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Foreword

The Foundation for Intellectual Property, Institute of Intellectual Property conducted the 2019
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. JO, Jaeshin,
Professor of Innovation Center for Engineering Education, Chonnam National University, an invited
researcher at our Institute.” We hope that the results of his 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 2020

* Period of research in Japan: From December 23, 2019, to February 26, 2020
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Abstract

The development of a "blockbuster” was a business model of the pharmaceutical industry in the
1990s. However, sales dramatically decreased as a result of the gradual reduction of the number of
new blockbuster medicines and the expiration of patent rights for them. A method called Drug
Repositioning (DR) that utilizes medicines for which manufacturing approval has already been
obtained and the active components of medicines for which development was discontinued has
recently been attracting attention. Matters that could not be assumed in the past have recently
become problems in each country due to the operation of various systems for raising national
competitiveness through medicines.

This research deals with recent issues regarding medicine-related patent systems, including the
extension of the term of a patent right based on permission, etc., construction of claims for a
product described as a manufacturing process (PBP), eligibility for a patent of hazardous
substances such as poisons, advisability of granting a patent to a medical activity such as a method
of medical care or diagnosis, and restrictions on the effect of a patent right for a patent of which
the term was extended, and conducts comparison and analysis in relation to the situation where
redevelopment of related legal provisions and examination guidelines is necessary due to factors
including related judicial precedents and laws and regulations and changes in the examination
requirements.

Countries should operate a system that is the most matched to the actual conditions of the
medical policy. However, whether such system perfectly fits in with each country's own interest is a
difficult issue. Therefore, countries need to harmonize systems by reflecting international trends in

reference to other countries' systems.

Summary

Matters that could not be anticipated in the past have become problems in each country due to
the operation of various systems for raising national competitiveness through medicines.

The main purpose of this research is to promote harmonization of medicine-related patent
systems by dealing with general problems with medicine-related patents in South Korea and Japan,
countries where the systems are similar to each other, and by additionally dealing with the
operation of systems in individual countries.

Chapter II deals with a theme about the extension of the term of a patent right based on
permission, etc.

There are two forms of registration of extension of the term of a patent right in South Korea.



One is a system where, when the registration of establishment of a patent right is delayed for four
years or more from the filing date of a patent application or three years or more from the date of
filing a request for examination of a patent application, the term of the patent right is extended
based on either of the aforementioned two periods whichever is later.! Another is a system of
extension of the term of a patent right based on permission, etc. under other laws or regulations.
Such system has been in effect in South Korea, Japan, the EU, and other countries since it first
came into force in 1984 in the United States. This research deals only with the medicine-related
content regarding the system of extension of the term of a patent right based on permission, etc. as
its theme. The systems of extension of the term of a patent right based on permission, etc. under
other laws or regulations are operated around the world, and all of those systems are similar in the
basic concept of extending the term of a patent right. However, there are a few differences among
individual countries' systems. This research is intended to compare differences among countries
and promote the international harmonization of systems of extension of the term of a patent right
based on permission, etc.

There are the following ideas regarding the direction toward harmonization of the systems.

(1) With regard to the period of extension, it is considered desirable to adopt a system where,
when the remaining period of the term of a patent right is 14 years or more, the term is terminated
when 14 years pass, like the United States.

(2) With regard to the period during which an application for extension can be filed, it is
desirable that South Korea adopts the practice where an application for registration of extension
can also be filed even after six months before the expiration of the term of a patent right if a
document certifying delay of permission, etc. is submitted, like Japan. In addition, South Korea has
not established a system of subsequent completion of procedure in relation to the system of
extension of the term of a patent right, but it seems that it needs to amend related provisions.?

(3) With regard to the case where multiple patents exist in relation to one permission or
registered matter, it is considered desirable in consideration of the purpose of the system of
registration of extension of the term of a patent right and the interests, etc. of patentees and the
general public that Japan adopts a system in which the term of only a single patent right can be
extended in relation to one or many permissions, like the United States, Europe, and other regions.

(4) With regard to inventions subject to an application for registration of extension, Japan
enumerates dispositions that serve as a ground for registration of extension in Article 2 of the Order

for Enforcement of the Patent Act. However, there is no provision stipulating that the active

! Jo Jaeshin, "Consideration of Revised Patent Law according to the Korea-U.S. Free Trade Agreement," Hogakuronso, vo
1. 32, no. 3, 49-83, p. 61.
2 Article 17 of the Patent Act of South Korea (Subsequent Completion of Procedure).



component of a permitted medicine must fall under a new substance, and Japan's system differs
from South Korea's system in that the scope of permission subject to extension is broader in Japan
than in South Korea. Therefore, it is considered desirable that Japan considers a system in which
term is extended only in relation to new substances.

Chapter III deals with a theme concerning the scope of claims for a product described as a
manufacturing process (PBP; Product-by-Process).

In South Korea, the Supreme Court of South Korea has recently rendered in an en banc decision
ruling that where the scope of claims is described as a manufacturing process, novelty or
involvement of an inventive step must be determined without regard to parts expressed as a process.
That is, a manufacturing process is one means of identifying the structure, nature, etc. of a product
that is the end product and merely has a meaning as such. Therefore, it is necessary to understand
the invention as a "product" that has a structure, nature, etc. identified by all the statements in the
claims and closely study whether the invention is novel and involves an inventive step, etc. by
comparing it with prior art that had become publicly known before filing of the application. As
there are differences not only in the examination practice of countries but also in the construction,
etc. of the scope of claims in trials and infringement lawsuits, international harmonization should
be promoted through comparison of practice relating to the scope of claims of a product described
as a manufacturing process in each country and differences among countries' practices.

(1) Looking at each country's stance on the construction of PBP claims at the time of making a
determination concerning fulfillment of the requirements for patentability, decisions of the United
States Court of Appeals for the Federal Circuit® at the stage of granting a patent and USPTO's
examination guidelines adopt the stance of the substance theory to the effect that a decision on the
patentability of PBP claims is based on a relevant product per se and unique structural features
which a manufacturing process gives to the end product must be taken into consideration.*

The Guidelines for Examination in the European Patent Office provide as follows, and the EPO
takes the stance of the substance theory:® "Claims for products defined in terms of a process of
manufacture are allowable only if the products as such fulfil the requirements for patentability, i.e.
inter alia that they are new and inventive ... A product is not rendered novel merely by the fact that
it is produced by means of a new process. ... , it is still directed to the product per se."®

Countries around the world, in principle, have mostly common examination practice based on

the substance theory in relation to the time of making a determination concerning fulfillment of the

3 In re Thorpe, 777 F.2d 695 (Fed. Cir. 1985); In re Marosi 710 F.2d 798 (Fed. Cir. 1983).

4 USPTO MPEP, "2113 Product-by-Process Claims."

5 T205/83(0J 1985,363). o|& (A AHA LS A e 3,7 7HAA AL

¢ Guidelines for Examination in the European Patent Office, Part F-Chapter IV 15, "4.12 Product-by-process claim."



requirements for patentability. However, in Japan, based on a decision of the Supreme Court of
Japan in 2015, unauthentic PBP claims are deemed to have a reason for deficiency in the
description, and such description is not permitted and only authentic PBP claims are permitted.

(2) Looking at each country's stance on the construction of PBP claims at the time of
infringement, Japan adopted the substance theory, regardless of whether claims are authentic or
unauthentic PBP claims, in the Supreme Court decision (decision of the final appellate court in
relation to a decision of the Grand Panel of the Intellectual Property High Court on a case to seek
an injunction against patent infringement) in 2015. However, the Supreme Court strengthened the
description requirements for the scope of claims and deemed that the clarity requirement is not
fulfilled if claims are substantially unauthentic PBP claims at the time of filing an application, and
did not permit such description. However, there are many criticisms against such clarity
requirement for the scope of claims held in the Supreme Court decision.

The United States had adopted the manufacturing process limitation theory. However, it
subsequently temporarily adopted the substance theory in the Scripps decision but returned to the
manufacturing process limitation theory in the Atlantic Thermoplastics decision and confirmed
adoption of the manufacturing process limitation theory in the Abbott Labs decision.’

Regarding construction of PBP claims at the time of infringement, Germany and Japan provide
absolute protection as an invention of a product through the substance theory. On the other hand,
the United States and the United Kingdom set restrictions through the manufacturing process
limitation theory.

South Korea, in principle, adopts the substance theory, but there is a room for the possibility of
imposing restrictions on the scope of protection by adopting the manufacturing process limitation
theory if the scope of rights becomes excessively broad.

In such manner, most countries generally conform to the substance theory at the time of making
a determination concerning fulfillment of the requirements for patentability, and countries slightly
differ from each other at the time of infringement.

(3) Regarding harmonization of application of the substance theory and the manufacturing
process limitation theory at the time of infringement, there is still disagreement about whether the
scope of rights is limited by a manufacturing process described, as closely studied above, when
construing PBP claims at the time of infringement although a long period of time has passed.

South Korea has made clear that PBP claims absolutely fall under inventions of products and

that manufacturing processes are not at all an element to be considered since the en banc decision
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of the Supreme Court of South Korea on 2011 Fu 927 in 2015.
Article 42, paragraph (6) of the Patent Act of South Korea provides that "The scope of claims
. shall state such matters regarded necessary to specify an invention as structures, methods,
functions and materials or combination thereof to clarify what to be protected." Japan also newly
established the following provisions (Article 36, paragraph (5) of the Patent Act) to make it
possible to state claims in various ways based on the applicant's choice, irrespective of the structure
of the invention: "the patent applicant must state all matters that the applicant finds to be necessary
for defining the invention for which the patent in sought, separately for each claim."

Such provisions mean that the mere fact that an invention is described by PBP claims cannot be
considered to constitute a failure to fulfill the description requirements because the form of stating
PBP claims is a matter to be chosen by a patent applicant.

In consideration of international trends and harmonization, it is considered desirable to permit
PBP claims only where a structure can be limited only by a manufacturing process, for example,
where the structure of a novel product is unknown or its nature is unknown.

Moreover, in the case of an invention of a product in the field of chemistry and alloy or the field
of biology, it is difficult to identify a product without depending on a manufacturing process in
many cases. Therefore, it can become one means to handle such inventions as those that differ from
general inventions of products.

(4) With regard to the harmonization of the dualistic construction of the scope of claims and
application, there are the unitary theory that claims should be construed based on the same
standards at the "time of making a determination concerning fulfillment of the requirements for
patentability" and the "time of making a determination concerning infringement" and the dualistic
theory that claims should be construed based on different standards. Examining each country's
stance, Japan and the EPO apply the unitary theory and most of other countries apply the dualistic
theory.

It is considered as desirable application to broadly construe PBP claims by deeming the relevant
invention as a product according to the substance theory at the "time of making a determination
concerning fulfillment of the requirements for patentability," make it possible to limit rights
through amendment at the examination stage and through correction at the stage of trial for patent
invalidation, and limit the scope of rights within the scope of the manufacturing process according
to the manufacturing process limitation theory at the "time of making a determination concerning
infringement."

Chapter IV deals with a theme about the eligibility for a patent of toxic or hazardous
substances.

All countries consider toxic or hazardous substances, etc. to be unpatentable, and South Korea



and Japan seem to be basically in harmony with each other.

In addition, when making a determination concerning fulfillment of the requirements for
patentability in relation to a toxic or hazardous substance, etc., an invention of toxicity per se is
considered to be unpatentable and is rejected in most cases, and it was also revealed that such
invention is, in practice, rejected for the reason of non-fulfillment of the description requirements
of a description or lack of inventive step in some cases.

However, due to cases such as the case where silver nanomaterial that had been known as one
that is beneficial to the human body in the past was revealed to be a chemical substance that is
harmful to the human body, there has been increasing need for an institutional measure whereby a
patent is not granted to a patent application for an invention: to which a chemical substance that is
likely to impair human health is applied, by considering whether or not the invention is
unpatentable in the patent examination process. Therefore, it is considered desirable that countries
share information about toxic substances, restricted substances, prohibited substances, substances
that require accident response, hazardous chemical substances, priority management substances, etc.
and cooperate with each other.

Chapter V deals with a theme about medical activities, such as methods of medical care or
diagnosis.

As methods of surgery, therapy or diagnosis, for which the human body is an essential
constituent element are related to human dignity, inventions of medical activities for humans are
handled differently from other inventions under patent law. As an example, as there are several
hundred kinds of anticancer drugs and it is impossible to administer all anticancer drugs to a patient
in order to know what anticancer drug is the most adapted to the patient, it is important to
administer the most adapted anticancer drug according to the condition and genes of the patient.
Such dosing strategy can be a method of therapy in the end.

An invention of a method of diagnosis has recently been rejected in the final appellate instance
in the United States. Each country operates a system that slightly differs from other countries'
systems. Therefore, it is desirable to closely study examples of lawmaking in each country and
promote international harmonization.

The United States has taken a stance of active patent protection for medical activities, but
recent judicial precedents take a considerably backward stance. In the United States, patents were
granted for inventions that optimize the dosage of a drug according to individual patients, but many
such inventions have not been patented on the grounds of lack of the eligibility for a patent since
the Mayo decision in 2012.

In this manner, inventions of medical activities have been rejected on the grounds that they lack

the eligibility for a patent because they go against the laws of nature in recent decisions in the



United States, a country that had actively protected medical activities.
On the other hand, regarding medical activities, the TRIPS Agreement provides that medical

activities are "unpatentable," and based on this, Europe has changed its rule: medical activities,
which were denied patents on the grounds of lack of industrial applicability, are now treated as
"unpatentable" subject matters.

In Japan, methods of surgery, therapy or diagnosis are not considered to fall under the
"industry," category, but patents are not granted for medical activities on the grounds that medical
activities are not industrially applicable. In South Korea, patents are also not granted for medical
activities on the grounds that medical activities are not "industrially applicable."

In conclusion, all countries are similar to each other in that patents are not granted for
fundamental medical activities, and patents are not granted for them on the grounds that they are
not "eligible for a patent" in the United States, on the grounds of existence of a ground for
unpatentability in Europe, and on the grounds of lack of industrial applicability in South Korea and
Japan.

However, the Japanese Examination Guidelines define medical activities as methods of surgery,
therapy or diagnosis of humans "practiced by medical doctors (including those who are directed by
medical doctors; the same applies hereinafter)." In South Korea, medical activities refer to the
activities of surgery, therapy or diagnosis of humans practiced by medical personnel or those who
are directed by medical personnel based on knowledge of medicine. Medical activities practiced by
those other than medical personnel are widely handled as those lacking industrial applicability if
they are considered to be inventions of methods of treatment for therapy or prevention of a human
disease or those for enhancement or maintenance of health conditions in light of the purpose,
structure, and effect, etc. of the inventions. Under the Japanese Examination Guidelines, medical

8 in some

activities other than those practiced mainly by medical doctors fall under the "gray zone"
cases. Therefore, harmonization seems to be necessary.

Moreover, patents are granted for medical activities, but institutional measures in consideration
of human dignity are necessary. It is also considered desirable to make a special case: in which a
medical activity practiced by a medical doctor is not subject to an injunction against infringement
or compensation for damages, like the United States.

Chapter VI deals with a theme about restrictions on the effect of a patent right.

Out of the matters concerning restrictions on the effect of a patent right, the South Korean
system and the Japanese systems are compared in relation to "medical inventions in which two or

more medicines are mixed together and inventions of manufacturing processes in which two or

8§ A2, Av= 23 [vjojed~ide] 58] 374 FA4 2 Bo Wete] #gk Ay p. 35 (KIIP, 2018).
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more medicines are mixed together" and restrictions on the "effect of a patent right where the term
is extended,", and differences between them are closely studied. After that, harmonization of the
systems is promoted.

In both South Korea and Japan, when a specific usage of a product is prescribed in a permission,
etc., the extended patent right is only effective against the act of working the patented invention for
the product as it is used for that usage, and when another permission is obtained for usage that
differs from the usage prescribed in the permission, etc. that served as the basis for registration of
extension, the extended patent right is not effective against the act of working for that usage. This is
because, in the case of South Korea, the Patent Act merely provided that the extended patent right
is effective against the "working of the patented invention in relation to the product subject to the
permission due to which the extension of the duration has been registered," which means that the
Patent Act did not limit the scope of working covered by the extended patent right to the working
of the "product item" subject to the permission, etc., but provided for a broader scope that included
the working of the “product.”

The provisions on the effect of a patent right of which term is extended concern a system to
extend the term of a patent right to relieve a patentee who cannot substantially exercise the patent
right, and do not concern a system to enlarge the technical scope of a patented invention. Therefore,

it is considered unfavorable to apply the doctrine of equivalents from such perspective.

o th 9 2017. 11. 29. AL 20173882, 899 ¥4,
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QR B3 A68Z) 2014 "EH A E471cke] A 49 Fel 5H Ve F e

Y52 o) f7h 5t Ao POz 5

s 574 57 AA 9 3ol Gl I
5 Y

=3 o] A 9le] Blel = mHA of
&

AEo|A & 83 8o AWAY A4y Es]He] axdoo vz gdw gxHel
A 2= A ARG A FZE PR2SHE( V100463 ‘A EZSE g X)) 77T

MR R, B IR -REET TR 0 p. 182 (R, AI13%, 1998).
OpulifFah TR p. 353. (BASUE, 54N, 2019).
Y534 2013. 9. 5. 4131 2013312828 A [A] W FA(S)].
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1. Fia

BB ICBWTEERS N2 mO Tz [7a v 7 N2 % — (Blockbuster) | @
BAFE B 1990FRDEIRMELZDE TR AET IV THHTZN, REFEIZT Y I RAL—D
BB L, ZORFHENH T T2 8, B0 EFPRERT LIkt 225
T, LTI, T CICBERRE I - EIELCRRE A2 1L Lo EEOF A 215 H
3 %5DR (Drug Repositioning) &9 FENEHINTWD, FETIL, EHALEUCLE
FEip N anl&E BT 570Ilc, ZHERHELZERTLZ LI, BEICEETE 20
ST-FHENRMEE 72> TETWN D,

ABFFEO F 72 B9k, 6B 2 i B 1 o E3EB R O 2k e M-I >\ T
Y A RSB O [E Z & OFEERIZOWTER Y 2235, [ 3K B R
FEoFMEML 2 Lilhbd, MEOBEK B, FFIC, T EOFFAIEIC K 2 R HEA e B
LR & MEORGE FIENFLE S 7255 REFEICRET 2 REZ FITR0 k5 Z L1035,

OETIL, FFAFIC L D RFFEARIRBER ICOWTOEEEZ I #9,

HE[ENZ BT DR HE TR IE BB SR IX, —oDBER S D, —DlF. FFFkERE
BERDFFFTHRE B 2> DAFE SOIFFFR AR R A D3 BN TR SN2 GE . Rt
FHORFEIZLY, ERRoZ OO 9 H X 0BV O R & IR 2 4Tt
BELTHLH 2LV IHIHIETHDY b9 —Did, MOEFITHE S FFAEIC L DR
M OERHIE TH | KE TI98MEITRANTHE T STk, wE, HA, BU%E
DAETHITINTWD, RIFFETIX, %BFOFF I X 2 RO (Ee i o it & il
DL, ERICETINEOAZFEE L TRVES, tMOESICELIHFAEICLD
Frar bR R E R X, HAKE CHEA SN TEBY , FFTHEOFRMEZIEE T 5
VD AR SITETHELE TS, Lol EAOEI EIZHE T OMESBPEFEL T
WD, AW TIX, BEOMHERZ U 7% K 2 R HE Ao B A = 1 B D [
BRI A XA Z 2 B E T 5,

METIE, BEHEE LTSN PBP: 7a &7 k- XA - TrkR) ORFF
FEROFIHICHOWTOEEEZI YK 5,

BT, #EETIE, KEREEAHEEHRICB VT, g EE U CGEREHE 2 fi#4
DA, HiEE U CRB SN T E B9, v ST 2 1l U g g
RORWEHIR LT DR DD, Thbb, ®EHEIR &REENTH DM OHESD
WHEEEETD —OOFETHH- T, TOEREZAETHICBERNOT, EREOE

! Alazraki M. The 10 biggest-selling drugs that are about to lose their patent. Daily Finance, 27.2.2011
www. dailyfinance. com/2011/02/27/top-selling—drugs—are—about—to—lose—patent—protection-ready/ (retrieved
on 16.8.2017.)

2 Jaeshin, Jo [Consideration of Revised Patent Law according to the Korea - U.S. Free Trade Agreement ]
iR 3248 534, 49~83, p. 61,



TORBIC L > THESNLOIHESHE R ZH TS5 ) & LTHEEL., HEATNCAM
E RO TATEAN & LT, HilitE, EBMEER LD NENEFR LT TR b
W L7, FEOBFREERGOLZ2 LT, FH, REFRRISE T D56 REH O MR
W nb, FEIZKBIT S, WL S L TRHE S N2 D55 K ELDH 0 H K O
ERER L, BRI EXL~E TH D,

IVETIE, BUWE XIAEWE ORFFERIEIC O W TOTEZ RV %95,

et REE T DINB B m Al Dk, AMRISEF IS 0 1525 s E ISR
TORFFEAZRIL L, AME~OEEFEREZ AT 7DD AT LeBETTH L, =
PEVVE IR EWEBEDRIFIZOWTORE ORI E &2 i L, FAESE IV TEE
e a2 D& TH D,

VETE, BREOBETIEEDERITHICOVWTOTEEZRIH O,

NEZ IH DR SR &9 5 FAfr. R SUTZWIT B, AR OB & BEENH 5
DT, FFFHEIZBWTIE, AMZHRE T HERITRHOREH Z M OFEE &N HY #
STW5D, B, PrEAlOFEBITHERICEL. SARTUEAIN R BEFICHAT S
DB T-OIETOHEMZ BE RG22 LiTTER0nzD, BE ORER,
BT IICRbIEA LK 2R G T L ENEETH L, ZO XD REERTGEL, KR,
BRTIEICR 015D,

&I, KETIEZWGIEOERAR, EEFICBWTHESN I LRbY, FEIL
(D LT ORBRDOMENEN SN T WD, T E D FEOTEG 275 L, EERZR
PME D Z ENEE LU,

VIFE Tid, RO NHIRICONTOTEEZIRY %5,

BFrEDOR DHIRICET 2HEED 9B T oL EOEERNES Sh 5 EIRREH K O H
WY 55BN L FRBIRNER SNUBE ORFFEOZ IHIR) L ICo>WTHEH
IO 2 L L. FERIZOWTRER L2, fEOFZX 5 Z &2 BiET,

P2011AFIC AR L, RITONDIELT L, Yig, INBEREANT, BafEESEFEOMR TRV TEMIITHESh
TWeleh, R ZELEORBEN SN, HEE T TERroT,

_2_



II. FAFICLDREFEmHIR TR
1. EZEBI O EER

(1) &

(i) B

FFRTEIC K D R R I IR R I B V. RERF R A T 2 7o DI B AR O E S
DB S A EEZ T 57 DI E L-FoE, ZeEoRBRICL->T, — &
OHRIF, ZORHAELEMTH LN TRV E2HB L LT, MEOHBNTEDSE
i T & 22D o IR U CH AR HE DA F R I A SR T 5l CTh 2, Z OB,
198TFITERFFF OB AL & B ICHEEICEA STz, 199940 52018428 A £ TIZ, FFF
MR OIER Z WGE 3 50, & 5 WX HFE L7803 G659 Th v (EHK LN
6031, EIENB6ME) . T D D BEIBAIER S’ HEETIE, KE & OFTARIITIZE Y
EHELFF AT — RS R A N B A S L, ZEEORE S LB E O REE S & O O %F
TS OHIME & BT, TR KD R A ] A R B Sk B D B R OV A & 1
AL TS 200947 520184F £ TOIER B SR FAIFE OMREHT21ETH VD | IERB
R & et bl U 72 IE R B ERRITAI81% Th 5,

TERZ % HFE (KR)

70

60

50

40

30

20

H
0

2009 2010 2011 2012 2013 2014 2015 2016 2017 2018

¢ ORFRFIE895R,

P TEFAIERC X D REEPHET Rt I AL R R 3 M OV R I AR ] p. 3, (RFETF/T. 2018),

6 Jae—-Shin Jo, Byung—Nam Kim [A Study on Legislation Amendments and Its Effects in Korea after the
Introduction of Patent-Drug Approval Linkage Under Korea-US FTA] p. 434 (Chungnam Law Review Vol. 26,
No. 1 APR. 2015)



(il ) ¥FATS5 O RFFFHEFRC I FAE 5= (2 BE I 4 2 RFiF % oD B IR et

- 19904E24 1E

FER SR FES PTRE AR REHN I X E AL FF AT H 2 B3 A LN ), THRFEFEDN LG CTh D255
%, EFREIZ X DIERBER AN LB,

- 19984E24 1E

FFAIF IS LI 2R CTH 256, Aeif 2 ER LW &3 528 RO T
FRILE DS HIBR S 7=,

- 20004E24 1E

PRI & S T 7R T AU R B 2 O AR DR b | R HE A7 4 [ A R B Bk HH R oD e
SR IZIBIN ST,

- 2001424 1E

JERH ARG REPH O R, IERHFEOHIM, FFrlFDONE, IERFHE OFHOM ED A
BEE 2o T,

- 201344 1E

FeFFERAT m R TRICK D | FFaFIEB8ORB IO R & 2 D5 L1k, THRFFRIA L H
fi g 2% 7o OITHEFIEF ISP 2, 3T UL FA2R B IHICE SV T BRI 2% T &
i DBmE Kz & b O3 IEMEE D O FEEREH LWIE L WD) ZH 0 &
LTHRELZEEL T > TRINICMBFF AT 22 EELIZREST L] 0P Th
HEHEL,

- 201542 1E

— D DFFFFFE PN KR 2 [ 3 00 O FFFFME O A7t 1 [ O IE & [B13CA LIRS iR 3 2 R T
HIRONE % FraHEICHIE LT,

(i) #FiFHENILE TH D56

BFHEN LA TH DI, HAFEENERBFEHBE A2 O 20 ER 570w
ESNTWDN| KT RENTAIF L2 T 2T TR 6 R0 ENT OV TORE
7, EEHEE LHF S22 TN TELIREEBETIRLIE, EHEDOHI LD
—HRHFAELZIT TONIEIWS D ERT L2 E0nTE S, —FH, BRI TWAR
UNIE SR S EE AT s T TR FERFIT AR OIE R B ERIL TERE A O 2L AT I 8@
Fhute 2 Bek L, IR HREE B2 3 L7256 1%, IER B ERIT KT 5 B ek
FH LT R DN,

T REREE904R3 T,
8 REERE2017. 11.29. E452017 7844, 2017 7 882:4|%k,



(iv) R S Ta) RS PR 2 8 5 2N R R MR RE R i B T db 2 73 0

WL\%ﬁ$&®#&9iwﬁﬁﬁm‘% gk (FFAIARIC K 2 e D A7l R O 3E
RBGHBEOXI G L2 D5 %E) FIHE LT & &EbfffiliﬁﬁﬁiEimj%
BT 2WEZHET TH 5,

(2) BAR
(i) M

1988412 H RFFFFEICIER I E NG A S, RPN R TE 2o WD 5 6
IRKRSFEFE TIHERERNPAIRETH D", MEORFFHEICHEI D AT 3 b 25615, &y
CIIER ZATHE & T 5 1A UE R AR E A A L TR0 " KIHI 12 OGRSy 12 %}
L CHEORTHER D D2HEICH . BEORTFHESTOIEENAIRETH D, 2009405
20184F F T OMIER B ERHFAEENES, 2071 TH 0 | IEE B GR A SR & kF b U 72 I B
FERITKT8% T D,

SER B SR R (JP)

600

500

400

300

200
" :::Ill “\ “\
0

2009 2010 2011 2012 2013 2014 2015 2016 2017 2018

O BFEFIERE2019. 7. 5. B A4520187452243 )7,
0 B ARRFRFIR6TERAT,
W OERsE AR, AR BE—MET THFFREERL] p. 556 (AR, S13kR. 1998),

_5_



(i) ABLDHNETE ST R 5 KGR & R DR 7]

BE\CHFRT S AU B & RISy . BRI OBNEASF —Th V| A O BAIEE S
B8 U B AR RIS S W IE R BT U T BB T . A R0 K OV BE -
R — O ER IR B ATy (1) BEIEL T, 2 DR RO RO
BRI IR & 720 AT IESE L TR B SR AT ALY AR & L CRATILSy (H52AI) (oS e
TERE AE B R 2 4T 5 = L 1T A0 &M L7,

COMRIT LY . AROFEELESHE S, ZHUC L5 THOR B - PEL
S DR AT B EIRE (] SEMRES AT A (DDS) ) Tk LC b AR IE S
BRSO HND LD iot, $7o, HEESNIETHODNIT, BN WERTFO
A (] ) 1T, R S KRR, k0 LB 0 AR A S E L D Lokt
LCHZDOWIBRRT EICARDIES 58, Barrms (F) (M HT 5% T
B0 FORTMER SHEEA. BIHOS AL THRELE] LD ticx LTl
RN H O L Bbhs,

2. HIEFFDI=DDIH

(1) FEEHEIZDONT

JEEMIMITRARFETH Y, #E, BA, KEORTIZEBWTRET 5, #HELHAT
X, ZTORFFRAEERCE oM TH DM, KEICK T DEEYMIT. ARA
2R L TV DRSNS 14ELL EThIUE, WETI B LN DY, FBUTYH, IER IR
TR RSFEE TRD LN LN, NEHERGOLGE X, KRKSFDOSPCH G- W > 5675 H
DIBITCH B SNED ",

EFRBUFRA D72 DX, KEO X 5 IR AR S 14FELL B> T o 56, 14
ETHBUOND LT A EREEF LN EEBEZOLND,

ZOEMIL, R OREIZBWNT, FifERH DFREOHIMLU LAFEET 52 &1
LT, HloTHEXOREZMETI0LTHD, —FHTiX, BHZEH L, FEEOR

2 ORCHIERR234E4 H 28 (e ERR 214 (fTe) 2H326%5),
(R =T 72 030me) &THERES CUT TRFEER] LvD,) 1%, ZOFMMSEERELEXRE L, 2hig
KOG PSR D BEOER &) SHEICB T 28B CTh 5, RELS X0 b, ket z (47 Y NIRIKR
5mg - 10mg) & L. ARSI O R A R FEEBOZNER U T2EES (LT TAREEITESRE]
EWVH,) IZoE | HEEEUSGIEIC L 2MEREORR (LT TARMEEITL ) £ d,) BETWiz, REHETT
I, RERFHEOWT I OFE RIEICLR 2 FFF 5 O HMFEEEIC LB L T\ iRno iz,

3 DDS (Drug Delivery System) &lE, EIRGOEIWEH ZR/IME L, 2hEE. R EZRKRIT D72 DIZHM %2 FEMIE
ETEDLLDITHRFI LA Z W),

U OREREFELS64 (¢) (3),

15 Regulation EC 1901/2006 365c11A,



AR DDOICLER TSR HETHDL E L HIT, IHITAITK LW OFHNIC
EORITNILZR LR, ZOXIREAEZEBRE LR, BEREEEGEREEOM TR
FED W 2% TTRIPSIZEB W TREFFIIM 2 B A 2 DR/ D20FEIZ T 5 2 LIk >7DThH
21, FFEFHIE O 72 BRI, BHZEM L T, EERRBZXLZ LICHDL L a2E
oL, MEANORWRMSREE LS8N EHEAL 535 2 &k, FEEBCR L
HELIRNENS Z ETEZHIR L 2T b0,

(2) IERHFENTE HHFIZONT

REECIE, FFAEEZ T E2030 A UPICHEE L 2T 6722w, (B L, FriThE
DI O THI6720H LI IX. & ORFFHED ARt M OIER B EHEE T 5 2 &8 T
ER/ARA

ZHUCH L. BARTI, FFA%E2%Z 072 B 530 A LINICIER &6k HfE 4 3 2 AL[R
UM, FrartE e I THi62°A OFiH ETICHS TED DA EZ T HZ LN TE
e E FGAEN DG AT T AIERNEE ZRIT WD, Ziud, 3 HURNICHET S Z
EZOWNWTIE, BFrEE Ny b — L TE 503, BIEMERIC T 2 FF Al O REH 21X
iR N RN EBVICary ba— L TE WD THD, £ 2T, i EEEEO#R
H3H DA, FrrHEF e IR TRT62NH DIE CHIER SR HEA2 T2 Z LN T
D

FIEEFRAIC AT T, FF Al e Em O N H 2 5A 11X, FrarefrRe R o T Hi6
PHUZRICHIERBERHBEN TE L X HIWCHEHATLHIZEDREE LN EBbi s,

Fo. BARIZ, FHICET 2 B%MTHE GEMN L TV, 7SR IEE i O#
ETOHEN, TOEDICIFTIENTERVERICEY, ZOEHBZEEHTEI RNV E X
X, TOBEBNRRL R ANB4R (TRAEICH - TELNH) DAINICZE O FEH 2 T
ITREICRN" T2 2 N TE oM, HEICIZ, 20X 5 RHERR2NOT, #HETYH
FROBBMEREZRET HLEERH DL LD EEbILD,

(3) — D>OFF A UTHERF IR DORFTHED & 5 5B 12 50N T

FEE T, IEREEICHOW T, O—DDORFFFIH T 5 7F TS5 K 2 FFaTHE O frfoc 1
ERIFIENCR BN D, @ — D DFF A LB EFFHIZ OV THED R H 2 551213,

1 ERRSEWE . R —EET TRRFABERL) p. 553 (M. ZH13fK. 1998)
o EsL THFRFED p. 589 (HEALBRRFIRI, Fahk, 2019),

18 E R IR 904521,

9 HARRFFIE674: D6,

O BERFIELITSR (FROBHME).



WTIORFEFHE S Z ORI OIERBER A ERIMICT 5 Z LN TE D, OFFFF LT
BEILROFWE L BH L T, HEOHF I XIIBFENH HGEI2IE, 0 5 BEYIOT A
XAFBERIZ LD b DD I, IERBEDRD LD EHE L TNDH?,

AARDGE . — DD KICT DRFFHENEE® 2551213, WT I ORFFEICD
WTh, ZTORFRPAOERMICU D EZZ T ENRMETHSTZEROLNDLEBY, 2
VO DRI O e RGN EBIRNZER O D, Bl 21T, KB EZ T EIELOAR)
ATV BE T 2 R (A) . Z OB & AGR SN EHEABRICHW S EIHERFFF (B),
Je O DA ORGETECET 2 BEFRET (CO) BNENENH D51, WTho
FerbEIZ DWW T, ZORFFRPADOEICAREZ T LI ENMNETHoT-LROLN
HIRY . 26 O OIERBERS ENE@EE (A, B, CO) IZROLND, FTo,
—ODORFFFHEICKIS T DU B S D613, TN ENDS D3 ORFFFF I O i
I TH D ERBD LT, FNENDIGFIT IS [F— O R FTHE O A7 2 8 O 4k
ERGNy T L IR b 5%,

B, KETIE, —DDORFEEAGEILIFTIC DO E . —DDRFFFHE D I AE R W N R &
b, [Fl—85h 2L F— OGRS W T— 2 DRI DV T O A A7 ]
DIERINAHETH 57, 1 DDIGFIZOWTHEBORTN & 5856, BB AR DOR %
BIR L2 E, B8 AN RS B UWETHC O W TREFEDER BB ERE S h b,

N Tl KEO X S12, —2DEFELFFIZHOWTEBORENFLET 255 .
FERFHER DN — D DORFFFHEZ /IR L . ZHUCTESSSPCEHEE LR TR B0, AL,
RINIE, — D DEFELFF I OWTHEBDRFFHENFIE L, EEOFFFFHEIC OV TAHWN
(ZRIp DRFTHEE DNFIET D56, RS Z L ICRRM RIS & B L 72 129 D O FRRFF
IZHADNWTSPCEZIT A Z N TE DS,

HFETYH, —DDOHFANZONTEEDOCSPHEEENRN SN BA 1L, skl %
HEAEL L TR RD—2oD RS TFICE SN TORCSPAHFRESNDLY, & L., ikt
TR D LB ORFF NI AP ORFFEZ IR L TR Y, FirESR £ 5 LOFIE B
THHEEITIL, FFMEFROAEZE U CTHE SN2 — D DRFFFHEIZ DU T D ACSPAf
HRAEETH B,

2RI K FRPHEAE BTN OO AL I BE OTE I BI T B U AE3 % [HETT2019. 3. 4.1 LRFRFIT /7 552019-3%5
2019.3.4., —#SE],

2 OHARRE - AR AR IGBFFEO R MIROEERES. 1.1 (2) (3),

237 C.F.R. §1.720(h) No other patent term has been extended for the same regulatory review period for
the product, 35 U.S.C. §156(c) (4).

# 37 C.F.R. §1.785(b).

% Regulation EC 469/2009 ; iBANfEE%ZEPIE (Supplementary Protection Certificate, SPC),

% ECJ C-482/07.

M L1065 (1), 1BIME#EGERAE (Certificate of Supplementary Protection, CSP) 2320174FI2E A X
7=

28 CETA%S20. 274 5H41A,



fimm & LT, AARZERWIKE, BN, 72 EOEFEIT, AR — > OFF A ISx)
L T2 DRFFICON T O RSFFHHEIFOL M OIER FER 2B 0O T D, AR, Kt
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