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23) Article 53 Exceptions to patentability: European patents shall not be granted in

respect of:
(c) methods for treatment of the human or animal body by surgery or therapy
and diagnostic methods practised on the human or animal body; this provision
shall not apply to products, in particular substances or compositions, for use in
any of these methods.
Article 54 Novelty

(1) An invention shall be considered to be new if it does not form part of
the state of the art.

(2) The state of the art shall be held to comprise everything made available
to the public by means of a written or oral description, by use, or in any other

way, before the date of filing of the European patent application.
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(3) Additionally, the content of European patent applications as filed, the dates
of filing of which are prior to the date referred to in paragraph 2 and which
published on or after that date, shall be considered as comprised in the state of

the art.

(4) Paragraphs 2 and 3 shall not exclude the patentability of any substance or
composition, comprised in the state of the art, for use in a method referred to

in Article 53(c), provided that its use for any such method is not comprised in

the state of the art.

(5) Paragraphs 2 and 3 shall also not exclude the patentability of any
substance or composition referred to in paragraph 4 for any specific use in a

method referred to in Article 53(c), provided that such use is not comprised in

the state of the art.
http://www.epo.org/law-practice/legal-texts/html/epc/2016/e/mal.html
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(Use of substance or composition X for the treatment of disease Y)” & El 2]
AT ASB3E(e)ol el 5ol wiAE = AR #d Aow
rFE o] WolSold & AR, X7F A Edolgt: ojkg T &
A A FATtA <A A ] AFES 9% =2 X(Substance X for use
as a medicament)” FE|] H o] FHEET vRIIRE “FH Yo X
25 9% &4 X(Substance X for use in the treatment of disease Y)”
el A3 olld wio] 24 XE oAl ARRst= As JiAlEk e
A7)zl vls] XRAo] AFHATH §&d F UtE3d FHE5F A9
AAZIEANA ZF e R 59 Aol I &S aofd

W the s 2t

[

o g & AFrh AR Y *
A 1) ]

s}

>
ofo
kA

=

Examples

# Clam Patentable? Article

A Use of product X for the No 53(c)
treatment of asthma

B 1.ProductXforuseasa Yes 54(4)
medicament {even if X is a known product, but

[X known as e g. herbicide] its use in medicine is not known)
2. Product according to
claim 1 for use in the
treatment of asthma
C  Product X for use in the Yes 54(5)
treatment of cancer® (even if case B is prior art,
provided that such a claim is
inventive over B and any other

prior art)
D Product X for use in the Yes 54(5)
treatment of leukaemia® {even if cases B and C are prior

art, provided that D is inventive
over B and C and any other prior
art because leukaemia is a
specific type of cancer)

349) Guidelines for Examination in the European Patent Office, Part G, Chapter VI
7.1.1. (2016. 11. 1.7E A== guideline, ©]3} Zth
http://www.epo.org/law-practice/legal-texts/html/guidelines2016/e/g_vi 7 1.htm

35) Guidelines for Examination in the European Patent Office, Part G, Chapter VI 7.1.1.
http://www.epo.org/law-practice/legal-texts/html/guidelines2016/e/g_vi_7 1.htm
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37) Martin J. Adelman, Randal R. Rader, Gordon P. Klancnik, Patent Law in a
nutshell(2nd edition), West(2013), pp.68-69.
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47) SECTION 5: PATENTS
Article 27
Patentable Subject Matter
1. Subject to the provisions of paragraphs 2 and 3, patents shall be available
for any inventions, whether products or processes, in all fields of technology,
provided that they are new, involve an inventive step and are capable of
industrial application. Subject to paragraph 4 of Article 65, paragraph 8 of
Article 70 and paragraph 3 of this Article, patents shall be available and patent
rights enjoyable without discrimination as to the place of invention, the field of

technology and whether products are imported or locally produced.
48) Article 27

3. Members may also exclude from patentability:
(a) diagnostic, therapeutic and surgical methods for the treatment of humans

or animals;
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{U.S. Patent No. 4,940,658(1990. 7. 10. & %)}7} AUt} wp7pA =, 54
3 Fo] &9 . & (dosing regimen) O AW S X F e W #dE
538 S 7 e, 2 dE2 ST Fo8y-d¥eR sdes F
offe=xd IeTs ARIAYU dists WRld #3 53{US

o

el s ARSI BHste] oAbE Aol SR agol
A7l w7 . =, FA 71l ostd Ml el ded=s A
A8l flsko] kytel AR AT F oAl ol & Estolof stal, 1
A% el Mo R skl FATE Fu T HATAHAE Kol 457t
@b, Shakel Akl Palline o SRS dste] Fastd
o] daglo] AA7L otttk AMEE st 9k Ze Faiyel o

'9_ 1=
sto] 53] Z k) Palline 2JA}F Singer 50 9 S-S Jdo= A}

S
ggomn AN WUy AaPussEs dasdvn Fgsua

49) Ex Parte Scherer, 103 USPQ 107, 109-110 (Bd. App. 1954); 5314, 3=1x]2]A)
ARSI, AAA(F 20), 639,

50) Martin J. Adelman, Randal R. Rader, Gordon P. Klancnik, ZAIX(F 37), 669
-679. ©Rk US. Patent No. 5,994,329 53l 1 & E3|Fsiadols 211A
A4S olfE Fasg HUHMerck & Co. v. Teva Pharmaceuticals USA, Inc,
395 F.3d 1364 (Fed. Cir. 2005)}.
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Hoell gk Fo] AghE L, A Firo] FrkstH, S8 hFolA St
o] mjol F/fFoEM Fxte] HlUAHHEIL glojA L, AR A2
kol thek AAEHE EFE BHIYA otk FEET FHsHH
A, 58We NAEE et 1 A3 ARUyEEs S5l A
Aelsh= A A5LPES ] QG Ags F= HH T st 4
A oy Heto] AEFHATE A 1996 v 22 53 Al287%
(©)F2& AA3ste] 8PS e JHAELS HeFAY &
T WAAFAAY] FAe] el HA kil MEAME FE e A
SHA FEF xS FA HATS 1 A o5 g #I 5
v AdAoz SHHe Fojd F lvhe AAA v o]dE 71A A

5D o] AAGA MLZL Palline] EHEY ol HEH S| 9| LR W
A1 9 St FEeT TS, of Ade AF 9 537k A4 A

€ olfrE FEdge WioeE F2AHUN
52) 35 U.S.C. 287 (¢)

(1) With respect to a medical practitioner's performance of a medical activity
that constitutes an infringement under section 271(a) or (b) of this title, the
provisions of sections 281, 283, 284 and 285 of this title shall not apply against
the medical practitioner or against a related health care entity with respect to
such medical activity.

35 U.S.C. 287 (c¢) (2) For the purposes of this subsection:

(A) the term “medical activity” means the performance of a medical or
surgical procedure on a body, but shall not include (i) the use of a patented
machine, manufacture, or composition of matter in violation of such patent, (ii)
the practice of a patented use of a composition of matter in violation of such
patent, or (iii) the practice of a process in violation of a biotechnology patent.

53) Palllin v. Singer, 36 USPQ 2d 1050; WY, “ouipHdge] E54», A=t
dE 2835, AAETAN2002), 17-249; A “omdAgele] SoiHel ofdt
B, AR 1835, kg AEH e (2005), 1177,

s bz wojole] B SeWe] BRH AR FUALY BAE THHAS, A2

3 4 )
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A287% (c) (1) 271% ()35 T (b)@s6o] e E3 &=
TAsE omeel o syl HA#Msle] A|281%,57) #|283%,58)
A28422,59) A|285z%6009] A2 oz lejy Tyl A7 FA o
A AL E A ol g

A287% (c) 2) (A) 5 Ao st ofs5dx & 9
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Bl 54 Al12835(2012), 2349,

35 U.S.C. §271 (a) Except as otherwise provided in this title, whoever without
authority makes, uses, offers to sell, or sells any patented invention, within the
United States or imports into the United States any patented invention during

the term of the patent therefor, infringes the patent.
35 U.S.C. §271 (b) Whoever actively induces infringement of a patent shall be

liable as an infringer.

35 U.S.C. §281 A patentee shall have remedy by civil action for infringement
of his patent.

35 U.S.C. §283 The several courts having jurisdiction of cases under this title

may grant injunctions in accordance with the principles of equity to prevent the
violation of any right secured by patent, on such terms as the court deems

reasonable.
35 US.C. §284 Upon finding for the claimant the court shall award the

claimant damages adequate to compensate for the infringement, but in no event
less than a reasonable royalty for the use made of the invention by the
infringer, together with interest and costs as fixed by the court.

When the damages are not found by a jury, the court shall assess them. In
either event the court may increase the damages up to three times the amount
found or assessed. Increased damages under this paragraph shall not apply to
provisional rights under section 154(d).

The court may receive expert testimony as an aid to the determination of

damages or of what royalty would be reasonable under the circumstances.
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62) Article 52 Patentable inventions

(1) European patents shall be granted for any inventions which are susceptible
of industrial application, which are new and which involve an inventive step.

(4) Methods for treatment of the human or animal body by surgery or therapy
and diagnostic methods practised on the human or animal body shall not be
regarded as inventions which are susceptible of industrial application within the
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Abstract

The Patentability of the medicinal use inventions

- Study focused on the medicinal use inventions characterized

by a new administration and dosage -

Jinhee Lee
Department of Law, The Graduate School

Seoul National University

According to the practice of the Korean Intellectual Property Office,
medical procedures for human beings are not patentable for the reason that
the requirement of industrial application is not met. Meanwhile, a recent
Supreme Court case in Korea, en banc Decision 2014Hu768 has ruled that
in cases where the administration and dosage is added on top of the target
disease or efficacy of a pharmaceutical medicine as an invention of a
product, the administration and dosage constitutes an element of invention,
and a patent may be newly granted to a pharmaceutical medicine meeting
the patentability requirements including novelty and nonobviousness by
adding a new pharmaceutical use, namely, administration and dosage.

This thesis discusses the nature and the patentability of the medicinal use
invention which is characterized by a new administration and dosage of a
pharmaceutical medicine, comparing it with the medicinal use invention
which is characterized by a new target disease. It also discusses the
relationship between this type of invention and the invention of a medical
procedure for human beings, the standard of novelty and nonobviousness of

this invention, and means for harmonizing with the conflicting doctors'
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medical practices.

Administration and dosage can be said to intrinsically share the features
of the use of medicine concerning the target disease or efficacy, inasmuch
as they offer a new usage based on the discovery of an as-yet unknown
characteristics of a specific pharmacological effect of a pharmaceutical
substance. In this regard, medicinal use inventions which are based on
discovering a new dosage and administration can be patented and the
Supreme Court of Korea en banc Decision 2014Hu768 is reasonable.

When judging the nonobviousness of this type of invention, the specific
properties of pharmaceutical medicine inventions should be considered. In
other words, it is within the range of ordinary inventiveness of a person
with ordinary skill to optimize the administration and dosage for enhancing
the efficacy and reducing the adverse effects.

In order to harmonize with doctors' medical practices, this thesis suggests
to amend the patent law by adding new provisions that limit the scope of
the patent right against doctors' medical practices, or that give immunity to

doctors for their medical practices against liability for patent infringement.

Key words: medicinal use invention, new adminstration and dosage,
patentability, nonobviousness, scope of patent right, medical
practice, 2014Hu768

Student Number: 2015-21449
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