an abbreviated pathway only involves

202 Emphasis added.

203 1. 613-5 of the French Intellectual Property Code.

204 TGI Paris decision of 15 December 2014 in Sanofi Aventis Deutschland v. Lilly France.

205 Consolidated text: Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March 2004 laying down
Union procedures for the authorisation and supervision of medicinal products for human use and establishing a European
Medicines Agency (Text with EEA relevance) Text with EEA relevance.

Carlos M Correa, The Bolar Exception: Legislative Models and Drafting Options, South Centre, Research Paper 66, March
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demonstrating equivalence between the reference or originator medicine and the generic copy.?®
The European Bolar exemption covers such acts that are needed to demonstrate equivalence with the
original drug.

A question that has been posed by numerous authors is whether a Bolar exemption encompasses not

209 What is an original

merely generic MA, but also acts necessary to authorise original products.
product, depends on the definition. In terms of regulatory law, an original product differs from the
generic in that it contains an active ingredient that has not been previously authorised. Consequently,
it is subject to a full examination, including pre-clinical tests and clinical trials. In recognition of their
contribution to the field of medicine and the investment made in testing a drug for authorisation,
original drugs are granted full data and market exclusivity in Europe.?!® Also, other states offer
regulatory exclusivities to such drugs, including Japan. Such drugs, when pursuing an authorisation,
do not have a reference drug to which they can demonstrate equivalence. Following the expiration
of regulatory exclusivities, this drug's MA dossier can be utilised as a reference for the generic MA
grant.

However, with regard to the Bolar exemption, it is incorrect to distinguish between "generic" and
"originator". Rather, there are "generics", which are exact copies of originator medicines, and
"innovator" medicines, which may contain the same or similar active ingredient but are not exact
copies of an original medicine. Or they can also be completely novel drugs containing active
ingredient(s) not authorised before. Indeed, modulations such as "changes in the active substance(s),
therapeutic indications, strength, pharmaceutical form or route of administration compared to the
reference medicinal product" are listed in Art. 10(3), to which Art. 10(6) of Directive 2001/83 refers
to. Accordingly, the testing of such drugs is covered by the European Bolar exemption as Art. 10(6),
which refers to acts carried out under Art. 10(3). Art. 10(3) provides for the submission of so-called
"bridging data" instead of a full dossier in the so-called hybrid application. A hybrid application is a
different type of marketing authorisation than the abridged application for standard generics and the
full application for new medicinal products containing active substances not yet authorised. It means
that the tests required for the marketing authorisation application are not as comprehensive as the full
dossier for new medicines, but neither is it sufficient with bioequivalence studies. Such authorisation
requires instead the results of the appropriate pre-clinical tests or clinical trials. Both of these tests

are covered by the European Bolar exemption.

208 See Art. 10(1) of the Directive 2001/83/EC.

209 Marco Stief, The European Research and Bolar Exemption — Background, Status Quo and a Look at the Agreement on a Unified
Patent Court (UPCA) and the EU Commission’s New Draft Directive for the Reform of Pharmaceutical Legislation, GRUR Int
2024, 824, 832.
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Another type of “original”, “innovative” or “novel” drugs is such drugs that require the full dossier
MA and hence no reference product is available. There is an opinion that such drugs are not covered
by the current EU Bolar exemption. The main argument is that the Bolar exemption is linked to the
existence of the reference drug. The author finds no support for such an interpretation in the provision.
211

In order to benefit from the Bolar exemption, the existence or non-existence of a reference medicinal
product is irrelevant - it is not a prerequisite for exempting the relevant acts from patent infringement.
Accordingly, tests for the development and approval of innovative drugs are also covered by the EU
Bolar exemption. If the tests are carried out with a view to developing an innovative drug, but no
marketing authorisation follows, these acts would be covered by the general research exemption.
An argument in favour of this position can also be derived from the history of Art. 10(6).>'* The
original proposal of the Bolar exemption, which was covered by then Art. 10(4) explicitly referred
to generic medicines. The reading adopted by the Parliament also contained such a reference, which,
however, is not to be found in the current wording of Art. 10(6).

It can therefore be concluded that the Parliament did not intend to limit the Bolar exemption to
generic medicines.

In 2020, a Japanese court delivered a ruling?!® that addressed the question of whether the research
exemption set forth by Article 69(1) of the Patent Act also encompassed trials conducted for the
purpose of obtaining marketing approval for innovative drugs. The defendant was sued for infringing
the patent in question by conducting a clinical trial in the form of a "bridging study" with the objective
of obtaining a marketing authorisation for an innovative drug, namely Talimogene Laherparepvec
("T-VEC"). The T-VEC was a pioneer drug that fell within the scope of the patent held by a claimant
(in this case, the appellant).

The defendant relied on the research exception as a defense. Accordingly, the Court had to assess
whether the conduct of clinical trials for a novel drug falling within the scope of the patent were
privileged by the research and experimentation exception. Or, in other words, whether the conduct
of clinical trials for the innovator drug constituted "experiment or research" within the scope of Art.
69(1) of the Japanese Patent Act.

The plaintiff argued that the Court could not rely on the 1999 precedent in the Japanese research and
experimentation exemption case because that decision was made in respect of the generic drug. Such

parameters as the purpose of the Patent Act, the legislative purpose of Art. 69(1), the purpose of the

211 See also criticising such view: Manuel Campolini, Ignace Vernimme, Bolar and experimental use exemptions in the EU: how the
landscape has changed for generic and biotech drug makers, December 2014, p. 2.

212 See more on history of Art. 10(6): Joseph Straus, The Bolar exemption and the supply of patented active pharmaceutical
ingredients to generic drug producers: an attempt to interpret Article 10(6) of Directive 2004/27, Journal of Intellectual Property
Law & Practice, 2014, vol 9, No 11, 895, 901.

213 Intellectual Property High Court decision of 9 February 2021 in case No 2020 (Ne) 10051.
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regulatory law establishing the marketing authorisation procedure as well as the balancing of the
interests of the patentee and the public were taken into consideration by the Court.

The Court explicitly pointed out that if the third party could not carry out the necessary tests with the
patented substance during the term of the patent, he or she would not be able to freely use the
invention for a considerable period of time after the expiry of the patent. Such a situation would be
contrary to the very basis of the patent system, which is to enable the patented teaching to be freely
used after the patent has expired, thereby contributing to the development of industry. As the
defendant did not exceed the working of the patented technical teaching beyond what was necessary
for obtaining an MA, the claimant’s expectations to work the patented invention exclusively and
profit during the patent term have not been impacted. Furthermore, the Court recognised the
admissibility of conducting clinical trials with the innovative drug in order to obtain bridging data

while the patent was still in force therefore ruling in favour of the defendant.

(2) Product Type: Human Medicines, Veterinary Drugs or Broader Scope?

The majority of states offer a Bolar exemption, which is typically available only for medicinal
products, either only for human medicinal products or also for veterinary medicinal products (EU).
Other states extend coverage to medical devices (pursuant to the court interpretation — the US), while
yet other jurisdictions even cover all products that underlie regulatory approval (New Zealand,

Canada).?!*

(3) Synthetic Drugs or Biologicals

It is evident that the Bolar exemption encompasses synthetic drugs. However, given the distinctions
between biologic medicinal products and synthetic drugs and the distinct MA procedures, in certain
jurisdictions, it may be uncertain whether this exemption would be applicable to biologic medicinal
products if not explicitly set forth by the exemption. In the EU, however, it is clear that biological
drugs are also covered by the Bolar exemption, as Art. 10(6) directly refers to biosimilar drugs
authorised in accordance with national provisions implementing Art. 10(4) of Directive 2001/83/EC.
In Japan, the question of whether the research exception encompasses biological medicine was
resolved by the 2020 judgement concerning T-VEC. T-VEC was protected by the patent entitled
"Viruses and their use in therapy". The mechanism of action of the aforementioned medicinal product

is oncolytic virus therapy, which employs a virus to infect and destroy cancer cells. T-VEC is a

214 Carlos M Correa, The Bolar Exception: Legislative Models and Drafting Options, South Centre, Research Paper 66, March
2016, p. 13.
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genetically modified herpes virus that replicates within melanoma cells and kills them. It is therefore
a biologic drug. The Court held that the research and experimentation privilege also covers the
clinical trials of this specific drug, conducted with it in order to obtain an MA. It can therefore be
deduced that the Japanese research exemption covers both synthetic and biological drugs without

differentiating between them.

4. Research Tools

A further question that has been raised in the academic literature is whether research tools, such as
reagents, cell lines, drug targets, methods, including diagnostic tests, would be covered by the Bolar
exemption.?!®> Indeed, there is currently no definitive answer as to whether research tools, when
exploited in order to obtain regulatory approval of a drug, are covered by the EU Bolar exemption.
To the author’s best knowledge, this question has not been considered by a court in Europe. Neither
the legislative history of Article 10(6) of the Directive provide a clear answer.

However, given that in the majority of cases research tools find their only practical application in
research, the effect of such an exception would be to deprive patents covering such research tools of
their exclusive effect, which is tantamount to abolishing patents in the field of research tools.>'® On
the other hand, if research to obtain a MA is not possible due to access restrictions resulting from a
patent covering a research tool that is not voluntarily licensed by the patent holder, the possibility of
applying for a compulsory licence would be the only legal alternative to obtain access to the
necessary technology.

It should be noted that some states may provide coverage for research tools under the exemption in
the context of tests conducted for the purpose of obtaining approval for marketing. By way of
illustration, in the UK, following the legislative reform of 2014 introducing The New Research
Exemption, the UK Intellectual Property Office has stated that the use of a research tool for testing a
drug for approval is covered by the new exemption. However, the exemption only covers acts
necessary for an MA.?!7 Once the use of the research tool is necessary for commercialisation of such

a drug, a licence agreement with the patent holder is required.

215 Justyna Ozegalska-Trybalska, The Bolar exemption — broad or narrow scope of safe harbour in European patent law? Prace z
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VI. 2023: The New EU Legislative Proposal and the Bolar Exemption in the
Winds of Change?

As early as 2015, the Commission staff working document accompanying the Commission

Communication stated:

“...Member States implement the patent research exemption and the 'Bolar
exemption' in different ways. On the one hand, some Member States do not allow
the supply of active pharmaceutical ingredients (APIs) to EU-based generic
manufacturers for the purpose of seeking marketing authorisation. On the other
hand, in a number of Member States, it is not certain whether testing in the EU
by originators and biosimilars can benefit from these exemptions for the purpose
of seeking marketing authorisation in the EU and in non-EU countries, or for
meeting emerging regulatory requirements such as those related to health
technology assessment. Providing clarity on the application of the EU ‘Bolar
exemption’would also be important with the advent of the unitary patent and its

centralised jurisdiction. '3

On 27 April 2023, a proposal for comprehensive amendments to General pharmaceutical legislation
was published.?!” The proposal was the subject of considerable debate.??° Ultimately, on 10 April
2024, the European Parliament voted in favour of the text.
Article 85 of the Proposal, entitled "Exemption to the Protection of Intellectual Property Rights,"
addresses the EU Bolar exemption:

“Patent rights, or supplementary protection certificates [...] shall not be

regarded as infringed when necessary studies, trials and other activities are

the purposes of:

conducted for &+

(i) obtaining a marketing authorisation of

hybrid-medicinal produets and for subsequent variations,

218 Commission Staff Working Document, A Single Market Strategy for Europe - Analysis and Evidence, Accompanying the
document, Upgrading the Single Market: more opportunities for people and business {COM(2015) 550 final} {SWD(2015) 203
final}, 28.10.2015, SWD(2015) 202 final, p. 74. Original footnotes omitted.

219 Proposal for a directive of the European Parliament and of the Council on the Union code relating to medicinal products for
human use, and repealing Directive 2001/83/EC and Directive 2009/35/EC COM/2023/192 final, Brussels, 26.4.2023
COM(2023) 192 final 2023/0132(COD).

220 See Annex II to compare the original proposal and the text voted in favour by the EU Parliament.
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(ii) conducting health technology assessment as defined in Regulation (EU)
2021/2282;

(iii) obtaining pricing and reimbursement approval; and
(iiia) the subsequent practical requirements associated with such activities.

The activities conducted exclusively for the purposes set out in the first
paragraph point{a)—meay shall cover as relevant the submission of the
application for a marketing authorisation and the offer, manufacture, sale,
supply, storage, import, use and purchase of patented medicinal products or

processes, including by third party suppliers and service providers.

This exception shall not cover the placing on the market of the medicinal

products resulting from such activities.”**!

The blue crossed out sections of the original Commission's proposal have been removed, while the
sections in bold have been introduced by the Parliament voted text.

The wording of the provision enumerates certain acts that are exempt from the protection. In addition
to the exemption of "studies" and "trials" as set forth in the current regulation, the Proposal provides
a more comprehensive and definitive list of exempted acts. It is evident that the term "consequential
practical requirements" has been omitted from the proposed text. Indeed, the current wording,
"consequential practical requirements," although allowing flexible interpretation, has contributed to
divergent national court interpretations, which poses risks to generic manufacturers and their
contractors. The specified listing will therefore contribute to greater clarity and predictability. It
should be noted, however, that the list of acts set out in the proposal is not exhaustive.

The amendment extends the scope of the provision to encompass two additional purposes: pricing
and reimbursement, and health technology assessment. However, the provision does not explicitly
permit the undertaking of price and reimbursement listing directly, but only the generation of data
necessary for the application. It is worth noting that the European Parliament has proposed®*? an

additional article, Article 85a, which explicitly states that the procedures and decisions to which

221 European Parliament legislative resolution of 10 April 2024 on the proposal for a directive of the European Parliament and of the
Council on the Union code relating to medicinal products for human use, and repealing Directive 2001/83/EC and Directive
2009/35/EC (COM(2023)0192 — C9-0143/2023 — 2023/0132(COD).
Available:https://www.europarl.europa.eu/RegistreWeb/search/simpleSearchHome.htm?references=P9_TA(2024)0220&sortAnd
Order=DATE _DOCU_DESC

222 European Parliament legislative resolution of 10 April 2024 on the proposal for a directive of the European Parliament and of the
Council on the Union code relating to medicinal products for human use, and repealing Directive 2001/83/EC and Directive
2009/35/EC (COM(2023)0192 — C9-0143/2023 — 2023/0132(COD)). Available:
https://www.europarl.europa.cu/RegistreWeb/search/simpleSearchHome.htm?references=P9_TA(2024)0220&sortAndOrder=DA
TE_DOCU_DESC.
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Article 85 refers are regulatory or administrative procedures "which are independent from the

enforcement of intellectual property rights". Furthermore, paragraph 2 of Article 85a states:

“The protection of intellectual property rights shall not be a valid ground to

refuse, suspend, delay, withdraw or revoke decisions referred to in Article 85.”

This is indicative of the EU's intention to explicitly delineate the boundaries between the realms of
patent law and pharmaceutical regulatory law.

The proposed Bolar exemption is not applicable to acts that are necessary for MA, pricing and
reimbursement, and HTA in jurisdictions outside the EU. This is, on the one hand, surprising, given
that the Communication of 2015 explicitly referred to the unsatisfactory situation in which it is
unclear whether generic manufacturers applying for a marketing authorisation in third countries can
benefit from the EU Bolar exemption. However, in light of the regulation's scope, namely the
marketing authorisation within the EU, it becomes evident that the directive is not an appropriate
legal instrument for regulating the acts necessary for obtaining a marketing authorisation in extra-
EU jurisdictions. It is also evident that the regulation is not a patent-specific measure, but rather a
regulatory framework for medicinal products in Europe.

The provision explicitly outlines the beneficiaries, extending the application of the Bolar exemption
to third party suppliers. The proposed provision does not set out specific conditions for third parties
to be eligible for the safe harbour, in contrast to the SPC manufacturing waiver regulation, where it
is required that the third party supplier is in a contractual relationship with the direct beneficiary of
the exception.??® Therefore, it remains uncertain what conditions must be met to exempt third party
acts.??* It seems implausible that the exemption would extend to third party manufacturing, offering,

selling and supplying without any limitations.

VII. Conclusions and Normative Recommendations

A comprehensive research study was conducted on the Bolar exemption and patent linkage between
23 July and 24 August 2024 in Tokyo, with conclusions finalised in October/November 2024 in
Germany. This research yielded a multifaceted set of conclusions, which are listed below and divided
into four sections, each containing conclusions and recommendations. It is important to note that the

recommendations are of a general nature, and that further research is necessary to provide more

223 Rec. 9 of the Regulation (EU) 2019/933 of the European Parliament and of the Council of 20 May 2019 amending Regulation
(EC) No 469/2009 concerning the supplementary protection certificate for medicinal products (Text with EEA relevance.), OJ L
153, 11.6.2019, p. 1-10.

224 Cf. Marco Stief, The European Research and Bolar Exemption — Background, Status Quo and a Look at the Agreement on a
Unified Patent Court (UPCA) and the EU Commission’s New Draft Directive for the Reform of Pharmaceutical Legislation,
GRUR Int 2024, 824, 836.
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specific recommendations. The author has provided two tables (Annex I and Annex II) to provide a

simplified overview of the subject matter of the study.

1. Concept of a Bolar exemption

(1) The Bolar exemption has to comply with the requirements of the TRIPS Agreement. In the case
Canada-Patents, the WTO Panel confirmed that this exemption complied with the three-step
test set forth by Article 30 of the TRIPS Agreement. This precedent was subsequently followed
by other countries.

(2) The Bolar exemption has the potential to exert a beneficial influence on the competition
landscape, thereby facilitating broader drug coverage and price decrease.

(3) The Bolar exemption holds considerable public healthcare significance. The resilience of API
supply chains, both national and international, may also be enhanced by the design of the Bolar
exemption. This is a significant factor, particularly in light of the vulnerability of supply chains
and the potential for disruption due to pandemics, wars and other global events with the potential
to impact the global supply chains.

(4) For states considering the introduction of a Bolar exemption, there are a number of factors that
must be taken into account to ensure legal certainty and predictability for all parties involved.
The Bolar exemption does not permit the commercialisation of a drug prior to patent expiration.
Instead, it facilitates compliance with the administrative requirements necessary to prepare for
the marketing of the drug once all exclusivities have lapsed.

(5) The Bolar exemption is designed to facilitate the timely market launch of generic drugs.
However, patent linkage has the potential to delay this by blocking applications for an MA and
a MA grant after the patent expires.

2. Bolar Exemption in the EU
(6) The majority of EU Member States have transposed the Bolar exemption more broadly than Art.
10(6) of Directive sets forth, so that it also covers acts undertaken with the aim of registering
the medicinal product in a non-EU jurisdiction. There is no logical justification for limiting the
scope to acts aimed at registering the medicinal product only in Europe. In order to facilitate the
global competitiveness of European generic companies, the Bolar exemption should also cover
the testing of medicinal products for the purpose of obtaining marketing authorisations in third
countries.
(7) The current open questions regarding the European Bolar exemption are:
a. The jurisdiction in which an MA application for which the exempted acts have been

performed is intended to be filed: only national/EU or also extra-EU?
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b. The jurisdiction for which the HTA or pricing and reimbursement for which the data are
generated will be performed: national/EU only or also extra-EU?

c. What are the criteria for the third party to benefit from the Bolar exemption?

d. Research tools coverage by the Bolar exemption.

(8) Justified dissatisfaction has been expressed about the limitations of the UPCA on the Bolar
exemption and the fact that it was enacted before the current harmonisation is taking place. In
fact, it is necessary to also allow the exemption of acts for obtaining a MA outside the EU and
its Member States. However, this would require a reform going beyond the Proposal. An
extension of the jurisdictional application of the Bolar exemption under the Proposal is not
possible, as it is the part of the EU legislation that regulates the EU’s and its Member States’
MA procedure and therefore has no competence in regard to MAs of third states. The same
applies to the HTA. In order to harmonise the Bolar exemption with regard to acts required for
MA in third states, a different legal instrument is necessary, as the specific Proposal for a
Directive has no legal basis to lay down specific patent law provisions with regard to acts

necessary for MA obtaining in third countries.

3. Japan and the research and experimentation exception

(9) Japan does not have a specific Bolar exemption, instead the general research exception has been
applied in cases where acts necessary for an MA, such as trials and tests with the drug, have
been carried out with the substance or compound covered by third party patents.

(10) While the courts have provided some clarification on the scope and applicability of the
Japanese research exemption, including whether tests and trials with the drug in order to obtain
approval are covered, many questions remain unanswered.??*> This has resulted in legal
uncertainty and unpredictability, which have a detrimental impact on the business environment
of generic companies in Japan.

(11) Furthermore, while the Court has ruled that tests and trials conducted on the drug for MA
purposes are covered by the Japanese research exemption, some prominent academic scholars
have expressed differing views on this matter. The primary objective of the Japanese research
exemption, like the European general research exemption in the past, is to advance technology,

rather than to verify already known information.

225 Also, the interviews with Ms Hino and Prof. Nakayama confirmed that there is considerable uncertainty surrounding the
application of the Japanese research and experimentation exception to acts that are classically exempted by the Bolar exemption
in Europe and the US. Professor Nakayama stated that, the idea for Japan to have a specific exemption like the Bolar in
Europe, which has different purpose from that of current Research exemption, could be theoretically considerable though he
thinks the practical necessity is low.
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4. Patent linkage

(12) The European and Japanese stances on the subject of patent linkage are markedly divergent.
The European perspective on patent linkage is that it may result in an unjustifiable increase in
the number of patent disputes and associated costs, which could have a detrimental impact on
generic companies, particularly small and medium-sized enterprises.

(13) Furthermore, it has the effect of undermining the Bolar provision and frustrating the objective
of having generic and biosimilar medicines on the market as soon as the patent or patent term
extension expires. It has the consequence of delaying generic market entry, which in turn has
the effect of reducing patient access to cost-effective medicines and healthy competition. It
hampers and delays competition in the market, with serious implications for the price of
medicines and the overall sustainability of states’ pharmaceutical budgets.

(14) In Europe, patent linkage is prohibited. Medicinal product authorisation in Europe is based
solely on scientific grounds, these set out in the relevant pharmaceutical legislation. Patents in
force play no role in the drug authorisation process. In Europe, patents are enforced by the patent
holder, rather than by a state authority ex officio.

(15) Although the original intention of the introduction of patent linkage in Japan is not traceable
as patent linkage exists as a de facto system created by the Director's Notice, which is not a
legislative act and therefore there are no legislator’s debates, law annotations or explanatory
memorandum explaining the background and rationale, the rationale of the Japanese patent
linkage system mentioned in the 2009 Notice is to "ensure stable supply of generics".

(16) Accordingly, the Japanese perspective is that the patent linkage system contributes to the
stability of the supply and the avoidance of legal disputes between the parties involved. However,
this view can diverge significantly between representatives of the originator and generic
industries.

(17) The Japanese patent linkage system provides a forum to attempt to resolve potential disputes
prior to generic drug market entry. In this respect, the Japanese patent linkage system resembles
a government-led self-regulation with a ministry acting as an intermediary for communication
between the parties - originator and generic company. However, in the event of disagreement
between the originator company, the generic company and the MHLW, there is no regulated way
to resolve the issue. This issue casts a shadow of legality over the Japanese patent linkage system.

(18) The Japanese patent linkage system has been the subject of much attention recently. It may
therefore be an opportune moment to consider a review this matter.

With regard to Japanese patent linkage, the main issues that have been identified are as follows:
a. its legal status

b. the lack of a defined procedure, including remedies
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c. the need for greater transparency in regard to the linked patents

(19) If Japan decides to maintain a similar patent linkage as at present, a clear (administrative)
procedure is needed for both generic and originator companies in cases where their rights have
been adversely affected. Or, alternatively, the patent linkage system should not adversely affect
rights under administrative law, but instead rely on the civil law system. However, this would
mean that the MHLW would only act as an information provider and would not suspend or
refuse marketing authorisation decisions. This strategy would align with Japan's international
obligations as set forth in the CPTPP. International obligations under the CPTPP permit the
application of a more relaxed patent linkage. This allows originators to obtain information
regarding an MA grant of the generics concerning the drug covered by their patents and
accordingly plan their actions in regard to rights enforcement.

(20) The occurrence of unnecessary lawsuits can be mitigated through the establishment of a
transparent legal framework that provides all parties involved with a legal certainty and

predictability regarding the permitted acts exempted from infringement.
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Annex L. Overview of the EU and Japanese Bolar/research exemptions and patent linkage systems

a marketing

patent right shall not

studies and trials with a

Japan EU EU proposal, European Parliament vote for amendments
(10.04.2024)
Exception Art. 69(1) Japanese | Art. 10(6) Art. 85 Proposal for a Directive
applied to Patent Act Directive 2001/83/EC
clinical trials Patent rights, or supplementary protection certificates [...] shall not be
for obtaining | The effects of the Conducting the necessary | regarded as infringed when necessary studies, trials and other activities

are conducted for the purposes of:

authorisation | extend to the view to the application of | (i) obtaining a marketing authorisation and subsequent variations;
working of the paragraphs 1, 2, 3 and 4 (i1) conducting health technology assessment as defined in Regulation
patent right for and the consequential (EU) 2021/2282;
the purposes of practical requirements shall | (ii1) obtaining pricing and reimbursement approval; and
experiment or not be regarded as contrary | (iiia) the subsequent practical requirements associated with such
research. to patent rights or to activities.
supplementary protection | The activities conducted exclusively for the purposes set out in the first
certificates for medicinal paragraph shall cover as relevant the submission of the application for a
products. marketing authorisation and the offer, manufacture, sale, supply, storage,
import, use and purchase of patented medicinal products or processes,
=>» Research => Bolar-type exemption including by third party suppliers and service providers.
exception =>» Must be implemented in | This exception shall not cover the placing on the market of the medicinal
national laws products resulting from such activities.”
Patent De facto patent Prohibited Explicitly prohibited:
linkage linkage Article 85 a (new) Non-interference of intellectual property rights

1. Member States shall consider the procedures and decisions referred to
in Article 85 as regulatory or administrative procedures which, as such,
are independent from the enforcement of intellectual property rights.

2. The protection of intellectual property rights shall not be a valid
ground to refuse, suspend, delay, withdraw, or revoke decisions referred
to in Article 85.

3. Paragraphs 1 and 2 shall apply without prejudice to the Union and
national legislation relating to the protection of intellectual property.
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Annex II. Overview: Legislative proposal of the EU in regard to the Bolar exemption — Art. 85 — Commission Proposal

and the Amended and voted text by the European Parliament

Commission proposal 26 April 2023

Amended text (Parliament) 10 April 2024

used for the purposes of:

(a) studies, trials and other activities
conducted to generate data for an

application, for:
(i) a marketing authorisation of
generic, biosimilar, hybrid or bio-hybrid medicinal

products and for subsequent variations;

(ii) health technology assessment as

defined in Regulation (EU) 2012/2282;

(iii) ricing and reimbursement.

[iiia] not available

Patent rights or supplementary protection certificates [ ...]shall not

be regarded as infringed when a reference medicinal product is

Patent rights or supplementary protection certificates [...] shall not be
regarded as infringed when necessary studies, trials and other

activities are conducted for the purpose of:

(a) deleted

(i) obtaining a marketing authorisation

and subsequent variations;

(ii) conducting a health technology
assessment as defined in Regulation (EU)
2021/2282;

(iii) obtaining pricing and reimbursement approval; and

(iiia) the subsequent practical requirements associated with such

activities.
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VU w7 EEMOHBFEE L, FDA [ZBHIZITV, /X7 7 F 7 IV it R & 280
T, FFPEF TR LT, Rraro M), AR, FEREFL WM LT b, W
X NEZIT T, FRFEE D DIREFANEE IS,

32 K.D. Raju, Patent Linkages and Its Impact on Access to Medicines: Challenges, Opportunities for Developing Countries, in: Reto
M Hilty, Carlos Correas (eds) Access to Medicines & Vaccines (Springer 2022), p. 360.
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ORI > TIRETTITHHBICBATE720OD X A 5T A4 NZONWT, BN
DRI TND,

Ny F e Ty I A AEBNKEOERL TS OMEZMRT ETHETHD Z LI
SRHUTZV, S0z, ZoHEO—HOME?EHR EOMBEEZFEE I LTNDHZ &R
RSN TWD, KEDAT > MY v — DRI, BAORVEERY =3 ) v 7 E
TG ~ORAZEBT 5 ETORREL ZITILOHND T EBE N 3,

BUEIZIX, X7 v MY o —U0d, Bolar SbR & OMRFRTF O Ffe RS T2 258 28
B2 EERDDRFHIED B OBRE L2 RN S 5, Bl IE, KETITEE, e
DREREIE S 2 RIS & L WERBRFFDRRNICRE SN TW AR Z D <0 i
SRR I TS, KEHIG | EERTEELEERA L VT ZITRE YN
EEHOTNDZEIZHOWT, ZliZy =3V v 7 EHEHOANTFRIREM A I O 03272 T

33 Maria Grazia Medici et al, Patent Linkage Reform in Italy: Everything Changes but Nothing Changes, Bio-Science law review, Vol
19 issue 4, 151, 151.

3 Approved Drug Products with therapeutic equivalence evaluations, 44" edition, available at:
MMMWWMMWMMWHMM®mmm%mmmmL%ﬁﬁ@#é%ﬁﬁ\%MMMEmmwwmmmmmAwmwm
ADI ZZ M, RS D HEHIT, HEFITHEIC LD, Bnd, Toa— N iR, FrkA, Frifa— R &
FRHIBREGE, MEHE D — R SRR A MR S D, ADA 11 of 442 222 M,

35 K.D. Raju, Patent Linkages and Its Impact on Access to Medicines: Challenges, Opportunities for Developing Countries, in: Reto
M Hilty, Carlos Correas (eds) Access to Medicines & Vaccines (Springer 2022), p. 360.
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ZPSL LB BIRLBEAIC L VAT ) O TR < KR O H CHREICE S TTTh T
WAINDLTH D, BHOY AT LR, EEHHARD DL b, KETTF
MU=V RASHTURE, 15 1 EEDETAT Y M) U=V ASh TS Y,

. Bolar %R D ER)HSH A

1. EBRRYRIERIEHE

[EFRAYIZ I, Bolar SBRIZEI¥ S Ml EEFRFIIZATHLIu T evy, 1990 47 A 23 H @ TRIPS
WERZETIE, RBREMICET 20528, —EORNEED D ENRERINTITE N
ﬁtﬁﬁ*sﬂmsﬁmﬁw I%. Bolar #f& (BT 2 ROBEITED LTV, X

DAIZHIIMT FFFIC L VA5 SNTHERIO & 5@ 2 BN S5 B2 E o 5 30 5%
K%bﬁ#hf&%@w 30 Sl =ODEMITHES T, MBEDNEETHEOHIS 2 HET
HZEERDTND, FISMIRENTRITIER DR, DF Y BFFFro@E O£z R

VI TE e B2, BIAMNE, R O ES e fiS 2 R YI2E L U b0, Kk
2. BEFOREDRBE I N2 T T b0,

30 RITANVRXERKO=BMET XA MIERBEZGLbOTH LD, ftho T—ixp7efilst )
P L TWD, ZOEELEZ, FoEFORERNEBESINTWLZETHD Y,

2. BRI XU A AD LR P

BN CiE 2005 4% T, EU L~ULTO Bolar SBRIIIFE L2 o7, T DbV IC£EL
OEPERIZ L0 — 072858 - BEBROBIS 2 kb LT e, ZAUERE—Rear 8o i
EDRIE TH 25 1975 FHLFERRFRFSK (CPC) YofERE L THIEFRMINTZH DO TH -
7o CPCIET 372D ENYHHE LRI o Tolodd, FEhIniehoTz, L LR s, B

36 Federal Trade Commission Statement Concerning Brand Drug Manufacturers’ Improper Listing of Patents in the Orange Book,
September 14, 2023.

37 K.D. Raju, Patent Linkages and Its Impact on Access to Medicines: Challenges, Opportunities for Developing Countries, in: Reto
M Hilty, Carlos Correas (eds) Access to Medicines & Vaccines (Springer 2022), p. 360.

38 The TRIPS Agreement, Drafting History and Analysis (ed. Daniel Gervais) (Firth Ed Sweet & Maxwell 2021) Marginal note no
3.434.

3 The TRIPS Agreement, Drafting History and Analysis (ed. Daniel Gervais) (Firth Ed Sweet & Maxwell 2021) Marginal note no
3.435.

0 JLRHTES O 72 0 OBINFFFHC BT 5 5680 GRRIKFFFFSAKY) 76/76/EEC 0J 26.1.76 No Ly 17/1 L RIBFFFFICBET 217
BTV SET 1975 FICHE S, FFE 12 A 15 B, V2RI AZICEBWT, ATt T s RRERRFAK

(CPC) & LThAGN D HE LD 7= ORUNEFRFEKI A 2 I OB IR F L FIA D 9 OMBEEIC & v FREI S vz,

1989 FEIZEIERN KA D=3, il L7eh -7 @ Art. 31 CPC 1975 = Art. 27 CPC 1989,
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FLRU,
(@) FLHIIZ K IZFEFZERT A HID T2 0I1ZT T S 777
(b) FFFFFEH DXILRIZFE L CTatlge H 19 Tt 5177 [... 1)

(b) I R SN BN, (@) I2HY BF SR RAE A OFIS L1382 5L DT
b5, AIBENEEIFERN TITONERBRZGRT 2720080 TH LD L, #%
FIIFERGHENIT DR ERGE LTD, Lizhi-> T, REBRMEH ORI TR ZO
[FERG2ER) ) R OB Z ML Lieuy,

R ECHI T E (UPCA) *11d 2023 4E 6 Al Zh S iz, UPCA27 5kiL, 27 % (b)
& RIBRICRFFF R O X G BE L TR H I TIT I AT 2 0 Bs N 2 e 721 T < | 15
43 2001/83/EC*D 1055 (6) DEDDHITALEATND,

THFFFIC L O 52 A SHEFIIL, KD b DIZITRITZV,
(d) 757 2001/83/EC D10 5 (6) IZ#E> T, 757 2001/83/EC D EMEDF
PENIZ 50 THYl X R E T SHF7FHIZE L Talldd 6777

UPCA @274 (d) 1&, FFFC L W5 I HHERNIE, F55 2001/83/EC @ 10 5 (6) |
ﬁéo%#/ﬁéhéﬁﬁa ITX 72 E LT Y, UPCA IZZENLL EDOHIEFHFnZ B3R LT
WV, FEEHRE B0 217 55 (3) 1E. UPCA (28I S BEIE SN2 845 2001/83/EC ~DF
&@\%ﬁﬁi@%%%i;ﬂmaﬁﬁé%@k%ﬁﬁékwaéo

7272 L, MEEORZHITFES 2001/83 BNER L TWDHH D XY $ AV Bolar ffrz 5
LT, £V, 95 LzEOERN Bolar %% UPCA IZ#A LTV % Z o
Z LTI EU AN OB CIRGE AR A 32T 21T A28 TEE S, £ 9 LI TalE, f8n
THUE SN7ZBITO Bolar R TH, HBREBICBWTHRBRINZVICH b LT, 1
EAEDMBETIIRERINLGDOTH D,

MO ARFRFHECHIFTICBI T S B E . [2013] 07 20.06.2013 C175/01, LA F AL TIX TUPCAS L9,

2 A ST A b AFAERICET 5 RFEARIEICET 2 2001 4 11 A 6 AOBMNES KU ESES
2001/83/EC, OJL 311 28.11.2001, p. 67.

BN P T B4 2 W A BT BB L, F55 2001/83/EC K OMEAT 2009/35/EC & BE 19~ 5 BRI G2 M OV B
SRR, 2023 52 4 1 26 H. COM(2023) 192 final 2023/0132(COD). LAF THEE] L\ 5,

4 Cf. Marco Stief, The European Research and Bolar Exemption — Background, Status Quo and a Look at the Agreement on a Unified

Patent Court (UPCA) and the EU Commission’s New Draft Directive for the Reform of Pharmaceutical Legislation, GRUR Int
2024, 824, 837.
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TV 48,

S Z ORMBEIZET 2 RFERN 7248 22122V T, Romandini, Chapter 15.4.1.2.3 in Romandini et al, Study on the Legal Aspects
of Supplementary Protection Certificates in the EU, Final Report, p. 353 et seqq. &5/,

46 EERTBR & (2 & fIT L7 496 US 661, 110 S. Ct. 2683 (1990) % 34 L 7=ZEE M FT D Eli Lilly and Co v Medtronic Inc
873 D 2d 402, 10 USPQ 2d 1304 FFIZ 1) 5 k2 5,

Y RFFFIOy OFTHN & E R T 2o DBRRBTH > T, 1881 FFAFFE 11 5= (2) DOBISMTHEE T 2 LHllr L7z R A
Y ECHIIT IR 2 S0, 1995 4F 7 A 11 B FA Y @ #c Tk, GRUR 1996, 109. 7 » 2 OFHIFT & BRARER 2
FabR L7z, 2001 452 A 20 H/N Y REFEFHIFTHIP, PIBD 2001 No 729, 111, 530 % S,

8 LEDO VIE (2) B,
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=3 U v 7 EELOEHRER) BU 84N CTI1Tod Z & ZHIE3 5720 \ﬁéﬁéﬁ
78 EU TORFF R DRIl iciThbh s 2 & %%?@?“5%%;5753%7\%%6%%753%
L EFER LT 33,

4 Justyna Ozegalska-Trybalska, The Bolar exemption — broad or narrow scope of safe harbour in European patent law? Prace z prawa
Wlasnosci Intelektualnej, Rok 2016, z. 132 ISSN 1689-7080, 143, 144 footnote No 5.

30 Communication from the Commission to the Council, the European Parliament, the Economic and Social Committee and the
Committee of the Regions - A Stronger European-based Pharmaceutical Industry for the Benefit of the Patient - A Call for Action,
COM/2003/0383 final, 1 July 2003, p. 16.

31 Communication from the Commission to the Council, the European Parliament, the Economic and Social Committee and the
Committee of the Regions - A Stronger European-based Pharmaceutical Industry for the Benefit of the Patient - A Call for Action,
COM/2003/0383 final, 1 July 2003, p. 16.

52 Communication from the Commission to the Council, the European Parliament, the Economic and Social Committee and the
Committee of the Regions - A Stronger European-based Pharmaceutical Industry for the Benefit of the Patient - A Call for Action,
COM/2003/0383 final, 1 July 2003, p. 16: TFraF DM TR O TS ~O Y =3V v 7 EFRL OB AL RIE S TR0
7O DRFFHREDAFRIARE THIO Y =3 U v 7 EFELORBRAFFAT 2 [Bolar B HiE K O AV 72 FEH I
BAJ

33 Report from the Commission on the experience acquired as a result of the operation of the procedures for granting marketing
authorisations for medicinal products laid down in Regulation (EEC) N° 2309/93, in chapter III of directive 75/319/EEC and chapter
IV of directive 81/851/EEC Report on the basis of Article 71 of Regulation (EEC) No 2309/93, p. 21.
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25-



Fe i BRI O B ST O 2381 A AR 72 FUARIE, FERT A7 1 I I LS R 5E KGR
BT HTOOEEMOBRBREITR O Z LIIRETABICHTELE VI LDOTHoT- 5, &
EECHIRIZ S 0 BT F D% DT OB LB IR 35 X 5 72 R A IR &
LTXFTHHDTho7n Y, ANEROGITHSMEES NI Z LTI VEbH D (EHK
iz FHWTERBRIZ DWW T 69 5 1 HOBHAREZRE T 57201 =) v 7 BHEITED
ITONTVWDEE) OO0, ERFE->E VR TWRNO THIVUE, FFiHEOEARN 2B
TSI A3 S22 U2 S e SRR D 7, IEOMIRGR & Sk & X
L. ZOOBORBZDIT TWAMERHD ZEIERB LTS B, S50, EEGLEMH
ML CHREERFEARE =T 2720 ORERZ1T 5 Z & ZHIRTIUE 20 FRIOEDEHZ T
TRt AE N T LE 5 2 &2 D & FraFlil E O EARFANC S & U To i@ OR & fet
T5 Y, ERNER LI, FEFHENUIN BRI ARGET D ICIXERERH D, DFED
FEFFOERE I IS - 7T 2 2 & BMRE LY | FRMEREZ RISV E N D
EEN S DH L b ERET D, Ve v/ EEMA D —FETLIMNERHHT-DIT,
PFTICHLIEELEZRTTT A Z LI TERVERBNICRRS, ZOFZITELY, L
LB, 2T EOERIZOLEYT 55T, WEBEAROT O ORER 7 v+ A 1TE
FRERCEADO SO TH Y 10 ATH EOBELRITHE S &9 G TRIEIRTE D 72 8 O (i
PSRFFFHE T IZIEON D 2 LR AUE, FrE DOEFNI 6 5 AN Y 22 22072 &38Rk S 5 )
b LavZavy, GRBR O SEMi I LR O A AT T oD SEF B3 O R FFHER O THIZIZ 3617 2 FEfh
AOHAL I I BB L7y, BUE - BT D X 9 B2 L b EDDO T, Frafro1Fkt
BRI ST b,

V. RFY Ry =Y

T N Y =V OREEIE TRIPS BEDOHEITITE D b TRy, Lizaio T, /3
T M) U= R E L TWAEIL, TRIPS MEDHIEEZEZ 27 Fu—F2HH LT
Who AT Y R = VIREBRICIOKRE E O TEREBEESHE. £ L TR
— M=y FITET 2 @R R OSEER R E 10 O 2 [E ) O MR S (R E S 1 E
THESNTND,

% HAIED> - BiFSIE 78) 265 H,

9% MAFIEN « BiFBTE 78) 265 HEOOH 25K,

7 HAIED> - BiFHIE 78) 265 H,

B HANIED> - BiFHIE 78) 265 H,

P HANED - BTHEHE 78) 266 H,

100 F 7- Fhi FHEE IR PR IR 2R E DN DD pEEE,

0L B3RP — b — v FICBT 2 @ R OV 22 W 7E (CPTPP) . M WIOMSFRIX TPP11 XX TPP-11 Th o7z,
2018 EICF YV DY T 4 7 I TEL SINT-,

26-



1. EU

EU LUV TR, AT 2 R Y =Pk & T %, BONE RS, BRGSO
GFOIHEICET 2 WEEOT TRD K H IR TV 2,

[NF2 N Y =2 2T RTEAEGRD G, e R Y 2 [ F s DMl
PEFREN OMBEE LRI K IZE AU T BB DA &, TS PE s D
FFiF (M) IRHICEE S5 EFE 20 5, EU LD T TlE, Hoc#ARE
TEFIEAELS DIFFF DI EFES 5 = E 178D H41 Tzl 19?2

Y RN ARAHES L, AFE LTI ET Z N TE 25 RITHAI (EC) 726/2004
D 81 = A (EC) 2001/83/EC @ 126 RICHE SN TWS, ZOFEBIFREIIETH
0. FFFORMIZE RSN TR, 72720, HEOFHIL, YT EERLOMNE, &
M. AEICET AR R EETH D | NREESORLE &EE L TV 5, IRTEKR
DOWTEZAT O B L /T, oREAELEEE LTI b, R, BHRY RNz T
%I OAB A BETT HEICIL, FFRFORMIE—OZE L T 6720, FFRFoRbx
HAI K OFEBIZHE SN T D FEHIITZY T, BREAROM 2 ES T 2BHLE LT
Hna Z Lixcapny, o, BRINZESITHAICER L 20 NREICK L TR EFL T
BERET DN TE D,

WEE T, FrPEBEORESE, FAEICB b 2 BIREIXRFRFE O BLUE IZHE - CTEEERH
FTDd & TRALTRE Z ERHLNIENTWND 1B &5i2, T v Y o — D38
SHITH O, AEOFIEEER D ATREERH D 104

F AR CORI 65 XKD X D IZihR TV A,

[FEHERE S D 7 — 5 2 B fE T ST 75 DIEBNZ D0 T, BHEY

JHIEFER DED S FEHZRME | TDRIEALT RETHS, D&

1%, HRTEARBDONM G, R, (1, FIRXITIRIEIZ TS REIZ & %24

TS, BEELEGIT, MDBERICESDTREZITI = EITTER0, #

IC, TDRIENL, FEEEFES DIFFFEXILSPC DRIIZE SN TITS = &
IZTER0, ) 1%

192 European Commission, DG Competition, “Pharmaceutical Sector Inquiry — Final Report, 8 July 2009, p. 130.

193 European Commission, DG Competition, “Pharmaceutical Sector Inquiry — Final Report, 8 July 2009, p. 130.

104 Maria Grazia Medici et al, Patent Linkage Reform in Italy: Everything Changes but Nothing Changes, Bio-Science law review,
Vol 19 issue 4, 151.

105\ R P 12 S 5 (2 B3 2 RO A 1 MU BEE L, $545 2001/83/EC } B4 2009/35/EC % FE 1L D BRM S K OHL
2OESIRE, 202344 A 26 H, COM(2023) 192 final 2023/0132(COD).
100 SIFNIEFICL D,

27-



S I, BINGEES 1%, EIESG O EIEI ZICET 2 INEE S OHAIRICB W
TANT U N —VOWROEIEZEATHZ AR L TnDd SEHAD, 35 &I
BFiz725:3C (11adk) ZEAL, WOLIIZED D,

135 ) (b) & HI5k & L T, LDHIERGIF AN T2 f Y o — DS D= &

(C BRI S LR EFET L Tl 67 Fd= R v 2 [BFE

i X FNA BRI B T 5 10070 BB L K 1T T L DRE D, B

FRE I LRI S U TNGRICTE DU THT o TIZH 6T TR, s E

K OMEEDRIE R IIAFL 2 L, L L, EEHESH, #E L XITHR YD
T 72 DI X FTIZR 520,

ZOHEIX, BEREOBHEES I EAHMNE LTS, MiFTEMIREEHEDW TH %
R & DGR A Ei S 2 BRI, MARNREEAEFEORMICEA L TERMEZ S0 L Z &
THDHHDD, BEENAT 2 b)) o — VO TR SN ATREMEN 5 Z & VR
kSN TWD, Lo T, 355 (1la) RICHESINTNWD AT U R U —YOBIRD
A RIE, HIFRPIREREE O TURRICH AN E SN WL I I T L 2R L LD
ETAHHLDOTH S,

EU X, W RDEEDONRXT U N U —V b RETHHZ 2 —HLTEELTWD
ML ZAUE, BINZBWTHEE LV TBUEXITREIC AT MY o — VB ET 5 Al
REMEZHERT 2 b0 Tidewy, T3, MBEOLZIIAT U M) v r— V%% L TV
WS, —ERBISA R B D

i 22517 HUT . EIES M ONEREREIRIZ BT T 5 A v "% 7 R E E 140/1998 13, HEYERE b
XTI Z DF RS DIBUE & A D72 R 7 AT FRAIRERE I L RSN TV D561,
BRI ORFABHEEH T T DL IBEL T, Z DRI 2007 FFICIE S, BIfE
X, EYERE S S E D R B I R IRERE E ORI R TH 256, BB MOBGEIZET
HRET, BIHMEEOW THORIITY L ED BTN D 18]

RV RAVTIE, BRGBEENMBEOBENZHEB L LT v 7 EHEGDIRTEA
RBOAF AT U TATEEHIFTIC AR GE L 2 RO TEEOFRERL T 5 L9 FREICHE T
HZ el 19 KL M HVOEHFNIZ OFIEICE L TR mEH LTS, I
TAGRON G 22 E LML, Frarons T CIEERERET L LEENTRH 5 —F
T, KREMFE LT b H o7, UL, BUBLES K UOBINEB 2O E RICE AT,

07 =IO MFTAVRETEAF T RN E B 2 ORRIO 72D ORI 5 2024 4 2 A 28 H ORKMESSLIERE
(CLIEFAN) (COM(2023)0231 — C9-0146/2023 — 2023/0130(COD)), available:
https://www.europarl.europa.eu/doceo/document/TA-9-2024-0099 EN.html [Hf&7 7 AH : 2024411 A 7 H]
108 RS N ONESEAHBIANZ B9 % 1998 4F 5 71 21 H DL 140/1998 522 % (8),
109 Teresa Nombre, Portugal — Bolar Exemption, Patent Linkage and Compulsory Arbitration, GRUR Int 2012, 289 at 289.

8-


https://www.europarl.europa.eu/doceo/document/TA-9-2024-0099_EN.html

RV b TVTENEZWIE L, ATESL IR 2R E LW EWRICI <D BE 2 E

f: 110O

2. BA

(1) BHARD/NTFT v b U — P OREIR M OB

HARIX 1994 2T MY o —UaEALTHD M LavL, Zhud, BRDO T
VRN —UHIEIER & o DAERBI TR <, FELEOHIE (e facto) TH Y | K
ESLMDOEDNRT o MY o —UHIE L TR RS TnD, ARTIE, XFT M) o —v
il VX RAE Gl O RIS X A EEN IR EAETES (R) B To_>OF@EMIIES
WTWD 120 Z OIEANC LA, BRERMLITIRO ZS>OGEEIZB8 W TIRFGEAREZ S L
20, —DIFIKRZ RO DEHE LB AN ORI L > THRESN TV DI HETH D,
F 722009 FOBEHOFERE LT, ZoHIX, HFFOX4 &7 5 EIEMICEET 255
Tho, EEGLORDDEFCHRES N TWARL LY, BEDORIBERRNETFCHRESH
TR, ZOHRICBIT 2 IRFEARIIE OV, WICE 21X, BEEARPEEN T T
RESNTWRVWHBZUET 2O THIUX, BIOREOTZO DR —s 2T 5 F55F
MFELTH, EEARROREE & 1372 5720,

L BT, TR =PI E R LT RN L M BRRRELFE R LTV
W FRIZ, BRTEAGRAT 5- OB 2 0 D 5 FERETE 14 21T, IRGEARRAT 52 H N XUIRE T 5
FHl e LT, EEEELICEET DRFHEICIIE L L TR0,

Bl ONRKOHMANTIEETIZ N En D, MR EET L5 L0 TiEan 15, 4
HWEHIONFNIERINC BT D H A RT7A4 > O R LR L RB SN TIEWND H DD, &
TUTFEETII R, TA R A AXFTRHIELZARR T 5 2 &3 <. K TORTFEE
DFEOEZE D, BEEXOEHAOMFEZHHT Il ELOTHY , —FH, T

110" Teresa Nombre, Portugal — Bolar Exemption, Patent Linkage and Compulsory Arbitration, GRUR Int 2012, 289 at 290.

N RRFAIIR 5 ERMEFTFEROTERMC O T (B 6 45 10 A 4 BAHT TS 762 5)

12 [RGB AITAR D M FFFE RO BN O T CFRR 6 4210 H 4 AT EEE 762 ) KUY TR IREELRL
mh DL | DGR A K OFEAGIN B AR D B BFFFFOBERITHOWT] (FRE 21 42 6 A 5 AT IEBORIES
0605001 7 « FEFAREH 0605014 %) (BLTF Tk, [, —#OHRTIE, =0 [EEGREIEH 0115001
Tl ICERSNTWVWD,

3 I EREREONE., AR OZEEOMMREICET 2EFRLE TN,

4 piE T EHET ORI T 2RO T T — A AL k=T Uk - U — DO L EOFRE] R
SRS « FIAHBLTARE [7T7 v 7 —b e A ) _X—=va v aD < HHI B HBOROMEE] 232 & (2023) %
2,

WS il —BR R (LHRE KPR AL AR ~DA 2 v a— (2024 4E8 H 2 H),

116 Guidelines for Examination in the European Patent Office, available: https://www.epo.org/en/legal/guidelines-epc  [H#& T 7 &
AH 2024412 4 19 H]

9.


https://www.epo.org/en/legal/guidelines-epc

MU U — IR DB T EEEIEA~O S K37 <. EOFIEEICLERE bz angEs
I LWar e hEARH LTS,

AARDNRT Y ) o —UREA SNl R TH 5, SIETATIE R, BHS
DOFHEODIEEOERGFATE R, ZOEFEBPHEHAD 10 FaiKETEA SN KE
DRT Y RN T—UThDNE I MDEIAHTH D,

ElTWZ, AL (BELOREMRGEEZX D] ZEZ2HMNE LTS, BRERLE
MHEHEAT UL, ERLEENDFRFMRERRTRESNDARERH L, TNITLY
BRI, RBELHOELEDSTHGNODO ) a—LERE, BEEEHOT T T4 F = —
VINEHET D AREMEN D D, bot b, TN EBICERLOZEMGEILET DRER L
RHME DI MTEEM TH D, EHMBERITERMEEDRE L TBY, T TIZk
FEamAEFEIC LY TZEME) 3fThbhTnd,

EHEWRBEN DI, BRICBWTART Y R Y U —U 0 5 RENT, %O RTEK
WBDT O OFEHEEH L & LT S 2 e 38 A ORFFFER & | 1R I8 O AoE KRR
BT R D T DRI A — T — & ORIOIBLER 204 2 ik IR T 5 2 LD XL 9 i
Bbhd, ZTOBMOEDIZ, BHATaIa=br—va 2B bs8Er L1k,
SR L BB FEE OO 2T TS, 207 at AXEMHER N E2ET 5
FERTCIEBESN T RWY, & LA 30 U RIZh ) FENTEIEFICE ST EH S
nTns,

FEENA U a— KLU A)IK ML, ERNTORBRRASELRRETH
D, NTU N =y (FEEAE) PES EBERBITIT A LD L Thotl, —
FT AT )=V EFIH L TERZA TE T ThoT DR b H Y |
NTU N =R RELTCELB AR al o= —va UBERED R S L,

(2) EBESKOICL %S

HANHEEEDORT Y M) U —U %8 AL 1994 4, BARIZIZZ OFIE 2R S 7o
U7 B2 W B R EBRRZERNRBG IR L 2o Tz,

L2vL, 2000 FEARETHCIE, BARZET 12 OBREEMIEOE « HIEAE S ETH
DEKEPER— N —3 w7 (TPP) BhiE A $242 L 7=, TPP 1% 2016 4 2 H IZFHFDI vz 28,
KEDHENDHENL L, FENZE S 2o T, BABRICEALOH > 72580 O 11 EIEAS
WAaATUN, 2018 4F 3 HIZ TPP 2 8GT L7eHBE L iE Th DR K FHFEN— M —2 v 7T
B3 % A 4E A M OV 722 & (CPTPP) 12844 L7=, TPP @ TRIPS DO#iPH % [-[a] % 51

WGy B (Fp AR att) ~of 22— Q0248 H6H),

-30-



MERTEDO —EIIMEE SN0, T M) U7 —UICBT 5 18+ 53 SOHLEIIRE
iz,
18 « S3FKIIRD ERD,

THERTIENZ, 50 DIRTE 5 RGBT DM E L Ty LR VG ZIEIZ B

T BIFHRZRANLEHT L TEZLNDE DS, LTI AR GE X417 B DL
R OGBS aF K ITIEHR (P2 1T, 61T Sk #KzE T - T,
G ZAARIENZ S B & DRI D[EE L < ITHIIEDFEIIC 55175 & D) 121
T 5= EERDSLENITIE, KD DEEDS,
(@) GFRANFEH L 7= LA DFE D32 78 X1 7= Bty X 13 & DAGE
S EST D T 50375 R DFLH IE FE# X0 T 0o B FFFF O] 712 25 7% %
FgnF L L 5 E L TW ST EIZON T, G P IKGE S 5 FTIC,
FEATHEE "I L, KITPFHEE Pz 2 6 s L 5129 S HE
b) FFFFHEED, REL T3S & I3 Dz 1Y, () ICHE
TS FYH AT RE 2 R FEE 2 3K 6D 5 7= 8D D+ 57 2 fE] ] DM
(c) 7Bid X 4175 [ ey 1T E DR X417 (E I D 7770570355 R D fi I 7l i
X T B XS FF7FDFEIEX TR EIZ B TS5 5 & BHFIZAEY
TB720DFfkg (il - XITTTE - D Ffg) J ONHE R ReF14E (T
FEEmy 7 X ZF & [AIE DR 750 B E )
2. FERIEIL, 1 OBEDERICICZ T, $F7HEEE L < 1THRTEAZE D H 55
TN DR TEARGRETT 9 Y Jef 12 HE M ST FF7F I B T S g I H T &
KR TEAGRETT 5 2 Jf & JFF )T & DI DEBEDFFEIZ I D&, 24
FIHER DR X ITEGRE TG VRY | FF R DFIPHIC 7# S 4 T SHF7FD
SR CHBEFEAGEKT L L D& T BEH = FI IR TEARRE G220 Ak
LDFFLS DFWEE I L, KITHFFT D, )

L7eRno T, 1 XX 2 HOFIEZ LT 20O EHIkIEICER LN TS, 1A
OHIEEITEHE A VNI L T 5@AHEETH Y | FEEELPFFFONGE L R>THDHEIC
X, FRFHER ISR L, Y=V v 7 EEGORFEARFFHEORMNICET 2 RN 52 b
%, WEFEBIT [IGEARATO) HIFICET 200 THLH, 1H (b) OEIZIBNT MK
FeRT) X MEBEOT-OIZEIEMA —RICHEB I NTZRICHBT 2 b 0] LF ST

V8 JESCHVE - TZ OLOBEOWEA ., FOEIE, TREEFHES | ISR O FMFrs 2 5728 I IES IR KR E 52 6
NEZBEEELILEEDDLILENTED,

W JESCE : Tz (b)) oFEomEA B, fOER. TIGE] 2, MROEMER L, 2o, MEE 26-A (ERLEKOE
TR B9 B BN K Ol DA IE /2 F20) OFHERICTEHT 5 E O R EEEFRFI B IS EE S RO 7 DI EHR LN —
B SN IR T A b DE L TR Z N TE 5,

31-



Bo LIdio T, S@AEEH I RGE I F OFR I & 1S L TR &, S & L
TWD, ZO—2AOERAET, EESUTEMIR OB A I L), T2 2 L3
ZR LT,

—Ji 1 (o) i HFEHITH L, TRIPS HE T TICEB T 6T D L 51 20,
FERFORE R O BT 2 BB A 0 5 2 L 2 8B T 5, £12, 18.53 fid
SO L0 52 BNHERITH Y &> TRFFEOREICHS T2 LT
52 L EIRT DO TR,

2 HOED 5 =0 HOBET /2572 b ) w = PHIEETH Y . A E OB R
Wi R E G2 17200, RIERBON 52419 M RIE, BATERM %2R 5 &+ 5 Bl
(22T O A RS SUTIRFARBOMFEE 1 DI WD, HD VL, BRITER
EhHx TR ZEE, RITERE 52 54 F L HFFITOM OB L VRSN 2 &
bbb,

(3) HARD/TF > N o — O 12

AADAT Y BY v — DI BB CER S TS 2, 1 B F IR B 5 A —
Ty — 7 B ST IR R OB BV IS, IR Al ALY % A7)
RSTEBEET 2 556 KR SRV, BIEDIEAN & FToTHA L, IRFEARH
WEREIND 12,

(FEA) OMMOWK T (8 MO — 2 REMME O TH & —895) 10, %
A —H— LSRN TR BRI 29 LR SR B0 2, 2o
BT, T TOARMLY & RIS B TR S R AR B ARV, HEHIE
BChHY 1B, Hc A SR 1,

S & K5 & T B FRFAS AT S A7V B IZ DV T,

120 TRIPS &S I O G HHICE LGS ORMAZ WREICT 5 2 L2 /BT 2 (TYFFICK L, REEZFIET D

ZEEMT D) MGESE, BARORERRHFIES 13 FTIIRELSOH L TR ARETH 5, Masabumi Suzuki,

Yoshiyuki Tamura, Patent Enforcement in Japan, ZGE/IP0,J 3 (2011), 435 at 443-445.

FEEM MR T IREE W2 W L — R EER (EHEE RZERZGHEAMER) . BARO ST U M) v r—VDE

BROBEREIC DWW TE ARG M A W27V H P EZE fpEE L (E5 - JE7E - A s i) R OSN3 i fe 2 s ds

(K5 RS IR OB A2 KT 5,

12 ORSIERE, S THE, EARR, RERKRS, ALETR THARO TV MY v — DV O#EAERBIZOWT) T b
71 %10 5 54 B (2018)

123 HiH - ATEEYE 114) 231 H, BAROAST U R« Vo r—VoOMEER S,

124 52 3 B [ SR M SR S HE DVRER e A 35 - T D, [E9 BT ORRE % RS I TZE LTV B,

125 JRGRARA TR D BE IR FF B O BRI DN T (CERE 6 4F 10 J 4 A 35545 762 =)

126 JEERARA AR D BE IR FF B RO BRI DN T (CERE 6 4F 10 J 4 A 3555 762 =)

12

-3)-



I8 1% ] T i DR & 6 T X — 0 —IZ o LT L E 7%
WDT, TfL [FF7FOFRE 1B ZHET S LI TE R, )

ZAUCBA L TIXERICIER L, B9 Tk, FrEOWIR T % CHiIjMAZ T4 512
P, RETFIE A R O SR IEI MR AR LT D 15,

BERTFTERRB OB FEF I, ARRDARDFFTFR S D008 5 e R T &R 2R 2
TENRFHEMITIOND, FOX D RN S DAL, BEEE T HEREESCHH IS X
ITEARIGETCE D 2 &) PERIRITNIT R B0,

JZIE X, RIS OIRGEAGRHGE OFR RIS, JEREIRM A — I — ORI KTT 512
EVEIZOWTCHIBTT 5 130, WE - F@RETFICE L QIR0 A MY DElT Loy B
RBOOLNDEZBZLNTVWD, IHIZ, FFFroOAhMEN B S5 23, STk EIZEHE I
BWTIHERE MO ABII T2 B2 INTWHTD, ZnEmE S 13,
FERF RN O H P CTHIVUTRAEFII T it Ty B UL L—F T, TEEIC
B SRR NFEET D] A TH - Th., BHFOERERNTDHE T, BN
EREINBNWZ L2 HE X T, ZOREDRL2OPPEBTH I TS, F oMk
AN 38 5 DGR T e F I S FE L T B 136,

FERFDSRLE S D EFE AR IR HoiR S 2R 1, SR GEAKR LT 52 50, FhiztrRE T 5
MNOHEF ORI L 705, BARE (FoFEIM OFFFHES L ORI OREEE) O RIRH K
Do, BEIND,

H AR D SR IZ LA,

[DFE D, FFFHEN DD FHHELLYWr LT 0 E - G LT
(T2 5N 150 TEERNS TR 2770, ZD 02 T, HBrOH L JF7FD
A D FHEIZ T L TIL 2 FZ T DOFIICZ5da D &0 9 & IZ 8> T D,
IR 95 I T DI DIFEE & BRI E /258 THBr 95 = & 137 7 RE
ThE 0, TN T DFHEET —FIZ G FE I DOLUHIZ DS
ETHULIBILPDII IS = L7005, CACHFFETIR 2 BIEDMHEZFX
CHINWTNT NI =PI TS bnEEL Rz, ) Y

127 S ERIE A - RIS 122) 57 H,
128 CHARIT A - BITHETE 122) 55 H,
129 JRGRAR A TR D IR FF B O BRI DN T (CERE 6 4F 10 J 4 A 35545 762 =)
30 ARIE A - RiIFBTE 122) 54 H,
BLCEAR T - ATHETE 122) 57 H,
132 HARIEAS - AIHETE 122) 56 H,
133 5] |,

134 5 E,

135 IEJ:O

B6 AARIF 2> - AIBTE 122) 54-56 H.
37 HAR T - BIHETE 122) 63 H,

-33-



S HIZRD L D ITBE~TW D,

[ ZD L5 ZHIE « EITFIFR G FEH 6 6B I TS L, 2K
DL 97 THEH L) ZEDFFRADPIEHES I TS 88 Tl < dPl S S~ &
EREPIS ) P,

ZZTHELEWOIX, KEORT > MY U —UHIE TR, BT D RFFICE LT
FEonRZE L BIBEMBEEDO AP EE LR WGE, BELTH~OBRANFEENIT 30 N H
EIESNDZ EThD, BT, FRFRITKEONRT U N U —UHIEEIZ & > TR
HRWAIETH 5,

ARDNT M) =202 BRFERIX, BIEMPAFEMINE SN D E TOHIRIZITHON
%o BGOSR Z R T 5 BOENGEATRITN 2 . FRAMINEL b BOER7E O Rl
FH Lo TN 5,

JE3E T Y FHE R EEEBRELA—D—) 12 FHEEZITY ) WXk D,
ZO, T OBEMIL THERTFAEE) s Tunb,

BT, EHEAT HELAVDOS ] 2T, YEEDNAGREM T CITRF SN
H - BRSO 38 R HEIC BT D B AR Z T O 2 L 2R D 1, KR Fr D%
WD D5 A TR, BRI REE ISR FE 2 2 D Lok H

[ERTFEE ] OWIBRIE, BRMORERFTABEDOANL 2NATHY . ZHITI HITHE
MG FREEE Y TR 1 22 A RNICEZ S T 5 192, T ERHG | DMRFE SN D GBI D A,
IWH TN & bhvd, [FRTHEE )] OFFLEW T, %) FHlcBfRT 24 FE DM T
FHEENZAE SN WIGENR D DH Z L bR S N TN D, BRI A — I —D% THREFFHEI fRfih
LN & &8 EiRT 2 WGEN ZNICEYST D,

ZO%E, BHE T, TIRAR EIC KV EREIEM A — T —n O DOEIEFEREZIT T
EEGLOMIERIEEL ZENRNE D | MZT2EDRFEELZ Y =Y v 7 A= —D0 42
T 52 &M, FEAIGEE T 5,

138 CHARI T - AITHETE 122) 63 H,
139 HARIEAS - MIHETE 122) 55 H,
10 ARIE A - RIFBE 122) 57 H,
4ETH - BTEEYE 114) 233 H,

192 HARIEDS - mIHETE 122) 55 H,
8 HA T - BTHETE 122) 57 H,
4 CHAR T - BTHETE 122) 57 H,

-34-



(4) BARDNRRT U M) o —TDiEM

AARIZBWTIE, T b o=V <O RITZIVE TR D 72 o T2 b O
DB FREAMEEDNE I IMEMIC S 5 DITH O Th D, EREELORFHEER L ¥ =X
U 7 RIS OWRFEARFEE & ORMRIZIRIZ 0 RH 0 | BHAITI T 2 K e
— AN X TETWD M) DI T, Ko OBEERHAROEHGIZ 58 LoD, #OM
DORIERZ R L TN,

—ORIET7 =XV 72 F TV UOFEFTHD W, 2OBIEABIEN, I EIEL A —T
— D 2 HEORFFIZH LT, FRFTICENE NN & 56k Lo, FEaFT I3 K an
EARF B AR & U TR ) &I Lo, FRRTHER IS OBUE 2 Kk 5
AR Lz, ZOFFRFIC, YFEFIFFRICED | B L SN RFI3a TS
HZlllrole, D%, ZOFMBEDO10A%K, MOY ) v 7 EEGLEIEI N, FF
THENED THDIC LD LT, 7%V 7 2 F VOB MOV CRIEIR T AR %
2Tl ZO 1A%, 205502 %, OB EES L & HIT, FEFOELE
HlaFER LT,

T NE ST T URRPHER I RLE I e AR A 2T T2 3 Akt L CRFRFHIR ERRAA 2 TR L T2,
ZOBRIEMABEZED O B 2 L, FEMINEREE L. %, AT L TE OB R E IR
T BHICES T,

ZOFMHITFEIZEL S DRELDOITLE IR > TS, F—IZ, TH~OT 78R LW A Tifi
BB ASNTY =Y v 7 [EEBTIVWDYDS (A=Y TA AR« Dex v W
BRFCTHEASNT, Z2OHDIREEOTIT, BFEEPEOEEOFIRZFE L W) FBIC K
DEINZT D ENTEILLEVWIFEETHD, MM TILIZ DL S Z2RPUTEBRAFRETH
%o EORBINZ XD RETHRN —ETFINTLEZIE, BEEDAFRORELET L
DIFRIZET H Z LT TERY, ZHBARMFIZE L TH L RIRME L b 72 6T DI A
Thod, FHFERMTONISGE, FHITEHARERTT OB 2 IE L L BEIND

s HEPEE fpdEd (BT - HE - FUNERESN) ~0OAf 22— Q02447 H30 ), TERICENT AT Y
V=T AEFRRAIEE K IF Vb OO, THUIRERENE WD T ETIERY, | . TFIREICORNY
DT AR ORERIG T TIThN /R WIB TRIEESND ), T4 B A8 EFET D Tk a D, | S 51,
[PV v 7 BILOFIEEMENZD, Ve x U v 7 EHREL A —D—13RFN e MEEBE L T, Faaz Lan
HIRVMEMICH B, ] EDFEfE VTN,

146 3TN0 6 R 5 [MEAREEma E IR ERERE TS &3 [ZOMoOEBAIZSWT) 145
https://www.mhlw.go.jp/content/11121000/001279253.pdf [Hi&T 7B AH 202541 H 23 A]

W BT T A RRIED - BieTE 122) IZES< D TH D,

W A=V TA XK P2 v (AG) LT, BRBEA =D =D OFELEZTERHTHY, LD X =T — D%
WHEAT L CRMINE SN D, AGITMARICH LT 2D A Y v b &% 5, —2i%, HTH v, thttogisihosg
BN 10 22 7288, FNODOIEMIT 4 B THLDITK L, ERLDOIHEMD 58 THD, Z2>ADRAY v MM,
HHBIIET OO TH D, BRMERITERLEEDOHERETH>TH LWVDO T, BWIKKIZFIAH L T, ZxRae
KBTI AR E BB OFAEEEIIEDNLTIC, THTOMMETDL I ENTE D,

35


https://www.mhlw.go.jp/content/11121000/001279253.pdf

DS, FFRFIT ORI, TR Y HE LIS DL FE I DOF A AR EDN TP EF 2 H LT Ha
HIoHHHHE G2 D,

FOHGE., YR L TOoDEEEND DL, TO—OIX, BHFBBRCE T LIE A
FHEAT OLENEL FBATOAHIZR L FREERH DL LN Z L ThbD, b ) —DI,
ZDO%G. FRGEOHRA~OPER TN TRFE ORI LB T TS 2 &0 ) YFEDH
BEDE OB DOHIWT BT 2 O T, IEMfEFIMEREZ2bLA VW) 2L Th D,

TORIINREZAFUOFEHTHD Y, ZOFEHTIE, O TRICY =Y v I E
I IRTEARGEDMT - ST, WRFEARDT G- S D RN, FEFIT IR 2038 1) 236 oK
ENTHEY ., BT IXETFA2OHE &2 T Uiz, FFrT ORI U CECHIFT IS R Bl
R TN, ZORERT, YU v ERLFEEICGERRN G 2 b, K5
A%, BHIPNIR S OFFAZ AT 2R E T LT,

VxR w7 EREMOWRFARN L IIN TS 2FERIC EEFERIN, XTIV
TP FET DI D BT FFOFRPIE TS, AR R RET LSV =Y
v JEIEMDPAGRIND & WO RN EEAH LT, bod b, FFFERETHV
2V w7 EIESOFMMNEITIZIE 5 F%, DO F D LRI ORFF ORI N T3 213 A
DO 11 HANZA AT, 2FED T R U —U0 1 B TIEY =) v 7 [EHEHO
W e AKGE D PHIE TE Ao Te b DO FAMILER AT DAL 7 DILFFEFwm T O1EA DA L&
WH ZEIZ D, AIENT. e IXT U RN U —UNERE SN TE L TR
(80U PMDA) IZBIT2EMAICTIThR TS Z b RAET o] obs [ 1L
XoT—RFEE PIEEBEZTND,

FFaFT CEELFHEE R TON TV LG G, BRMEEITHIRSHET 5 £ TiE, %Y
T ORFFOBEST HEHMDTZOOEKRBEZERGTER2NEDETLH I ERREEINTND,
ZHUZE DD LT ., FFEFHEICEI VOO TV A ZBE X T, Yo v 7 EHER
TG ~OBEAIEZIERET 5 2 L1272 0 v izd, ZUIRSREE ThH s L ixED
R, BT, EOR DRI OH, FELZITO 2 LIITZ L O TR TERWVERN
AN Sulisp s T N ={ (DY A4S A

Fiaridft G asns &, FRHIE LTEDTH D L O LRI DM, 20 MOk +
XN 2 FRT D LN TE D, LEN- T, BREMEENHETHIR 2520
BN DOTHILL, MEHRPHDETIXFICEFTHZENTELHDT, R 7
(CHEZMb ST L LTh 20 SR ORFFFAEREIH 2350 T 92 F THoDd aliethn d 5.

“OHIFAINARYe—VDOEHFTH D P RIEFIZ AT e — L DF 2 EIEABRRFEFIC
BT 26D THD, T RFFFTIC K DRI 2 B pE & SRR A B 8 L7z,

19 BT I AREIED - BiBTE 122) 2SO TH S,
150 AR E D - mIETE 122) 62 E,
BUAE AT S5 H 10 B (G444 () 510093 5), AXEIED - BifEIE 122) 63 HELT,

-36-



DRI, BRI A — I —ICHEAREN G- 2 BT, RIS IR O T RHCITEEIC
M%éﬂfwk%ww BF o A — T — 13N S B R EERD & L T E A~ O IO
WTHAREIET 72,

ZOMICH, @R TESEMRBEFT TH Y, REBITREMIC EEEZFE L, &
TN Z RO —FOFERIEIC DWW TIFHFE RV ST W E OFIRNSH S TED |
BREBLAEMTHoTe, DD, ZOFRPEEL, MRNEZHETLHDERST, D
FER, —HOFERENE) LMW ESND T, —EIIRN I Z2HERE L. SRR E m T
DIEIR GO AR E Z T 2B A= —ITREL TCWDLAREEND - 77,

BAEOHEFIT, 2023 45 A 10 A IZENAYM PE S S RCHIPT THIR DS T S el b K& 7
HHEEDTWD B2 KT AARO T v R Y o — VI EORBEICBEI T 2 9]0 TR 72
TR CH D N, FEFICEETH D 13, MdEEIL. AR TR E KR & LTE
HLTWD, B A — I — 1T MR EHEOMGRHERZ KD, BIMOEKREZAREE LL D &
Ltoﬁﬁmﬁiﬁﬁ®ﬁiwﬁﬁ@# X, FREFREFFRICBOTEAEFIMTI D L
HIBr L7225, BB MOAGRENIIEL, REIIIfTOATWARNWZ b JFEICHF A ORI
&w&btoﬁ#im<o@@$k&ﬁﬁm%%%#_bto

JE 558 SRR DO AP ERI R AR DR M IR ET D86, BOIBR R A — T —
R FE AR ST HEAMIN G 2 SN DRESIOMEREZRD XL 5 LT 256, HBFMmA—I—2F]
HATELDRFHEIIFAE LRV, ZOZ EICIFBEGHmAH DL LI Z D, BHFT#
Feih A — I —DNIRFEAKGRHFE L T ABICEFEIT RV EHRT 25— 4T, ETEIXEREICE
FFOWADOFEDMR A KD LN D, BEICEAL THPIMNG THLEMEOERL LG
HHFBNGFE LN EEBDOTND B ZRlc bbb, REOFBEZ W2
MERR 2 A3 2 BT, FrafREOAEZHET LW L 2Rl T\ 5, Bl moE
7= HRSRED B FAGEIMC D X R OERBEITH 2 & Th Y | FrrofHE B L, 2
EOFMERET D ETHERN E2E 2L, FFFRECAELMRT 52 E 08
M FIZE > TRETIERNWZ ST LN TH 5,

B2 DammlL, AEECBWTERHFTS IBET 282008720 98 U TR HFEE

ﬂﬁé&mﬁﬂ WZHHNRWERBO DL =TT, WeAREFELWE - HEFroRE4%

IZELIEOLNDZETHD, ZOLIBRERPBDOONL 7L BIEX, BRI OFERE
TF$®%MEXG ERZRODH T LITRYTEEEBELLND 6 LI &L, i

B2ORGHTIE. BHEESRO 2024 7 H 25 AOERHIFLE S TV ORI RS ST 72,

153 Sayaka Ueno, Recent IP High Court Decision regarding the Patent Linkage System in Japan, TMI Associates, issue 27, July 2024,
p. 4.

154 5F0 6 FEH 5 IR AR ARSI RIS ER3 [ZofoEBIZONT) 14 5
https://www.mhlw.go.jp/content/11121000/001279253.pdf [FH&T 7 A H : 202541 H 23 H]

155 29D AAROFHFTOERITE —Tidev, ARRIED - BifETE 122) 64 H, AH - AT#ETE 114) 234 HLUF,

156 Z OB U TR EdR 3 MEB NFAEMGER A OMERR ORI 1L, MR EFFDPRE SUELHAIEROTLY
bOLEZXLND] Lk~ TWD, AiH - ATHETE 114) 243 HE2 2 M,

37-


https://www.mhlw.go.jp/content/11121000/001279253.pdf

DRI AR ESDIRFTEARBOM G T 25EIC ST 5, BN TRERORILE L
TIE, RN T — 7 ORGEHIM T RGEAR T G Sz Sl L7256 12, Fik
2L IRFEEGRA~DRENH LI TCOND T —ANEZ NS,

NT MY = DFRE (BRI, FRE) R E T DR ERm A TEHED
FIRICBITSE S Y, ZhidkA B GRERH D EEX LD, L b, 1TH
B EORFE# RO D FENSBRESINL T RWEEICREE 2D,

FRE, AARTIZY FE DR FFFL CHERHIR Z RO AT BT Z OREN I 528
2o TND, JedeEh A — T —IZRD L 9 TR Lz,

[[FEFANT] A 125 L CITI Rl & 12 98 700 & L TEIEZ K]

FUEE D TH > T, RIS, KIEIZE THERNA DS LTl 2575 6

N7EE LTS, ZEHRITIZA B EIZX TS 5090 K T 26 L Tk

59 JEAE G 2GSRI G o THRRRT B2 5 250F T E 0 5 1F
YAV Ay

MYE#FIL., ZOFRIHG L2 THY ., RO L HITHIRL TWAH,

[FDZ BT, JZAE AL D5 Fodh i as 0 14 55 3 THIZHE DS I
R g7 DFLER TEIZ D0 TDFETIN DARGE G5 &7l S0 E 9 02 & 1)
S HERN EEEGHAE ([H) & DEDLNEFED#HFTH> T, €bE
B FEFN & HEHEFN & & DN DO LDk 5 THSE 0 5 = LT T
UL, DB I DR o0 TITARZRBZEIC S L CRIES D
YRR D FF 2 DIERECSEA: FH K 1245 TR 7 TED LR FEE
(S o TRFERDESRETHE1E, FERNDEH TS HEF R 15
ol DGR X 1F L5 LTS 72 OFEFRNA & BHETFN & & D] TAAEF
N T ) THEGR PR 135 = E PR B OB TH S LTS8 T
&R, ) 8

S HIZRD L D ITBE~TW D,

[RGE IS U TAERS DE LM Dk 2 Dt /2 T A 51
TSR TEDYIHIFEIZ S > TRF E KD SN TH 5

157 2023 455 A 10 BIZHRRDS T S 72 A E S S EHFNC B AR O S HFIC L A iR, M &EHaSfs45 A 10
H (Ffn44 () 10093 5) 9 H,

158 7 | 10 H,

19 [F I 14 H,

-38-



bobkb, TNUTHMREIIRORWVATREER S D, ZHULE I, BEFEITIXERED
HEIC L0 IRFEARBAE 5T 5 2 & 0BT &2 ML T2 2 ERB/BT T BT
WD, LMo COEERICITHC OB ROBI L T HEMFEER 2NV b H V1G5,
AT, NT U MU = VHIEIRERICESW S O Tl < L @ENTE R D eV R
HOLOTHY, ERMBETHA ) EHRBLFHFETHAI> L, XTI T—VD
FHHNZB T DIEHE OWRESCAIESIZ LV AR &Y - T2 FDRE % RD D FENTFIEL
2, BT, FERICHEATE 2 - RITEOE EoFEHAH LIS LTS, H
AROBFMAEEITEFTE I L THFREZRET L2 L2700 5D TIERW e Bbivs

160

o

(5) #Eam

HRDNT U M) o —VIEINETICL S OREOIH EZZ T TE N, IEFZOF
MREL 2o TWVD, [EETOHmAETHEL TH ZOHIEINEAN SN 51T TIER
BEROVHTZENTES, BRICRT U MY U —UREA SN S WO H X 5
TIERWD, BARD 10 FRHIKE TN T Y U —UREASNTZ &b KEDO R
TN —VHIENSERER[/ILE VW) ZEITBZLND,

KENI AT Y o —=VHIEAZEAT HICHT 0 FHAY 7R EIR S OB B A A MR
LoD, %M ~OM M 72 AR TR0 LUV AZ T Az, Wb s
(FLro 7y 7| O TEAMEZMHAT 2HEE LG Lz, 2L, BARTIER
ERRUCEN TN, AAROHIEICKT 20 0 —2iF, EREEKMLIRDFFFO—&
WA ST, ZHIFERAEEZER ) DO LRARINGEL NI DO THD 19, FHEE, )k
FEEARZENNT V> MU U — VI K0 AR O X R EZ T T A DOITR LT, %
A ZEIIE RO ATITHIRR H D & VI BRETEINI D %2 2720,

FraF IR TV, FFirHBEIIABR STV 5, FRfiEE 2, HELPOMER] L 5| &
BT, FITIBR AR L, 52X DR ORERHH L HERENND LN TED
LT 57T, FFFoFmMMEOMICHNERZ HOTEREZITD, WEOE
DA ) _R—=2a rETH T EEFATHIHEREZNO—2Th D, S OICRFFBI/ROERE
206> T, FEFHFEO AT THEMMBUROER ] % wHe L 95 X 5 ICHNZEor 2RI H
TELEICTDHZLZEMLIELDOTHY , Frirm T IEGE S 230 R 72 B T b Hfr
HIBORDERE T E R IT R 6720,

100 BB i
10 BEFEE piE

TA~DA v HEa— (202447 H 30 H), £7-, FiH - fi#EE 114) 236 AL,
T~ X E2— (202447 H 30 H),

-39-



HARDNT > N U —VHIEE, RO XS RGEIC OV TEFEA TREIN TS,
— D HIL, FEFT A LT 258 19, 2o RIX, BHE B ERIICHEIR M O RE
e 2 AR 2% 6. = 2RI, BFTOFERRNS LFICI VEES ., TREHFTICEY
L SN FFEFRMERF SN DA, WO H X, BB T ORFF2RE L TRl
T SN DHE TH D 16, BT OHER &2 D0%OFHFEROM O PRI, %%
A OAEBBTOIL, THTHREINDZ L b VG, FERITRFFT DRSO F R
DS NG, REEDTCOITKRB SN BIMIL, YT 27425 L TG
ENDZ LTl D, FIMORFE R E T HMEEHRAH SN TUX L O TESE X%
MmERRBTEDLETHI LI VHIEL (LT 2IREDMTONTNDEHOD 18 2575
7o, BIBMOEANITE LS, AYREBIENELCLZ LIZRD,

TR, HAOCEMC X T, EBENSICLZEH LV TEBINTNDZ EIZLD
AARD/SRT v N o —VHIEILD DRRED TREEM] 232 TW5D 105, BRIHIE Dk
MIPERS 6 LTk, BAD S X E e mn o —E0tHn S Tns, BN ORFZEE
b, HIEE GEEE 1455 220X RFERRED DN TWVRWNTH 20 b 5T, K
FHEDAFIEIC £ 0 IRGEARRB O 52 R T & 2 AUTHLHMIZIE 2 5T\ D, Z O Tfi]
DOYPTE TBATA) bHINTWRNE W) FEL | 20O L5 B MBS U CTERRHL
NI WEEIL, YRNZOHBHEOHAZEZ TCLE-TWVD I L ERE LR 166

HELOFIEIZIIRERREANRS D OO, BWIEIERLTNEWI AU v hR3BH D 19,

3. XF UMY U=V D D5 RER B

NT 2B = DRERR N - REEEPICIRE SNIERIE TH 0 . O BATEESRIZ R
DREITHAE LR, 2D XD RHH L& LY Y /A FH RS 7 —
=D& ZH S Z & T, EEM M OREORFAEE IIMOPER L Y LI 52T A
Uy FEFTWD, MoOPEETIE, FriftEd 388 TRFRFEOIZESE L. =BF LT
TR B, ERGL M OREPER IO THETHLHD T, ZDA / N—a L

12 FRFFIT I BB R L T ORI E LTI T B0 Fhe i ChHALXENFROM R L L THRFEZIRVIET 2
EMTE D,

13 = XD REH L LT, AARERFFH 4178032 5B 2 KEMEMASHOFHNH 5,

164 Naho Ebata, Mami Hino, Japan: Problem of Japan’s patent linkage system comes to the surface by a set of IP High Court decisions,
May 10, 2022, Kluwer Patent Blog, available:
https://patentblog.kluweriplaw.com/2022/05/10/japan-problem-of-japans-patent-linkage-system-comes-to-the-surface-by-a-set-

of-ip-high-court-decisions/ &7 72 A H : 202448 A 7 H]

105 FUARIED> - ATHSTE 122) 64 H, HAIH - AiBTE 114) 229 H,

166 HH - BHBTE 114) 232 H, FHIMITE 7, ARFRICET 28O A > 2 B2 —lE TOLRIROE LIRS,

167 Cf. Mami Hino, Naho Ebata, Japan: Sawai’s Generic Drug is approved by the MHLW amid patent litigation with Bristol-Myers
Squibb, but the Court orders preliminary injunction against Sawai soon after, January 9, 2024, Kluwer Patent Blog, available:
https://patentblog. kluweriplaw.com/2024/01/09/japan-sawais-generic-drug-is-approved-by-the-mhlw-amid-patent-litigation-
with-bristol-myers-squibb-but-the-court-orders-preliminary-injunction-against-sawai-soon-after/ [fx#7 7 & X H : 2024 4% 8
H14 H]

-40-


https://patentblog.kluweriplaw.com/2022/05/10/japan-problem-of-japans-patent-linkage-system-comes-to-the-surface-by-a-set-of-ip-high-court-decisions/
https://patentblog.kluweriplaw.com/2022/05/10/japan-problem-of-japans-patent-linkage-system-comes-to-the-surface-by-a-set-of-ip-high-court-decisions/

T DM FERE I, BRIV E R A v T 4 T REZOND KO ICHHCERE T DM
WHHEEBEZDELNDNE LRV, EHMIIMTED & Ax OREEDOMER: - Hi5R & v
VFEEEOBEELRBHEIIAARRERTH D, BIELITRRELDREOMLR & ) IEHE
(ZFM IR NI L > THBEREE Z R L TW5D, [EEN - BEEXOERENELZTET D
DT TIERWA, EARNRHRA 7 7 =30 F — g ORI 2 ek 925 KT o PE
ELRARTHD, LnL, KAWEENCE S LICFEEORFO T 7 4 — A X v MEGEE
AR L TR L TiIun 2y,

FEF Tz, BHARKOWIN CIREIEGEEL IR T D720, S HIZ 2O OHEMAIHEFR 23
Fh SN TWD, £DO—27 BRINOM AR IREFEE UL A RO R ERE I OIER T
o | BIENRFERTARRE O BRI K B Seas R 3 5L O S W) 7o REFT AT R I o JEiE & BT 5,
H ) —ODHEITHET —FRETHY . 7T —FREOHIF O T RITE T O IRIEAGR
PGSRV EDICHIET 2 2 L 2HMR AN E T 50D TH D, Z ORI ITFFFHE
IR D 0T, EOBREMERE IIE N FE T D EIELBENEICESHIETH 5,

BRI TIE. RO AZMMER MR FEOREIT, FAEICREET REZ LB O TWD,
ANHIREBNC K VA E S5 E1XW 2, FFFIIRM e MR & e STV D DT, FLRIBIT
DG L2 5, BN TIL, 2 OMFIIATEHSI OFMGEAMER DN O b D & i, FAHY
IRHERNZARIREBE Tl 72 SHERIE IZ X D ATE SR T T e H e, ARIBEBIIE. BHFr
IREHLICHEASWTEE ML ZBRRTL2BELZAI DO TH Y . SEANICELAN DR Z B FEIZ
T 2 EENTH D2, IRGEARDOA 5T 1T 2 HERE /R0 BRI, BiFomEs L 116
BRLZ2V, IR Z 5T DHEMR TEMAIND DL, RRZRMERNOITHE TIER <, A%
DIRHETH D, FraFft G OBALIIREE T 2 577F T 23 KT OMERA T B B 0 &k
Thbd,

RRIN D ZHG0 Tk, BRGEAGE DA G- U TN DR EIIITBATA TH D | K rhEE O
MERIOEPAICE EN2, EOWHERNOFHIIFEIES IC5 X ORI OXISR LD 2
LT TERWD, FrFRELHAL 2720,

N7 MY =PIl TH ) —2DREINTNDH DT, EHELHHIY RO Th
%o FEFFEOBFEMHGER A RN TOIUE, FETFO®PHSRE OIS N OFIPAIZEE ST 5 D
WEYW TS Z LIIARFREIFTESORVETH, HLWEE 2 bid, BfiRY ™I, FF
FFOREDN D T2 E D OHIWr & 5 B N BRI MER 2 AT 2R ZR b T
W5, FEREIRG DFIEDFFTOXM G L 70> TWAH T T, FFTFOARIMESCE U B
T OMERNDMRE SN Z & ZRE L7220 /A I 4HeL Tl Z ORI S HITEMEIC R 5.

Ho—oODMIE JFHIE LT, 287 b 7 —U M Bolar SafRICHHTT A2 L TH D,
Bolar RN EFEEOMELREAZHEL TWSIDOTHE, T2 MU o r—U0 k%
mll & o TEMOBHNC L DREEE L 72D, ATHZEE S Z ORBEIZ O W TREZE 224t L Tn

41-



% 18 MBI AEIS D ETOTFRX L, 1 FLLEDIDDAREERH D, S HITHIHEHD
FHEEE I TIX AR E AR TR F %%m#&%ﬁﬁﬁﬁmzﬂ%éoi%m$%@@THX@@%
DBEWPBTE DO THIIE, FFrOFERHM 2 EEMIIER TE 52 &5, 2T
R B D FEARFANC KT %,

X DICHUNCER G SN X, ST WY U — DIRIBER e R B AR L7 0 B Ik
THOTIEARL, ENEEEEZEZ VRV R FROFIKICE 2720155, T4, H
RKONRT U M) =IO TREEINTHHDIEESICZORTHD 19,

V. Bolar %R O#iFH

WRBARGR 1T, IEMICER M Z R TE 5 X 5125 7-DITIF, %bﬁ*&%ﬁi
VENDD, RETIL, 9 LATAE 2NN EORERDE - #i3ld Bolar ffkIC
KBREENTWVEDONIOWTERSLZ L2 HMET 5,

PEHECIX, Bolar FRICIZTEMIORIRENH D, ZOEHB E1T, IWFEARE G D 72D
T8 T D,

F 72, Bolar SafRILEH S OB EORGEATOEMITHEM S D05, IeKREHS5 &
WO BRI LT HIZE S T, (D7 < &b Blam RIE) Rl T E#Z OIRGEE FIREIC T 2728
DATBEN % 58T 729 L TR D172 2 bate X O IR LTl S H1H
MWZH D, ZOTENPEENDINEN. LI DITAEEDDHXINENE VD ST, &
FIEREBICBOTRICEAN P ILTND

Bolar (RO EIFHZ &V IS < E%uuﬁﬂ’\“(%ﬁ%k LTCWAEL HIX., Bolar %
(PEkD ) V2V v 7 EFRMIZBRELZD \N4ﬁ%ﬁE£&&@M%mm%xiti
mERRIC L TWAELH S, HRIC K-> T, oz W CTRFGEAR EZH L 7-DIC
AT 428 Bolar ffRARBOH T2 D | ERNE EU OIRGEAGRI BE'UEL’CI/W”:DTZDO
X BT T, Bolar FRIZGFE LW E DD, —REIRAFFEDBII DXt 5 & 72 - T
W5, WETIX, &EOFENT 5 Bolar FefrO P DEWERT,

— %12, Bolar RO X EITME 2 E DT, MERIN D178 &1 [EER A O A (tests and
trials) | 259 & LTV 228, BRIMNZEB W TIE, IGEERRER D120 DT — X OIERIC
ﬁ%%@é%%ﬁﬁﬁk%%ﬁﬁﬁBﬂnﬁ%@ﬂ%kﬁég&iﬁ@%ﬁ%oﬁﬁéﬂ
HATAOZN LN OMIEIZH F 0 HfECIEReWEBbh b,

168 BT - AI4BTE 114) 240 HLAT,
169 HiiH - FIHBTE 114) 229 HA S, RFEICBIT DA X Ea—FE TIEZ OBENEIT BT,

42-



(1) BRGCAKRBERTFDTOITMEEIRAT R ~DIRE

Bolar SO HEZ & 72 5 DL, FBFEKMICOWTERRZ EE+r2 2L THH, 2D LD
PRI, BTk A AT T D DEERTIT e <L gk SR I S O IRTEARE T
Ba R TE D XD ITREREL EEMFEIRETH D Z AT H-D0 LD TH

%o ZAULDS Bolar RO EL & 7> TR Y | SEEMIZ Bolar (R AEH LTV 5 EIE, FE
IENWZE DIV, WBKRBEZ T 7D OT — XL T AT O TE— 7/ —
—ZHRf LT3,

b DIEIZ B W T, IRIEAGETFHEE OFITORKRD ., KT ChH 2 BV HERNICBIRR T
5%%%H%kbk%ﬁ%%ﬁ%@ﬁ@_%kéﬁ%&bfﬁﬁﬁ%f%ékﬁﬁéﬂf
Kico BIORFT T, ERb a2 ERL2ELORTEEROERRE R L, REFELPIET
DWRZELIDDRITICED L D RITAHDPEMRT 5L bEX N TE L, MOEHR T, £
D X 5 72172513 Bolar ERICEE SND, L, £D X I BRATHIIFFTHEEICH 2 bz
MERIORERRE R L 13725720 EEX DN TE T, Mx T, #EEOHEHFTICB W T, )
FTERRBORATIE, BICRFBEREGE PTG 2 ET32 2 L2 HESE272 00
DTHHEFRL TS 0 LL7ens, ZHUIIFFTFRETLGNIICED Z L 2 RED
K%ﬂ#é%@fmﬁ<\é%_\% CHRFHERIIRIN O R ERF IC B W TA L D 2 & %
RAET DO TH 2N T ZO7HIZiE, FFiMREL TS 2 S o KENRIND
VERH D, S5 %@Lﬁ%ﬁ%m%@%@ﬁT%@% Lo L OB HEGR S D 72

RRINZE BRI, IRFEAGR D Tl 31T 2 BUFIC T 728 2 OB B IRIL, FrFHRE
DORERRE S L IX7R O EBIRICHRA LTz, 2072, b OIT412x5 2 Fls LE
IIME RN LT D,

BRTEARER A 2T D T2 OIS I TR 5174 b IGEAZRICE £ 5 ATHE
PR 5, EiESNTHEIC, AR GOIDICY T2 HT 5 Z L1, T

FIFEREAGERE FHRO—HTH . < B EU LTI, BB 1055 (6) 12X 5
[EHEEL) DBITTHDLARINGEL OO, RPN EHATE 203 MTH 2,
UL, 7V ORHMREZ G2V E . Bolar SFRITIER) & 705, 7 —Z DS
Nize LTH, BERV U IUMNMEH SRR IUE, BRNIAREZITDLZ ENTER
W,

IO, REABHFEZRNT D22 81X, TS ~07 78 2 %1557 DITBUIEM % JE
TT52ETHLOT, HEFZDOH O XIEHKMIZIRMT END T T NVORE O X9 7247

170" Oberlandesgericht Diisseldorf judgment of 29 March 2006 in 1-2 W 43/05 Terbinafin para 9.
7 E b, F£72LLF 62, Landesgericht Diisseldorf judgment of 30 March 2010 in Oxikodonhydroklorid, 4a O 13/10, 124.
172 7] |,

-43-



2. FFHRE L XA ENT, FISORBICED DZHES 20 183, MNIZB W T
v— 7 72 EOENEHIFT MR T 2 @ﬁ%#%néﬂfwé”477/x®%ﬂ%
WTh, IRGEABIEEIICY > VBT Z LIIpMcE TN L ST 175,

(2) BHITELD1TH

—IZ ., AFZEDGRBRITRFE ORI GBI 2 5B SO IR IE 721 TidZe <L BRBRICAE H
SNDHFAORIEIC b S D V7, JENE ER 0 & HUR, Rt 3R 12
A IRGE L &K D & LAaWIGAIs, BBRE XN ERFER 21T 5 2 &3 TE 2RV ATREMEN
boled, MEEZ ZOXIITHRT 52 L1k, BBREZREICT H7DICRAIRTHD 7,
ZOWE. RERRLTHLRNB L 25,

%I A — T =R DT O OWEDAPERRN I 2 H SR WGEIXE D RDDIEA DI,
AN ERIRRR AT O BB TWE LR T 5 Z LI2iE, Bolar FRVEH SN DD TH
A DO, ZD XKD RE=FIZ X DRI OERERIRAEZEDEIEL 2 W iABRIZ Y
TRWEOENL, FFHREL 2D DA D h, EU D% OETIE, Bolar FbRIZIAV
FHTEHEASNTWDHDD, ZOEMIIHT HEZITEI 670,

oG, B THLOREA - — L HHGEITII A N EELOAREZ T L EMIT
<, LA, BRBERICBELEA T OB MA — I — IR G T 57210 Th b, =
ZTHLE 2 HREIE. FEDS Bolar HRODOZEE LR VFLDONENS T ETHD, R
DIEHE G A — T — @%m%n%%6tb@[imﬁ%&ﬁ@%%¢5ﬁéwﬁﬂ W 77K
BEXETDIHE B L20ELIO0, ZORBEICE L TUIEWREICE RS0, EiC
LoTHbER-TVND,

2012 4, 7 2w BV ROV HUOFEEIET A3, IRGEARE S5 T DEIE G ORERE B
W& LIz IO 70 & O =12 X 21741213 Bolar BRIl Shuiau &l L7z,
ATl Astellas Pharma Inc AL I TH D YV U 7 = F 2 0 G BRMNEFFOMER)E 72 -
oo YV T =T 0%, [Vesicare) #AH Tl Sz, R—F 7 F{E3€ Polpharma 113 Y
V7o razfiliE L, IREBOTDIZIREE L, A A & SandozAG =0 KA Y +24ThH 5
Hexal AG 112 30.5 ¥ = 7 7 A&t L7z, Sandoz fHIIHRDOKRFT =R U » 7 RIS A
— B —D—>T 5, Astellas Pharma £1:/3 Polpharma L% FH T I RFHR E7F A & R E Lﬁo
Polpharma ff:i3$H15+ & L T Bolar #afrZ F9k L, [Fft Y = 79 A F K OEIELEFEETO

173 Justyna Ozegalska-Trybalska, The Bolar exemption — broad or narrow scope of safe harbour in European patent law? Prace z
prawa Wlasnosci Intelektualnej, Rok 2016, z. 132 ISSN 1689-7080, 143, 147 — 149 L OB X TV 5 HIE,

7 E R 2 2,

175 TGI Paris decision of 5 December 2014 in Sanofi Aventis Deutschland v Lilly France.

176 David Gilat, Experimental Use and Patents, IIC studies: studies in industrial property and copyright law, v. 16, VCH, ¢1995, p. 85.

177 David Gilat, Experimental Use and Patents, IIC studies: studies in industrial property and copyright law, v. 16, VCH, ¢1995, p. 85.

178 4a 0 282/10 Experimental privilege BeckRS1711 4 2012 4F 6 A 26 H DT = » /L F/L 7 #i5FHIFTHHIR,

-44-



A& I 305 ¥ 17T A% Hexal #RICHIE L7 2 &1k, BEOIRFEKGRZ 1G5 72 I3
IR - RIRAAT O BD T Th o 7o Ll Lo, MBI A Y Rarik 11 5 (2b) %
W7,

L, WA 2% T D 2 LTI 2 AT 5 FH 7210 2N Bolar SfROFIR 252 1T 5 2 &
MNTEDHEHIRLT, Bolar BRICK D E—T7 — =@ HIND 56, B EEEN
Bolar ffRICE DB =T N—R—IC XV RRINDITHITHENEFL LS & T EK%E
T AT TIEA T Th D, F G D, B A — 1 —IZxF LT, Bolar %2R D
%G L IR DT A DB (RFEAREGD 2O ORBRICOBRFIRAFEHAT L2 L) OMT%
KD D BORE /R OEKERSFE RS 5 2 & THHERE L 2V,

BN, BUCICEENRIRE AT D 2 LA, BOEAGRICRIERGRE A S Tl
ROV, BEREZIT 57D, oA, BROLFRFERE TRiITNER T, £
JF3E (APD) DIEAFE TH LY =Y v 7 FER DT I RBRICEB D OUIE LA EEZH L
TWRITIURR B, £ 5 TRITIX EELOME IR ENRBRNOARZHT 5D T,
Bolar #fRIZ L D RBREHE AW IZ I RN E VD,

K#i?nyk”Fw7%£%ﬁﬁﬁﬁ’Wﬁéﬂk”%E“Q%U%@l%t“ﬂ@
EFR I RN FVERCHIET (ECY) OfiffR %z JEik & 32 0 ¢, #FHIFTIIFFRA TR = 2 Pl L,
DR %Z ECIIZAFE L. 5 = D IRGEAKRD 720 DOFER & E i~ 5 1R 2L E%%&ﬁ#é
17751, Bolar ®0BROFNIEZ 21T 5 D E 5 >, E DS DN DUV T O T H W % K
D7 B0 IR I RE S VI REIC BT 2 BT 0 R & 7= LTz,

FHFTO RO T, T2 v/ FAVT@EmBIEL, =8 DREERTT 2L Bolar ffRiC
DERRIR E R VFL P, T ORBRBEN S D7D \*m®*#@ﬁkém&#h
T 6700 E Lie, DF Y HEREMET FUEP TG RGEKR 212 720 ORI W
HIDZ EIZABEIRENR VN EINTH S, IS owEo&E, MEORMET S
FFFFOW THRE SN TNV DE 0, FFEDRBE L OEORRR: EOMENEESNDHRET
HoHE LT,

EROBEHEK 25D OEFIL, TOMEPRBRICHHIND Z L IZHBER 5
WIRNZETHY, ZhET 2 vb RV 7 @S #HpT LG E8 & R B o Fhe F 3
KOMOZECLVEHTHZENTEZ L EHB L TV 5, 4% T 580FICIT. WE
MIRFTEARE G DD ORBRICOAFIHA SN D EDFEDPEV IAENRTIUL L B0,
RO DFIOB L, TOHHOP T, FEORENDPEDHTH Y | ITTHKR
572 ORBOEMIZIRE L TIThd 2 ENHEICTEE SN TV A EAICL RS h
L AREMEN D D,

179 12 U 68/2 Marktzulassungsprivileg {4 2023 45 12 H 5 HOT = v & /L R 7 @& 5 £ HI% GRUR-RR 100.
180 C-661/13 Astellas Pharma Inc. v Polpharma SA Pharmaceutical Works 12T 2013 4F 12 A 13 HIZEH ST =
v BV RV 7 @ S M EHIET O T TS R

45-



S bIZmEIL, BOCRRHFE 2R T 2R EDZ A I LT, AR ORIEITH0FR O
HAREMEICHIFR Z T H O TIEZ2WnWE LTWa, 20RO VI, MERINDITHIL.
PITOND BRRFE TH D, ZHUTHD L, SEITRBRMEN OFE TIZ R <. BRI
FHECToH D LIk TW 5,

JEES DS BA Y OFHFTICRBIT DA 2D P72 &6 &R 5 ECI BMIFEsh
7o 8L ’@Kﬁ”éi‘%ﬁ‘é/‘\ L7207z, LTeo T, 8= Th HUka3E 7D Bolar ffRO%
WH LD DORBEICIT EU LU TIREIZ AR SR TR,

_@ﬁﬁ_kwﬂg%#it X, 2013 DR —F > Nigm# T OHRTH Y | FA
VD Astellas FF LA UYHEFR TR CHFFEIZEL THbL, RKIETIE, A—7 2 Mg

mEdE, RIEAEGRDIZ O DRAERAAT 5 FEERANCE SN D ARG D =F T2 A —T—
1. BRI X DO RRERETH Z ENTE W EHPRLE B AR—F o K® Bolar
FERAEH TE 2 01%, RFEEARBEZHFEFELL Y L9 2F), BET 23 BE2EmL L5 &
#5%’@%5%60@%MJEM)®ﬁm [ZHEDE . A—F » R Bolar fbri%, MoK
WafFH Z LICEEONEZATLIRBRFEREEICLNEH SR, B RE -
a1, BRe AR Z 52 DT O ERITA TR, LR > T, R—F 2 REHIFTO
RUTEEET, R BU BEICESEHTEOMREZIT O KA Y EHFTOHW & 13— LT
AVAQAN

boblb, EEMEEOZLEERIL, B EMGE P RFTKR /L 720 DR T
VB L SNDWEORYE IRGE, IRFTEOH LHITIZRBRDAEH SN 20D 5D TH D 18
Straus "V —FMAGE IOV TR FEH L TV D, 3 = e E ORF 2 maH L, %M
ROERGIOFEL e 2HEBTZ L35 M, BRI A — T —1T, TOFER 7R RGERR ) & %
PR L TV EHAICIE, JRIEORLE TIde < BAICH 7L 8Os oI
HEHT 25 B85 RA YD Clinical Trials 1 & O I DFEFIRCHR—F > KD Astellas DEH) )5
RFOBEFMEETH > THOHEOMIG 2 HE =FIIINET L LWL/, 20X
O IREBITRGERNC E DR A OB D b EHAITH D,

S BT Straus 1Z, RERAICHEIEZ B SAEPEL TWDIRGEAGRHGEE &, Tl =)
DHEAT 2 HRFEAGRHFFES ORICITZEIT RN LR~ 8 = 15 2 XBIN7e < S 7l
UL, Bolar FRIZH 2 OH A b, JRIEL B SAELRWEZZERT 5721 T <, EUD

81 Astellas Pharma Inc v Polpharma SA S 10 A 23 B DR — 7 > R @mBLHIPTHI TV CSK 92/13.

182 David Gilat, Experimental Use and Patents, IIC studies: studies in industrial property and copyright law, v. 16, VCH, ¢1995, p.
85; Johanes W Bukow in Haedicke and Timmann, Handbuch des Patentrechts (2n edn CH Beck 2020) p. 13, para 37 etc.

183 Joseph Straus, The Bolar exemption and the supply of patented active pharmaceutical ingredients to generic drug producers: an
attempt to interpret Article 10(6) of Directive 2004/27, Journal of Intellectual Property Law & Practice, 2014, vol 9, No 11, 895,
899 et seqq.

184 Ta] 1= 900.

155 7 L,

186 [&] I 903.

-46-



BBEMTHICB T WP TIEDLZ L1cbed W, TR, BINNIZBIT 2 ED
AT OB D = L1272 0 . ZHUTEED, EU B OEE ~OBRM OIKERFmE 0, W
TIAF == PO BEZ TR D,

JREEDAEFERET) & RNT WD BRI EAEZED, EU B OREFFOAFE LW EIZ I W T
JFRAZFEL, SHICITRBRETOID22 2202 EITHLNTH D, TOHA, EU /i
BTV =23 v 7 EREOANTAREMIZ TR 2000 LR, 512, ERGRBRIC
VLI DAEFER D FERTH L2020 0b b7, KR IXT OME DA FERNR
HBNTED, MHITMALRNZ EE2EELIILX, v~ T AORBENEEEZ 2 ZTHZ
EWTRN I Z D L) RELRITAROTHT O RERICEMA T 5 2 LN TE 5.

— 5 C, FFTF OB IS MOBIR S 2 < 20 X 5 el WA, HanTRINs
EFTHIUR, RYICRFFIC L 2 REL TR L, S OISR EEZ E VR RAET VORI
SZTHEVRRER L, TN a ER M T AT AR 2 ¥, 5T, IRFEAGR
35 BRI CTHEORBREZIT O 2 & ~DF =“FHMIEE ORI, Bolar fbRoE H41F 4
RITHIBRS T, el RIcHsl L, EOBLEICE ChR D P,

HARIZBW TR, ZEPHFAENT TIT 1988 R ITRD L 9 Iz =T 5,

169 KD H A& ZETIUL, EERZFTHE IImi b D~DEFE, i
FEDIRML, RETHERLIALNEIERT SO AETHS, €9
TRITIUL, 69 FD HHIICIE 2 727k « RIS 55 b = U 5
S5EEZEZLNB0HTHE, ) !

EEHEOMDIRY T, H=ARGEE T HOWTHRIFE 69 & 1 HOXRTRY LiFbhiz
HARDHEHNIZR, bob b, (BIEDIIRTILDH 528 b 9 —>DMEFOHIRToH 2 SefE
MCBET 2 E R DD, ZOBFSMIEEAEOEREDZRE. T

[ BB R BB = 2 = [ =R T I FH T %K
NG T B R E ) 192

XD BIREOFMHZZLIET TR RO LI RYGE b ET,

187 [EIER DR D Justyna Ozegalska-Trybalska, The Bolar exemption — broad or narrow scope of safe harbour in European patent
law? Prace z prawa Wlasnosci Intelektualnej, Rok 2016, z. 132 ISSN 16897080, 143, 153.

188 Justyna Ozegalska-Trybalska, The Bolar exemption — broad or narrow scope of safe harbour in European patent law? Prace z
prawa Wlasnosci Intelektualnej, Rok 2016, z. 132 ISSN 1689-7080, 143, 154.

1 HEFEE L0 X a— (2024427 H 30 H),

190 Marco Stief, The European Research and Bolar Exemption — Background, Status Quo and a Look at the Agreement on a Unified

Patent Court (UPCA) and the EU Commission’s New Draft Directive for the Reform of Pharmaceutical Legislation, GRUR Int
2024, 824, 833.

191 YLy - FiiHETE 74) 208 H,
192 Yugy - FiEEE 74) 208 B, i _/PHIETFI44 4210 A 17 B (BRI 414 () %1360 5) 1 H.

47-



[ZDENR, FERWEZHT SMAITIEXLL T, HEDEDIZDZH, 17
BVEIE0 S Y ZRE X, EDFIEEZIT T, ZHEMICHkET S

BE

ZOEFNIEIEITBIE LT 1969 FIHWr STV DA 4 LEdRIEA v X B2 —if
HEOHTHAROWE - REBOFISMNZ LV @RI NDFICE =" FENHEIET 258 bR U
JRRISE A & D ATREMED 8 D LR XTS5 ERDFE AT L LTS v Ea—%8
FEW U720 IRIE, RO W E oA AREL O =812 L 5 80E, IREDFZIE0HR
DHIFMNZE LD DEDNTHARIZIHE T 5 AR EBO —2ThH D &L DEFEDOZEZITK L
AR S 7z 19,

TBRDOZ I HE ORBROHPE (GF =F DT AN RRICL DML Z T D0 E S0, TD%k
TR D) 1B L CTORRIN R O H ROBURIT, FYE 2R RSS2 4 U S8, Z0omE ol
aE EBEOMITIZY AT #AbYE 5D,

9 —DOARPLIE, lW%—ﬁ~*M%@%E@$F%ﬁﬁ&< RER D 7= O IZ [EH D
DN E OWE O AN ERGAE BT 5, A ITRRER 1RO bV M 5
D OT%%”WW'%ﬁ%%@#T®ﬁW% O MNIFFFTHRFICE YT 5, Lichio
T, H=FIZ K DHEHAZ Bolar RO RITED H_XENENE WD FENET 5,

(3) K& OMEE

EOFERE & M OFRRE ., FmE, EEICEAT L2 HHIZOWTRBEZITIITH/IT, V=
2V 7 EELREEOTGSADOE LB TCERLZRT O L A2I, ZRUCE VKR
ZLIEOOBREHICET 2EMHZRETHALDOTHD, £—FH T, IRGEEOHH & BT
ZENTE D RFEDOHH NIRRT LV RFHER ICE X DN DOMNTH 5, LIz > T,
e D I, R ORE & 72 575 FAMhERE & OMEIE D 72 6O O R H AN B L THR
SNDHEDONT A THEEDOH ] ZHEKT 200 E 5 MOV TTEERDN H 5,

— T, HEPY R BRITIEEGZEA L2Wo T, SR E & MEREO 72 DIC [EHE N,
AT DIT AT O TITEY Ly, AL O~ R — REERPFT AT Y o
> BV ECHIFTIL MSD X/ Ratiopharm FAHIZHBWTZ OIS ITHW LTz, 7 %D
BEHIFTIX Glaxo X1 Merck =541 )2 OY Elly Lilly X/ Pharmachemie S-H:1Z 33\ T AT FE MBI L

193 fe “U/NHEIRFD 44 4510 H 17 B (BBF0 41 4 (F) 261360 =) 2 H,

94 TUNVEIBEFI 44 4210 A 17 B (BEFD 41 4 () 261360 5) 2 H,

195 HR—HRBAZ~D A o 2— (202448 H2 H),

90 G A g (Fr RS A SL) ~D A 2 — (202448 A 6 H),
197 TRIPS W€ 28 5= (1) (a) ZZH,

48-



dh B U A MZBIT Ml DOARITFFFHEDRF LI DRV LR L, FRRIZ7 7 &
DY KEEHIFT Y Allen & Hanburys %/ Scat/Pharmafarm FAHZ317 % 1998 451 A 30 H
OHROHF T, REREREIE TG Y 2 N ~OpEH 5 OUEIIFFFFHEDRE L1372 b 720 &l
L7,

)7 CiX, Bolar $aBRIZIGEATRE Z T D72 OICHBERIT2 & D B & BRI BE A
T oD, FEAME OMERICR D RMITERREZ T -HOITATH D,

BULE DRI D Bolar #BR1%, Al M OMER AR D A BHTITREICE K LTV RN b D0,
SR 7 BRI ZHE A RICEATWD, TFERNR) LEkTH LT, W
REETHLZ 2L, RIEKRZRIITONDITADOZ 2L TS L Ebh s,
L7ehi > T, BRINOD Bolar EROBIAEDLE AR L TH, HE TILAMHE & OPRRERIZ
B9 2 RV K OMIiF& % E & 1T 9 /T2 2 M AR RICE L b O Lt 5 2 &M T&E 5,

(1) BB

EFAREE (HTA) &id, BONOEFRIC L,

[ESEBEAT DR IZ BT 3 [FHE, B2 =D Wil Rk ORI R O
TPEH 7R FEIC D0 TDIFHR & RRIIIC, I 2N IED D818 750 77 7% T
HEFTT S FERA) e 7 r X ) 1P TH B,

HTA OEF L, BEEG ATIRRIEORIE L B £ U TESHIH ATRe 72 R0 5 & Huig
LTEITHDINEMET S 2L THD, HTA ITHHEEIIC K 2 ERGER 7 1 2 0#%
EDOEMETITOND Z LRV, £< DEICHWT HTA THIHMEiZE 5 2 & BNERER
DA E IS SUTIRIFRIEORRIEE 21T 5 72O ORISR & 72> TV 5, HTA D724
HENZT =2 D% 1T, WRAREGELZOICRRHENEZT—Z LEEL WD, 27
L. R ARMEBEITEIMEROREZERK S5 Z LN TE D, HTA OHRAREL LT
ER SN DT, BEFHORTFICLVIRET L2 LN TE D, BUED EU %< OFEOD
Bolar #f& TlL, BEARRIIZ HTA D72 OFER - AF5EIZIEE L L T RWd T, HTA D72
DITAIFREEZ BRI WS AT LN TE S,

RRINTIE, AEEMZ 72 < 72012 FERRREIC LY HTA ZE X RICHRICIED L 2
ExHEBELTWD,

198 RN EEAM I BE 9~ B BN M OB SR 0D 2021 4E 12 H 15 HOMAI (EU) 2021/2282 K UMEIEFR 4 2011/24/EU O
24 (5) ,0122.12.2021 L 458/1 (202241 H 11 H¥E%h, 202541 H 12 HL YV iEH)

-49-



(il ) A7k

B@nﬁ%ﬁimms%ﬁ@%#K@%L&HM@@%@w WTO D733 )V73 Canada-
PatentProtection of Pharmaseutical Products <4 CEEIC RLUTEE DT, MEBIRRET
DB RITT SFFFERMZWRGETE L X OI2T2720D %“utﬂ:ﬁﬂi;uu%fjti ZHLE - Bk
ﬁé:km\%@ﬁ%ﬁ%ﬁﬁT@Em_ﬁbMK&LT%(ﬁ#?iﬁﬁﬁT@é#ﬂ
HICoH~72) . 30 5D BT A b OZEE A7z & 7o 19, Byjld TRIPS i iE 30 2k (R
ERIFISS ] OB ZNT S 720, LIy > T, PEEREIRGE IS OYER O 720 D KED
K I 08L& Bolar %BROBEH XS L1372 63, FFFUINZIC LOMTH 2 &I1XTER
[

2. RFEAGRA 50 EHiME

HIFRA 72 IR & vy 9 U TIE, Bolar SER2NEN O HGE D 72 O IZAT DIV T AT 212 0D 2236 ]
SND DN, MESDORFEARHFFOLAICLHEH SN DN E WS MENEZ BN,
HENTORZABHFORBZEX L TUTONHITHDHZHA L TV HES HE
ENASOREPMTON L GG LTET IELH D, 2D &5 XA iAﬁm&ﬁmﬁﬁ
LRV, ERND A — B —IC[EHH CERGDOKREZZT DD BERITAZIT O e %
Gz, V=) v 7 BEELTHICR T AN RES N a2md S8 5 2 Lk, FEOFEE
kiﬁéo SMENZ B W TR T AR 2 ST D 72 OB T &% &0 5 X 912 Bolar 5RD

MEPHZ IR T D Z & ITHER EOREEIIFE L2V, FrdB R T v | 5 =H
@&W@%#iﬁ@&ﬁ@%#%@ﬁ%’%Méhﬁw”%

AT OHEZ T T, BONOENHGT 7o —F AL TWE, 207 Fa—F
I% Bolar fafR% & A, SMNEICEIT 5 EIRLBERICHLERITA LA R E ShTng 200

Bl z1E, KA YD Bolar 5k Tl, lWT@M%%ﬁ%%ék@@E%%@ﬁ%@ﬁ?
72, MOERTORGEAREGL2OORBRL GG LD, 2O LiE, 115 2b) ©
XECHRICKBE N TN D

[y & Mo DN HE U S AEFE=F D 17512 A TS 478 & i
179 B DICRIEE SHSHTE, FRR ONE DB DFEZHIELE) >

199 FHE LRI 1 0 2 2B,

200 Carlos M Correa, The Bolar Exception: Legislative Models and Drafting Options, South Centre, Research Paper 66, March 2016,
p.16.Correa (377 V)V, AV K, 74V EVEFHTFTWD,

201 Carlos M Correa, The Bolar Exception: Legislative Models and Drafting Options, South Centre, Research Paper 66, March 2016,
p. 16.

202 BREFRIFBEIN,

-50-



7 7 AD Bolar faliid, ARFEAKTEHEE OB EEHIBIZ OV THUE L Tuvian 29, 242
Lb LI, 7T U AOEAPNLT T VIS BIT D IGE AR S D L BRI R
TU\ZD 204O

F545 2001/83/EC @ Bolar $alRIZ. [AFES XITHLHI] 726/2004 12 £ 0 EFR STV B IRFEAK
RBOB AR E LTS 2, Zhid, EWNE EU W5 ORFTARZEHARE LT
HEWVWH ZETHY ., EU D Bolar %8 CTld EU 34k T O IRGE AR D BUSG I ML B 72T 2 1 30
RS L STy, B ARITARTEAGE OB LB 22T 25150 L — B 2 R D a2
HWHL, F2Z0MEICEL TEEZAROBEHG 2G5 Z LN TETWHRVWOT, Hix
11205 HAROIZEDRBROM AR & 72 57 8 9 MORMBEIZIXEIE 2 HEThn,

KEEDOBHHESWHE (FTA) TIXi@EH Bolar SRVE D IAEN TV DR, ZORBRITE
WNOARBIZIRE SN TR Y | e 4 FEOFEES THAG U 72 e ARG I LB 21T 2 1%
RSN EZ2FER LW 206, 5F 0 | KENZHE Y FE O Bolar ffrD B A Z 5 1)
L2 EMNTEDN, MELYFHEOY =V v EELEIHIT, KENTEB T D IREATE & B
595 T2 OIKEESCE IR ORI S L 22 0 155 M 2 AW CHECRERZ B LTz
WIHAIZ, KETORREZT 57202 Bolar RIS D Z LN TERNE VWD Z &
Thd, LIeh>T, FTAIZ K VRSN DIRERIZR Bolar #fRZZITAND Z LITXK D,
FEIFAEOY =3V v 7 EIEGEEOKRKETLG~OT 7 B AZH|RL T 5,

3. BEXEALDER

(1) #Fah, FHERLXUINA 7V v FEEGLORTEAR

BN TIZ, Y=V v 7 ERE &3 TR W TEREE S AL & [ — O @R L DY
FEREARERL, F—OERMEEZ A L, FUEERMN & OX OAEMZERRSEESE Y 2 AW
TR AMERAI L VA S EES ) LERSATWD Y, 2o X9 REFEMITES
IR N OERIRT — Z ER OB I 24T O 23372 < il efi 2R M L, K]
EEMZEHRT L LN TE D, MRS Tld, REEMRN T EFERL L R Y
—EESL OB OFEFEEZFEA T 5 Z & DOHMEL 72 % 2%, FRIN D Bolar felRid, SEIEESE
il & DR ZFE T 2 72D I ERITAITE SN b,

203 L. 613-5 of the French Intellectual Property Code.

204 TGI Paris decision of 15 December 2014 in Sanofi Aventis Deutschland v. Lilly France.

W5 A ST F A S NBH R OEH 0 EFE OB OEE O 7= OINES O FHi & HlE L, BONEELT 4
BT D WS OB F2 0 2004 4 3 1 31 HOKU (EC) No 726/2004.

206 Carlos M Correa, The Bolar Exception: Legislative Models and Drafting Options, South Centre, Research Paper 66, March 2016,

.12,
207 pArt. 10(2)(b) of the Directive 2001/83/EC.
208 $5452001/83/EC @ 10 (1) % B,

-51-



Bolar $alRMMEFE S DOIRFEAGRIENT T <, AV PV dh OAGRIZ LB 0 T4 b
SRIZETe & D EIZZ < OBFEE I i@@@ﬁi%hfwé”%ﬁ)yfwﬁm#
fAINTERIZE > TERR D, HENETIE, AV U AREMIE, T E TICEARI TR
WHIR D% S8 LTS EW) RTHRIEME IR D, LR - T, BRATRBRCHR
RERE G0, BERFEEORNR LD, BINTIE, EESFIZERL, KRE2ZIT 5720
ICEIEGHBRICHE L TV D ERRO DI, 4V T VERMLICIK, Bl T —2IRi#EL
ﬁ%@@ﬁﬁﬁzEﬂéﬂoik ax&&m@lfi ﬁ)vf»i%%’iﬁﬂ%ﬁ

ICEDMERFRO HND, KBEZIT LD ETH56, 4V VT VERLICITRSEEZGE
%?%6ﬁﬁiﬁmﬂffbﬁw P )= ié@ﬁ@ﬁ?% \_@E%m@%mﬂ
RHFEERHIRIE MO ERRBE N T 5100 Z L L UHERTH I ENTE S,

7272 L. Bolar %R T &5 EHKM | & EREEML Z2XKBIT56Z LT THhsH, &
NEV L, EREELOFTEZAE—HTHD HBRBERKL) &, BRERN L F—XZ
YRLOBENR S EH/THN, EREELOZEZ2IE—HTIIRY, HOWIEIZHET
[CREBOFNR G G0 T HHEERFETH L ) BERLNGFET 256055,
%%K\E%ﬂmm3@u%%%>ﬁﬁﬁmﬁ%uo%(wcaiF%@@%%k@%@ﬁ
BWTORERES, L., &8, A UIBRGREOETE | 72 EOFREfiNTeHE S 1T
W5,

L7223-> T, Bolar ffr&EED D 105: (6) 1%, 1055 B) ITESEITONDIITHIZEK
LTWbHDT, D& eEIEGORERIIIKINN D Bolar SafrOBEHARI SR L 725, 105 (3)
. WbhbWwbH ATy FREEICBIT 2ZEHEERORDY Wb [T v
JT—H ] BRHTHELEEEDDILDTHD, ~NA TV v REGEIL, EENR%ZRELO
FENE 72 R RE O AR AR O G R % B AT 2 BT HLE I L O 5B R72 GE &I ARGE KGR DR DS
iﬁéo%%%ﬁ$%ﬁ%%ﬁﬁ%i%%®%éﬁ$ﬁ§ﬂmﬁgﬁigﬁ%%&%wﬁ
eV b o0, EWFENFREERBR TH o TRy, 2000 I OARITIE, #Y)
7R EER AT TR R R O RN ME L 72 5, ;ﬂ%@%ﬁ%ﬁzib\a‘h%ﬁkd‘l‘lw Bolar
BroOWHR SR L 725,

b O —oDA Y VI VERS FHRREKG, KO E A RIRGEAGR O HEEE
BIOREAMLETHY | 22 CIIEEEEHNATTE R, 20 L9 REEDITBIRO
R D Bolar SR DK RITIZ /R BN D RS &5, £ D72 1ikIE, Bolar ftbR)NEE

209 Marco Stief, The European Research and Bolar Exemption — Background, Status Quo and a Look at the Agreement on a Unified
Patent Court (UPCA) and the EU Commission’s New Draft Directive for the Reform of Pharmaceutical Legislation, GRUR Int
2024, 824, 832.

210 A F FH K O\@n i FH oD 155 35 5 D FKGR M OVE B D 72 80 OFRINE S O Fofei &2 HHE L, BN EFK ST 2 30T 5 BN RS MO
FRE2 00 2004 4E 3 A 31 HOHH] (EC) No 726/2004 (BRINFRFEHUSKEDE T 3 2 ) 145 (11) 2B,

-50-



EEMOFELHEEL TNDIEVWIEDOTHD, EHIX. ZOBEEZZDO X ITHRT 5
ZEIZOWTHENITEH/D Z EMTE ol 2,

Bolar #FROFIZEZ 51T 5 5 2 T, EEEELOGEITERER TH D, DF D | EEEE
i DAFTEIXBE T 1T 4 2 FFiTHEDIR EN L RRT 2 RIESRM Tlidewn, Lo T, #
BT 72 23 5 D B S S VKGR D 72 3D DFRIR & BN @ Bolar #fROBE XIS & 72 5, HHH
RERSOBREEZ BN E LTHREBRMTONIZb D00, IEEEARRZ T bNnol=dh
X, EOITRIL— KRR DORBRONRE 72D EE X DILD,

Z DA FFT D FERIE, 105k (6) ORflERAREICH KT 2 RetEA & 5 212, Bolar %
BROBAIORIT, BFED 105 4) IZ50OLB, YoV v 7 EERICHRIZEL LT
oo RO LIELEIZHZEDOL I REEPEZTD LTV, BATO 105 (6) DX
EESTACY (VAN

L7eh o> T, = Bolar #frzZ Y = 3V v 7 EIFICIRET 2 BN 2o 70 &l
MiFsZEnTE D,

HARDHHIFTIE 2020 12, FFEFiE 69 55 1 IO OGBRITEF /2 B3 CGHEE) o
T ARBE R TITh -2 b Eteon s W I REAZ IR BT 282 H LT
W5, HEIX, B (FUVEVY TR T RY O LUF [T-VEC)) OHRGEEAREES
HICHREBET — 2 D7) vV U T OB THARRBRZIT) ZLI2X 0, AMEFTFERELE
L LTiRx bivlz, T-VEC i3 (REHETIEL, #EFAN) ORA T 2REFOHPEICHZ YT 5
FeRESSL (pioneer drug) Th o7z,

PWEITHIF & U THIZEDFISMIRIL L=, &> T, @i XRrr&ibiic & 2 5k
D7 DEFRRBR O I, W% - MEROFISNOFHFEL T HME I D>, DF V| FHFED
72O DEEEARBR O FE S, FFFk 69 & 1 HOFMHICE TN D T3R8k - A28 (54T 50
EDMMEHE LR2IT R R BT,

JRE I, HARDHIZE « BB OGEROEH]TdH D 1999 4EDEHIFI N %I EFL LI OV TT
PN bOTHDZ L ABRE LT, MMEEITENCEILT S Z &lTTERne FlRL
7o EEIE. FFFEO BB, 69 & 1 THONIERE . SUERTE AR T4 & o 1= Bk
DHBY, WD, RS ORI & ALORIREOTE 2 EOEEEZZE Lz,

SR, R O FEREIE I3 = F DRI A o TR AT O 2T
XD THIUEL, FFFOFGHRAK T L% oMY 280, BPL2BHICHERCTE 2
WEWD Z LT D EHIEICHETL T\ D, T XD RIRIIE, FFFOFER I oK T %
XFFFOHTANEZBHICHERTE X212, EEORBIZEIKT 5 & D Rl & o

2 Z o LR % BE# 9 % Manuel Campolini, Ignace Vernimme, Bolar and experimental use exemptions in the EU: how the landscape
has changed for generic and biotech drug makers, December 2014, p. 2 & &/,

2210 45 (6) OHlERRMEDFEMIT Joseph Straus, The Bolar exemption and the supply of patented active pharmaceutical ingredients
to generic drug producers: an attempt to interpret Article 10(6) of Directive 2004/27, Journal of Intellectual Property Law &
Practice, 2014, vol 9, No 11, 895, 901 % £,

23 ST 3E2 A9 B (BM244E (%) 10051 5)

.53



WERICFET DI & &0, WHEITMGEARR 2G5 T2 OIS LB R AT i 2 8 2. TR S
MBI ZOR D F2hii 24T > TV WD T, RaF O ffoe BT T R T 28 1A 20 5 B2 S i
L. MR 2R2D &V O IREOBIFITHEL bR, S 51T, %Dﬂa“%%ﬂ‘a I, AT O fFREIH]
HZT ) oV T =2 2G5 e OB O KRR 21T 5 Z LITFHFA SN D L, #
HAMOHREZ T LTND

(2) REdnOME - ARG, B S5 3T L0 TR ERPH 0O 22 3K 5

% < OEM Bolar FRAZHHA L THY | @HFITEIELIZOVTOHR, £vb AMHDE
DB, HOLWIAMHAOEES LEHOEES (EU) IZFHTLZ &R TE S,
fit oD [E Tl HELPH 4 ERMEE GRHEFIC L D, KE) I2HIERk L, S O ICHBIBERE DK
BEZTHETOEMEZEANRE LTWDLE (2a—Y—F 0 R, F¥) $bHbH 2,

(3) BpkEH G ST AR

A RES G 2S Bolar SEROBEHAMNZICEEN L Z EIFHAATHDL, Ll *%@/ﬁfﬁ

TiX, AW FrBA & A RRIEEL DA XA S v, IRFTEEARBFRDELRD Z & %E?ki 2 A
FBRIZ L0 BPRICHE STV R T AU A PR AN bR @ S D08 9 ity
L2t LR, oL b, EU T, 105: (6) 23454 2001/83 10 5 (6) % J@BAT
T 5 DDOENBEICHE > TRD NS FHRFEMICEES L LTS Z b, AW
FHYEA S Bolar SROBE R &0 Z LITHALNTH D,

HARTIX, WFREORERICAEYFRRFIN G 5 OREIE 2020 0 T-VEC HIIR Tfif
RENTWD, T-VEC IZRHDLHE [T A VAR OTRIFIEICB T 2ZEN 6O/ &9
DEFFCIRE SN TV, RIR DO BEIE S OVE IR MRS 7 A )L 2 X D1RBIET
b DAMINEE DA VTG S, BT S, T-VEC 13BIn A 2 ~ LR A
NATHY, AT ) —<HlaNTHEE L, Mz ik#Ed 5, 2OOEWFRRAITH D,
A EEIL, A5 - SRBRO R E R I IR T AR 215 5 T2 DI T R EHEA 2 VT T
R b A SND EHMr L=, Liz2i-> T, BHARDHIZEDGERIE, SRERKNIC
HAEYFIRANC LS TRTT st Ihd LHmT o &N TX S,

214 Carlos M Correa, The Bolar Exception: Legislative Models and Drafting Options, South Centre, Research Paper 66, March 2016,
p. 13.

-54-



4. HERY—N

SANSTER TR, BUE, MR, SEAMER. ik WAL ST T LMY — R
Bolar FBROEAXIR E /2D DONE D TR HRBENRRL STV D 25, FEEE BLHH
IZEES S EHELOERBEZG L DI A SN HA1T, %Y —/ 2 EU @ Bolar kRO
R E 72D O HOWTIL, BFRES CIIAMRE 2 1378, EHOMDIRY Tk, =
ORBEIX Z N E TIFINOEHIFT CRET SN TV Rvy, 72, S 1058 (6) ONLiERHE
D5 b R A 23S B e,

LS, < OAIC, By —AREMAMICER SN D, BIRICBE N TE
FTHHZ D, ZDOX D RBISOMEIT, Y — L Z x5 L T D RFOMER R L
BT HZ &2 0, ZHIUIFREY — VOB CORTZBEILT 2 LRIRTH 5 218, i)y
T, iR IS X DMEBOFFENSGE LN T, IRy — 25 L T 0RFFICLY 7 7 A
MR E AV, IRGEAERREZ G DT DO EIT O 2 EMTERWEGAITIE, Wil 714 & X
IS IRFAN~DT 7 & A 1G5 Me— DL FE & 72 5,

—HEROETIE, WItARES D B TIThN 2 BROSCRT, #F58 Y — /v & bR H
HRELTWDLZENRD D, FHIE LT, HETIE, Hi-REoflraEAT 5 2014 4F
DIERHEZ 20T T, REFBMET N, KBEZZT 57DIAThh % EIEML ORBR~D
WF5EY — VORI T e RBROBERAXI R E 725 LR RXTNWD, 72721, HBROXIG L 72
5D, IRFEAEGRICUNIEIRITADHRThH 5 27, By — VO AN, & OEKM O b
DI=DITME L RS T2 GEIX, FFTHEE DT A B U AR ORRE N LE L 725,

VI. 2023 4% : EU IEHFHER KV Bolar SRITEHRAZH 2 TV 5 DD

MINEESD I 2= — a U CEICRM SNRINEESBBEECE T, B<
H 2015 FEICLLF O X 9 Icil T,

LR [F ] FHF7FIZ BT T 5 W5 D5 R K& OF [Bolar 5E5R] & 1% 4 72 74 TF
WL TS, —BDNEEE DR TG AR 21T L 0 & T8 HATTDEU IZHL
B BHEdn A — 0 — DD GG 7800 TR —5T, <D

215 Justyna Ozegalska-Trybalska, The Bolar exemption — broad or narrow scope of safe harbour in European patent law? Prace z
prawa Wlasnosci Intelektualnej, Rok 2016, z. 132 ISSN 1689-7080, 143, 146; Marco Stief, The European Research and Bolar
Exemption — Background, Status Quo and a Look at the Agreement on a Unified Patent Court (UPCA) and the EU Commission’s
New Draft Directive for the Reform of Pharmaceutical Legislation, GRUR Int 2024, 824, 832.

216 Marco Stief, The European Research and Bolar Exemption — Background, Status Quo and a Look at the Agreement on a Unified
Patent Court (UPCA) and the EU Commission’s New Draft Directive for the Reform of Pharmaceutical Legislation, GRUR Int
2024, 824, 832.

217 UKIPO, 2014 410 H 1 A2 DD 2014 AR (FriF) S K DRFFE~OLER, LT THE T %,
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/355288/legislative-reform-
changes.pdf [F&#&7 7 & AH 2024411 A 10 H]

-55-


https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/355288/legislative-reform-changes.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/355288/legislative-reform-changes.pdf

DSDOIEBEETIE, TEHIEFEdn B FER N1 A B fiean i F1E L 5 EU P TD
RIS, EU K& ONEU AR D[E TOR TR 21T S H AT XIT L7
M1z T35 & D7 EHr e R B2 7E 7 H B9 T Z D5 SR DOF 78 %
RIS ERTEBDE SN TH B, #—FFF R NEh 19T
EEET 5 BHERHED HBIZEV ) Bolar FEERDEIFIC O THIREIZ 75 = £ 03
HEE 25, M8

2023 4F 4 A 27 B, —REHKMIE~OOFER 72 ERDAFK ST 2P0, ##RIIKRE 5
FANEATS 200 FAKHIIZ 2024 44 H 10 RIS, BONESIXWIECS 2 ER L=,
[N PEMEIR#E DR CESNT-HRE D 85 4:i%. EU O Bolar #f&IZ>WTHEY |
FTwna,

[ Y57 HE R 137 TR AT 2L .. ] 1L, KD HHI T, 42 '
AR BELRFGE, B N F DM DIEBI BTG4, RESHESL
BRIRIL,

(n) X[ N HIZED 2 DD T Z DLEEE D P D LT Ak B GRS Ai‘gézz Kz
\1.%2 ZN T - T HIF = - 7T 77 L4 =4 N HVE X L=

= v

DT L HT 277 24
g [ip s KT

(1‘) >0 :I‘7 ] ”,’iﬁfﬁ\ /\“/,/ Z/—///ﬂ”ﬁiﬂg‘ /\/,/ 71 /\“17/;/— \“/,K gl—/\/,/
LA e NPELE R DR TEARGEJ ONF D DR R & RS 720

(i) HA (EU) 2021/2282 IZJEFHE I To S ESLENTI M E1T 9 728

(iii) FEMFER OEE DRGRE RS 70

(iia) 7°7>BI5BYIZBEE T 5 & Dt DEREH B
B 5 1 BAah- D HH) Tl S5 BN, BBITIS T, JKTEAZBD =D D
HGEDIEMH, =2 TH S FR OV — ERBHEIC L BH5 550,
PRI R ITFFAFRGED ], BGE, ke, q, A7, A, (/7K
A Zr b DETE5LATES,
Z DPIIIZ 1T, LEETEBI DR E L TDEFAD LifiidE E R DL T
5] 221

218 Commission Staff Working Document, A Single Market Strategy for Europe - Analysis and Evidence, Accompanying the
document, Upgrading the Single Market: more opportunities for people and business {COM(2015) 550 final} {SWD(2015) 203
final}, 28.10.2015, SWD(2015) 202 final, p. 74. JFSCHIEIFE IS,

219\ PP 125 3 (2 B3 2 BRMEL A BT B L. 4845 2001/83/EC B UMEAY 2009/35/EC % FE 1L 9 % W 32 B OB =
SORBIRE, 7V 2y, 202344 A 26 H, COM(2023) 192 final 2023/0132(COD).

20 £ I THHR & NGED TORFERORL 2 sz,

21\ PP 1 3 (2 B3 2 BRMEL A BT B L. 4845 2001/83/EC B UMEAY 2009/35/EC % FE1L9 % W 32 K OB =
ZOFTREICBET 5 2024 44 A 10 H ORKINGES SLIERTE (COM(2023)0192 — €9-0143/2023 — 2023/0132(COD)).
https://www.europarl.europa.eu/RegistreWeb/search/simpleSearchHome.htm?references=P9_TA(2024)0220&sortAndOrder=DA
TE_DOCU DESC. [H#7Z7EAH :202541H 23 A]

-56-


https://www.europarl.europa.eu/RegistreWeb/search/simpleSearchHome.htm?references=P9_TA(2024)0220&sortAndOrder=DATE_DOCU_DESC
https://www.europarl.europa.eu/RegistreWeb/search/simpleSearchHome.htm?references=P9_TA(2024)0220&sortAndOrder=DATE_DOCU_DESC

VHIOREBSREOFTEOI W LR TR LIEITIZHIR S L, SEOER G L 70 -
TEXEIT LD RFEH DD A ENT,

Z @fE/E@jC SiX. REORHRNOBRNIN D —EDITRAEINEL TVDH, BIATOHIE
D TSR (studies) ] KO TERER (trials) ] OFERIZIA, #RFIE, K 0 IFERY THIREZR %0 bR
IT2AD—Ha2 R L TWD, THERZRIZHEHIZEN: (consequential practical requirements) | & VY
IR INTLENOHIRINZOIIHATH S, FE, BUTOXE TR ES
M) E (consequential practical requirements) | 1%, ZRERRFERNAIHETH D L OD, KFED
HHFT OB 3 DJRR Lo TRV, Y= v 7 [E%"'Euﬁ':)‘ — =T DFFAEE

IZE > TRV A7 L7725 TW0 D, Lf:ﬁﬁof\ HARRY 725112812 . PATEME R OV Y mTRE
PEREEDLZ LI D, 2L, BB INTATAHADO—E ‘iﬁJ/T’CZ%)%) CICHE
DMEND D,

WIEIZ LD, HEOFMHIL, FEMMEE M OMER & BEREINTEN & W) =2 0BMrY 72
HuZ G L Ot kEansd, 72720, #ETIE, EMEAMERD Y X MN#EAEITH Z &
FEBFEICHRICED 2O TIE <. HEEDTZOIZMERT — X DIERZRD TWDH 2T
Thb, HETRETHLOIE., BMNESPEBMOSELERD 85akICED, 855KDW )
TFefoe e OWRTE &0 TENAO PEME DATRE & I3MNE L7 ) B U TBCFRE T 5 & BRI E
DL EERBELTNDILETHD 2, IHITR5aFK2HTIL, KOLIITED D,

THIBITPERE DIRFAEIL, 85 FKIZ V> 5 REDIAME, (F1E, LW, KT
RIHDHR) 2 FH E L TIZZR 5800, |

AR, FEERE & EEGHEBNEOEIBRO B O A IS 2 9 & 95 EU 0K %
RLTWD, R I7- Bolar fbRid, BU kA O3 CORRTEARE, HAMRR T & OMEIE,
HTA (2B RT3 S, 2015 Foa I a=r—3 a o ETIEE —E Tk
FEARGRHEE 2T O %3 A — 1 —2% EU @ Bolar 50RO B EZ 21T 55 ORS00 5 72
W EWN I FIED WD UVIRDUCHHIEICE K STV Z & 2B E 2 T, 23 E T
b5, Ll BloOFEMA EU NORFBEGE CTh 5 Z LI BH1X, EU 840k TR
TR EGD IO DT A E G T HEALEL LTHESPEI 2N EEFH LN TH D,
FTNIFFFFICEA OFETIIZR <, BINOERELOBGIFHEATH D Z & bPHHTH D,

ZOHIEIR, ZEE DNEZBH S )M L., Bolar Sl & %2 55 = E fia & 1Ichi k7
%o MEINTZHEIL, B oFHHEEMFINOBEREOZIEE L ZOBERICH D 2 L 23t
& D IR RE I E O BUERBR R E & IR, BN — T = =Dl &

22\ [T A R 3R 2 B9 2 WM A v ML B L. 4843 2001/83/EC & OMEAY 2009/35/EC % BE I3 2 BN G2 K Ol g
ZOHFTREICET 5 2024 4F 4 A 10 H OBRMFES SLIERGE (COM(2023)0192 — €9-0143/2023 - 2023/0132(COD)).
https://www.europarl.europa.eu/RegistreWeb/search/simpleSearchHome.htm?references=P9_TA(2024)0220&sortAndOrder=DA
TE_DOCU DESC. [H#7Z7EAH :202541H 23 A]

-57-


https://www.europarl.europa.eu/RegistreWeb/search/simpleSearchHome.htm?references=P9_TA(2024)0220&sortAndOrder=DATE_DOCU_DESC
https://www.europarl.europa.eu/RegistreWeb/search/simpleSearchHome.htm?references=P9_TA(2024)0220&sortAndOrder=DATE_DOCU_DESC

AT 27 DDEAR R TED THRW 22, 1o T, B DT 8 & 0RT 572 DI
e RERMEPARAILREE Lo TWD 2 SR OHIR & 72 < (5 =& OHLE |
W e OIEARIZ £ T S5 DIFIEBLFEMTH 5 L Bbit b,

. A R OBIELICRE T DR R

1.2024 7 H 23 H7275 8 H 24 HIZHF T, HAIZ T Bolar Sk & "7 U o r—UiZ
B4~ 2 AR e A A g &2 0t L. [R4FE 10 A/11 12 RA 22 CTikaa %ikwto;@ﬁ
BAFZEIZ L0 EEOME D BRRAEF LI, KESLLTDO 4 2OBEBIZHT, ZFRENIC

T i k@i%ikwéo::Ti%ﬁ;&i\@%i*&%ﬁ%®_miofkw\i@
HARW RS 21T 5 72 0I2id, SO ENRMNETHDH 2L ThHDH, EFITAHEHT LD
L D2 DOFRZHRPE L, Bolar ®RICEAT H2MFEO FEICOWTHIE L £ & D 5,

(1) Bolar #f®1%, TRIPS fhiE D EARICHEML L TWDMENH D, Canada-Patents D A5 T
1. WTO /S U1E 2 DR TRIPS WHE 30 520 —EifET A MZEA L TWADH 2 &%
R LTS, D%, MOFEEILXZ DL > T\ 5D,

(2) Bolar #aBR1T, BEFEREICH ISP EL 5 2 OV CIEE S O LRI FH O yE K & 3L
Fl&E T2 RET D A[EEMEN H 5,

(3) Bolar #2fRIL, AMWERICKEREE) %69 %5, Bolar MROREFHZL Y, EAAND
JFEDY T T4 F =—DORIENNEEDAREMENH D, BRI, N T I v 7| #gr,
ZOMOMHRA 72T T A F = — N EE 5 2 D[RO & 2 R e ok FEIZ &
D, BT I7AF == EssTH Y | B OATREMER B D Z L ITEEA T, 2T
HERUR LD,

mmmmﬁ%®%l%@%féaﬁi1£T®%%%®%m%£é&@%ﬂﬁ%é%ﬁ%
THOIC, BEE LTRSS 20VERZENNL Db D, Bolar bRIX, Ko
E (i} k—[:;'lqénn%fﬁﬁuuﬂﬁ'é—éx_k IO TV, bz, 2 ToMEMENITH L I-%
ICEHEGZRTT D2 LI R CTURERITERERZTHZ L T Z 2R LTV 5D,

(5) Bolar %afRIZy = 1V v VEIIE DX A4 L) —72 B AR T L ) ITHF SN TV DN,
RT R =D ZiE, REAERR G PR U, BOERRE N FRETOINZ I 5 S
HEOICTHZET, TNEELEDLAREENH D,

23 IR O M TR R EICRI T 28I (EC) No 469/2009 % SIET 2 BRM G K OBEH2 0 2019 4E 5 A 20 HOH#
Al (EU) 2019/933 (BRM KR HUIESH 7 2 2 ) DR{3C 9, OJL 153, 11.6.2019, p. 1-10.

224 Cf. Marco Stief, The European Research and Bolar Exemption — Background, Status Quo and a Look at the Agreement on a
Unified Patent Court (UPCA) and the EU Commission’s New Draft Directive for the Reform of Pharmaceutical Legislation,
GRUR Int 2024, 824, 836.

-58-



2. BRI FHAIZFS 1T 5 Bolar 50 %
(6)EU MMRE D < X, 55 1055 (6) BNED D LV HIAWFIFH O Bolar fafk% [EWNIET
Fh L TR Y, EU BHDOIEBICHIT 5 EELBEEREZ B E L TITONL 1T b X5
Lo TS, BRNIN O A DESE G OBRERE B L T 51T4ICHIHZRET S Z &
IEERERRIIC Z Y Tide vy, BN O Y =3 U v 7 R EEDOEBEH S 1 23720,
Bolar #fRI%. & =EIZH1T 2 M &GRS HA TOEELORBRIZ b S 5~
XThD,
(7) BRI Bolar #0BRICEA L CTix, BIfE, LT ORME~OEZENWEFE Lo TND,
a. WREINDITLEBMTON DRI & 7o I IGEAGRRE N EH S D FE D KR
DWW ARSI, ENBU O&D, XX BU SN X5 L 72 5 D,

b. 7 —ZERRDJRIE & 725 72 HTA XEHAMER E L OMEEN T OIS IEHRIZOWT
ARSI, BENEU OZ0y, XX EU BN SRR E 72D D,

c. B =3 Bolar RO OB E A5 1T 5 K UE T D,

d. Bolar #25R D H#FHIZAFIE Y — W ITE 405 0

(8) #t—HFRTHEAIFT I E (UPCA) @ Bolar $%afRICEAT HHIRICOWT, £z, ENNBE
OHIEFTFMNITONDANCHIE SN2 SOV T REAEHENTEY . 2z
Y TH D, FEEE EU KON EES CIRGCAB /LT DITH b RREZRD D
WENRDD, 12720, ZD7OI2iE, IRBOHHAZ B A W ENLELE 2D, EU KT
INERE DR FE AR T & HH L T D DI EU OIERO —S>TH D DT, HF[HDK
FEARFRII KT T DHERR N 72T 8, $RZERITH 2D Bolar SO B EEME O 5 KIZ AR A HE
Th D, #=FEHITH T D IRFEABIZHIERIT 222U T, Bolar Ffr Ol EEFHFN 2 X %
eI, BIRERESCENME L 725, T OO OMBOREITIT, FH_HITkW
THSG S5 IGEAGRIC LB 72 T4 2B U C BARAY 22 R ik B OBLE % 8 D 5 IEHIR
L/ VIRVATAN

3. BARIZBIT DA5E K ORER D bR

(9) HARIZIE Bolar SaBROMEBIFE TR, 8 =F ORFTFOXG L 7> TV H B
53 % W TR B S OFA 05 ER 7 £ OHRGEAR D T2 DI RAIT 2 BTN 2 5B
%, AR ORI EH ST b,

(10) AAROHIFESREROFIPH & w8 AT aetEIZ B LTk, AR E215 5 2D DEHKL & Az
RBREOCAADNZTENDNE I DEED, BHFRHLIBEFHHIILTNDHDD,
%< ORMBEICHENHENRNVE TR > TWND 2, ZHNERIATEEN & FHIAR AT

25 HEFEZE FELERORIL—BRA~DA 2 2 —I2 L0 BHANICEKINRKE T Bolar fufr2S@EH S T&E 74T
2R LT, HARDOIFERBRDZEH TE DM E I NN TA RO TRARR SR D 5 2 L PR ESNTz, Fo.
Ml —ER I, FRRREVICIE B ARIC W T B IFERER & 3R E DR 72 5 Bolar febra HNCIET 28 2 513+ 8
fRTE D0, FEHNTITE DOLENEITE N &k ~7z,

-59-



RRMEZELSE, ROV = v 7 EHRMEEDOE VR ARREICEZEZ 52 T
Do

(11) 512, BIEARR O 7= DICERHRMICE L Tfrh i 723B - SR 13X B ROHFFE DR
#HIICEEND LM EEIHET L TWND T, —EOEL R PIFEE D13 R
ROBRPHEINTWD, BAROHIFEDOSLERO E72 HAYIL, BRINO —) 2 aF 78 D5
BRANBEIZE 9 Tho7e L 510, BEAOEROMEETIE e, HiF0ESLRTH S,

4. TN =Y

(12) T R =V ORBITET L2BIN & HARDORSIE, RESER-oT0n5DH, A
TR =V LT, BRINTIE, Rt o & 2t 5 B ARSI
L, Y=xVU v 7 EERHEE FRCP/NMEEICEPES 52X 5N H 5 & AT
WD,

(13) = BIZ, XT U MU o —U0%, Bolar HUE DR Z D | FaFlc X D IRED DN T
BT ICHBIT Y =3V v 7 EHEG L ONA A thifidn 2 il S5 B &2 15T 205
Wb, Vo) v 7 ERLOTIGRAZIELE, BHAXIED LW EEL~DEE
DT 7B A LERRFH LR T SEL0RK%E b0, TGOBFEZHT, EHIEDZ
&L EESOMRESC BU N E O =36 T35 O R0 7 R al REME ISR 7 5 %
5z 5,

(14) BN TiE, X7 MY U —D 32 ST 5, BINCE T 2 EERLOEBIX, #
LRI DO AIESNTEY . 2 ORPUIBET 2 EEMEITHES LTINS, &
P OAGR T v AL, AR EFOAEITE L, BN T, FraFOMERITT
ik, EFEERETRFE TIT 9 O TR < . BEFEE MT O,

(15) HARTIEZ, X7 M) o —VI3 B L0 TIER<, 20EREHH T 5E
ATOFBONIEOREL VW T FREBEMCL AR SN FHELORIE & L THE
THZEMNE, BRIZRT VY R U —URNEAINTYHOERILE CE o0k
XV 2, 2009 FEOBAI TR SN HE OB BIL HBMOZEMEEZND ] 72T
H 5D,

(16) L7=-> T, HARTIE, 7> b U7 — U ENE O %R E K OBIRE R DR
MEOERBHCEKT 2D E Ao TWD, L LRNRDL, I ORMITFEREIL MR
ELBRERDEEORBEOMTRELS BB LAREELRH S,

(17) BARDNT MY o —UHIEX, BRIEEELOTARNTE Z 155 k0% & ffik3
LD R LTS, ZORT, BRONT MY o —UHIEIR. BT
2#F (ERERLEELBRERLEE) OMoala=r—yva b OMnH LD
EVWIOBINEEOH EMHIOL 72 bDTHD, L, LRERNEE, BRREEK
M, BEAEFEHEOMTEAN B Lo 5A. ZOMEERET 272018

-60-



il SNIFER 2V, ZOMBIX, BRONT U N U —UHIEOES I AT &
LTW5b,

(18) T, HARD/ T MY o —UHlEITZ < OREHEHED TWAHTD, ZORED
B L2 RET 2 2ia- s B2 6,
AARONT MY =B L TEL, LR ERRMEE LMo T,

a. € DOERTRDL
b. BiFEhaD, HERFHRE NN
c. WEETHRFFICOVWTENMEL®RDLINENHD Z &

(19) HANBIEL RO RRT > b U — Va5 LIET 254, BRERLE
3 LRI ZEORITIT, RIS DS AT AWM (ITE) T+
MNEL D, HHWIL, T N U — U E R TBUE EORERIZ e
W, RIFOHIEIEKIMS B2 D LT RETHDH, bol b, IR, EAETH)
B3 D OITEFBRIRHEE OREIDORTH Y | RGEARORIE O 1L UTHEHMEITAT D72
WZ L2 D, ZOEMKITHANE - TS CPTPP IZED LAV EBEHI /2855 L i
A9 %, CPTPP IZ K D EBRMAFTHIL, LVEMSNI T N v —V AT
HZEERDODTND, ZhICKY, BREELEETHHRFTFONRE R DHEIEM L
B9 5 %I A D ARG AKGB DT BT BT 15 A BT L, MEFIATHEIC BT D HEE
[ZOWTEIT 5 Z ENTE D,

(20) B/ IERIME A ZHIE L. R TORBREICRERROME L ROIFEINDITH
(ZBAT DI I R VPRI FTREME 2 52 % 2 & T, A ARFRAAZRIT 5 Z E N T
x5,

61-



e I. EU KRG HAD Bolar /TFFEDHEERE T > N o —UHIEOBLE

HA

EU

EU R, BRNBS OB IEZER (202444 H 10 H)

BRARB /DD
DEERABRICHEA X
3 Bisk

FEETIE 69 S5 111

54 2001/83/EC ® 10 £:(6)

BEOHEE 85 &

FEPHE DN 1%, AR
NI D 7= F
% R FF 3B O E i 1

LI, 218, 3K 4 THD
3 ) Ko OVl SR 722 S5 HY
T 0 72 DI B R A

R ORI PREEEI =X [L..] RO BT, MLBZRAFTE,
R NZF DM OIEEN DN TG IE, FEINEARE
FAATAN

=

i KT, KO EZFET 52 & | (1) BeARERZEDROERERLEZEDLT-D
X, EEEC R B REEAE | (i) A (EU) 202172282 ICEF STV D EFRFAREM 21T
XTI IREFEEIC | 720
KT 56O E X7 S| (i) SR E M MEREDEKRES D720
AN (iia) 77> DIHENZBIET 5 & D% D TR B
B 1 HOBWTITONDIEENL, LEIZS U T, RIEKRD
=> WF5E D fi S+ = Bolar 50 f T DOHFEORE, B2 Th G HE LUV — B A RHEF I
D> EHNEICHE I NS | 2562580, FrarEEi UIRRraEo f i, i, ke,
BN ik, TR, A, AR OEAZELLO LT 5,
ZOFSMNTIE, YRIEEIORR L L TOERELO EfiidE £k
WHD LT 5,
NTFU RV =y | FHELEOANT MY | 2R PNk

85a 5% (Hrll) HHIMEEMED AT A

1. INERENE. 85 SRV 5 Fofoe e ONRE DS FNBYM PEME DATRE D &
MSE U780 ESUIITB LT Th D & BT,

2. FNROA FEME DRFEIL, 85 RITWV D PRE DI, 51k, PRIE,
WESUIBGEOA N e FH & LTI R 57220,

3.1 TERON 2 LT, FA R PECR (2 B3 2 BRI E S K ONEIN O
BRI EBL 52D L #mHIN 5,

-62-




fHe&I1. BEEE : Bolar %% (85 %)
XMBLBROTEXE

(ZBEY % EU OMIERRBR -KINZERRRRUBINERIC L S EERDOHER

2023 5E 4 A 26 HBEXEESER

20245 4 A 10 BEEHOXE (BS)

ﬁ%ii [...] ROEK T, ZEE
L REINE ARSI,

%ﬁ%ﬂiﬁﬁ%%
g P/ S 2y
(a) LT DHFED IO DT — Z DIERRD Te I T DB
e, BRBRRUZOMMLERITH

() V=RV v Z7ERER, N FEBH. N TV v R
NAFNATY v FEES DI AGRELNEDOHDOERE
S DIRGEHEGRE /D T8

X I TV D [EFEFTREAML

(i) HAI (EU) 2021/2282 |

(iil) AR E M OMEE

fiiia] XL

RrErMe O3 R ORERERA 213, [...] IRO BT, SBELRHFE, #Higg
R OPE DM DIFBIPTTOAEGEIL. RESINT EHRI NN,
(a) HIB®

() IRFBEBMERZEZDOHDOELEELEZH/FDLTD
(i) BRI (EU) 2021/2282 (ZEFe ST\ D [EREINRAN 277 5 72 8

(iil) FAMEK E M VMBI D RRE1E 5750

(iiia) 2> DIHENCBIET 5 % DK% OEBREH

-63-




SR TR

FFFIT 25
AN 6 41 L PE SR PEMEH BERR AN L 6R 2 S [RINFFE R A 953
ELERIEt e

Bolar fBRIZB 95 LLiAf4e

07 Uy T

SFT7HE3H

— R B SR 2B W
FNE M PERTFE T

T101-0054 FAHERTACHRAHSIT =T H 11 &
KRG LR © L 5 B

ek 03-5281-5671
FAX 03-5281-5676
https://www.iip.or.jp

All rights reserved.

Report of the 2024FY Collaborative Research Project on
Harmonization of Industrial Property Right Systems
Entrusted by the Japan Patent Office

A Comparative Study on Bolar Exemption

Laura VALTERE

March 2025

Foundation for Intellectual Property
Institute of Intellectual Property

Seiko Takebashi Kyodo BLDG 5F, 3-11 Kanda-
Nishikicho, Chiyoda-ku, Tokyo, 101-0054, Japan

TEL +81-3-5281-5671
FAX +81-3-5281-5676
https://www.iip.or.jp




	Foreword
	はしがき
	Summary
	要約
	Table of Contents
	Introduction
	I. Drawing the Issues of Pharmaceutical Markets in Europe and in Japan
	1. Japan
	2. Europe

	II. The Interface Between Patents and the Regulatory Framework in the Pharmaceutical Sector
	1. Patents and Patent Right Exceptions
	2. Authorisation of Medicinal Products
	3. Research and Experimentation Exception and the Bolar Exemption
	(a) The Concept of the Bolar Exemption
	(b) The Origin of the Bolar Exemption

	4. Patent Linkage
	(a) The Concept of a Patent Linkage
	(b) The Origin of the Patent Linkage


	III. Legal Framework of the Bolar Exemption
	1. International Legal Framework
	2. Legal Framework in Europe and Japan
	(1) EU Harmonization 2005
	(2) Germany
	(3) The UK
	(4) Japan - Research Exemption


	IV. Patent Linkage
	1. The EU
	2. Japan
	(1) Origins and Legal Nature of Japanese Patent Linkage
	(2) Obligations under International Treaties
	(3) How does the Japanese Patent Linkage Work124F
	(4) Japanese Patent Linkage in Practice
	(5) Conclusions

	3. General Critics Concerning Patent Linkage

	V. Scope of the Bolar Exemption
	1. Permitted Acts
	(1) Only Acts Necessary to Obtain an MA
	(2) Third Party Acts
	(3) Price and Reimbursement
	(a) Health Technology Assessment
	(b) Stockpiling


	2. Territory of the MA Grant
	3. Medicinal Product Type
	(1) Generic, Innovative/New or Hybrid Drug MA
	(2) Product Type: Human Medicines, Veterinary Drugs or Broader Scope?
	(3) Synthetic Drugs or Biologicals

	4. Research Tools

	VI. 2023: The New EU Legislative Proposal and the Bolar Exemption in the Winds of Change?
	VII. Conclusions and Normative Recommendations
	Annex I. Overview of the EU and Japanese Bolar/research exemptions and patent linkage systems
	Annex II. Overview: Legislative proposal of the EU in regard to the Bolar exemption – Art. 85 – Commission Proposal and the Amended and voted text by the European Parliament
	目次
	序論
	Ⅰ．日欧の医薬品市場の問題点
	１．日本
	２．欧州

	Ⅱ．医薬品分野における特許と規制の枠組みの接点
	１．特許と特許権の例外
	２．医薬品の承認
	３．研究・試験の例外とBolar免除
	（ⅰ）Bolar免除の概念
	（ⅱ）Bolar免除の起源

	４．パテントリンケージ
	（ⅰ）パテントリンケージの概念
	（ⅱ）パテントリンケージの起源


	Ⅲ．Bolar免除の法的枠組み
	１．国際的な法的枠組み
	２．欧州及び日本の法的枠組み
	（１）2005年のEUの制度調和
	（２）ドイツ
	（３）英国
	（４）日本－研究免除


	Ⅳ．パテントリンケージ
	１．EU
	２．日本
	（１）日本のパテントリンケージの起源及び法的性格
	（２）国際条約による義務
	（３）日本のパテントリンケージの仕組み349F
	（４）日本のパテントリンケージの運用
	（5）結論

	３．パテントリンケージをめぐる一般的な批判

	Ⅴ．Bolar免除の範囲
	１．許容される行為
	（１）販売承認を得るために必要な行為への限定
	（２）第三者による行為
	（３）薬価及び償還
	（ⅰ）医療技術評価
	（ⅱ）貯蔵


	２．販売承認付与の属地性
	３．医薬品の種類
	（１）後発品、新規医薬品又はハイブリッド医薬品の販売承認
	（２）商品の種類：人間用医薬品、動物用医薬品又はより広い範囲の医薬品
	（３）合成医薬品又は生物製剤

	４．研究ツール

	Ⅵ．2023年：EU法規新規提案及びBolar免除は転換点を迎えているのか
	Ⅶ．結論及び規範に関する提案
	付録Ⅰ．EU及び日本のBolar／研究の免除とパテントリンケージ制度の概要
	付録Ⅱ．概要：Bolar免除（85条）に関するEUの立法提案－欧州委員会提案及び欧州議会による修正後の議決対象となった文言

