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Foreword

The Foundation for Intellectual Property, Institute of Intellectual Property conducted the
2018 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 the target issues. This report presents the results of research conducted by Dr. Shin,
Hye Eun, Professor, Chungbuk National University School of Law, an invited researcher at our
Institute.” We hope that the results of her 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 2019

* Period of research in Japan: From July 2, 2018, to September 1, 2018
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Abstract

Drug inventions require enormous time and cost before their completion, and
their development is highly likely to end in failure. In addition, even if development of a
drug invention succeeds once, it is also necessary to go through efficacy and safety tests
for commercialization. In this manner, drug inventions have different characteristics from
inventions in the machinery and electronics fields. Therefore, it is considered that
protection of drug inventions by patents is indispensable for new drug developing and
manufacturing companies.

On the other hand, as drugs are directly linked to the people's lives and health,
there are cases where a patent is not granted or where it is necessary to restrict the
patent rights from the aspect of public interest.

The ultimate purpose of the Patent Act is the development of industry. The Patent
Act is useful as a means of reasonably achieving such purpose. Therefore, the Patent Act
ensures that voluntary disclosure of the content of technical development by those who
develop new technology forms the foundation for subsequent studies. In addition, the
Patent Act gives a consideration (incentive), which can be considered reasonable, to
those who disclose such technology, thereby trying to provide the driving force of
technology development.

On the other hand, if the granted incentive is excessively great, it will inhibit the
utilization of the relevant invention, which is likely to produce the result of inhibiting
development of industry. In contrast, if the granted incentive is excessively small, it is
likely to cause the lowering of motivation for technology development. Therefore, it is of
the highest importance to ensure a virtuous cycle of development of technology by
providing appropriate incentives in accordance with development in technical fields and
the situation of the time. In addition to this, in the case of drug inventions, public
interest-related elements must also be taken into consideration, and the medical
circumstances in the relevant country must also be taken into account.

This study compares the current situation in South Korea and that in Japan regarding
drug patent linkage, and then suggests a desirable direction for system operation in both
countries.

In South Korea, the patent linkage system intended for protection of new drugs
came into force in a full-fledged manner on March 15, 2015. On the other hand, in the
case of Japan, a full-fledged patent linkage system like the one in South Korea has yet to
be introduced. However, Japan is a party to the TPP, and a system for patent linkage is



provided in Article 18.53 (Measures Relating to the Marketing of Certain Pharmaceutical
Products) of the TPP. Therefore, it is probably necessary for Japan to seek an idea of
introduction of a desirable system suited for Japanese law and the actual conditions of
the pharmaceutical industry through comparison with the systems of other countries that

have introduced patent linkage.

Summary

I. Introduction

Drug inventions require enormous time and cost before their completion, and
their development is highly likely to end in failure. In addition, even if development
of a drug invention succeeds once, it is also necessary to go through efficacy and
safety tests for commercialization. In this manner, drug inventions have different
characteristics from inventions in the machinery and electronics fields. Therefore, it
is considered that protection of drug inventions by patents is indispensable for new
drug developing and manufacturing companies.'

On the other hand, as drugs are directly linked to the people's lives and health,
there are cases where a patent is not granted or where it is necessary to restrict the
patent rights from the aspect of public interest.

The ultimate purpose of the Patent Act is the development of industry. The
Patent Act is useful as a means of reasonably achieving such purpose. Therefore, the
Patent Act ensures that voluntary disclosure of the content of technical development
by those who develop new technology forms the foundation for subsequent studies. In
addition, the Patent Act gives a consideration (incentive), which can be considered
reasonable, to those who disclose such technology, thereby trying to provide the
driving force of technology development.

On the other hand, if the granted incentive is excessively great, it will inhibit
the utilization of the relevant invention, which is likely to produce the result of

inhibiting development of industry. In contrast, if the granted incentive is excessively

' Enormous costs and time are required before creation of a new drug through searching of a new substance,
and the success probability is also very low. However, it is considered that once succeeded, the creator can
earn a significant profit, specifically, the profit accounts for 20 to 30% of sales. In terms of such
characteristic of the pharmaceutical industry, protection by patent right is utilized as an important means of
collecting invested research and development funds. Joseph A. DiMasi & Henry G. Grabowski, The Cost of
Biopharmaceutical R&D: Is Biotech Different?, 28 Managerial & Decision Econ. 469, 477 (2007); John R.
Allison & Mark A. Lemley, “Who’s Patenting What? An Empirical Exploration of Patent Prosecution” 53
Vand. L. Rev. 2099(2000).



small, it is likely to cause the lowering of motivation for technology development.
Therefore, it is of the highest importance to ensure a virtuous cycle of development of
technology by providing appropriate incentives in accordance with development in
technical fields and the situation of the time. In addition to this, in the case of drug
inventions, public interest-related elements must also be taken into consideration, and
the medical circumstances in the relevant country must also be taken into account.

In South Korea, the patent linkage system® intended for protection of new
drugs came into force in a full-fledged manner on March 15, 2015. Three years have
already passed since full-fledged enforcement of the system, but the South Korean-
style patent linkage system can be considered to be still in the process of becoming
firmly established.

This study compares the current situation in South Korea and that in Japan
regarding drug patent linkage, and then suggests a desirable direction for system
operation in both countries.

In the case of Japan, a full-fledged patent linkage system like the one in South
Korea has yet to be introduced. However, Japan is a party to the TPP, and a system for
patent linkage is provided in Article 18.53 (Measures Relating to the Marketing of
Certain Pharmaceutical Products) of the TPP. Therefore, it is probably necessary for
Japan to seek an idea of introduction of a desirable system suited for Japanese law
and the actual conditions of the pharmaceutical industry through comparison with the

systems of other countries that have introduced patent linkage.

II. Legislative Examples and Present State of Other Countries
Concerning Patent Linkage System

1. What is Patent Linkage?

The term "patent linkage" literally means the linked operation of the drug
approval system and the patent system. In South Korea, before introduction of this
system, the Ministry of Food and Drug Safety (hereinafter referred to as the "MFDS")
had jurisdiction over drug marketing approval while the KIPO had jurisdiction over
patent affairs, and these two kinds of affairs were handled by separate government
offices, respectively. However, after introduction of patent linkage, where an

application for marketing approval is filed for a patented drug, the MFDS must notify

2 This system is also called approval-patent linkage system, but it is called patent linkage system in what
follows.
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the patentee of this fact and must also take a measure in the marketing approval
procedure in order to prevent other persons from marketing the relevant product
without obtaining the consent or tacit approval of the patentee.

The purpose of said system is to promote development of generic drugs and
market entry of generic drugs through challenge to patents while effectively
protecting patentees' rights, thereby enabling consumers to purchase drugs at a low
price. Therefore, the holders of drug patents are permitted to extend the duration
within the range of five years, taking into account the period during which they were
substantially prevented from exercising the patents due to efficacy and safety tests.
On the other hand, generic drug companies' act of working a patented invention to
obtain data relating to drug marketing approval is free from the liability for
infringement. Furthermore, for a copy drug, its efficacy and safety have already been
proven on the basis of a related new drug, and therefore, an applicant for a generic
drug can file an abbreviated new drug application (hereinafter referred to as an
"ANDA") only by submitting bioequivalence data showing that said copy drug is

bioequivalent to the related new drug.

2. United States
(1) Background to the Enactment of the Hatch-Waxman Act
(2) Specific Content
1) Registration in the Orange Book
2) Notice to a Patentee and Measures for Marketing Prevention
(3) Medicare Act 2003
1) Enforcement of the System and Problems with the Enforcement
2) Major Changes in and after 2003
(1) Clarification of Drugs that can be Listed in the Orange Book
(i1) Limiting the Number of Times of the 30-Month Automatic Stay Procedure to
once
(ii1) Litigation to Seek Deletion of a Patent from the Patent Registration List
Filed by an ANDA Filer
(iv) Sharing of the 180-Day Marketing Exclusivity
(v) Forfeiture of the 180-Day Marketing Exclusivity
(vi) Timing of Notice to the Patentee, etc.
(vii) Starting Date of the 180-Day Generic Exclusivity
(viii) Obligation to Rreport Specific Types of Agreement
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3. Canada
(1) Background to the Introduction
(2) Main Content

1) Registration in the Patent List
2) Statement about Relationships with a Patent

3) Measures for Marketing Prevention
4) Compensation by an Applicant for Approval of a New Drug in Association with
Marketing Prevention

(3) Points to Keep in Mind

Although Canada is a country in North America in the same manner as the
United States, the drug patent linkage system is operated in an extremely different
way. In the case of Canada, generic drugs had already been activated to a considerable
extent before introduction of the system; therefore, it seems that the patent linkage
system was established with a central focus on the protection of patentees' rights and
prevention of unjustifiable exercise of rights. On the other hand, unlike other
countries, Canada provides for the patent linkage system not under law or regulation
concerning drug approval but under the authority granted by the Patent Act. This is
the biggest characteristic of Canadian law. This is considered to be a reason that
generic exclusivity was not introduced. This is because, although a patent is deemed
to have not existed in the first place if it is invalidated, establishing another
exclusivity on a specific person in exchange for invalidation of a patent goes against
the purpose of the Patent Act.

In addition, Canada limits the subject of listing so as to ensure that a patent
can be subject to patent linkage only where it directly contributed to the development
and market entry of an individual drug. Therefore, the subject of listing is limited to
patents for which an application was filed before filing of an application for
marketing approval of a drug, and examination for registration is very strictly
conducted. Therefore, a considerable number (about 20%) of patents are refused
registration. Moreover, the requirements for marketing prevention are strict, and the
probability of citation by the court is relatively low. A considerable number of cases

seem to be withdrawn in the process of court proceedings through settlement, etc.



4. Australia
(1) Background to the Introduction
(2) Main Content

1) Absence of the Patent List
2) Certification Concerning Relationships with a Patent

3) Patent Litigation Filed by a Patentee and Conditions Thereof

4) Compensation by an Applicant for Approval of a New Drug in Association with

Marketing Prevention
(3) Point to Keep in Mind

The patent linkage system of Australia is similar to the Canadian system in terms

of the basic direction, and it is focused on the preparation of measures for preventing
patentees from abusing rights. Therefore, it is provided that it is necessary to make a
statement about the existence of a reasonable ground when filing patent litigation and
that it is possible to impose a pecuniary penalty if such statement is false. These
measures can be considered as systems unique to Australia that are intended to prevent
excess protection of patents and blind filing of patent litigations based thereon. As the
system is operated based on the defensive principle and direction of preventing abuse of
the marketing prevention system under strict conditions, the generic exclusivity system,
which is discussed as falling under the granting of another exclusivity, has not been

introduced.

5. Taiwan
(1) Background to the Introduction
(2) Main Content
1) Registration in the Patent List
2) Certification Concerning Relationships with a Patent
3) Stay of Approval
4) Marketing Exclusivity

6. China

(1) Operation of the Existing Drug Patent Linkage System

(2) Promotion of Improvement of the System

7. Related Provisions of the TPP
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ITI. South Korea's Patent Linkage System

1. Background to Introduction

The patent linkage system is a system that was introduced in a full-fledged
manner by legislation for performance of the South Korea-U.S. FTA that was
concluded in 2007 and was put into effect in 2012, but part of the Hatch-Waxman Act
that served as the base of the system had already been in South Korean law. South
Korea amended the Patent Act in 1987 and thereby introduced a system to extend the
duration of a patent up to five years for a person who was unable to work the patent
due to efficacy and safety tests on the drug.’

On the other hand, there were a district court decision® and a decision of the
Intellectual Property Trial and Appeal Board® to the effect that even before the
expiration of the duration of a drug patent, the act of conducting a test for marketing
approval of a drug does not constitute infringement of the patent. In order to make
this clearer, the Bolar provision of the Hatch-Waxman Act was introduced in the
amended Patent Act of 2010.°

> Article 89 (Extension of Patent Terms by Permission, etc.) (1) Notwithstanding Article 88 (1), the term of a
patent on an invention may be extended only once by up to five years to compensate for the period during
which the invention cannot be practiced, if the invention is specified by Presidential Decree and requires
permission, registration, etc. under any other statute (hereinafter referred to as "permission, etc.") to
practice patented invention but it takes a long time to undergo necessary tests for validity, safety, etc. for
such permission, registration, etc.

(2) For the purposes of paragraph (1), the period required due to a cause attributable to the person who has
obtained permission, etc. shall not be included in "period during which the invention cannot be practiced"
in paragraph (1).

* Southern Branch of the Seoul Central District Court, June 15, 2001, 520017} 31074 decision (case of
provisional disposition of prohibition of patent infringement); the court held as follows with regard to a
third party's act of manufacturing a pesticide whose effective ingredients, etc. are the same as those of a
pesticide that is a patented invention and asking for a test necessary for obtaining a certificate of analysis
to be attached to an application for registration for the registration of a manufacturing item as prescribed in
Article 8 of the Pesticide Control Act during the duration of the patent: "The act of manufacturing and using
a difenoconazole drug that is a patented invention for the purpose of obtaining various certificates of
analysis that are requirements for the obtainment of registration of a manufacturing item within the country
under the Pesticide Control Act falls under use for the purpose of testing referred to in Article 96,
paragraph (1) of the Patent Act and does not constitute infringement of the patent."”

> Intellectual Property Trial and Appeal Board, March 24, 2008, 5200732503 trial ruling (case of a trial to

confirm the scope of active rights ); Regarding bioequivalence tests conducted for approval of a generic

drug during the duration of a patent, the Intellectual Property Trial and Appeal Board rendered the
following decision: "The demandee manufactured the invention subject to confirmation for the purpose of
conducting the bioequivalence tests, and these tests are recognized as those falling under tests referred to in

Article 96, paragraph (1)1 of the Patent Act as tests to confirm whether the generic drug is bioequivalent to

the existing new drug to the extent that it can replace the existing new drug. Therefore, it is reasonable to

consider production of the invention subject to confirmation, that is, the act of manufacturing it, for that

purpose as "practice of a patented invention for the purpose of research or testing" provided in Article 96,

paragraph (1)1 of the Patent Act."

Article 96 (Limitations on Effects of Patents (1) The effects of a patent shall not extend to the following:

1. Practice of a patented invention for the purpose of research or testing (including research and testing for

obtaining permission for items of medicines or reporting items of medicines by under the "Pharmaceutical

Affairs Act" or for registering pesticides under the "Pesticide Control Act") (the rest is omitted)
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The patent linkage-related provisions that were newly introduced through
legislation for performance of the South Korea-U.S. FTA were relating to the system
of a notice to a patentee and measures for preventing marketing approval without
right holder's consent. The part relating to a notice to a patentee was introduced into
the system of South Korea on March 15, 2012 through coming into force of the South
Korea-U.S. FTA. The part relating to measures for preventing marketing has been in
effect since March 15, 2015 with a three-year grace period granted.

The ultimate purpose sought by the patent linkage system is to promote the
market entry of generic drugs by granting legitimate and sufficient compensation for
patentees' development of new drugs and by providing incentives to those who have
promoted the market entry of generic drugs through challenge to patents. The
legislative purpose can be considered ideal, and it is reported that implementation of
the system promoted the market entry of generic drugs in the United States.’
However, even in the United States, implementation of the system caused many
problems that were not expected in the initial stage of designing of the system. The
United States amended relevant law in 2003 in order to correct problems arising from
abuse of the system. In the case of the United States, many problems were improved
through legal amendment in 2003, but not all the problems were solved, and even
now, various bills are presented in order to solve problems caused by the system.

South Korea designed the South Korean-style patent linkage system based on
lessons learned from trials and errors in the United States in conformity to the South
Korean legal system and the environment which the pharmaceutical industry is facing.

The patent linkage system of South Korea is specifically explained below.

2. Related Procedures
(1) Provisions of the South Korea-U.S. FTA
(2) Provisions of the Pharmaceutical Affairs Act
1) Listing in the Drug Patent List
2) Notice of an Application for Approval
3) Measures for Marketing Prevention
4) Exclusive Marketing Approval
(3) Difference from the U.S. System
1) Drugs That can be Listed
2) Scope and Procedure of Listing

" Federal Trade Commission, "Generic Drug Entry Prior to Patent Expiration: An FTC Study," 2002.
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3) Generic Exclusivity

(4) Drug Marketing Approval-Related Operations
3. Patent Linkage and Generic Exclusivity

4. Introduction of the Patent Linkage System and Current Situation of Patent

Disputes
IV. Japanese Patent Linkage System

1. Current Japanese System

In the case of broadly defining the patent linkage system, that is, in the case of
defining the patent linkage system as a mechanism whereby the regulatory authority
considers the existence or absence of patents relating to the original drug in the
examination/approval procedure of a generic drug so as to prevent the occurrence of a
problem with the stable supply of the generic drug due to patent infringement
litigation, etc. after the start of the marketing of the generic drug,® Japan can be
considered to have already partially introduced the patent linkage system.

Under Article 67 of the Japanese Patent Act, the duration of a patent for a new
drug is "20 years" plus five years at most. As a long period of time is required for the
development and examination of a new drug, extension of the duration of a patent is
permitted for a maximum of five years.’

Unlike the South Korean Patent Act, the Japanese Patent Act does not include
an explicit Bolar provision that "the effects of a patent shall not extend to research or
testing for obtaining marketing approval of a drug." However, the court has
determined that a generic drug company's act of conducting a bioequivalence test
during the duration of a patent for a new drug does not constitute infringement of the

patent right.'’

Survey on Actual Conditions of Intellectual Property Systems, etc. for Biotechnology-Based Drugs in Other
Countries, Institute of Intellectual Property (March 2018), page 23 (https://www.mhlw.go.jp/file/06-
Seisakujouhou-10800000-Iseikyoku/0000202523.pdf) [last access date: August 14, 2018]

(Patent Term) Article 67 (1) The term of a patent right expires after a period of 20 years from the filing
date of the patent application.

(2) If there is a period during which it is not possible for a person to work the patent invention due to the
need to obtain permission under the provisions of the law that is intended to ensure safety, etc. of working
the patent invention or to be issued any other disposition that Cabinet Order specifies as one that it require
considerable time to properly reach due to things such as the purpose of the disposition and procedures,
etc., involved in it, the term of patent right may be extended, upon the filing of an application to register an
extension for a maximum of five years.

% Judgement of the Second Petty Bench of the Supreme Court of April 16, 1999 (1998 (Ju) 153) (Minshu,

©
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In addition to this, for a new original drug, the reexamination period of up to
10 years is set after marketing approval. An original drug manufacturer needs to
collect efficacy and safety data concerning the actual use of the original drug at
medical institutions and undergo reexamination after passage of a certain period of
time after approval. Even if the patent term of the original drug has already expired,
generic drug manufacturers are prevented from filing an application for a generic drug
during this period."'

On the other hand, in Japan, as an operation corresponding to "patent linkage,"
where there is a valid patent for an effective ingredient of an original drug based on
patent information on the original drug that was reported by the original drug
manufacturer ("drug patent information report sheet"), marketing approval is not to be
granted for a generic drug based on guidance under a Ministry of Health, Labour and
Welfare's notice addressed to the prefectural heads of hygiene departments and
bureaus, etc.'> so as to prevent the occurrence of a problem with the stable supply of
the generic drug product due to patent infringement litigation, etc. after the start of
the marketing of the generic drug.'> However, this provision of information on actual
operations is on a voluntary basis and is not made available to the public.

As a whole, in Japan, it is made a principle that "a generic drug is not
approved if there is a patent for an effective ingredient of the original drug."

As a means thereof, an applicant for a generic drug is required to "make
adjustment for an item involving concerns about a patent among the parties in
advance of the (National Health Insurance Drug (NHI) listing of a generic drug and
take the listing procedure only if the item can be stably supplied."

Vol. 53, No. 4, at 627) [pancreatic disease therapeutic agent case].

"Where a person holds a patent for a chemical substance or a drug containing it as an effective ingredient,
it is reasonable to understand that a third party's act of producing a chemical substance or a drug that falls
within the technical scope of the patented invention and conducting a test necessary to obtain a material to
be attached to a written application for approval prescribed in Article 14 of the Pharmaceutical Affairs Act
by using the produced chemical substance or drug during the duration of the patent for the purpose of
filing the application for approval in relation to the manufacturing of a generic drug with the aim of
manufacturing and marketing the generic drug after the expiration of the duration of the patent falls under
the 'working of the patented invention for experimental or research purposes' referred to in Article 69,
paragraph (1) of the Patent Act and does not constitute infringement of the patent.”

Competition and Incentives for Research and Development in the Drug Market — Through Verification of
Impact that the Entry of Generic Drugs Had on the Market), Japan Fair Trade Commission, pages 13 to 15.
"Handling of Drug Patent Information in Relation to Application for Approval" (Pharmaceutical Affairs
Council's Notice No. 762 of October 4, 1994) and "Handling of Drug Patents in Relation to Application for
Approval of Generic Drug for Medical Use under the Pharmaceutical Affairs Act and NHI Price Listing"
(Notice of the Director of the Economic Affair Division of the Health Policy Bureau No. 0605001/Notice
of the Director of the Safety Division of the Pharmaceutical and Food Safety Bureau No. 0605014 of June
5,2009).

'3 https://blog.goo.ne.jp/hatatomoko1966826/e/0b21b3ab697d71¢3bclfff7d43108e35



That is, in the case of filing an application for a generic drug, a generic drug
company is required to file it after the end of the reexamination period, to examine
whether there are substance patents or use patents for the effective ingredient of the
drug, and to attach material showing that the drug can be promptly manufactured and
marketed after approval if there is any substance patent or use patent. In addition, in
the case of desiring to list an item that seems likely to cause a patent dispute, a
generic drug company is sometimes required to make adjustments with a new drug
manufacturer, who is the patentee, in advance (preadjustment procedure) and take the
listing procedure only if the item can be stably supplied and to submit materials that
can objectively prove that stable supply of the item is possible (a written consent, etc.

of the patentee (original drug manufacturer, etc.)) as needed.'?

2. Problems with the Current System

In Japan, a patent linkage system in a full-fledged sense has not been
introduced. However, as mentioned above, where there is a patent for an effective
ingredient of an original drug based on patent information reported by the original
drug manufacturer (drug patent information report sheet), marketing approval is not
granted for a generic drug. Therefore, in a broad sense, Japan can be considered to
have already been operating the Japanese-style patent linkage system. The Japanese-
style patent linkage system was first introduced in 1994. At first, the system had been
operated only in relation to substance patents. It is considered that the Ministry of
Health, Labour and Welfare started operating the system in relation to substance
patents on which it is easy to make a determination because it is not an expert in
patents. However, in 2009, the scope of subject patents was expanded, and use patents
became subject to the system in addition to substance patents.

Although the Japanese-style patent linkage system has a relatively long
history, it is said that only about three years have passed since the system started to
be discussed in a full-fledged manner in Japan. It is a fact that there are still not many
experts and persons who have an interest in the system. However, the system is
expected to attract increasing interest in the future.

The following are problems with the current Japanese system that the author
came to know through interviews with persons involved in the Japanese academic

circles and industry and related seminars.

14 Same as above.



(1) Uncertainness of the System
(2) Expertness
(3) Transparency

3. Possibility of Introduction of a Full-Fledged Patent Linkage System

Japan is a party to the TPP, but it is questioned whether Japan must introduce a
full-fledged patent linkage system.

At the time of TPP negotiations, the entire Japanese industry stood in
opposition to the introduction of a patent linkage system. In particular, the generic
drug industry was fiercely opposed to the introduction, and there were concerns about
the frequent occurrence of litigations like in the United States. There was a worry that
the introduction would rather require unnecessary costs and time for litigations than
promote the market entry of generic drugs. Furthermore, there were many opinions
showing adverse reaction to the introduction of a new system, the result of which is
hard to predict, in the situation where Japan had already operated the current
Japanese-style patent linkage system and the system had been operated without any
big problem.

The patent linkage system was suggested based on the assertion of the United
States, but the patent linkage system under the TPP is a very relaxed one unlike the
system under the South Korea-U.S. FTA. The industry was persuaded to accept the
provision of the patent linkage system for TPP based on the idea that the current
Japanese practice would hardly be changed even if the patent linkage system is
introduced in Japan under the TPP.

In general, from the perspective of the Japanese industry, it is the prevailing
view that it is undesirable to introduce the U.S.-style patent linkage system, the
impact on the industry of which cannot be confirmed, because Japan has already been
operating its own patent linkage system through there are a few problems, such as
lack of transparency.

The aforementioned conclusion was probably drawn due to integration of
Japan's unique method of operating the system, national character that does not like

adventures and changes, and above all, social atmosphere that does not like litigation.



4. Future Direction

In Japan, the reexamination period can be extended up to 10 years, and it is
impossible to file an application for a generic drug during the reexamination period.
Therefore, it can be considered that original drugs have already been sufficiently
protected. Consequently, oppositions to the necessity of introduction of the U.S.-style
patent linkage system are also sufficiently convincing in a certain sense.

From the perspective of original drug manufacturers, they oppose the
introduction of the system on the grounds that the U.S. system involves significant
costs and that litigations will be blindly filed. From the perspective of generic drug
companies, many of them consider that the current system is also sufficient because it
is possible to enter the market by invalidating patents through the system of trial for
invalidation. At present, the Japanese patent linkage system does not require the
settlement of a trial for invalidation, and if a trial decision to the effect that the patent
is invalid is rendered, an application for approval of a generic drug is accepted.
Although around one year is required before the rendering of a trial decision to the
effect that the patent is invalid, a generic drug company can obtain approval of the
generic drug with no problem in terms of time by filing a request for a trial for
invalidation six months before the end of the reexamination period.

In addition, although Japan has no explicit Bolar provision that is like the one
in South Korea, the Supreme Court of Japan has determined that the act of conducting
a test for filing an application for approval of a drug by producing and using a
chemical substance or drug that falls within the technical scope of a patented

'

invention during the duration of the patent falls under the "working of the patented

invention for experimental or research purposes" and does not constitute infringement

of the patent."

In this manner, it is widely thought that the Bolar provision is not
necessary in Japan because there is said Supreme Court decision.

Piercing these together, it was concluded that it is more desirable to alleviate
problems with the current Japanese system and restructure the Japanese-style patent
linkage system than to introduce the U.S.-style patent linkage system.

However, the largest problem is that the Ministry of Health, Labour and
Welfare's patent list, which forms the basis of the patent linkage system, exists in
Japan but is not publicly available. Furthermore, another problem is that despite great
difficulty in determining the scope of rights of a use patent, the Ministry of Health,

Labour and Welfare determines whether a drug falls within the scope of rights and

'3 Judicial precedent cited above (note 67).



does not grant marketing approval if the drug is likely to infringe the patent.
Responsible persons at the Ministry of Health, Labour and Welfare are experts in
drugs, but are not experts in patents. If, despite that fact, approval of a drug is not
granted for a generic drug that is likely to infringe a patent based on the Ministry of
Health, Labour and Welfare's determination, it is likely to further delay the market
entry of the generic drug.'®

It is necessary to go through the following two stages in order to market a drug.

Marketing approval of a drug — NHI price listing — Marketing

That is, even after obtaining marketing approval of a drug, it is impossible to
sell the drug if the NHI price is not listed. In such sense, generic drug companies can
be considered to be double-checked in terms of a generic drug's relationships with a
patent. Therefore, the market entry of generic drugs is forced to be even later. It is
considered possible to further promote the market entry of generic drugs if marketing
approval is granted for an application for marketing approval of a generic drug where
the generic drug fulfills requirements necessary for marketing approval, such as
efficacy and safety information, and the issue concerning relationships with a patent

is evaluated at the time of NHI listing.

V. Conclusion

The South Korean patent linkage system was rather introduced through
legislation for performance of the South Korea-U.S. FTA than was voluntarily
introduced as needed for the environment of the domestic pharmaceutical industry.
However, the South Korean government is continuously making efforts to design the
legal system as the South Korean-style patent linkage that suits the environment of its
own pharmaceutical industry, and the system is evaluated as having been actively
established to a certain extent at the present time after three years have passed since

the full-fledged enforcement of the system.

'® From the perspective of practitioners, it was also pointed out that "For cases that are likely to cause a
dispute, responsible persons at the Ministry of Health, Labour and Welfare tend to draw a conclusion in the
direction of not easily granting marketing approval."”
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The United States has continuously increased the level of protection of
intellectual property rights, but in its own legislation, consideration has been given so
that the rights of creators of intellectual property rights and the right to access of users
who intend to use intellectual property can maintain balance, by considering measures
for activating exploitation as well as strengthening of the level of protection. This is also
very clear from the purpose and content of the Hatch-Waxman Act, which is the
representative provision on drug-related intellectual property rights. On the other hand, if
the United States requires a third country to protect intellectual property rights at a high
level that is equivalent to the level in the United States in FTA negotiations with the third
country and the third country, which differs from the United States in the legal system,
increases the level of protection to the same level as the United States, a problem of
disharmony between the rights of right holders and the right to access of users can arise.
Therefore, it is necessary to develop the legal system so that the right to access of users
is guaranteed at the same level as the level of strengthened protection of right holders,
and it is also necessary to exercise ingenuity in terms of operation so as to ensure that
those rights are also appropriately harmonized in terms of legal interpretation.

Japan has already been enforcing its own patent linkage system. However, it has
yet to implement a patent linkage system in a full-fledged sense that includes a notice to
a patentee and measures for marketing prevention. Moreover, the United States has
drastically changed the patent linkage system through the legal amendment in 2003 in
order to alleviate various problems that appeared in the implementation of the system. In
the case of introducing the patent linkage system that started in the United States into a
country that differs from the United States in law, systems, and industrial environment, it
is probably impossible to design a perfect system from the beginning. However, it is
necessary to design the system so that the interests of both parties can be balanced by
using trials and errors in countries that have already implemented the system as teaching
materials by negative example and by keeping in mind that the purpose of the system is
to promote the market entry of generic drugs by ensuring that patentees are granted
legitimate and sufficient compensation for the development of new drugs and by
providing those who have promoted the market entry of generic drugs with incentives
therefor. By designing the system in such manner, it is probably possible to make a
success of designing of the Japanese-style patent linkage system.

It would be appreciated if this research report is of help to understand each
country's patent linkage system and to build the Japanese-style patent linkage system

and have it be well-established.
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I. Introduction

Drug inventions require enormous time and cost before their completion, and
their development is highly likely to end in failure. In addition, even if development
of a drug invention succeeds once, it is also necessary to go through efficacy and
safety tests for commercialization. In this manner, drug inventions have different
characteristics from inventions in the machinery and electronics fields. Therefore, it
is considered that protection of drug inventions by patents is indispensable for new
drug developing and manufacturing companies.'

On the other hand, as drugs are directly linked to the people's lives and health,
there are cases where a patent is not granted or where it is necessary to restrict the
patent rights from the aspect of public interest.

The ultimate purpose of the Patent Act is the development of industry. The
Patent Act is useful as a means of reasonably achieving such purpose. Therefore, the
Patent Act ensures that voluntary disclosure of the content of technical development
by those who develop new technology forms the foundation for subsequent studies. In
addition, the Patent Act gives a consideration (incentive), which can be considered
reasonable, to those who disclose such technology, thereby trying to provide the
driving force of technology development.

On the other hand, if the granted incentive is excessively great, it will inhibit
the utilization of the relevant invention, which is likely to produce the result of
inhibiting development of industry. In contrast, if the granted incentive is excessively
small, it is likely to cause the lowering of motivation for technology development.
Therefore, it is of the highest importance to ensure a virtuous cycle of development of
technology by providing appropriate incentives in accordance with development in
technical fields and the situation of the time. In addition to this, in the case of drug
inventions, public interest-related elements must also be taken into consideration, and

the medical circumstances in the relevant country must also be taken into account.

' Enormous costs and time are required before creation of a new drug through searching of a new substance,
and the success probability is also very low. However, it is considered that once succeeded, the creator can
earn a significant profit, specifically, the profit accounts for 20 to 30% of sales. In terms of such
characteristic of the pharmaceutical industry, protection by patent right is utilized as an important means of
collecting invested research and development funds. Joseph A. DiMasi & Henry G. Grabowski, The Cost of
Biopharmaceutical R&D: Is Biotech Different?, 28 Managerial & Decision Econ. 469, 477 (2007); John R.
Allison & Mark A. Lemley, “Who’s Patenting What? An Empirical Exploration of Patent Prosecution” 53
Vand. L. Rev. 2099(2000).



In South Korea, the patent linkage system® intended for protection of new drugs
came into force in a full-fledged manner on March 15, 2015. In the negotiation process
for the South Korea-U.S. FTA, the South Korean government's plan was not to introduce
the patent linkage system, or to introduce only the notice system even in the case of
introducing the patent linkage system by necessity. However, due to the strong request of
the United States, South Korea had no other choice but to also introduce measures for
marketing prevention. Concerns and hopes are mixed regarding the introduction of this
system. There is the following view: The introduction of the system is predicted to cause
considerable damages to the South Korean pharmaceutical industry, and this is feared to
raise the price of drugs and to increase the burden of medical insurance. On the other
hand, there is a positive view that the introduction of the system can bring the result of
earlier market entry of generic drugs. Furthermore, there is also a view that the
introduction of this system leads South Korean generic drug companies to grow into
global companies, such as Teva in Israel and Ranbaxy in India.

The patent linkage system can be roughly divided into the part relating to a
notice to a patentee and measures for marketing prevention. The part relating to a
notice to a patentee was introduced in the South Korean system on March 15, 2012 as
a result of the coming into force of the South Korea-U.S. FTA. However, the part
relating to measures for marketing prevention was put into force on March 15, 2015
after the three-year grace period. Three years have already passed since full-fledged
enforcement of the system, but the South Korean-style patent linkage system can be
considered to be still in the process of becoming firmly established.

This study compares the current situation in South Korea and that in Japan
regarding drug patent linkage, and then suggests a desirable direction for system
operation in both countries.

As mentioned above, South Korea introduced the drug patent linkage system
based on the South Korea-U.S. FTA. The system consists of (i) registration in the
patent list, (ii) notice of an application for approval, (iii) measures for marketing
prevention, and (iv) exclusive marketing approval.® (i) Registration in the patent list

and (i1) notice of an application for approval are reflections on Article 18.9, paragraph

2 This system is also called approval-patent linkage system, but it is called patent linkage system in what
follows.

> This refers to approval that prevents the marketing of a drug, i) which is identical with the drug for which
an application for exclusive marketing approval is filed, ii) which is a drug for which an application for
marketing approval or revised approval is filed based on the safety and efficacy information of a listed
drug, and iii) effective ingredients of which are identical with those of the listed drug, is prevented for a
certain period of time, and enables exclusive marketing. It corresponds to generic exclusivity in the United
States.



5(a) of the South Korea-U.S. FTA while (iii) measures for marketing prevention are a
reflection on (b) of said paragraph. Incidentally, (iv) exclusive marketing approval is
not stated in the South Korea-U.S. FTA. Exclusive marketing approval is to provide
an incentive to generic drug companies that have challenged patents while accepting
the risks and cost burden associated with patent actions, and it is a system for
promoting the market entry of generic drugs thereby.

On the other hand, in the case of Japan, a full-fledged patent linkage system like
the one in South Korea has yet to be introduced. However, Japan is a party to the TPP,
and a system for patent linkage is provided in Article 18.53 (Measures Relating to the
Marketing of Certain Pharmaceutical Products) of the TPP. Therefore, it is probably
necessary for Japan to seek an idea of introduction of a desirable system suited for
Japanese law and the actual conditions of the pharmaceutical industry through

comparison with the systems of other countries that have introduced patent linkage.



II. Legislative Examples and Present State of Other Countries
Concerning Patent Linkage System

1. What is Patent Linkage?

The term "patent linkage" literally means the linked operation of the drug
approval system and the patent system. In South Korea, before introduction of this
system, the Ministry of Food and Drug Safety (hereinafter referred to as the "MFDS")
had jurisdiction over drug marketing approval while the KIPO had jurisdiction over
patent affairs, and these two kinds of affairs were handled by separate government
offices, respectively. However, after introduction of patent linkage, where an
application for marketing approval is filed for a patented drug, the MFDS must notify
the patentee of this fact and must also take a measure in the marketing approval
procedure in order to prevent other persons from marketing the relevant product
without obtaining the consent or tacit approval of the patentee.

The purpose of said system is to promote development of generic drugs and
market entry of generic drugs through challenge to patents while effectively
protecting patentees' rights, thereby enabling consumers to purchase drugs at a low
price. Therefore, the holders of drug patents are permitted to extend the duration
within the range of five years, taking into account the period during which they were
substantially prevented from exercising the patents due to efficacy and safety tests.
On the other hand, generic drug companies' act of working a patented invention to
obtain data relating to drug marketing approval is free from the liability for
infringement. Furthermore, for a copy drug, its efficacy and safety have already been
proven on the basis of a related new drug, and therefore, an applicant for a generic
drug can file an abbreviated new drug application (hereinafter referred to as an
"ANDA") only by submitting bioequivalence data showing that said copy drug is

bioequivalent to the related new drug.



2. United States
(1) Background to the Enactment of the Hatch-Waxman Act

The patent linkage system was introduced under the Hatch-Waxman Act® of
the United States, and said Act can be considered as a product of compromise among
the interests of new drug developers and generic drug marketers.

According to the Federal Food, Drug, and Cosmetic Act enacted in 1962, it is the
only method for a person intending to market a drug to obtain approval by filing a new
drug application (hereinafter referred to as an "NDA") with the Food and Drug
Administration (hereinafter referred to as the "FDA"). For that purpose, it was certainly
necessary to submit materials that prove the efficacy and safety of the drug to humans.

Such standard is applicable not only to new drugs but also to generic drugs in
the same way. This had the following criticisms: (i) meaningless and repeated
experiments on humans go against respect for humans, (ii) uselessly waste time and
money, and (iii) also cause unjust extension of the duration of patents for the original
drugs and delay market entry of generic drugs. On the other hand, due to the cases of
drug-related adverse effects’ that occurred in the 1960s and 1970s, the FDA came to
require safety more strictly, which caused the situation where the time required for
obtaining approval of a drug corresponds to half of the duration of a patent in the
early 1980s.

The Hatch-Waxman Act came into existence in the aforementioned situation.
The enactment of said Act made it possible to compensate patentees for loss caused by
the impossibility of exercising patents during the period used for tests to obtain
approval of new drugs. On the other hand, applicants for generic drugs became able to
enter the market more easily through ANDAs. Moreover, according to existing court
precedents in the United States, a test conducted by a generic drug developer for
obtaining marketing approval of a generic drug during the duration of a patent for a
related new drug had been considered to constitute infringement of the patent.®
However, the United States amended its patent law and made clear that such act did

not constitute an infringement. The amended U.S. patent law provides that the act of

* Drug Price Competition and Patent Term Restoration Act of 1984, Pub. L. No. 98-417, 98 Stat. 1585 (1984).

5 Delivery of a deformed child who has no hand due to thalidomide teratogenesis, etc.

® In patent infringement litigation between Roche Products, Inc. and Bolar Pharmaceutical Co., the CAFC
determined that Bolar's intentional test-like use is completely for a business purpose and is not for interest
or for satisfying its curiosity and that Bolar's intentional use of flurazepam hydrochloride for obtaining
FDA's approval constitutes infringement of Roche's patent (733 F.2d858, 221 USPQ937 (Fed. Cir. 1984)
863, 221 USPQY41).



conducting a test for collecting materials necessary for the FDA's approval during the
duration of a patent does not constitute infringement of the patent’ while it also
provides that a generic drug developer's act of filing an application for the FDA's
approval during the duration of a patent for a patented new drug constitutes

infringement of the patent.®
(2) Specific Content
1) Registration in the Orange Book

Under the Federal Food, Drug, and Cosmetic Act amended by the Hatch-
Waxman Act in 1984, in the case of filing a "new drug application (NDA) with the
FDA, a person who developed a new drug must submit data that proves the efficacy
and safety of the new drug, and also can provide the FDA with information, such as a
patent number relating to the new drug and the expiration date of the duration of the
patent.” Such information is published immediately, or after passage of a certain
period of time, by the FDA, and a booklet in which such information is placed is

called the "Orange Book.""’
2) Notice to a Patentee and Measures for Marketing Prevention

In the case of filing an application for marketing approval of a generic drug, it
is only necessary to submit bioequivalence data showing that the generic drug is
bioequivalent to a new drug related to the generic drug because the efficacy and
safety of the new drug have already been proven. However, an applicant for a generic
drug must attach a certification concerning any one of the following four items in
relation to his/her own application. These four items are "(I) the patent is not listed in
the patent list, (II) the patent was listed in the patent list but the duration of the patent
has already expired, (III) manufacturing or import is conducted after the expiration of
the duration of the patent registered in the patent list, and (IV) the patent listed in the

patent list is invalid or the relevant generic drug does not infringe the scope of rights

7 35 U.S.C. §271(e)(1); This is called "Bolar provision."

8 35 U.S.C. §271(e)(2).

® 21 U.S.C. §355(a).

1% Recently, such information is published via the Internet (http://www.fda.gov/cder/ob/default.htm), and it
was published through a booklet published by the FDA before the introduction of the Internet. People
started to call the booklet "Orange Book" because its front cover is in orange.

_6_



of the patent." In the case of (I) or (II), marketing approval procedure is carried out
without change, and in the case of (IIl), approval procedure is stayed until the
expiration date of the duration of the patent and marketing approval is given
thereafter. In the case of an application for approval of (IV), the conclusion differs
depending on the patentee's response.

In this case, an ANDA filer who files an application for approval under
"Paragraph IV" that corresponds to (IV) above must notify the patentee of the fact of
filing of the application. If the patentee who was notified of such fact files patent
infringement litigation within 45 days from the date of receipt of the notice, the
FDA's approval procedure is automatically stayed for a certain period of time."'

The ANDA system that came to be implemented by the Hatch-Waxman Act
itself has also promoted approval of generic drugs. On the other hand, 180-day
generic exclusivity12 is granted to the first ANDA filer as an incentive for promoting

the market entry of generic drugs.
(3) Medicare Act 2003
1) Enforcement of the System and Problems with the Enforcement

According to the 2002 report'® of the U.S. Federal Trade Commission
(hereinafter referred to as the "FTC"), nearly half of prescription drugs in the United
States were replaced by generic drugs over 20 years after the enforcement of the Hatch-
Waxman Act, and new drugs were invented one after another and were put on the market.
However, various problems with the enforcement of the system were pointed out. The
blind filing of infringement litigations by patentees against ANDAs filed by generic drug
manufacturers, evergreening through continuous renewal of the registration list, and
anticompetitive effects caused by reverse payment agreements between patentees and
first generic drug applicants were particularly problematic. Regarding these problems,

strong criticisms were raised, and the FTC presented the necessity of legal amendment to

If the patentee does not file patent infringement litigation within 45 days, marketing approval becomes effective at
that time. On the other hand, if the patentee files such litigation, marketing approval becomes effective on the day
on which the 30-month stay period passes, and the marketing approval becomes effective on the day on which the
court determined that the patent is invalid or is not infringed or the expiration of the duration of the patent, which
is the earliest (21USC§355()(5)(B)(iii)).

Not the term "monopoly" but the term "duopoly" is considered to be appropriate because only two persons,
the first generic drug developer and the patentee for the existing new drug, can market the drug. John R.
Thomas, Pharmaceutical Patent Law (BNA, 2005), 354.

Federal Trade Commission, Generic Drug Entry Prior to Patent Expiration: An FTC Study, 2002.
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the U.S. Congress. In response to such request for legal amendment, the U.S. Congress

enacted the "Medicare Act 2003"'* in 2003 to complement the system.
2) Major Changes in and after 2003
(1) Clarification of Drugs That can be Listed in the Orange Book

Before the legal amendment in 2003, there was no provision on drugs that can be
listed. Therefore, patentees tried to enjoy rights based on patent linkage by listing as
many patents as possible in the Orange Book. The more patent information is listed in the
Orange Book, the less need for additional information search. Therefore, this can also be
considered advantageous to generic drug companies. However, there occurred the
phenomenon wherein delay in approval of generic drugs becomes serious due to
patentees' listing of patents for manufacturing processes and patents for intermediates or
metabolites, etc. relating to the synthesis of major ingredients, which have little value as
patents, in the Orange Book irrespective of the essence of the products.

The FDA recognized such problem, and limited the scope of registrable drugs
to substance patents, composition patents, and use patents by publishing the 2003
Regulations. In addition, the FDA made it easy to determine the adequateness of
registration by concretizing matters that must be indicated in the Orange Book at the
time of filing an application for patent registration.'” The clarification of patents to
be listed in the Orange Book has the effect of avoiding unnecessary disputes that are
likely to occur as a result of registration of false patents by original drug

manufacturers.
(i1) Limiting the Number of Times of the 30-Month Automatic Stay Procedure to Once

Under the Hatch-Waxman Act before the amendment, if a patentee additionally
registered a patent in the Orange Book after an ANDA was filed, an additional 30-month
automatic stay was available based on the newly added patent. Because of this, there was
an extreme case in which a patentee brought out a 30-month automatic stay five times.'®

For correcting such situation, the number of times for a 30-month automatic stay of an

!4 The official name is "The Medicare Prescription Drug Improvement, and Modernization Act of 2003;
Public Law 108-173."

15 21 CFR 314.53, Submission of Patent Information.

' PAXIL case relating to an antidepressant.



ANDA was limited to once. An ANDA filer is required to make a clarification only for
patents that are listed before his/her filing of an ANDA, and even if the patentee files
patent litigation in relation to a patent that the patentee additionally registered thereafter,

the 30-month automatic stay procedure does not occur.

(ii1) Litigation to Seek Deletion of a Patent from the Patent Registration List Filed by
an ANDA Filer

The U.S. FDA examines patent information submitted by a new drug developer
only in terms of the formality requirements, and does not determine whether patent
information is related to the relevant new drug. Therefore, there is the possibility that
a sham patent that is not related to the new drug is listed in the Orange Book.
Furthermore, even if it is clear that a patent was registered by error, the FDA has no
authority to directly delete the patent from the patent registration list. Therefore,
there were frequently the cases where a patentee abused the system by listing a patent
that has little relation merely for the purpose of delaying approval of a generic drug.

The amended law made it possible for an ANDA filer to seek the court to issue an
order to delete an unrelated patent from the Orange Book as a counterclaim in Paragraph

IV litigation for the purpose of eliminating the aforementioned unreasonableness.'’
(iv) Sharing of the 180-day Marketing Exclusivity

Where the first ANDA filer obtains approval, he/she is granted the 180-day
generic exclusivity. However, if multiple Paragraph IV ANDAs are filed on the same
day, the filers of those ANDAs share the 180-day marketing exclusivity.'® That is,
each filer can enjoy this period of 180-day exclusivity. In this case, if one of them

puts a product on sale, the period of 180-day exclusivity starts at that time.

1721 U.S.C. § 355(j)(5)(C)(ii).
21 U.S.C. § 355()(5)(B)(iv)(]).



(v) Forfeiture of the 180-Day Marketing Exclusivity

The provisions on forfeiture of generic exclusivity were established in order to
prevent the act of obstructing the market entry of subsequent generic drugs by
intentionally postponing the timing of marketing of a generic drug through collusion,
such as a reverse payment agreement between an original drug manufacturer and a
first generic drug manufacturer despite obtainment of the 180-day generic
exclusivity.'” Where the first ANDA filer forfeits the exclusivity, it is not that the
qualification is granted to the second filer but that the 180-day exclusivity completely
disappears for the relevant drug. Therefore, the market entry of related generic drugs

immediately becomes possible.
(vi) Timing of Notice to the Patentee, etc.

The Medicare Act 2003 provides that an ANDA filer shall give notice to the filer
of an approved ANDA and the patentee within 20 days after the receipt of a notice from
the FDA that the ANDA was accepted.’’ This makes it possible for an ANDA filer to file
an ANDA without being immediately sued. If no patent litigation is filed within 45 days
from the day of the notice of the application for approval, the approval procedure is not
delayed while if patent litigation is filed, the approval procedure is stayed over 30

months from the date on which the patentee received the notice.

19 21 U.S.C. § 355(j)(5)(D): Forfeiture of 180-day exclusivity period
1. Failure to market - Where the first applicant for approval of a generic drug fails to market the drug by
the later of
- the earlier of the date that is 75 days after the date on which the first approval of the generic drug was
obtained or 30 months after the filing of the first application for approval of the generic drug
- 75 days after the date of an appeal court decision that the patent is invalid or not infringed, the date
of a final judgment of a settlement that includes a finding that the patent is invalid or not infringed, or the
date of deletion of the patent for the new drug from the Orange Book
2. Where the first application for approval of a generic drug was withdrawn
3. Where the filer amended or withdrew the certification concerning relationships with patents
(paragraph IV)
4. Where the first applicant failed to obtain tentative approval within 30 months after the date of filing
of the application for approval
5. Where there was an agreement between the holder of the application for the listed drug or the patentee
and a generic drug company which was subjected to the court's final decision that it violated the antitrust
laws
6. Where the duration of all of the registered patents for which the applicant submitted Paragraph IV
certification expired
2021 U.S.C. §355(j)(2)(B)(ii)(I): "... not later than 20 days after the date of the postmark on the notice with
which the Secretary informs the applicant that the application has been filed."



(vii) Starting Date of the 180-Day Generic Exclusivity

According to the former law before the amendment, the period of 180-day
generic exclusivity was started on the date of the first commercial marketing of the
generic drug approved by the FDA ("started on the date of the first marketing") or the
date on which the court rendered a decision that the patent alleged by the ANDA filer
as being invalid or not infringed is invalid or not infringed ("started on the date of the
decision"). However, there was a problem that where patent infringement litigation is
not terminated, the relevant generic drug manufacturer cannot easily market the generic
drug for fear of the liability for damages in the case where the court renders the final
decision in the patent infringement litigation in the future. Therefore, the Medicare Act
2003 limited the date from which the period of 180-day generic exclusivity is reckoned
to the date of the first marketing, and thereby corrected the system so that the first generic

drug manufacturer can peaceably enjoy the period of 180-day generic exclusivity.?'
(viii) Obligation to Report Specific Types of Agreement

Due to emergence of anticompetitive acts through collusion between a patentee
and a generic drug company, it was made obligatory to submit a copy of a contract
document to the FTC and the Department of Justice (hereinafter referred to as the
"DOJ") for specific types of agreement.”> Where an agreement between a patentee
and a generic drug company is related to (i) the manufacturing or marketing of a new
drug or a generic drug equivalent thereto or (ii) the period of 180-day generic
exclusivity for such drug, the agreement must be reported. In addition, where an
agreement is made between two generic drug companies in relation to the period of
180-day generic exclusivity for a related drug, the agreement must be reported.

The purpose of providing the obligation to report such agreements in law is to
inhibit anticompetitive acts by granting to the U.S. antitrust agencies the right to

. . . . 2
access information about secret transactions between drug companies.”

21 Medicare Act 2003, §1102(b)(1).

22 Medicare Modernization Act, Pub. L. No. 108-173, 117 Stat. 2066, § 1112 (effective Dec. 8, 2003)
(codified at 21 U.S.C. § 355 nt. (2006)).

Hwang Jin-Woo, "Kyoka tokkyo renkei seido no donyi to kdseitorihikihd no tekiyd" (Introduction of the
approval-patent linkage system and application of fair trade law), Center for Law & Technology of Seoul
National University, vol. 7, no. 5 (2011): 73. Kwak Gyu Po, "Kankokugata iyakuhin no kyoka tokkyo
renkei seido donyl to shomondai ni kansuru hikakuhoteki kenkyd" (Introduction of Korean Drug Approval-
Patent Linkage System and Comparative Study on Its Issues), master's thesis at Korea University (June
2015): 37.
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3. Canada

(1) Background to the Introduction

Canada is also considered to have introduced the patent linkage system in
order to promote technology development for new drugs and early market entry of
generic drugs. However, as the market entry of generic drugs had already been active
before the introduction of the system, there is also a view that Canada inevitably had
no other choice but to introduce the system in order to perform mutual obligations

associated with the conclusion of the North American Free Trade Agreement (NAFTA).
(2) Main Content

1) Registration in the Patent List

The patent linkage system in Canada is operated by the Office of Patented
Medicines and Liaison (OPML) within Health Canada. An applicant for approval of a
new drug must submit a patent for which he/she seeks registration at the time of filing
an application for approval or an application for revised approval. If a patent is
registered after filing an application for approval, the patentee must file an
application for registration within 30 days after the registration.”* Unlike the United
States where only simple information, mainly patent information, is registered, the
patent list includes considerably detailed content, including information about
approval and a certification concerning the accuracy of submitted information.
Therefore, the patent list is worthy of being utilized as information. On the other
hand, differently from the fact that the FDA in the United States plays only an
administrative role, the OPML examines and determines whether a patent reported by
an applicant for approval of a new drug to the authority for listing in the patent list is

appropriate to be listed by considering the patent.

24 Patented Medicines (Notice of Compliance) Regulations (SOR 93-133) §4(6).



2) Statement about Relationships with a Patent

An applicant for approval of a generic drug who cites data about a new drug
listed in the patent list is required to make a statement that the duration of the patent
registered in relation to the new drug has expired or the applicant will market after
the expiration of the duration, or make an allegation that the patent is invalid or the
manufacturing, using or marketing of the generic drug does not infringe the patent
together with the grounds thereof, at the time of filing an application for marketing
approval.”> Tt is thus necessary to notify the applicant for approval of the new drug of
the fact of filing of an application for approval of the generic drug as well as grounds
for the allegation, in the same manner as in the United States. However, unlike the
United States where it is provided that registration itself cannot be disputed, it is
possible to dispute over the appropriateness of listing at the stage of filing an

application for approval of a generic drug.?®
3) Measures for Marketing Prevention

An applicant for approval of a new drug who was notified of the fact of filing
of an application for approval of a generic drug may seek (application for marketing
prevention) the court to prevent Health Canada from issuing marketing approval of
the generic drug until the expiration of the patent, within 45 days from the date of
receipt of the notice. Where an applicant for approval of a new drug is not the
patentee, the patentee also becomes a party to the application for marketing
prevention. Once such application is accepted, Health Canada becomes unable to grant
approval of the generic drug for 24 months. However, even before the passage of 24
months, if the duration of the patent expires, the court renders a decision that the
patent is invalid or the generic drug does not infringe the patent, the patentee agrees
to the manufacturing, producing, using or marketing of the generic drug, or the
application filed by the applicant for approval of the new drug was revoked or

withdrawn, or dismissed by the court, Health Canada can grant marketing approval.

23 Patented Medicines (Notice of compliance) Regulations (SOR 93-133) §5(1).

26 Under the previous U.S. law, there was no method of disputing over the appropriateness of registration.
However, through legal amendment in 2003, it was provided that an applicant for approval of a generic
drug can dispute over it as a counterclaim in patent infringement litigation filed after the filing of the
application for approval of the generic drug.



4) Compensation by an Applicant for Approval of a New Drug in Association with

Marketing Prevention

Where an applicant for approval of a new drug withdraws an application for
marketing prevention or the court dismisses an application for marketing prevention,
or where an order to prohibit granting of approval of a generic drug is reversed on
appeal, the applicant for approval of a new drug is liable to compensate damages

suffered by the applicant for approval of the generic drug.”’
(3) Points to Keep in Mind

Although Canada is a country in North America in the same manner as the
United States, the drug patent linkage system is operated in an extremely different
way. In the case of Canada, generic drugs had already been activated to a considerable
extent before introduction of the system; therefore, it seems that the patent linkage
system was established with a central focus on the protection of patentees' rights and
prevention of unjustifiable exercise of rights. On the other hand, unlike other
countries, Canada provides for the patent linkage system not under law or regulation
concerning drug approval but under the authority granted by the Patent Act. This is
the biggest characteristic of Canadian law. This is considered to be a reason that
generic exclusivity was not introduced. This is because, although a patent is deemed
to have not existed in the first place if it is invalidated, establishing another
exclusivity on a specific person in exchange for invalidation of a patent goes against
the purpose of the Patent Act.

In addition, Canada limits the subject of listing so as to ensure that a patent
can be subject to patent linkage only where it directly contributed to the development
and market entry of an individual drug. Therefore, the subject of listing is limited to
patents for which an application was filed before filing of an application for
marketing approval of a drug, and examination for registration is very strictly
conducted. Therefore, a considerable number (about 20%) of patents are refused
registration. Moreover, the requirements for marketing prevention are strict, and the
probability of citation by the court is relatively low. A considerable number of cases

seem to be withdrawn in the process of court proceedings through settlement, etc.

27 PMNOC 8.



4. Australia

(1) Background to the Introduction

In Australia, patent linkage was made obligatory as an accompanying measure
based on the Free Trade Agreement with the United States in 2004. Thereby, the
Therapeutic Goods Act was amended in 2006, and the patent linkage system was
introduced.”® The procedure unique to Australia was made into law, including ensuring
that patentees are notified at the time when an application for marketing approval is filed

for a generic drug, etc. while imposing strict obligations on patentees.

(2) Main Content

1) Absence of the Patent List

The expression "a patent notified to the approving authority," which exists in
patent linkage-related provisions in the South Korea-U.S. FTA, does not exist in the
U.S.-Australia FTA. Therefore, there is no special list of drug patents, and it is not
necessary for patentees, etc. to separately list their own patents in order to receive
protection under the patent linkage system. In other words, patents registered with the

IP Australia as a whole can be subject to application of the system.
2) Certification Concerning Relationships with a Patent

Where an applicant for approval of a generic drug makes a reference of the
safety and efficacy information of a new drug, the applicant is required to certify the
following two points to the approving authority: (i) the product is not marketed in the
situation where any of the valid claims of a patent is infringed or there is no
marketing plan; (ii) the relevant drug is a patented product and the applicant intends
to market the product before the expiration of the patent term and has notified the

patentee of the marketing approval (or declaration).

28 Article 17.10, paragraph 4 of the U.S.-Australia FTA and the Therapeutic Goods Act of 1989 (TGA of
1989).



3) Patent Litigation Filed by a Patentee and Conditions Thereof

In response to a notice from an applicant for approval of a generic drug of the fact
that the applicant filed an application for approval of a generic drug based on evidence and
information concerning the safety and efficacy of the new drug during the duration of the
patent, the patentee may file litigation against the applicant for approval of the generic
drug on the grounds of a patent infringement. Before commencing litigation, the patentee
must submit to the approving authority and the applicant for approval of the generic drug a
certificate to the effect that "the proceedings are to be commenced in good faith, have
reasonable prospects of success, and will be conducted without unreasonable delay."*’ A
patentee's application for marketing prevention is filed through the court's interlocutory
relief. Before instituting an application for interlocutory relief, the patentee must notify the
Attorney General of the Commonwealth, of a state or of a territory of the fact of instituting

the application in writing.

4) Compensation by an Applicant for Approval of a New Drug in Association with

Marketing Prevention

Regarding marketing prevention, if a patentee's declaration is false or breaches the
content of the certificate submitted under Section 26C(3) of the TG Act, an applicant for
approval of a generic drug may apply to the court for an order that the patentee pay to the
Commonwealth a pecuniary penalty. The court may impose a pecuniary penalty on the
patentee on the basis of loss suffered by the applicant for approval of the generic drug and
profit obtained by the patentee by reason of unjustly exploiting the patent during the

proceedings.*’
3) Point to Keep in Mind
( p

The patent linkage system of Australia is similar to the Canadian system in
terms of the basic direction, and it is focused on the preparation of measures for
preventing patentees from abusing rights. Therefore, it is provided that it is necessary
to make a statement about the existence of a reasonable ground when filing patent

litigation and that it is possible to impose a pecuniary penalty if such statement is

29 TG Act 26C(3).
30 TG Act 26C(5) and TG Act 26C(6).



false. These measures can be considered as systems unique to Australia that are
intended to prevent excess protection of patents and blind filing of patent litigations
based thereon. As the system is operated based on the defensive principle and
direction of preventing abuse of the marketing prevention system under strict
conditions, the generic exclusivity system, which is discussed as falling under the

granting of another exclusivity, has not been introduced.

5. Taiwan
(1) Background to the Introduction

Taiwan considered introduction of the drug patent linkage system with the aim
of joining the Trans-Pacific Partnership (TPP). The Parliament of Taiwan passed a
draft amendment to the Pharmaceutical Affairs Act that introduces the patent linkage
system on December 27, 2017, and Taiwan is expecting the enforcement of the
system. The overall content of the system is based on the Hatch-Waxman Act of the

United States, and it is considered similar to the system of South Korea.
(2) Main Content

1) Registration in the Patent List

According to the amended Pharmaceutical Affairs Act of Taiwan, the holder of
approval of a new drug requests the Taiwan Food and Drug Administration (TFDA) for the
registration of a registrable patent in the public database for patent linkage by submitting
documents and information relating to the registrable patent. A patentee must submit to the
TFDA documents and information relating to a patent within 45 days from the issuance of
approval for a drug. Where the holder of approval of a drug and the patentee are different,
the holder of approval of a drug is required to obtain the consent of the patentee (or the
exclusive licensee), and where a registered patent is changed, the patentee is also required
to amend the relevant information within 45 days. On the other hand, a notification for
abolishment of registration can be made for an irrelevant patent registration,”’ and the

TFDA forwards such notification to the holder of approval within 20 days to request the

*! This means the cases where a registered patent is irrelevant to an approved drug, where a registered patent
does not fall under registrable patents, where registered patent information is inaccurate, and where a
change under the provisions has not been made.



holder of approval to make a response in writing and make an amendment within 45 days.
The content of the written response, etc. received from the holder of approval must be
published.

2) Certification Concerning Relationships with a Patent

In the same manner as the provisions of the Hatch-Waxman Act of the United
States, an applicant for approval of a generic drug must submit a certification by selecting
any one of the following: "(i) the registered patent does not exist, (i1) the duration of the
registered patent expired, (iii) approval is obtained after the expiration of the duration, and
(iv) the patent is invalid or not infringed." In the case of making an allegation of (iv) to the
effect that the patent is invalid or not infringed, the applicant for approval of a generic
drug must notify the holder of approval of a new drug, the approving authority, the

patentee (or exclusive licensee), etc. to that effect within 20 days.

3) Stay of Approval

Where all the other requirements for approval of a drug are fulfilled, the TFDA
grants approval of the generic drug in the case of (i) or (ii). In the case of (iii), the
TFDA grants approval of the generic drug after expiration of the duration. In the case
of (iv), the patentee (or exclusive licensee), etc. who was being notified that the
patent is invalid or not infringed may file patent litigation against the applicant for
approval of the generic drug based on the registered patent within 45 days from the
date of being notified. If this fact is notified to the approving authority, approval is
stayed for 12 months unless there are special circumstances. The review and
evaluation of application documents are continued during this period, and if
requirements for approval are fulfilled, the approving authority may issue a notice of
preliminary approval. However, as a notice of preliminary approval is not complete
approval, the applicant for approval of a generic drug cannot manufacture, market, or
import a relevant product but may carry out procedure, such as filing an application in

terms of application of national health insurance.

4) Marketing Exclusivity

The first applicant who alleged that a listed patent is invalid or not infringed is



granted 12-month generic marketing exclusivity. The first applicant is determined based
on the date on which all documents necessary for filing an application for approval are
completely submitted. If there are multiple first applicants, the first applicants are jointly
subject to the period of marketing exclusivity. If the first applicant loses the
qualification, he/she loses market exclusivity and is replaced by the next applicant. The
first applicant must market the generic drug within six months from the date of receipt of
the approval,”® and must provide evidence of the first marketing date to the approving
authority within 20 days. Moreover, the 12-month period of marketing exclusivity from

the first marketing is determined based on the evidence.
6. China

(1) Operation of the Existing Drug Patent Linkage System

There are many discussions about whether China has introduced the drug
patent linkage system. This is because China introduced a drug patent registration
system by the Drug Registration Regulation33 established in 2002 and established the
system of procedure for drug marketing approval through two times of amendments
thereafter but it operates unique provisions on drug patent declaration, provisions on
restriction of the time limit for filing an application for a generic drug, provisions on
information disclosure, etc. which differ from other countries' systems.

The drug patent declaration system ensures that an applicant for marketing
approval of a drug submits a list of related patents and makes a declaration of non-
infringement of patents at the time of filing an application for marketing approval.
However, this system can also be considered as an ordinary obligation in that such
procedure is required not only for generic drugs but also for all applications for drugs,
including applications for new drugs.

The provisions on information disclosure stipulate the public notification by
the China Food and Drug Administration (CFDA) of explanations about patents and
declarations of non-infringement of patents, which were submitted by an applicant for
registration of a drug. The published content includes a drug registration number,

name of the drug, applicant for registration of the drug, patent numbers, postal code,

32 Marketing exclusivity automatically extinguishes unless the first applicant markets the generic drug within
six months.

33 Provisions for Drug Registration, State Food and Drug Administration Order No. 28; published on July 10,
2007 and put into force on October 1, 2007.



expiration date of the patents or registration date of the patents, foreign patents,
holders of foreign patents, address of the applicant for registration of the drug, and
name of the patentees. In doing so, it is made a principle to publish information
submitted by the applicant for registration of a drug as it is, and it is not obligatory to
submit separate evidence and correct errors, which sometimes become a problem in
terms of reliability, etc.

On the other hand, even where a patentee discovers a patent infringement in
the process of approval for registration of a drug, the CFDA cannot refuse the
registration of the drug. Therefore, in the end, a patent dispute must be resolved

through the Patent Law.
(2) Promotion of Improvement of the System

The CFDA is carrying forward improvement of the drug patent linkage system to
increase its effectiveness by invoking the Policies Relevant to the Protection of the Rights
and Interests of Innovators for the Encouragement of Innovation in Drugs and Medical
Devices (No. 55 of 2017) of May 2017.** The subject of the improvement includes the
content of a notice of the fact of marketing approval by an applicant for registration of a
drug. The detailed content has yet to be decided, but in filing an application for approval
of registration of a drug, the applicant for registration of the drug must submit patent-
related information and must notify the relevant patentee that the patent is not infringed
within 20 days. Moreover, marketing prevention is also planned to be introduced. Under

the provisions on the notice of the fact of marketing approval, a patentee who received a

34 Policies Relevant to the Protection of the Rights and Interests of Innovators for the Encouragement of

Innovation in Drugs and Medical Devices (Draft Comment) (No. 55 of 2007)
(http://www.gov.cn/xinwen/2017-05/12/content_5193269.htm).
1. A drug patent linkage system will be established. An applicant for drug registration should submit a
statement on the relevant patent rights that it knows or should know when submitting the application for
registration. When challenging the relevant drug patent, the applicant must declare that the applicant does
not constitute the infringement of the relevant drug patent and give a notice to the patentee of the relevant
drug patent within 20 days after filing the application for registration. If the patentee of the relevant drug
patent finds infringement of the patent, the patentee should file a patent infringement litigation with the
judicial authorities within 20 days after receiving notice, and notifies the drug review institution of that
fact. After receiving the juridical authorities' documents relating to patent infringement, the review
institution may set a waiting period for approval of up to 24 months, and must not stay the technical
review of the subject drug during this period. Where both parties reach a settlement during the waiting
period for approval or where the judicial authorities effectively render an effective judgement of
infringement or non-infringement, the drug review institution must grant or deny the drug list following
the effective judgement of the parties or the judicial authorities. Where the judicial authorities do not
make a judgement of infringement even after the waiting period for approval, the drug review institution
may approve the drug list. Where the applicant declares no relevant patent but the patentee files
infringement litigation, the drug review institution institutes the waiting period for approval in accordance
with the judicial authorities' procedure. Any intellectual property litigation incurred by the market entry
and sale of a drug will be subject to the judicial authorities' decision.



notice of declaration of non-infringement of a relevant patent must file patent infringement
litigation and notify the CFDA to that effect within 20 days after the receipt of the notice if
he/she has different opinions in relation to the application for registration of a drug. After
being notified as such, the CFDA comes to have the discretion to stay the procedure for
approval of registration of a drug for up to 24 months. Unless the patent infringement
litigation is concluded or the parties reach an agreement during this period, the application
for approval of registration of a drug is approved, and at that time, the patentee's rights

should follow the result of infringement litigation.

7. Related Provisions of the TPP

The drug patent linkage system is a system derived from the Hatch-Waxman
Act of the United States, and it has been operated only in some countries, including
the United States, South Korea, Australia, and Canada, in the past. However, the
number of countries that operate the system is expected to increase owing to
establishment of provisions on "patent linkage" in the TPP.

A system relating to patent linkage is provided in Article 18.53 of the TPP
(Measures Relating to the Marketing of Certain Pharmaceutical Products).’> The state
parties to the TPP are required to comply with either paragraph 1 or 2.

Paragraph 1 is as follows. "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:

(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 preliminary injunctions or equivalent effective provisional measures, for

33 Article 18.53: Measures Relating to the Marketing of Certain Pharmaceutical Products.



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."

Paragraph 2 provides as follows: "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."

Compared to the South Korea-U.S. FTA, TPP is characterized by the fact that
"Measures for prevention of marketing" is significantly loose. For details, see Sachiko
Masuda, "Protection of Pharmaceutical Intellectual Property in the Trans-Pacific

Partnership Agreement (TPP Agreement)", Patent, March 2016.



ITI. South Korea's Patent Linkage System
1. Background to the Introduction

The patent linkage system is a system that was introduced in a full-fledged
manner by legislation for performance of the South Korea-U.S. FTA that was
concluded in 2007 and was put into effect in 2012, but part of the Hatch-Waxman Act
that served as the base of the system had already been in South Korean law. South
Korea amended the Patent Act in 1987 and thereby introduced a system to extend the
duration of a patent up to five years for a person who was unable to work the patent
due to efficacy and safety tests on the drug.’®

On the other hand, there were a district court decision®’ and a decision of the
Intellectual Property Trial and Appeal Board®® to the effect that even before the
expiration of the duration of a drug patent, the act of conducting a test for marketing
approval of a drug does not constitute infringement of the patent. In order to make
this clearer, the Bolar provision of the Hatch-Waxman Act was introduced in the

amended Patent Act of 2010.%°

36 Article 89 (Extension of Patent Terms by Permission, etc.) (1) Notwithstanding Article 88 (1), the term of a patent on an

invention may be extended only once by up to five years to compensate for the period during which the invention cannot

be practiced, if the invention is specified by Presidential Decree and requires permission, registration, etc. under any

other statute (hereinafter referred to as "permission, etc.") to practice patented invention but it takes a long time to

undergo necessary tests for validity, safety, etc. for such permission, registration, etc.

(2) For the purposes of paragraph (1), the period required due to a cause attributable to the person who has obtained

permission, etc. shall not be included in "period during which the invention cannot be practiced" in paragraph (1).
37 Southern Branch of the Seoul Central District Court, June 15, 2001, “£20017}3F1074 decision (case of provisional
disposition of prohibition of patent infringement); the court held as follows with regard to a third party's act of
manufacturing a pesticide whose effective ingredients, etc. are the same as those of a pesticide that is a patented
invention and asking for a test necessary for obtaining a certificate of analysis to be attached to an application for
registration for the registration of a manufacturing item as prescribed in Article 8 of the Pesticide Control Act during the
duration of the patent: "The act of manufacturing and using a difenoconazole drug that is a patented invention for the
purpose of obtaining various certificates of analysis that are requirements for the obtainment of registration of a
manufacturing item within the country under the Pesticide Control Act falls under use for the purpose of testing referred
to in Article 96, paragraph (1) of the Patent Act and does not constitute infringement of the patent.”
Intellectual Property Trial and Appeal Board, March 24, 2008, F-200732503 trial ruling (case of a trial to confirm the
scope of active rights ); Regarding bioequivalence tests conducted for approval of a generic drug during the duration of a
patent, the Intellectual Property Trial and Appeal Board rendered the following decision: "The demandee manufactured
the invention subject to confirmation for the purpose of conducting the bioequivalence tests, and these tests are
recognized as those falling under tests referred to in Article 96, paragraph (1)1 of the Patent Act as tests to confirm
whether the generic drug is bioequivalent to the existing new drug to the extent that it can replace the existing new drug.
Therefore, it is reasonable to consider production of the invention subject to confirmation, that is, the act of
manufacturing it, for that purpose as "practice of a patented invention for the purpose of research or testing" provided in
Article 96, paragraph (1)1 of the Patent Act."
Article 96 (Limitations on Effects of Patents (1) The effects of a patent shall not extend to the following:
1. Practice of a patented invention for the purpose of research or testing (including research and testing
for obtaining permission for items of medicines or reporting items of medicines by under the
"Pharmaceutical Affairs Act" or for registering pesticides under the "Pesticide Control Act") (the rest is
omitted)
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The patent linkage-related provisions that were newly introduced through
legislation for performance of the South Korea-U.S. FTA were relating to the system
of a notice to a patentee and measures for preventing marketing approval without
right holder's consent. The part relating to a notice to a patentee was introduced into
the system of South Korea on March 15, 2012 through coming into force of the South
Korea-U.S. FTA. The part relating to measures for preventing marketing has been in
effect since March 15, 2015 with a three-year grace period granted.

The ultimate purpose sought by the patent linkage system is to promote the
market entry of generic drugs by granting legitimate and sufficient compensation for
patentees' development of new drugs and by providing incentives to those who have
promoted the market entry of generic drugs through challenge to patents. The
legislative purpose can be considered ideal, and it is reported that implementation of
the system promoted the market entry of generic drugs in the United States.*
However, even in the United States, implementation of the system caused many
problems that were not expected in the initial stage of designing of the system. The
United States amended relevant law in 2003 in order to correct problems arising from
abuse of the system. In the case of the United States, many problems were improved
through legal amendment in 2003, but not all the problems were solved, and even
now, various bills are presented in order to solve problems caused by the system.

South Korea designed the South Korean-style patent linkage system based on
lessons learned from trials and errors in the United States in conformity to the South
Korean legal system and the environment which the pharmaceutical industry is facing.

The patent linkage system of South Korea is specifically explained below.
2. Related Procedures
(1) Provisions of the South Korea-U.S. FTA
The text of the South Korea-U.S. FTA includes provisions on intellectual
property rights for drugs, and out of these provisions, Article 18.9, paragraph 5

provides for the "drug patent linkage system." The text of Article 18.9, paragraph 5 of
the South Korea-U.S. FTA is as follows.

40 Federal Trade Commission, "Generic Drug Entry Prior to Patent Expiration: An FTC Study," 2002.



Article 18.9 Measures Related to Certain Regulated Products

5. Where a Party permits, as a condition of approving the marketing of a pharmaceutical
product, persons, other than the person originally submitting safety or efficacy
information, to rely on that information or on evidence of safety or efficacy information of
a product that was previously approved, such as evidence of prior marketing approval in

the territory of the Party or in another territory, that Party shall:

(a) provide that the patent owner shall be notified of the identity of any such other person
that requests marketing approval to enter the market during the term of a patent notified to

the approving authority as covering that product or its approved method of use; and

(b) implement measures in its marketing approval process to prevent such other persons
from marketing a product without the consent or acquiescence of the patent owner during
the term of a patent notified to the approving authority as covering that product or its

approved method of use.

Article 18.9, paragraph 5(a) provides for a system that ensures that a generic
drug developer notifies the patentee for a new drug of the filing of an application for
marketing approval of the generic drug, that is, the "notice system." (b) of said
paragraph provides for a system that ensures that the MFDS's marketing approval
procedure is stayed for a certain period of time if the patentee files an objection after
receiving such notice, that is, a "system to stay the approval procedure.” However, the
South Korea-U.S. FTA only presents the basic principle of the patent linkage system,
and South Korea is free to decide the detailed matters to the extent of not conflicting

with the basic principle.

(2) Provisions of the Pharmaceutical Affairs Act

Under the amended Pharmaceutical Affairs Act (Act No. 13219) that was put
into effect on March 15, 2015, the drug patent linkage system was composed of the
following four processes: (i) listing of a drug in the patent list, (ii) notice of an
application for approval, (iii) marketing prevention, and (iv) exclusive marketing
approval.

Out of these, (i) listing of a drug in the patent list and (ii) notice of an



application for approval are reflections on Article 18.9, paragraph 5(a) of the South
Korea-U.S. FTA, while (iii) marketing prevention is a reflection on (b) of said
paragraph. Incidentally, (iv) exclusive marketing approval is not a matter required
under the South Korea-U.S. FTA. While the U.S. drug patent linkage system takes into
account not only protection of patents but also promotion of the market entry of
generic drugs in a balanced manner, measures required in the text of the South Korea-
U.S. FTA do not include the part relating to compensation for generic drugs. The
exclusive marketing approval in South Korea is considered to have been introduced
from the perspective that it is necessary to provide generic drug manufacturing
companies that challenged patents while bearing risks and cost burden associated with

litigation with compensation for the promotion of the market entry of generic drugs.*'
1) Listing in the Drug Patent List

Articles 50-2%% and 50-3* of the South Korean Pharmaceutical Affairs Act
provide for the filing of an application for registration of a patent relating to a patented
new drug, which forms the basis for patent linkage, and requirements thereof as well as
change of registered information.

Listing of a drug patent in the list (hereinafter referred to as the "patent list")
has a meaning in that it serves as the stage of determining patents subject to
application of patent linkage. Overviewing the procedure, where a person who has
obtained marketing approval or revised approval for manufacturing, marketing or
import of a drug intends to list a patent relating to the drug in the patent list, he/she
must file an application for listing of the patent in the patent list with the MFDS
within 30 days after obtainment of marketing approval or revised approval with the
consent of the patentee or exclusive licensee. Where the patent is registered after the
date of obtainment of marketing approval, such person may file an application for
listing within 30 days after the date of registration of the patent. A patent listed in the
patent list is to function based on said system in terms of marketing prevention, etc.

In order to become subject to listing in the patent list, a patent must fulfill all the

following conditions:

*' MFDS, Guide on Drug Patent Linkage System (3r=F 2] oF %], o] &F3& 3|71 53 A A AL )4 A) (July 2015), 9.
42 Article 50-2 (Registration of Drug Patent)
43 Article 50-3 (Change, Etc. of Registered Information)



(i) falling under any of the following:

a. substance;

b. dosage form;

c. composition; and

d. medicinal usage;
(i1) being directly related to the matters subject to marketing approval or revised
approval of the relevant drug;
(ii1) being filed pursuant to Article 42 of the "Patent Act" before marketing
approval or revised approval of the relevant drug is granted;
(iv) the patent for the drug not having extinguished by the expiration of the
duration, invalidation or relinquishment, etc.; and

(v) marketing approval or revised approval of the relevant drug being valid.

There is no obligation to notify in relation to process patents, etc. because such
patents are excluded from the subject of listing. However, the fact remains that where a
third party without authority uses such process, the use constitutes infringement of the
patent.

Where a drug patent for which an application for listing was filed is subject to
listing and fulfills the requirements, the Minister of Food and Drug Safety lists the
name of the drug, information about the patentee and other interested persons, patent
number, duration of the patent, etc. in the patent list, and publishes them on the
Internet website (http://medipatent.mfds.go.kr).

A person who filed an application for listing of a drug patent and whose drug
patent was listed in the patent list may file an application for change or deletion of a
matter listed in the patent list with the Minister of Food and Drug Safety. It was made
possible to delete a patent that was listed in error for the purpose of avoiding
unnecessary disputes. On the other hand, it is made a rule to hear the opinions of the
interested parties in the case of changing or deleting a listed patent, for the purpose of
preventing unexpected damages to third parties. This is to prevent unexpected results,
such as the situation where the first applicant becomes unable to obtain exclusive

marketing approval due to deletion of a listed patent.



2) Notice of an Application for Approval

Article 50-4*" of the Pharmaceutical Affairs Act of South Korea provides for a
notice of an application for marketing approval, etc.

A notice of an application for marketing approval, etc. is intended to ensure that the
"patentee" can be "notified of the identity of a person who files an application for marketing
approval for the purpose of market entry during the duration of the patent" based on the South
Korea-U.S. FTA.

It is necessary to file an application for marketing approval based on the safety and
efficacy information of a drug listed in the patent list under Article 50-2 of the Pharmaceutical
Affairs Act. In addition, a generic drug manufacturing company that filed an application for
revised approval of efficacy and effectiveness must notify the person who listed the patent
(person who received marketing approval of the listed drug) and the patentee, etc. of the listed
drug (patentee or exclusive licensee) of the date of filing the application for marketing approval,
the status of the application for marketing approval, grounds for a determination that the listed
patent is invalid or not infringed, etc. within 20 days from the date of filing the application for

marketing approval, etc.

However, this does not apply in any of the following cases:
(1) where the duration of a listed patent expired;
(i1) where an application for marketing approval or revised approval was filed to
market the drug after the expiration of the duration of a listed patent;
(ii1) where a person who listed a patent and the patentee, etc. of a listed drug
expressed their consent for exemption from providing notice; and
(iv) where a registered patent for medicinal usage is not related to the efficacy and
effectiveness of a drug for which an application for marketing approval or revised
approval was filed.

In the aforementioned cases, there is no obligation to notify; therefore, those cases are

also not subject to marketing prevention and exclusive marketing approval.

A person who provided a notice must submit to the Minister of Food and Drug
Safety a document that can prove the fact of provision of the notice without delay. In
this case, the Minister of Food and Drug Safety must publish matters provided in the
Ordinance of the Prime Minister, such as the date of filing an application for

approval, major ingredient, dosage form, etc. of a drug that was notified (hereinafter

4 Article 50-4 (Notice of Application for Marketing Approval, etc.)



referred to as a "notified drug"), on the Internet website. On the other hand, where a
notice under the provisions of the Pharmaceutical Affairs Act has not been provided,
the Minister of Food and Drug Safety must not grant relevant marketing approval or

: 45
revised approval.

3) Measures for Marketing Prevention

Articles 50-5%° and 50-6*7 of the Pharmaceutical Affairs Act of South Korea
provide for measures for marketing prevention. These provisions are those
corresponding to the 30-month stay of approval procedure for Paragraph IV ANDAs
under the Hatch-Waxman Act of the United States.

Where a generic drug manufacturing company files an application for
marketing approval based on the safety and efficacy data of a drug listed in the patent
list, the patentee, etc. of the listed drug may file an application for marketing
prevention of the generic drug with the Minister of Food and Drug Safety by filing
patent litigation, etc. within 45 days from the receipt of a notice. A person who may
file an application for marketing prevention is a registered patentee, etc. The
"patentee, etc. of a listed drug" refers to a patentee or exclusive licensee listed in the
patent list, and a listed non-exclusive licensee is not a person who may file an
application for marketing prevention because he/she cannot prevent working by a
third party under the Patent Act.

The Minister of Food and Drug Safety who received an application for
marketing prevention prevents the marketing of the relevant drug for nine months
from the receipt of the notice, except for the cases where a trial ruling or decision,
etc. to the effect that the listed patent is invalid or that the notified drug does not fall
under the scope of the rights of the listed patent has been rendered. According to the
initial draft amendment of the Pharmaceutical Affairs Act, the period of marketing
prevention was 12 months, but it was shortened to nine months by a policy decision in
the law-making process.

Before filing an application for marketing prevention of a generic drug, the
patentee, etc. of a listed drug must deal with (i) filing of litigation to seek injunction for, or
prevention of, infringement of a patent or, (ii) a trial to confirm the scope of active rights,

and (ii1) a trial to confirm the scope of passive rights filed by the other party. In addition,

43 Article 50-4 (Notice of Application for Marketing Approval, etc.)
46 Article 50-5 (Application for Prevention of Marketing)
47 Article 50-6 (Marketing Prevention, Etc.)



for filing an application for marketing prevention, the patentee, etc. of a listed drug must
submit to the Minister of Food and Drug Safety a statement including the following
content: (1) an application for marketing prevention was filed based on a lawfully listed
patent; and (ii) the patentee, etc. of the listed drug files a petition for a trial or litigation
explained above in good faith, there is a prospect of winning the case, and the trial or
litigation proceedings are not unreasonably delayed.

On the other hand, Article 50-5 of the Pharmaceutical Affairs Act of South
Korea provides that an application for marketing prevention may not be additionally
filed for a drug whose marketing has been prevented once, except for a drug notified
based on an application for revised approval in relation to efficacy and effectiveness.
This means that an application for marketing prevention can, in principle, be filed
only once for one generic drug. However, exceptionally, an application for marketing
prevention can be additionally filed where a new efficacy or effectiveness was
added.*®

Where an application for marketing prevention is accepted, the marketing of
the relevant generic drug is prevented for nine months from the date on which the
patentee, etc. was notified. It should be noted that the period of marketing prevention
is not reckoned from the date of filing of an application for marketing prevention.

In this manner, marketing is prevented for nine months from the date on which
the patentee, etc. of a listed drug was notified. However, marketing prevention ceases
to have effect on any of the following dates, whichever comes first:

(i) the date of a trial ruling or decision to the effect that the drug for which the
application for marketing prevention was filed does not fall within the scope of
rights of the listed patent;

(i1) the date of a decision to the effect that the drug for which the application for
marketing prevention was filed does not infringe the listed patent;

(ii1) the date of a trial ruling or decision to the effect that the listed patent is

invalid;

8 Article 50-5 (Application for Prevention of Marketing)

(1) A patentee, etc. of a listed drug may file an application for the prevention of marketing of the notified
drug with the Minister of Food and Drug Safety by attaching the statement including the following, within
45 days from the date of receipt of notice pursuant to Article 50-4:

1. An application for marketing prevention shall have been filed based on the patent registered lawfully;
2. A petition for trial or litigation referred to in paragraph (2) shall have been filed in good faith, there is
a prospect of winning a case, and the trial or litigation shall not be delayed unreasonably.

(snip)

(3) Notwithstanding paragraph (1), an application for marketing prevention of the drug whose marketing
has already been prevented pursuant to Article 50-6 (1) shall not be additionally filed: provided, that this
shall not apply to an application for marketing prevention of a drug notified after an application for the
change of efficacy and effectiveness is filed pursuant to Article 31 (9).



(iv) the date of a ruling or decision to the effect that the listing of the drug patent is
illegal;

(v) the date on which a trial or litigation referred to in any subparagraph of Article
50-5, paragraph (2) ended by the withdrawal or consent of withdrawal of the
patentee, etc., reconciliation, rejection, etc.;

(vi) the date on which the arbitration or mediation regarding a trial or litigation
referred to in any subparagraph of Article 50-5, paragraph (2) is completed;

(vii) the date on which the period for marketing approval or revised approval of the
listed drug expires;

(viii) the expiration date of the duration of the listed patent;

(ix) the date of a resolution by the Fair Trade Commission or a decision by a court
to the effect that the patentee, etc. of the listed drug violated Article 3-2, paragraph
(1), Article 19, paragraph (1) or Article 23, paragraph (1) of the Monopoly
Regulation and Fair Trade Act in connection with marketing prevention or
exclusive marketing approval under Article 50-7; and

(x) the date on which it is found that the application for marketing prevention was

filed by fraudulent or other wrongful means.

4) Exclusive Marketing Approval

Articles 50-7, 50-8, 50-9, and 50-10 of the Pharmaceutical Affairs Act of South
Korea provide for the requirements for exclusive marketing approval, marketing
prevention of the same drugs, etc., and extinction of the effect of marketing
prevention, etc.

According to the provisions, a person who fulfills (i) the requirements for
filing an application for marketing approval, (ii) the requirements for filing a petition
for a patent trial, (ii1) the requirements for acquiring a trial ruling of approval in a
patent trial (for example, a person who filed the first petition for a patent trial
regarding a listed patent and then filed an application for marketing approval based on
the safety and efficacy data of the listed drug on the earliest date, and succeeded in
challenge to the patent) may be granted exclusive marketing approval. On this
occasion, the marketing of a drug that is the same as another generic drug
manufacturing company's drug subject to exclusive marketing approval is sometimes
prevented for nine months.

More specific explanations are provided below.



o Requirements for Filing an Application

- An application is to be filed by a person who should notify the fact of filing an
application for marketing approval, etc.

- Before filing an application, the applicant is to file a petition for a trial for patent
invalidation, trial for invalidation of the registration of extension of the duration
of the patent, or trial to confirm the scope of rights.

- The applicant is to submit to the MDSF a relevant petition for a trial (including a
trial ruling if a trial ruling, etc. is available) with an application for exclusive

marketing approval.

o Timing of Filing an Application
- An application is to be filed, in principle, at the same time as filing an application
for marketing approval of a drug.
- However, in the case of filing an application for revised approval to make a change
in relation to patents subject to the obligation to notify after filing an application
for marketing approval, the applicant may file an application for exclusive

marketing approval together with it.

o Requirements for Obtaining Exclusive Marketing Approval (only those who fulfill
all the following requirements can obtain exclusive marketing approval)
- Application for approval
The applicant is to be a person who filed an application for marketing approval or
revised approval on the earliest date out of those who filed an application for
marketing approval or revised approval of a drug subject to the obligation to notify
(if many persons filed an application on the same day, all of them are deemed to be
in the same rank).
- A favorable trial ruling
The applicant is to be a person who received a favorable trial ruling, etc. in a trial
for patent invalidation, etc. before the day on which nine month pass from the date
on which the patentee of the listed drug received a notice.
- First petition for a trial
The applicant is (i) a person who filed the first petition for a patent trial, (ii) a
person who filed a petition for a trial within 14 days from the filing date of the first
petition for a patent trial, or (iii) a person who received a favorable trial ruling in

advance of the persons who fall under requirements (i) or (ii).



o Effect

- The marketing of a generic drug, which is the same drug as a generic drug
approved for exclusive marketing and the effective ingredients of which are
identical to those of the listed drug, among the drugs for which an application for
marketing approval or revised approval has been filed, based on safety and
efficacy information of the listed drug is prevented until the date on which nine
months pass from the date on which a person who has obtained exclusive
marketing approval may market the drug.

- Where the drug is a drug for which an application for the medical care benefits has
been filed pursuant to Article 41, paragraph (1)2 of the "National Health Insurance
Act," the period of marketing prevention can be extended by up to two months (in
consideration of the time required to receive the medical care benefits after filing

the application for the medical care benefits).

o Extinction of Effect of Marketing Prevention of the Same Drug etc.
- Marketing prevention based on exclusive marketing approval ceases to have effect

on any of the following dates, whichever comes earlier; in_this case, exclusive

marketing approval ceases to exist only due to occurrence of the relevant

ground;

(i) the date on which marketing approval or revised approval of a drug approved for
exclusive marketing ceases to exist; and

(i1) the date on which a listed patent ceases to exist due to the expiration of the
duration or the finalization, etc. of a trial ruling or decision that the listed patent is
invalid (excluding those in a trial or litigation filed by the person who obtained

exclusive marketing approval).

- In addition, the Minister of Food and Drug Safety must terminate the effect of
marketing prevention based on exclusive marketing approval in any of the
following cases. In such cases, the Minister of Food and Drug Safety must hear the
opinions of the person who has obtained exclusive marketing approval in advance:
(i) where a decision to cancel or reverse a favorable trial ruling or decision
(including a ruling for retrial under Article 178 of the Patent Act) is made;

(i1) where the drug approved for exclusive marketing was not marketed within two

months from the date on which its marketing becomes possible, without just cause;



(ii1) where a resolution by the Fair Trade Commission or a decision by a court has
been made to the effect that a person who obtained exclusive marketing approval
violates Articles 3-2, paragraph (1), Article 19, paragraph (1) or Article 23,
paragraph (1) of the Monopoly Regulation and Fair Trade Act in connection with
marketing prevention or exclusive marketing approval; and

(iv) where a person obtained exclusive marketing approval deceitfully or otherwise

fraudulently.

Where there are the aforementioned circumstances, interested parties, that is,
those who have an interest in market prevention based on exclusive marketing
approval, may submit to the Minister of Food and Drug Safety information to the
effect that there is a ground for extinction of effect of marketing prevention. For
example, a person who filed an application for marketing approval or revised approval
of a drug that is recognized as a drug that is the same as a drug approved for
exclusive marketing falls under the aforementioned interested parties.*’

The aforementioned provisions on the extinction of exclusive marketing
approval are intended to prevent the unreasonable situation where subsequent generic

drugs cannot be released due to a reverse payment agreement.
(3) Difference from the U.S. System
1) Drugs That can be Listed

Only patents relating to synthetic drugs can be listed in the Orange Book.
However, the provisions of the Pharmaceutical Affairs Act of South Korea cover
synthetic drugs and biotechnology-based drugs in detail. Not only synthetic drugs but
also biotechnology-based drugs can be listed in the Green List’’ of South Korea,
which corresponds to the Orange Book of the United States.

According to the regulations of the U.S. FDA, only substance patents for the
effective ingredients of drugs, patents for the dosage forms or compositions of drugs,
and patents for treatment processes can be listed in the Orange Book, and patents for

processes of manufacturing or packaging drugs, metabolites, or intermediates cannot

Yot ok o ekE FIFEFAAANE |4 A (MFDS, Guide on Drug Patent Linkage System) (July 2015),
83.

%% The patent list of South Korea is called the "Green List."



be listed in the Orange Book.”' The subjects of listing in the Green List of South
Korea are substances, dosage forms, compositions, and medical usage.

Generally considering this, the scope of drugs that can be listed are much alike
except for the following point: only patents for synthetic drugs can be registered in
the Orange Book of the United States while biotechnology-based drugs can also be
listed in the Green List of South Korea; treatment processes can be listed in the

United States while they are not subject to listing in South Korea.>?
2) Scope and Procedure of Listing

The listing practice of the U.S. Orange Book and that of the South Korean
Green List differ in the specific operation method. First of all, the U.S. FDA lists
patent information in the Orange Book without conducting substantive examination if
the formality requirements are fulfilled.”> On the other hand, the Ministry of Food
and Drug Safety of South Korea lists a patent, for which an application for listing was
filed, in the Green List if it recognizes that the patent has relevance to an approved
drug after examining direct relevance between the patent and the approved drug.
Moreover, if certain conditions are fulfilled, the Ministry of Food and Drug Safety
may delete relevant information ex officio or based on an application filed by a third
person. In this regard, there is an opinion that disputes are expected to occur in the
future because such examination is not easy.’* There are also concerns about whether
the Ministry of Food and Drug Safety has sufficient expert knowledge that is
necessary to fully examine relevance between a patent and a product.”> However, it is
considered desirable to examine such relevance in that abuse of the system by

patentees can be prevented.’®

5121 C.F.R.§314.53(b)(1).

2 This is natural because an "invention of process of treating humans" is not patentable under the South
Korean Patent Act.

That is, the U.S. FDA does not determine whether patent information submitted by a new drug developer is
related to the new drug. Therefore, there is the possibility that a sham patent that is not related to the new
drug is listed in the Orange Book. In order to eliminate such unreasonableness, an ANDA filer may seek
the court to give a command to delete an unrelated patent from the Orange Book as a counterclaim in
Paragraph IV litigation (21 USC§355()(5)(C)(i1)).

Jung Cha-ho, " Advisability of granting of generic exclusivity under the South Korean patent linkage
system", Science, Technology and Law, vol. 3, no. 1 (Chungbuk National Law School, June 2012): 108-111.
Shim Mi-sung, "Notice of an application for approval of a generic drug and marketing prevention system
of a generic drug," Pharmaceutical Association Presentation Material 2015.3.6.

In the case of Canada, the patents submitted by a person who obtained marketing approval are examined
and determined whether the patents are suitable for registration.

53

54
55

56



3) Generic Exclusivity

Unlike Canada and Australia that have not introduced a generic exclusivity
system, the United States and South Korea are the same in that market exclusivity is
granted for a generic drug that is first approved for marketing (first generic).
However, South Korea differs from the United States in that there is the requirement
of "being a person who filed the first petition for a trial" and it is necessary to file a
petition for a patent trial before filing an application for approval and that exclusivity
is not granted if patent litigation, etc. is concluded through settlement. Regarding the
period of exclusivity, South Korea provides that the period is nine months, which is

slightly longer than that in the United States (180 days).

<Table> Comparison of the U.S. and South Korean Exclusive Marketing Approval

(Generic Exclusivity) Systems

United States South Korea
(1) Filing an application for marketing
Filing the first approval based on the safety and efficacy
application for information on the earliest date
Requirements | approval of a generic (i1) Filing a petition for a patent trial
drug (no need to win before filing an application for approval
patent litigation) (111) Trial ruling of approval in a patent
trial, etc.
Period 180 days 9 months

(4) Drug Marketing Approval-Related Operations

The MFDS of South Korea provides that it is necessary to submit the following
for obtaining marketing approval of a drug: (i) safety and efficacy information, (ii)
standards and testing method information, (iii) information about bioequivalence tests
or comparative clinical trial certificates, (iv) in the case of an imported product,
documents concerning the manufacturing and marketing of the product, etc., (v) in the
case of a general drug comprising a single ingredient, information about comparative

dissolution tests, etc., (vi) information necessary for assessment of the status of drug




manufacturing and implementation of the Good Manufacturing Practice (GMP), (vii)
in the case of a material drug subject to listing, information about the material drug,
(viil) information about the name and location of the manufacturers of the major
ingredients, (ix) consignment manufacturing agreements, and (x) a certification
concerning relationships with a patent, a document stating the reason thereof and
information that provides grounds (Article 4, paragraph (1) of the Regulations on
Safety of Pharmaceuticals, etc.).

Out of the aforementioned documents to be submitted, special attention needs
to be paid to (x) a certification concerning relationships with a patent. In the case of
filing an application for approval for the manufacturing, marketing, and import of a
drug based on the safety and efficacy information of a drug listed in the drug patent
list, it is necessary to submit a certification concerning relationships with a patent, a
document stating the reason thereof and information that provides grounds. The types
of relationships with a patent stated in a certification concerning relationships with a

patent are as follows:

1. where the duration of a listed patent expired;
2. where an application for marketing approval or revised approval was filed to
market the drug after the expiration of the duration of a listed patent;
3. where a person who listed a patent and the patentee, etc. of a listed drug, etc.
expressed their consent for exemption from providing notice;

4. where a listed patent for medicinal usage is not related to the efficacy and
effectiveness of a drug for which an application for marketing approval or revised
approval was filed; and

5. where a listed patent is determined to be invalid or not to be infringed.

In the case of filing an application for approval based on 5 above out of the
aforementioned options, the applicant for approval is obliged to notify the patentee,
etc. and the person who listed the patent of the fact of filing the application for

approval, and becomes the direct subject of patent linkage.
3. Patent Linkage and Generic Exclusivity
The ultimate purpose sought by the patent linkage system is to promote the

market entry of generic drugs by granting legitimate and sufficient compensation to

patentees and by providing incentives to those who have promoted the market entry of



generic drugs through challenge to patents. For this purpose, in the United States,
market entry of generic drugs is promoted by granting 180-day generic exclusivity to
the first ANDA filer. However, there are also criticisms against generic exclusivity in
the United States, and in particular, violation of the antimonopoly law sometimes
becomes a problem in relation to a reverse payment agreement’’ that is considered as
a problem when granting generic exclusivity.”®

What was discussed most at the time of introducing the patent linkage system
in South Korea was exactly the question of whether to introduce generic exclusivity.
There were conflicting opinions and arguments for and against the introduction of
generic exclusivity. The point about which those who objected to the introduction of
generic exclusivity were concerned most was that introduction of generic exclusivity
increases an incentive for collusion (reverse payment) between generic drug
developers and patentees. There were also opinions opposing the introduction of
generic exclusivity for reasons other than reverse payment. For example, there was
the following opinion: "The generic exclusivity system can cause further delay in the
release of generic drugs, and even without generic exclusivity, generic drug
companies still have a route to challenge patents through a trial to confirm the scope
of rights, which is a system unique to South Korea, and a trial for patent invalidation.
Trial costs are also very inexpensive compared to costs for patent litigation in the
United States. Therefore, there is no need to give special reward.">’

However, there was also an opinion that generic exclusivity is necessary based
on the following idea: "If there is no incentive for the early market entry of generic
drugs, no company will intend to enter the market first at the risk of litigation costs.

This will cause a decrease in the sales of domestic drug companies and the lowering

7 Ordinarily, it is a general fact that a person who works a patented invention pays consideration to the
patentee. A reverse payment agreement means an agreement that is made on the condition that the patentee
pays consideration to a person who intends to work the patented invention, which is contrary to ordinary
cases. A reverse payment agreement in a broad sense appears in various forms in various fields, but a
reverse payment agreement is mainly understood as meaning that "the patentee agrees to pay certain
consideration to a copy drug developer (a person who intends to work the patent) on the condition that the
developer does not enter the market or postpones market entry."

As the 180-day marketing exclusivity is granted to the first ANDA filer, the market entry of copy drugs is
delayed if the first ANDA filer postpones the marketing of his/her generic drug. However, from the
perspective of the first ANDA filer, he/she is satisfied if he/she can enjoy the 180-day exclusivity at any
rate. Therefore, it is advantageous to the first ANDA filer to delay the entry of copy drugs and receive
consideration therefor from the patentee. On the other hand, from the patentee's perspective, even if
another generic drug company wins patent infringement litigation, the patentee can achieve benefits,
specifically, delay in the market entry of copy drugs up to 180 days and extension of the patent term. A
patentee and a generic drug developer can assume "a composition in which the market entry of copy drugs
is delayed until the expiration of the duration of the patent and only the first ANDA filer and the patentee
market the relevant drug by utilizing the 180-day exclusivity from the expiration of the duration and
compete against other generic drug developers” in the form of the most advantageous agreement that they
can design.

%% Jung Cha-ho, paper cited above: 99-125.
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of domestic patients' accessibility to drugs." Furthermore, there was also an opinion
that "From the perspective of market share of generic drugs, introduction of the
generic exclusivity system will provide small- and medium-sized drug companies
having low sales capabilities with opportunities in consideration of the reality of the
pharmaceutical industry in South Korea where top priority is given to sales
capabilities."®’

The author also asserted that introduction of an incentive for those who have
promoted the market entry of generic drugs is necessary for promoting the market
entry of generic drugs, which is one of the ultimate purposes of patent linkage. In
South Korea, there are the system of trial for patent invalidation and the system of
trial to confirm the scope of rights, which is unique to South Korea. Although there is
an opinion that there is no need to give special reward because trial costs are very
inexpensive compared to costs for patent litigation in the United States, such problem
is considered to be a part that needs to be adjusted by the intensity of incentives. The
same applies to the likelihood of occurrence of reverse payment. Every system has
problems caused by the abuse of the system. If the biggest problem at the time of
introducing generic exclusivity is the point that incentive for collusion between a
generic drug developer and a patentee becomes stronger, it is only necessary to design
the system in the direction of reducing the possibility of conclusion of a reverse
payment agreement to the extent possible.

Many persons engaged in the pharmaceutical industry whom the author met
revealed the opinion that they had not performed a challenge for the marketing of
generic drugs without incentive. Even if South Korea has the system of trial for patent
invalidation and the unique system of trial to confirm the scope of rights and there is
the fact that trial costs are very reasonable compared to costs for patent litigation in
the United States, becoming the first challenger is not decided only based on trial
costs and litigation costs. It is possible to try to invalidate a patent or challenge the
scope of rights only after closely analyzing the patent and completely establishing a
strategy for challenging the patent. Performing such challenge first involves costs and
risks that are incomparably greater than litigation costs that are evident. It is also
necessary to consider the market circumstances of South Korea. As the generic drug
market in South Korea is not as large as that in the United States, it is difficult to
expect a significant profit even with generic exclusivity being granted. Furthermore,

it is also necessary to take into account that the U.S. market is a competitive free

80 Kwak Gyu Po, paper cited above: 51-53.



market while the South Korean market is a regulated market in which the government
intervenes. If a generic drug enters the market, drug prices become just significantly
lower. No company is expected to easily take a risky challenge unless benefits that
can be obtained through challenge to a patent are certainly larger than the costs of
risks. In such sense, generic exclusivity, which can be considered as an institutional
device for the first challenger, is considered necessary. However, its intensity (period)
can only be decided from the polity perspective in consideration of the market
circumstances of South Korea and litigation costs.

In consideration of the aforementioned circumstances, the author suggested the
introduction of generic exclusivity. In addition, the author also suggested that, unlike
the United States where exclusivity is granted to the first ANDA filer, it is appropriate
for South Korea to grant exclusivity to a "person who filed an ANDA first and also
won patent litigation (including both a trial for patent invalidation and a trial to
confirm the scope of rights)."

The introduction of the exclusive marketing approval system that is similar to
generic exclusivity in the United States, which does not exist in Canada and Australia,
in South Korea is considered to reflect on the characteristic of South Korea where
procedures for resolution of a patent dispute are binary. That is, exclusive marketing
approval is considered to trigger the promotion of the market entry of generic drugs
by resolving patent disputes in advance through filing of a petition for a trial for
patent invalidation or a trial to confirm the scope of rights with the Intellectual
Property Trial and Appeal Board before filing an application for marketing approval.®!
However, introduction of generic exclusivity can cause unjust restriction of market
competition due to collusions between drug companies. Therefore, the Pharmaceutical
Affairs Act of South Korea provides for reporting on matters of agreement for the
purpose of preventing such act of unfair trade (Article 69-3 of the Pharmaceutical
Affairs Act).®?

6 gl alokz) ook 3| 71ES AA A% A A (MFDS, Guide on Drug Patent Linkage System) (July 2015),
13.

Article 69-3 (Reporting on Matters of Agreement)

Where both parties agree as follows, they shall report the matters prescribed by Ordinance of the Prime
Minister, such as the parties to the agreement, details of the agreement, and time of agreement, to the
Minister of Food and Drug Safety and the Fair Trade Commission within 15 days from the date of
conclusion of the agreement:

1. the agreement on the manufacturing or marketing of the notified drug between the person who has
obtained marketing approval or revised approval of the listed drug or patentee, etc. of the listed drug and
the person who has filed an application for marketing approval or revised approval of the notified drug;

2. the agreement on acquisition and extinction of exclusive marketing approval between the person who has
obtained marketing approval or revised approval of the listed drug or patentee, etc. of the listed drug and the
person who has filed an application for marketing approval or revised approval of the notified drug;

3. the agreement on acquisition and extinction of exclusive marketing approval among the persons who
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This Article provides that where there is an agreement between a patentee, etc.
and an applicant for approval of a generic drug who has made clear his/her intention
to challenge the patent or between applicants for approval of generic drugs, they shall
report the matters of agreement to the Minister of Food and Drug Safety and the Fair

Trade Commission.®’

4. Introduction of the Patent Linkage System and Current Situation of Patent

Disputes

It was found that the number of patent trials and litigations in the
pharmaceutical industry increased owing to the full-fledged enforcement of the patent
linkage system on March 15, 2015. However, after three years have passed since the
enforcement of the patent linkage system, imitative petitions for a patent trial that are
filed regardless of the reason seem to have significantly decreased. The number of
petitions for a trial reached 1,957 in 2015 in the initial stage of introduction of the
system, but this tends to have stabilized (specifically, 311 in 2016 and 154 up to
March 2017).

Many drug companies filed trials one after another without careful
consideration for the purpose of obtaining exclusive marketing approval. However,
703 (36%) out of 1,957 petitions were withdrawn, which caused waste of time and
cost for filing petitions for a trial in the end.

In 2016, which is the second year after the enforcement of the system, the
number of petitions for a trial rapidly decreased to 311, and with stabilization of the
system, the number of trials withdrawn decreased to 13. This situation was analyzed
as showing that drug companies are very careful about filing a petition for a trial.

With settlement of the system, there have been significant changes in drug
companies' patent trial strategies.

In the initial stage of the system, petitions for a trial for invalidation and those
for a trial for invalidation of registration of extension of duration accounted for the
majority (1,648 out of 1,957 petitions; 84%), but nowadays, petitions for a trial to
confirm the scope of rights (294 out of 311 petitions; 95%) account for the majority.

have filed an application for marketing approval or revised approval of the notified drug.
03 gt okx], o ¢kE FIIEFAAANE |4 A (MFDS, Guide on Drug Patent Linkage System) (July 2015),
89.



This is probably because drug companies corrected their trial strategies in the
direction of circumventing the scope of rights of patentees as it becomes more

difficult to invalidate the original patents for the original drugs.
IV. Japanese Patent Linkage System
1. Current Japanese System

In the case of broadly defining the patent linkage system, that is, in the case of
defining the patent linkage system as a mechanism whereby the regulatory authority
considers the existence or absence of patents relating to the original drug in the
examination/approval procedure of a generic drug so as to prevent the occurrence of a
problem with the stable supply of the generic drug due to patent infringement
litigation, etc. after the start of the marketing of the generic drug,’* Japan can be
considered to have already partially introduced the patent linkage system.

Under Article 67 of the Japanese Patent Act, the duration of a patent for a new
drug is "20 years" plus five years at most. As a long period of time is required for the
development and examination of a new drug, extension of the duration of a patent is
permitted for a maximum of five years.®

Unlike the South Korean Patent Act, the Japanese Patent Act does not include
an explicit Bolar provision that "the effects of a patent shall not extend to research or
testing for obtaining marketing approval of a drug." However, the court has
determined that a generic drug company's act of conducting a bioequivalence test

during the duration of a patent for a new drug does not constitute infringement of the

% Survey on Actual Conditions of Intellectual Property Systems, etc. for Biotechnology-Based Drugs in
Other Countries, Institute of Intellectual Property (March 2018), page 23 (https://www.mhlw.go.jp/file/06-
Seisakujouhou-10800000-Iseikyoku/0000202523.pdf) [last access date: August 14, 2018]

(Patent Term) Article 67 (1) The term of a patent right expires after a period of 20 years from the filing
date of the patent application.

(2) If there is a period during which it is not possible for a person to work the patent invention due to the
need to obtain permission under the provisions of the law that is intended to ensure safety, etc. of working
the patent invention or to be issued any other disposition that Cabinet Order specifies as one that it
require considerable time to properly reach due to things such as the purpose of the disposition and
procedures, etc., involved in it, the term of patent right may be extended, upon the filing of an application
to register an extension for a maximum of five years.
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patent right.®®

In addition to this, for a new original drug, the reexamination period of up to
10 years is set after marketing approval. An original drug manufacturer needs to
collect efficacy and safety data concerning the actual use of the original drug at
medical institutions and undergo reexamination after passage of a certain period of
time after approval. Even if the patent term of the original drug has already expired,
generic drug manufacturers are prevented from filing an application for a generic drug
during this period.®’

On the other hand, in Japan, as an operation corresponding to "patent linkage,"
where there is a valid patent for an effective ingredient of an original drug based on
patent information on the original drug that was reported by the original drug
manufacturer ("drug patent information report sheet"), marketing approval is not to be
granted for a generic drug based on guidance under a Ministry of Health, Labour and
Welfare's notice addressed to the prefectural heads of hygiene departments and
bureaus, etc.’® so as to prevent the occurrence of a problem with the stable supply of
the generic drug product due to patent infringement litigation, etc. after the start of
the marketing of the generic drug.®® However, this provision of information on actual
operations is on a voluntary basis and is not made available to the public.

As a whole, in Japan, it is made a principle that "a generic drug is not
approved if there is a patent for an effective ingredient of the original drug."

As a means thereof, an applicant for a generic drug is required to "make
adjustment for an item involving concerns about a patent among the parties in
advance of the National Health Insurance Drug (NHI) listing of a generic drug and
take the listing procedure only if the item can be stably supplied."”

66 Judgement of the Second Petty Bench of the Supreme Court of April 16, 1999 (1998 (Ju) 153) (Minshu,
Vol. 53, No. 4, at 627) [pancreatic disease therapeutic agent case].

"Where a person holds a patent for a chemical substance or a drug containing it as an effective ingredient,
it is reasonable to understand that a third party's act of producing a chemical substance or a drug that falls
within the technical scope of the patented invention and conducting a test necessary to obtain a material to
be attached to a written application for approval prescribed in Article 14 of the Pharmaceutical Affairs Act
by using the produced chemical substance or drug during the duration of the patent for the purpose of
filing the application for approval in relation to the manufacturing of a generic drug with the aim of
manufacturing and marketing the generic drug after the expiration of the duration of the patent falls under
the 'working of the patented invention for experimental or research purposes' referred to in Article 69,
paragraph (1) of the Patent Act and does not constitute infringement of the patent."”

Competition and Incentives for Research and Development in the Drug Market — Through Verification of
Impact that the Entry of Generic Drugs Had on the Market, Japan Fair Trade Commission, pages 13 to 15.
"Handling of Drug Patent Information in Relation to Application for Approval" (Pharmaceutical Affairs
Council's Notice No. 762 of October 4, 1994) and "Handling of Drug Patents in Relation to Application for
Approval of Generic Drug for Medical Use under the Pharmaceutical Affairs Act and NHI Price Listing"
(Notice of the Director of the Economic Affair Division of the Health Policy Bureau No. 0605001/Notice
of the Director of the Safety Division of the Pharmaceutical and Food Safety Bureau No. 0605014 of June
5,2009).

9 https://blog.goo.ne.jp/hatatomoko1966826/e/0b21b3ab697d71c3bclfff7d43108e35

67

68



That is, in the case of filing an application for a generic drug, a generic drug
company is required to file it after the end of the reexamination period, to examine
whether there are substance patents or use patents for the effective ingredient of the
drug, and to attach material showing that the drug can be promptly manufactured and
marketed after approval if there is any substance patent or use patent. In addition, in
the case of desiring to list an item that seems likely to cause a patent dispute, a
generic drug company is sometimes required to make adjustments with a new drug
manufacturer, who is the patentee, in advance (preadjustment procedure) and take the
listing procedure only if the item can be stably supplied and to submit materials that
can objectively prove that stable supply of the item is possible (a written consent, etc.

of the patentee (original drug manufacturer, etc.)) as needed.’®
2. Problems with the Current System

In Japan, a patent linkage system in a full-fledged sense has not been
introduced. However, as mentioned above, where there is a patent for an effective
ingredient of an original drug based on patent information reported by the original
drug manufacturer (drug patent information report sheet), marketing approval is not
granted for a generic drug. Therefore, in a broad sense, Japan can be considered to
have already been operating the Japanese-style patent linkage system. The Japanese-
style patent linkage system was first introduced in 1994. At first, the system had been
operated only in relation to substance patents. It is considered that the Ministry of
Health, Labour and Welfare started operating the system in relation to substance
patents on which it is easy to make a determination because it is not an expert in
patents. However, in 2009, the scope of subject patents was expanded, and use patents
became subject to the system in addition to substance patents.

Although the Japanese-style patent linkage system has a relatively long
history, it is said that only about three years have passed since the system started to
be discussed in a full-fledged manner in Japan. It is a fact that there are still not many
experts and persons who have an interest in the system. However, the system is
expected to attract increasing interest in the future.

The following are problems with the current Japanese system that the author
came to know through interviews with persons involved in the Japanese academic

circles and industry and related seminars.

7% Same as above.



(1) Uncertainness of the System

The system is not a system based on law but is a handling as administrative
practice. Therefore, intellectual property right researchers also actually do not know

much about this system.

(2) Expertness

The Ministry of Health, Labour and Welfare is not an expert in patents. It is
questionable whether it can effectively determine relevance between approval and a

patent.

(3) Transparency

The problem of transparency may be slightly corrected by a notice of February
23, 2018,71 but there are still problems. It is a fact that the system still lacks
predictability and objectivity.

Approval of a drug based on prearrangement is probably not granted for a
generic drug that is feared to infringe a patent. This is not based on law though it is
related to the people's rights. Furthermore, only the parties can know the situation of
consultations, and the situation of consultations is not transparent and the content of
consultations is also unclear.

There is a list of substance patents and use patents that covers original drugs.
However, this list is prepared based on lists submitted by patentees and is not

available to the public. Therefore, it is difficult for third parties to know this list.

3. Possibility of Introduction of a Full-Fledged Patent Linkage System

Japan is a party to the TPP, but it is questioned whether Japan must introduce a
full-fledged patent linkage system.

At the time of TPP negotiations, the entire Japanese industry stood in
opposition to the introduction of a patent linkage system. In particular, the generic
drug industry was fiercely opposed to the introduction, and there were concerns about

the frequent occurrence of litigations like in the United States. There was a worry that

"l Same as above.



the introduction would rather require unnecessary costs and time for litigations than
promote the market entry of generic drugs. Furthermore, there were many opinions
showing adverse reaction to the introduction of a new system, the result of which is
hard to predict, in the situation where Japan had already operated the current
Japanese-style patent linkage system and the system had been operated without any
big problem.

The patent linkage system was suggested based on the assertion of the United
States, but the patent linkage system under the TPP is a very relaxed one unlike the
system under the South Korea-U.S. FTA. The industry was persuaded to accept the
provision of the patent linkage system for TPP based on the idea that the current
Japanese practice would hardly be changed even if the patent linkage system is
introduced in Japan under the TPP.

In general, from the perspective of the Japanese industry, it is the prevailing
view that it is undesirable to introduce the U.S.-style patent linkage system, the
impact on the industry of which cannot be confirmed, because Japan has already been
operating its own patent linkage system though there are a few problems, such as lack
of transparency.

The aforementioned conclusion was probably drawn due to integration of
Japan's unique method of operating the system, national character that does not like

adventures and changes, and above all, social atmosphere that does not like litigation.

4. Future Direction

In Japan, the reexamination period can be extended up to 10 years, and it is
impossible to file an application for a generic drug during the reexamination period.
Therefore, it can be considered that original drugs have already been sufficiently
protected. Consequently, oppositions to the necessity of introduction of the U.S.-style
patent linkage system are also sufficiently convincing in a certain sense.

From the perspective of original drug manufacturers, they oppose the
introduction of the system on the grounds that the U.S. system involves significant
costs and that litigations will be blindly filed. From the perspective of generic drug
companies, many of them consider that the current system is also sufficient because it
is possible to enter the market by invalidating patents through the system of trial for
invalidation. At present, the Japanese patent linkage system does not require the

settlement of a trial for invalidation, and if a trial decision to the effect that the patent



is invalid is rendered, an application for approval of a generic drug is accepted.
Although around one year is required before the rendering of a trial decision to the
effect that the patent is invalid, a generic drug company can obtain approval of the
generic drug with no problem in terms of time by filing a request for a trial for
invalidation six months before the end of the reexamination period.

In addition, although Japan has no explicit Bolar provision that is like the one
in South Korea, the Supreme Court of Japan has determined that the act of conducting
a test for filing an application for approval of a drug by producing and using a
chemical substance or drug that falls within the technical scope of a patented

n

invention during the duration of the patent falls under the "working of the patented
invention for experimental or research purposes" and does not constitute infringement
of the patent.”” In this manner, it is widely thought that the Bolar provision is not
necessary in Japan because there is said Supreme Court decision.

Piercing these together, it was concluded that it is more desirable to alleviate
problems with the current Japanese system and restructure the Japanese-style patent
linkage system than to introduce the U.S.-style patent linkage system.

However, the largest problem is that the Ministry of Health, Labour and
Welfare's patent list, which forms the basis of the patent linkage system, exists in
Japan but is not publicly available. Furthermore, another problem is that despite great
difficulty in determining the scope of rights of a use patent, the Ministry of Health,
Labour and Welfare determines whether a drug falls within the scope of rights and
does not grant marketing approval if the drug is likely to infringe the patent.
Responsible persons at the Ministry of Health, Labour and Welfare are experts in
drugs, but are not experts in patents. If, despite that fact, approval of a drug is not
granted for a generic drug that is likely to infringe a patent based on the Ministry of
Health, Labour and Welfare's determination, it is likely to further delay the market
entry of the generic drug.”’

It is necessary to go through the following two stages in order to market a drug.

Marketing approval of a drug — NHI price listing — Marketing

That is, even after obtaining marketing approval of a drug, it is impossible to

sell the drug if the NHI price is not listed. In such sense, generic drug companies can

2 Judicial precedent cited above (note 66).

3 From the perspective of practitioners, it was also pointed out that "For cases that are likely to cause a
dispute, responsible persons at the Ministry of Health, Labour and Welfare tend to draw a conclusion in the
direction of not easily granting marketing approval."”



be considered to be double-checked in terms of a generic drug's relationships with a
patent. Therefore, the market entry of generic drugs is forced to be even later. It is
considered possible to further promote the market entry of generic drugs if marketing
approval is granted for an application for marketing approval of a generic drug where
the generic drug fulfills requirements necessary for marketing approval, such as
efficacy and safety information, and the issue concerning relationships with a patent
is evaluated at the time of NHI listing.

The following matters need to be considered in the case of introducing the

U.S.-style patent linkage system.

(1) Patent List

For example, there is no separate procedure for patent listing, such as a patent
list, in Australia, and patents registered with the IP Australia as a whole become
subject to application of the system. On the other hand, drug patents are listed in the
Orange Book, the patent list, etc., respectively, in the United States, Canada, and
South Korea. Opinions were divided regarding which of these two methods is better to
be adopted in Japan (if a patent list is necessary or not necessary). First, those who
affirm the necessity of a patent list think that it is desirable to establish a patent list
in consideration of time-saving and its role as patent information. Those who deny the
necessity of a patent list say that it is better if there is no list like Australia though it
is necessary to think whether preparation of a patent list is necessarily advantageous

to patentees. Infringement litigation occurs even if a patent is not registered.

In the case of preparing a patent list, it is questioned whether to conduct
substantial examination. For example, in the case of the United States, substantial
examination is not conducted on an application for listing in the Orange Book.
However, in the case of South Korea, a patent needs to go through substantial
examination to become subject to listing. As a result of asking intellectuals in Japan
about which of the aforementioned two methods is better to be adopted in Japan, some
raised the question of whether it is just possible to conduct proper examination. This
is a question of whether responsible persons at the Ministry of Health, Labour and
Welfare, who are not experts in patents, can accurately determine relevance to a
patent despite the fact that even the court's opinion is sometimes divided over one

case. In light of this, there was a suggestion that it is a more realistic measure to aim



at solution of the problem not by conducting examination but by publishing a list of

patents for which a patentee filed an application for listing.

(2) Measures for Marketing Prevention

Regarding measures for marketing prevention, the prevailing opinion was that
automatic stay of the approval procedure like that in the United States is not
desirable. It is better to make it possible for the Ministry of Health, Labour and
Welfare to make a determination like South Korea. There is an opinion that it is
appropriate to stay the approval procedure only where certain requirements are
fulfilled after examination by the Ministry of Health, Labour and Welfare, and there is
also a view that it is important to make a determination at least in relation to
formality. This means that "There is no automatic stay in the Japanese system. It is of
Japanese style that the Ministry of Health, Labour and Welfare makes a determination

after receiving an application from a patentee."

(3) Generic Exclusivity

Regarding generic exclusivity, many interviewees were skeptical of the
introduction of generic exclusivity on such grounds as that "Generic exclusivity is a
good system for generic drugs but it has no advantage for original drugs. In Japan,
many advantages have already been offered to generic drugs, including the NHI drug
price scheme." There was also an opinion that it is better not to introduce generic
exclusivity in Japan because if generic exclusivity is introduced, challenges to patents
will increase and litigations are likely to be blindly filed. On the other hand, there
was also the following view: "In the case of Japan, it is impossible to obtain
marketing approval during the duration of a patent without invalidating the patent.
However, in order to invalidate a patent registration, big burdens (cost and time) are
necessary. An incentive is necessary because it is necessary to ensure that generic
drugs promptly come out in relation to a questionable patent. It is necessary to give
an incentive to a person who won a trial for patent invalidation to the extent of not
violating the Act on Prohibition of Private Monopolization and Maintenance of Fair

Trade, etc."



V. Conclusion

1. Equilibrium Point between Protection and Exploitation

The South Korean patent linkage system was rather introduced through
legislation for performance of the South Korea-U.S. FTA than was voluntarily
introduced as needed for the environment of the domestic pharmaceutical industry.
However, the South Korean government is continuously making efforts to design the
legal system as the South Korean-style patent linkage that suits the environment of its
own pharmaceutical industry, and the system is evaluated as having been actively
established to a certain extent at the present time after three years have passed since
the full-fledged enforcement of the system.

The United States has continuously increased the level of protection of
intellectual property rights, but in its own legislation, consideration has been given so
that the rights of creators of intellectual property rights and the right to access of
users who intend to use intellectual property can maintain balance, by considering
measures for activating exploitation as well as strengthening of the level of
protection. This is also very clear from the purpose and content of the Hatch-Waxman
Act, which is the representative provision on drug-related intellectual property rights.
On the other hand, if the United States requires a third country to protect intellectual
property rights at a high level that is equivalent to the level in the United States in
FTA negotiations with the third country and the third country, which differs from the
United States in the legal system, increases the level of protection to the same level as
the United States, a problem of disharmony between the rights of right holders and the
right to access of users can arise. Therefore, it is necessary to develop the legal
system so that the right to access of users is guaranteed at the same level as the level
of strengthened protection of right holders, and it is also necessary to exercise
ingenuity in terms of operation so as to ensure that those rights are also appropriately

harmonized in terms of legal interpretation.
2. Generic Exclusivity (Exclusive Marketing Approval)

Whether to grant generic exclusivity can be considered as a theme that is
central to the building of a patent linkage system. In the case of South Korea, there

were also arguments for and against the introduction of generic exclusivity at the time



of designing the patent linkage system. In the end, the South Korean government
decided to introduce generic exclusivity. However, the South Korean-style patent
linkage system is designed in the direction of restraining the occurrence of side
effects, such as reverse payment, in consideration of the reality of the South Korean
litigation system and drug industry.

In the case of introducing generic exclusivity, there are many matters to be
decided. Examples of such matters are how to identify a person who filed the first
ANDA and won patent litigation, how long the period of generic exclusivity should
be, from what date the period of generic exclusivity is reckoned, and in what cases
generic exclusivity is forfeited. In designing a specific implementation plan, it is
necessary to remember that the U.S. patent linkage system is a result of great
compromise between the opposing parties after a long-term conflict between them. In
addition, it is also necessary to consider the reason why our society grants a patent to
a person who disclosed new technology. Exclusivity inhibits competition, and it is, in
principle, prohibited by antimonopoly law. However, legitimacy of granting of
exclusivity is sometimes recognized based on a social agreement. Does a person who
developed and disclosed new and useful technology naturally have the right to obtain
a patent? Should a patent be an exclusive right? Should the duration of a patent be 20
years? All of these questions are issues that should be determined in terms of policy.
The original knowledge and information are for all and must be freely available to
everyone, but exclusivity is granted based on a policy agreement. The period of 20
years is also nothing more than the period determined based on a social agreement.
That is, 20-year exclusivity is granted based on a social agreement, taking into
account that if the 20-year period is shortened, exclusivity cannot serve as a sufficient
incentive to create new technology while if the period is longer than 20 years,
exclusivity prevents the smooth utilization of technology. Therefore, the biggest key
in designing a specific system is probably to draw a policy agreement among all
constituent members of society, including patentees, generic drug companies, and
consumers, so that introduction of the system will serve as a stepping stone to a new
leap of the pharmaceutical industry. It is necessary for the JPO, the Ministry of
Health, Labour and Welfare, the Japan Fair Trade Commission, and other related
organizations to establish and implement the framework for the system in cooperation
with each other based on the agreement drawn in such manner.

Japan has already been enforcing its own patent linkage system. However, it

has yet to implement a patent linkage system in a full-fledged sense that includes a



notice to a patentee and measures for marketing prevention. Moreover, the United
States has drastically changed the patent linkage system through the legal amendment
in 2003 in order to alleviate various problems that appeared in the implementation of
the system. In the case of introducing the patent linkage system that started in the
United States into a country that differs from the United States in law, systems, and
industrial environment, it is probably impossible to design a perfect system from the
beginning. However, it is necessary to design the system so that the interests of both
parties can be balanced by using trials and errors in countries that have already
implemented the system as teaching materials by negative example and by keeping in
mind that the purpose of the system is to promote the market entry of generic drugs by
ensuring that patentees are granted legitimate and sufficient compensation for the
development of new drugs and by providing those who have promoted the market
entry of generic drugs with incentives therefor. By designing the system in such
manner, it is probably possible to make a success of designing of the Japanese-style

patent linkage system.
3. Toward the Global Market

A small number of multinational drug companies are playing a leading role in the
market in the drug field. The top 10 companies, including Novartis and Pfizer, account for
40% of the global drug market. For example, in the case of South Korea, its domestic
market accounts for only about 2% of the global drug market, and it is almost impossible
for South Korean drug companies to grow into a global drug company only through
development of the domestic market. In the case of Japan, the size of the domestic market
can be considered relatively large compared to South Korea, but Japan's market share of
drugs, particularly generic drugs, cannot be considered large compared to other countries.
It is necessary to actively seek advancement to the global market in consideration of the

tendency to favor original drugs over generic drugs.”*

" From the perspective of consumers, it is desirable to activate the dissemination of generic drugs. In Japan,
health-care professionals once called generic drugs "zoro" and showed disdain for them. The dissemination
of generic drugs was as slow as a turtle because generic drugs lacked quality reliability (for example, they
were clearly less effective) compared to original drugs. However, the Ministry of Health, Labour and
Welfare started to actively use the expression "generic" that means a general name, and not "zoro" but
generic drugs have gradually come to be recognized. The dissemination of generic drugs contributes to
reduction of burden on patients and improvement of medical insurance finance. The Japanese government
is actively promoting the dissemination and says that it aims to have generic drugs account for 80% or
more of all drugs as early as possible before the end of FY2020.
(https://blog.goo.ne.jp/hatatomoko1966826/e/0b21b3ab697d71c3bc1{ff7d43108e35)



In considering development of the first generic in the future, it is necessary to
keep in mind not only the domestic market but also the overseas market, in particular,
the possibility of advancement to the U.S. market where the patent linkage system has
been implemented in advance. As huge profits can be gained during the 180-day
period of generic exclusivity in the United States, sales channels can be ensured
through a consignment agreement with a U.S. drug company just by obtaining generic
exclusivity. On the other hand, although the largest drug market is still the U.S.
market, the Chinese market is emerging as a new market. In particular, the
China Food and Drug Administration (CFDA) published a draft amendment to the
registration of imported drugs in March 2017, which is expected to accelerate entry of
foreign drug companies into China. Therefore, interest in and preparation of measures
for the Chinese market are also required.

It would be appreciated if this research report is of help to understand each
country's patent linkage system and to build the Japanese-style patent linkage system

and have it be well-established.
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L, B HRPALEZTRICET 26D THLLI a0 T B LRy, Ledo
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T, FrRr sk ) A P OEEINZHIRT RPN, Zhickh, BicY

15 21 CFR 314.53, Submission of Patent Information.
16 319 2 TH HPAXILE M,
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1721 U.S.C. § 355(3) (5) (C) (ii).

1821 U.S.C. § 355(j)(5) (B) (iv) (I).

1 21 U.S.C. § 355(3)(5) (D): 180F M 54 DI E (Forfeiture of 180-day exclusivity period)
1RO E, IO =%V v ZHAHRHFEADBDKRDONTNNENE ETOEELZHR L TWARWEES,

S B0V 2R v 7 FREZT NG, XIERYIIO T =3 U v 7 A HEED 5302 A AfE L7z 3 »
575H [#,

- M NETHEEREEL V) EFEMRLLIE, XEIETFEDIL 2 VI EEERBLZEEE
(settlement) OIIKWRREN LI NTHLTEH, XITHBEORH R AL U7 v 7 hhHIBRENTZ & X
M550,

IO =Y v 7 EELOFR RGN T on-8Ee,

HFFFOBGR (paragraph IV) #ZEF L7720, fEIL7ZY LizG6a,
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B GRHTERRTRMERE IRFTHER LV = R ) v AL OO b T A MEREK & W D BRI O &Rk & 20 -
REND ST 6,

6. Paragraph IVZ$#EH L7 X COBRGEREFOFHIE A6 T L2HE,
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@ISOHD Y = x U v 7 E¥EOBIRH
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VeV y 70RO ERE R (TRAIOMRTE HBEL]) XIZANDAH GE A 25 #E
MThHorN, FRETHDIZIEEZFELE/FFICOVWT, TOFOHRMES
Sl (THRHE O] ICHBSNZ, L2l BifREFLANSKT LR
WA, VXU v 7 A=A =3, ARBRICBW TR TR TR TR &Rz
THAEOBRERESETLEZEZELT, VXV v 7 EEKERESICRITET L L
MNTERVEWVWSIEEND o72, £ Z T, Medicare Act 2003 TiX. 180H ®
eax Uy M EHBOEREEZRVORTEHRBICEREL T, 77— A Y
XYy 7 A=A —NPI80HDY =x U v 7 MEHEZPERICEZTEL L1
EIE L%,

®FrE &

Gilg

D i 5

iR LV =23 ) vV HELFMOREICIDBEFITAHANHERT 25 2 LI X
D, FBEOHBOAEEIL, FICE AliE4E (Department of Justice, LAF [DOJJ &
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20021 U.S.C. 8§355(j)(2) (B) (ii) (I). “... not later than 20 days after the date of the
postmark on the notice with which the Secretary informs the applicant that the
application has been filed.”

21 Medicare Act 2003, §1102(b) (1).

22 Medicare Modernization Act, Pub. L. No. 108-173, 117 Stat. 2066, § 1112 (effective Dec.
8, 2003) (codified at 21 U.S.C. § 355 nt. (2006)).
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BTE, FBS5E. T3H (20114F), MX = A [#ELEIRS OF A - R 784 i B8 A & 56 R A I B
TOHBENITE] mBRFE LR, 2016460 . 37H,

24 Patented Medicines (Notice of Compliance) Regulations (SOR 93-133) §4(6).
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%5 Patented Medicines (Notice of compliance) Regulations (SOR 93-133) §5(1).
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29 TGAct 26C(3).
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30 TG Act 26C(5) & NG Act 26C(6).
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