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5) Article 52 (Patentable inventions)

(1) European patents shall be granted for any inventions, in all fields of
technology, provided that they are new, involve an inventive step and are
susceptible of industrial application.

(2) The following in particular shall not be regarded as inventions within the
meaning of paragraph 1:(a)discoveries, scientific theories and mathematical
methods; (b)aesthetic creations; (c)schemes, rules and methods for performing
mental acts, playing games or doing business, and programs for computers;
(d)presentations of information.

(3) Paragraph 2 shall exclude the patentability of the subject-matter or activities
referred to therein only to the extent to which a European patent application or

European patent relates to such subject-matter or activities as such.
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Astal Jd+=d, 49 EFH AlsiE (EPC Implementing Regulations)
2 Part II, Chapter V (Biotechnological Inventions) Rule 26 WX
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6) Article 53 (Exceptions to patentability)

European patents shall not be granted in respect of:

(a) inventions the commercial exploitation of which would be contrary to "ordre
public" or morality; such exploitation shall not be deemed to be so contrary
merely because it is prohibited by law or regulation in some or all of the
Contracting States;

(b) plant or animal varieties or essentially biological processes for the
production of plants or animals; this provision shall not apply to microbiological
processes or the products thereof;

(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.
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7) Rule 27 (Patentable biotechnological inventions)

Biotechnological inventions shall also be patentable if they concern:

(a) biological material which is isolated from its natural environment or produced
by means of a technical process even if it previously occurred in nature; (b)
plants or animals if the technical feasibility of the invention is not confined to a
particular plant or animal variety; (c)[ 27 la microbiological or other technical
process, or a product obtained by means of such a process other than a plant or

animal variety.
8) Rule 28 (Exceptions to patentability)

Under Article 53(a), European patents shall not be granted in respect of
biotechnological inventions which, in particular, concern the following:

(a) processes for cloning human beings; (b) processes for modifying the germ
line genetic identity of human beings; (c) uses of human embryos for industrial
or commercial purposes; (d) processes for modifying the genetic identity of
animals which are likely to cause them suffering without any substantial medical

benefit to man or animal, and also animals resulting from such processes.
9) Rule 29 (The human body and its elements)

(1) The human body, at the various stages of its formation and development, and

_9_
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the simple discovery of one of its elements, including the sequence or partial
sequence of a gene, cannot constitute patentable inventions.

(2) An element isolated from the human body or otherwise produced by means
of a technical process, including the sequence or partial sequence of a gene,
may constitute a patentable invention, even if the structure of that element is
identical to that of a natural element.

(3) The industrial application of a sequence or a partial sequence of a gene

must be disclosed in the patent application.
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o
2
N

i o A

golME gut BaAwgst wel, o axlel AAFA wuHy 9
Fa, seuete] gaE2, SsW A29x A1 AE ol87hs
ol v W AL01EAA AFeu Qe FEA) ke A
om wx grhly  FmE, FHAE WP ol 87k
(susceptible to industrial application) &.31o] =], o]& L A
H4 WA S8EE s FiE HRe] Sseiow &5t 9
o},

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 meaning of paragraph 1. This provision shall
not apply to products, in particular substances or compositions, for use in any of

these methods.

19) UAE, WAL, HA, 2000, p. 134; FPRYE, SSWF L wredaL
2012. p. 284; VIF F84 842 T AU ol 8beH 8w ge weelA
B % gvke A, UEg, 03 SN A8ddilin) Ade FuwE S8, 4

wHsl A1794, A1, p. 52
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Foll glof A

Ho

AT Qo mw
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S+

of w2 (Leahy-Smith America

Invents Act (AIA) A4 33 (Limitation on issuance of patents) ©l A

ol

e oju

1

AW T1el] sl

3
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s
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file)
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Al 23 F24A 53 (Gene Patent)

A1A #3897 539 9

A2 (gene)&d AN FHARE H1 e =45 Dot 3}
Ao 7 A FHAE 4 T Hlol= (base)” E
27 (sugar phosphate backbone)d] HZAE o] HHE %= 22 DNA
(deoxyribonucleic acid)® T4 % o] Ut} DNA ol vrEE= 53
LEE Ho]~ (nucleotide base)®] +AE AlE (sequence)oletal 3}
=, o] 474 Hﬂﬂi (base)gl Z35tel o8 A7 DNAS AMde A

99 WS PAFE ofr e nE

f
2
N
e
>
é
o

il
-
oL
ol
o
rir
N
-~
OZi
r -|—|‘
F

AEA delA wwdoe]  wrEolX7] QM= BE, AL
(transcription)®} WM< (translation)®] erxqo AXA . AL
+ DNA=ZHFE RNA (ribonucleic acid)E W=& ol HALS
RNAZHH @ids vtes 44 S ‘?—ifﬁ‘:}.m) Abe] e AMEE

20) o|E E9o], BRCA1l %A+ BRCA1l @z S zmx=3it}
A& (exon)¥ AEE (intron) 22 FAHO =d, d&e

A =
ol JEEL <& afold 7]0] gl= DNAR A3 @¥lds A=dAE= e F

o

2]1?r o] #44& Central Dogma 23l gt} DNA+ ©]57lE (double strand)oZ &
ol l=dl AP ZA Fol o] olF sieo] FE| WA 1o 4R AU (complementary)
Es 7}*]51 9= Fd (single strand) RNAE WETH o] &, pre-RNAZ L 3=
dl, o] A<de DNASH mp7hA = dlEa JIEES BYF 7FA Al 9ty oy 9AE,
pre-RNARZF-E| 2=Zg}o] 7 (Sphcmg)"]ﬂ“ HFE AAEA JEE F&o] &y vt
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DNAZ TA4% HA Ax (genome)S 7FA 1L A=t o]ef o] X
Yol DNAE Uo]E]H (native) DNA TEE Ax=v
DNA @1 3o}, o2 A¥=EHY

s d & Qa7 2zke] ARE Re@ £w vk

0] =

A= (genomic)

F A2 (gene)x= PO EE DNAZE opn|Abs s1=dh
(coding region)& ow|atAvt Hot HA= Fd9 &9 (unit of
inheritance) 24, %4 F9, AA} 79 adx tE 754 F971
AA=o] = A" AME (genomic sequence) HAE

o FHAE 715 (function)@ oAl A & Aol I3
= A, FE (structure)Weol A= DNA, RNA, mRNA, cDNA,
ssDNA, dsRNA 9] vtk a4tk (nucleic acid) &5 ZH= 4HA

g 93 gk 2

=

ol

Ak ARAdE rAske 7P Z1RE el wiid o] 4o =
sldS slojsts AL oW oudM = AW Ade] Aol 55dE 3
ofeh= AdE Arta & 4 3 B, 74 AR s dubder 5
A A @A Fow (dE Fof, AbES BF BRCA s 7}
Aan Jeh), ME g F = FdsiAY 8] AR e 4
e EArehe AR BY] e, kel 53171 slojs= Aol
o, 54 wTed T, dE 2o, AU Ak 22 54 A=olu

3 e Fio] Agsle] mRNA (messenger RNA)E RHEA Atk o] mRNAZE, W
9 (translation) A& AHA mRNA (= DNA)ZF ZQeE AR opn]wikg o
AANA Tl AS A A Hrl. o] mRNAZERE IxALE A (reverse transcriptase)
¢} DNA ZZH A Abgste] olw s DNAS cDNA

(complementary DNA)o]t}. c¢DNA¥ & (exon) FE%F 7Fx] 1 ¢l

22) David L. Nelson and Michael M. Cox, Principles of Biochemistry, W. H.
Freeman and Company, 5% Ed., 2008, Chapter 24: Genes and Chromosomes, pp.
947-970

(polymerase)& e Aol
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obd], A wol e 5344 A FHAe} AR 244
Al &A1t 227t 7heer RS AESH 545 (biological
materials), d& ¢, mRNA, ©@¥W& (protein), A& (lipid), Z-A}
(small  molecule), as (enzyme), A (antibody), =8
(carbohydrate), AX (cell) T3 £ AEsHH EZE Oz A&

g 5 ok

AA Abgel A= ok 20,500 JHO] FHAAZE vk EE A QT
Human Genome Project®] ZA¥} Abgh 2k w2 o] AJAFE
AARE opA = Mol WaA UAA FAY, 7]eo] LA YA B2 A
AxpEo] w23 Abgo] opbd thE WA A

[e)
o
AAH ez WA A Fe AT gREe]y] Y

o eto 7 f[HAk
of tigt A= AHFE FHoe=Z HAY, uwEhA], o] AF AF}E ofH
FHE SslEdstool 75 Bed ¢ A AEETT dA9 T8

3 BT okd gl

ol (2013 6¢€ 13Y) v dIH9¥YS  Association for
Molecular pathology (AMP) v. Myriad Genetics ARAolA (o] F,

Myriad AF), S P&t B Absghe] A dgideldd o] FAl,

o

23) http://www.genome.gov/12011238
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“Abge] FRAbE 59 7bedvhe” e il diste] dddA o] #A
S ek W g 20109 o] Fe) Ag7tA 5 EE oA
2 (patent eligibility) °ll thate] Al W] #HAS skglem, Myriad &
de 15 7P A Aol

B Ao A= o] Myriad AbAE
Az 53] on] gl {F1x 5354 A
g Zh=re] Al ztolE AR F
ko] Azbaf Bzl gk

r>~l
gi
Jm
ol
N
=
>~
=
ok
=2
=)
N
l
2,
o
=2

@) e AR Bl 3lo] Ade] EASHE AR, i A
&

1. Ade) 4%
FAATE A AHEA Y o -9} Bl SHRE HAo] BAHE
A, AQA EAGE A% FAG ADS A FART G 5ol
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(Mary Claire King)

A A9 e
Myriad AFAA] £A417F H A9 22 BRCA1 ¥} BRCA2 &

A 3 A Myriad Case

1o

Zdztelth, BRCA
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=3 43| (chromosome) 17 ¢ #< (long arm)ell
A ket I Aol =2 {72 (BRCADY A& &8ttt

L EFEFGo R Al AE SHAA H A

(linkage map)S &

1 o]%, BRCA frdztel thgt A7k o4 20 o8 vl 444
o= o] HA=H, 1 T v= fE WY dAEel e AYE
3JAF7F Myriad Genetics A} ©]th. Myriad Genetics A9 A
2 23y (Mark Skolnick) 1994 dell BRCA1 Fx12+5 A4 %
g =il dlol BRCA1 A€ol thsto] 5315 &4
stk o] Foke] At W IR wg- X FdstlEt], 1994 wfo
2E#E (Michael Stratton)o] #dA] 1394, BRCA2R <23l &=
g2 FHdA 59 (ocus)E "*¥(mapping) 3stal, 1 A¥E ulo]A
(Nature) Ao &3x3st7] shF of26) Myriad Genetics /\}7} ol
g —5‘5‘1%‘ =83l t).2n ojFo = 53E A%

Ao = UL
A4 9}‘1}. Myriad Genetics Ab= o] Azl
1996 FHe A HAESE A

a1,25) FANCH

g

Myriad Genetics A=
247021 BRCA®l tigh 5385 7HA|aL

olgA FHzg Edje
o= AlFeitt

Myriad Genetics A Al Rde EFZE 7|dlog 1 £4&7|7F Hob
BRCA 3=} thgh ek
Kol

FAREE 0¥ Fojm

<

.11 Myriad Genetics Alell X

24) Hall JM, Lee MK, et al.,, Linkage of early—onset familial breast cancer to

chromosome 17q21, Science, Vol. 250, 1990, pp. 1684-1689
25) Goldgar DE, Fields P, et al., A Large Kindred With 17q-Linked Breast and

Ovarian Cancer: Genetic, Phenotypic, and Genealogical Analysis, Journal of

National Cancer Institute, Vol 86 (3), 1994, pp. 200-209
26) Wooster R, Bignell G, et at. Identification of the breast cancer susceptibility

gene BRCAZ2. Nature, Vol 378, 1995, pp. 789-792
27) US Patent No. 5, 837, 492; US Patent No. 6,033,857;

6,124,104

US Patent No.
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w] o] Myriad Genetics A= 734 & 1
AAANES A AFAA 531A AAE xRz St

4
BRCA 535& 201498 AAOR 537 £&717t0] wasy] A

g
flo
Jm
e
Ll
ot ot
)5

nsroll A= olm] Abg f kel s 3000 7H7F W 537F dojd A
2 FAED v 2", ek # JX} =3¢ SsldAE2 Wt
E5dE AAe 23 Aol A S Al dE
Hhzbo]  Zej7kal Qal, Myriad Genetics AF= o|9]i= ol AT),
Myriad Genetics AF25E BRCA HAEE Fudtels Qv A%
= WS AbgEol solual 1 53]do] ALgld &8l BALE A Kst
I e 97t AF A wpEJl Association for  Molecular
Pathology (AMP)+= Myriad Genetics AFe] E3]|& FaA]7l=d <43
AA = At

AMP¢} A =< (JAdrtyol s, s 1
Hlep sk 55 olst, E= AMP) 20099 59 & AR
Myriad Genetics AFe} B} tiehs Aol 770 539 157 53]
A5 ATse 2%5S AVIEdthee) oA wEelke], o] a%e U
31 Myriad Genentics Abe] Bl=uy 2 wWylol] tfgh whdby} {2 &

o et vjwo R RE AV HYct & 5 Aok

ot
of
o
X

S
| S

=

gk

5%

rj\g
b

_O_Hu: -

AZoA AMP: Myriad Genetics AFe] 283 F2xF, Aehygy 2
238 HHES ¥l = 7 539 157 HFEo] vo &

>{1

o
oL

28) W=53] 574728259 A& Al 1%, 2%, 5%, 6%, 7} H Al 20F ; “]%E
5 5,837,492%°] A7 Al 1%, 63 £ Al 7& ; v=53] 569347359 FTF

1% 5 v=53% 5,709,999%59 A3 A 1% ; w553 5710,0015° F73 A1z
;M= 538 5,753,4415 9 A7 A1F; V=53 6,033,857 F7F ALY % Xﬂ

.

fﬁil
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US.C. § 101 39 E3] B35 W% (patentable subject matter)el] 3l
FotA] FormgE FaEojo grfal Zﬂé}oﬂﬂr. Y= E=3 Myriad
Genetics Aol E37F Ao} 1sk A4S A& sty 3kate] AgE
Aefgtrta F=skai

20109 3¢ 299 F& AU Y-S Myriad Genetics AFe] 77019 £
of 3d AT 1575 EF FEANVI= HEs it 1Y,
2011d 7¢€ 299 AW CAFC (Court of Appeals for the
Federal Circuit) & 14 W9 +4E& 45717 (€€ DNA ¢ 2~
g9 WHE 55rbeeitta dd), dFlE XIEHE Fa) g
FAE =, 9714, B9 DNA AA7F E5E 4 s Ao gl
M= el digste]l, CAFC #AMES 201 &,  “&2¥ DNA
(isolated DNA)"= DNAE Ed sl FHolA FH243S dusiA =
e AlE2s Edo] wEo 3 A vE 7] Wil 29 E= 2|
DNA®= A Aol =A== d2ie] DNA o] Hlgl] A2s §2& 713
Aol7] Wil 538]7bs etk el 30

o] CAFCe #Zo] tfsle], Yiz(AMP)7} ol AFarst
AL 2012 39 269 CAFC #2E 37]slal, Mayo #HZAo] H]Fo]
AAY EtEE AFAS CAFCol 431t}

O

ey, 35404 CAFCE 201249 8¢9 169, A9 =a& 79 u}
A e A I HAH o #HAS . 20124 9€ 259 YduE
LS A el AuErtE AFER L, dde] “Atg FHAE
S7Hs 7P 2 7 e Aol tiaiARt Adelshs Zow o] A

i

to Jm

Fal

-

29) Judge Alan Lourie
30) Judge Kimberly Moore; ©Je| #H]3}e], Judge William Bryson = DNA

wojM = Stttk w0

rlr
In
o
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Aeste] 201349 69 132e] H5 B ol=A AT

T4E HFFELS BRCA1 ¥ BRCA2 4%}, 1

=<
< 2 Jheae] EE giHel A

ok
T
o
4 =
ot
ﬂllﬂ
o
o
14

nZEF 574728239 A3 A 13}, 23, 53131

AT A 1%
polypeptide, said polypeptide having the amino acid
sequence set forth in SEQ ID NO:2.

An isolated DNA coding for a BRCAI1

3t A 238} : The isolated DNA of claim 1, wherein said
DNA has the nucleotide sequence set forth in SEQ ID
NO:1.

A3k Al 538 : An isolated DNA having at least 15
nucleotides of the DNA of claim 1.

rO

) A A

v 53 5,709,999%9 At Al 18

31) SEQ ID NO:2&= BRCA1 ©@¥z o] ojln| =4k A dola, SEQ ID NO:1 & BRCA1
DNA coding region® 44 < (nucleotide sequence)©]t} (cDNA A <&).
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A3 A 138 : A method for detecting a germline

alteration in a BRCA1 gene, said alteration selected from
the group consisting of the alterations set forth in Tables
12A, 14, 18 or 19 in a human which comprises analyzing a
sequence of a BRCAL gene or BRCAIl RNA from a human
sample or analyzing a sequence of BRCA1l cDNA made
from mRNA from said human sample with the proviso that
said germline alteration is not a deletion of 4 nucleotides
corresponding to base numbers 4184-4187 of SEQ ID
NO:1.

=53 5,710,001%2 A+ A1

A3k A 18 1. A method for screening a tumor sample

from a human subject for a somatic alteration in a BRCA1
gene in said tumor which comprises comparing a first
sequence selected from the group consisting of a BRCA1
gene from said tumor sample, BRCA1 RNA from said
tumor sample and BRCA1 c¢cDNA made from mRNA from
said tumor sample with a second sequence selected from
the group consisting of BRCA1l gene from a non tumor
sample of said subject, BRCA1 RNA from said non tumor
sample and BRCA1 cDNA made from mRNA from said non
tumor sample wherein a difference in the sequence of the
BRCA1 gene, BRCA1l RNA or BRCA1 c¢DNA from said
tumor sample from the sequence of the BRCA1 gene,
BRCA1 RNA or BRCA1l cDNA from said non tumor sample

indicates a somatic alteration in the BRCA1l gene in said
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tumor sample.

2389 WY A 0 marES] 5,747,28235.9 A A 208

A3 A 208 © A method for screening potential cancer

therapeutics which comprises: growing a transformed

eukaryotic host cell containing an altered BRCA1l gene

causing cancer in the presence of a compound suspected
of being a cancer therapeutic, growing said transformed

eukaryotic _host cell in the absence of said compound,

determining the rate of growth of said host cell in the
presence of said compound and the rate of growth of
said host cell in the absence of said compound and
comparing the growth rate of said hos cells, wherein as
lower rate of growth of said host cell in the presence of

said compound is indicative of a cancer therapeutic.

o] Ab7e] AABE FA] YPLE oldloll A AW HAAT, CAFCE 9]

A A i) Fueto @ oAlEE 3217} Myriad GeneticsAtS: E3)

BRCA a4 H2AES dtglot o Avprt gyagdr E o

ol f & Qe thE oA 23k g Fatak & W o)A 1

g Arr A=A o%, i) SAAS FE Wt 1 HEAA
4

AAQl Myriad Genetics®] #holAld QA3 5319 YA WHo] A

AdAe] o5, R i) AdEe] Agel BE HAES Aeiew
el 538 s HA7) BHen e JdEe] 53wl
AkA ol A AL HE Ro] B whgAFE AAA ol F AAHo
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2 A A =9 E 2 FWels Bo xlotSd] fstelE wuEA|

% okt

2. CAFC % mauiige] #a g

n AWE e A fRAE o] disiA T BYEgl o R Myriad
Genetics A7} ATetald o] 7pA Zhelaele] B & A A

S Aol vuA FE2 CAFC #aeA sk o5}, Rel®
DNA (f7d2hel BiaiA= CAFCsF tirisle] a7t o9l 35t
A AR,y gy heael] s CAFCHF oW dh 7
ojate] 514 A oz kS WlEA] A

—

1). £8 ¥ DNA (Composite Claims : Isolated DNA Molecules)

9 4 glvbel diskel, CAFCS) ma
= Ige ARWA AR S e A

of Ak Aol mAg AL A Wy 552 Ad diste]
Sl Chakrabarty & & A} el
Aol T3k AoA7] wZell Myriad ARANA EAI7F Ha = wheh 2
& Aol EAeE" AR 53 didA Al tiaids dusta A
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B

erokrh. ey, v= 534 (USPTO) Myriad #t4eo] 917] &
B Algo] st zkde] &2~ (source)ZHE FHAE Wl
o= 2 ZEEAVE SsAe Folstrlel SE7 A= Azke A
setrta Hol #lE DNA He fxatd] oiste] #axow
& sloal skt

Jn 20 od
2 o o

9

o] &FolA Myriad Genetics Ab= Zuj7bA]9] #adl] 3Jo], T1E0°]
AT "EE® (isolated) DNA":= zpedel] EAetA] = A0 ZA

N
&

v 53 US.C. §101e4 <Axste “FAHE  (compositions  of
matter)” ol sjFatH “[HE A THEE] 54 o5 4 19
€% (a distinctive name, character and use)”& 7}#]al o=z w}
@3] 535]Eojof strial Sttt =, 2% DNAE 535]dA F+
shal Qe wheh 22, EelE FHlE Ade] EAeA =

ol Zglo]™ (primer)Y X F5 (probe)Z AFEE 4 9

EAets A2X2E2Y (chromosomal) DNAZF 7FA|aL Q) 4]
ZHA AL loen g WASIHES tiide] st Aol
Genetics Ah= B3 AP ool BE EdHo| o= AxeE EF
“ZFA el AHE (products of nature)’°o]Ehe HA4S A
ol *‘Zﬂab A Fdsirtal st 1 7lEs dASHA A&t A=

= 25 5

oF
Fom, <

olof H]st] YI(AMP)E Myriad Genetics AF7F FT38Fal &
¥ DNAE Z}?ﬂﬂ e “ERea glernw Ssd 4 Qluhal
stk da= Aol S (product of nature)o] 531€ 4= glthes
AL Yl gdek Helolw, 24 E (composition of matter)©] 53
=7l A Ao AHEHE dAs A e Fololof sh=d
(markedly different), #&2]¥ DNA+ Ao EA5k= DNA HiS 1

HE
)

)

3

SuUEEN

e}
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21 o %%
dAs e 5AS /M g oslga FAEGT g9y, s 2
? DNA°| 53815 3ol =¥ 1 +7% BRCA FHAE AT &
ES 548t A npxobA A3 Hof

oo ulsle], CAFCE #2]¥ (isolated) DNAE Aol EA)3he=

DNA®] g7} @Hog Ralg oz, o] FA5t= DNAS ¥+
Ago] dotd ZolAY e FAE A AT dolA, B F Al A
FE 71der]= shAINE EQke] A= dASHA thE (markedly
different) 20| HEE sty or 2y Ao|tpgta #Hustgich. 32)

o] A&oA Yux El® DNAZF Ao EAets A} “g
= 7HA 7] W “dAs] vET SAS 7HEs flva

otk a2y, o] F4el diste] CAFCi, 9i7F DNA9 “£% (use)”
WAl “7]%5 (function)”ell X|ZFste] F2]¥ DNAZF 241 DNAS} 2
AE (information)& Hegthil F43sti Jov, =49 &+
Aoy 1 ARE W A JEA A 1Est S5 o
A AAZA EFHAS kst b o] aeEojopdt 94 E
&, E2l¥ DNAY 5344 o
% (use or benefit)7} ofe} 1 &4 3%
walofof ghrbal FAEFI T3S

A‘]%‘_”

rlo

F4549]

32) Although isolated DNA is removed from its native cellular and chromosomal
environment, it has also been manipulated chemically so as to produce a
molecule that is markedly different from that which exists in the body (45p);

CAFC Decision,
33) We disagree, as it is the distinctive nature of DAN molecules as isolated

compositions of matter that determines their patent eligibility rather than their
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oo tizle], EEletAth= A wiel 537F Hupbd, yFolA E2lE
Uele]l 58R S tiido]l WX X o7t glSd, Eeld witelo]
S EE thde] E F oke 22 gy vE a0t fls AR A
A gaolghs FAd thale], CAFCE UiolA vitels HA "olE
e AL oy GA @ e Aolr®, O ykidle] 53 A4S
271 ofdd g stHA A= 3eEHES (a2 new chemical
entity — 917]A= &2]€ DNAE 23 Fxste A2 7=, AXH =
Hol Fagh Abge] oF HEe] AyEels Wit stof, Eo¥

s

oo &, HYUS CAFCe= v &S FH3Fe], Myriad Genetics

Abel FE= @A BRCA #3zke] 9jAE8 &dlsta A ddS & A #
ojgbal stHA, A} XMP A AAA EAF L Y= AAe A
ol =dstuw 534 §lal, 1 FRzE o A A s flEl
e =9s asivs @aii% 584 70] gle A AHEe] 59
AL ZHA HA= gEvhal 3] sk

YA ofbee] FAFNA, Myriad Genetics A &3]+ 3ttt x2=
A T-skar (off, v=E3] 5,747,28235.2] A o

9 x

physiological use or benefit. Uses of chemical substances may be relevant to
the nonobviousness of these substances or to method claims embodying those
...(48p); CAFC Decision

Creating a new chemical entitiy is the work of human transformation,

uses,
34)

requiring skill, knowledge, and effort (52p); CAFC Decision
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46) Michael A. Heller & Rebecca S. Eisenberg. Can Patents Deter Innovation?

The Anticommons in Biomedical Research, Science, Vol. 280, pp.698-701

(1998)
47) An isolated DNA molecule coding for a mutated form of the BRCA

polypeptide set forth in SEQ ID NO:2, wherein said mutated form of the BRCAZ2

1s associated with susceptibility to cancer
48) A method for detecting a germline alteration in a BRCA1 gene, said

alteration selected from a group consisting of alterations set forth in Table 12,
14, 18 or 19 in a human which comprises analyzing a sequence of a BRCAl
gene or BRCA1 RNA from a human sample or analyzing a sequence of BRCA1

cDNA made from mRNA from said human sample with the proviso that said
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number 4184-4187 of SEQ ID N.:1.
49) O'Reilly v Morse (1853); Morton v New York Eye Infirmary (1862); Mackay

Raiod & Tel. Co. v Radio Corporation of America (1939); Mackay Raiod & Tel
Co. v Radio Corporation of America (1939); Funk Bros. Seed Co. v Kalo
Inoculant Co. (1948); Manual of Patent Examining Procedure, Chapter 2100
Patentability, 2104 Patentable Subject Matter (2014 10€, vFA9} H<$)
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50) Article (5)

1. The human body, at the various stages of its formation and development,
and the simple discovery of one of its elements, including the sequence or
partial sequence of a gene, cannot constitute patentable inventions.

2. An element isolated from the human body or otherwise produced by means of
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a technical process, including the sequence or partial sequence of a gene, may
constitute a patentable even if the structure of that element is identical to that
of a natural element.

3. The industrial application of a sequence or a partial sequence of a gene must

be disclosed in the patent application.
51) EPC Article 53 (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.
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2) Dolly Case

H 2014 59 8Yo] wm=e] CAFC ¥ &9 d424 (Roslin
Institute of Edinburgh, Scotland) 7} 4349 &4 & Dollyy E3
A AR A o] FA el #HAS WF T

19961 79 59, 7]e]2= A (Keith H. S. Campbell) ¥FAFe} o]t €
ME (Ian Wilmut) ¥PAR= (o]sh, 2R ¥PAY) QIF H 2= A AAE
(adult somatic cell) ZFE =7 (Dolly) = o592 %4e B4 5+=4
Aaetder.  FAE wkAzE et AAE 3 o)A (somatic  cell
nuclear transfer) 7152 #3pAto| A o] FS 1
shugich. o] WH2 =Y (donor) AAEe &S, o] AAHE x|
(oocyte)ell o]2&tar, o]= A AdE viol (embryo)E ]| Ee] Az
oj2lsle] HAl FE (S W= WOl olgA el A

FTES Y9 22 54 A (genetic replica)S zHAl Ht}

2 5 Uit 2Ed A4 s e 53] A 7,614,258 w9 ¥

ff— [e} fund =
Hol A A FES Aty et o2 ude 55EY v
E351E4Y 09/225,233 ZoA ‘258 E3]o] HaAl ol o] AAkwE A
Ha (A&, & #HA 2 dAx)E A et AY=HEe, va 5 HS

2008 1149 10, o] A7&dEo] SsnE ol sidatA] e

56) ¥ ATse te3 Zvl; A8 155 A live-born clone of a pre—existing
nonembryonic, donor mammal, wherein the mammal is selected from cattle,
sheep, pigs and goats; 73 164: The clone of any of claims 155-159, wherein

the donor mammal is non—foetal.
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olf Aol BAHL. =&

A 2 AHRAE Qs AS
d ATae ol Ad AAd wnsiglod 20139 29 7Y W= 53
A AlFE (Patent Trial and Appeal Board) 9] Aol A4S 3t

ro
_O‘L
rlr
i

A Uit (HFR= o] HFE Wwo] =
(composition of matter) o]t} A ZE (manufacture)ol] slE &+ A=
A= B2, AAdde dgdstez Eavs 5 gl AA s

s obgel, A % ABAE Qe AARRY AAASE A

ol

A gHYg e 159 E5H US.C. section §101 ¢ A 7le| g
of &3t wHolgt stolx wheF 1o wkgol A ZFX| 9] de] oY, =,

AAYH, AA@Y L 24 ofollol] HFaH SHE we 9l

229 A4+ Dolly & wt=vdH AREHE EY 4 (donor sheep)©]
T e "ol dEiME uFEA ZFAAIT O BAE (5,

Dolly) & ¢17Fe] 2% (the product of human ingenuity) ©]7] wj&
%)

% glofof grha FFaheir.

a2y, CAFCE ofdl tiste], Myriad ARlA ti o] AFAA ol &
AstE DNAS “Be®” %7} (isolated, naturally occurring DNA
strands) ©] 5§39 4 givta #AS A L JAX A B o, =&
d A7 B4 289 DNAS F474 FxF v AY A Flo
ofH”] wiitel E35dE 4 glvta #Asitt. CAFCE =3 53ES
o thite] ofd EXESSD AUE HAste A, 1 HA WRo]l HA

= N
Wl 58 HellskAl &5 3 AREA 3T 4 = (free to copy

a5}

b4

ke
T

ol

i

’

unpatentable article..so long as they do not infringe a patented

57) d& 9], donor sheep ©] o] a3t}
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method of copying) ZolgtE AS i

Tt

o] AHoN mEd ATAhe HA FEO

wojof a1 ol §ol tla}

Jm
o

o, Joj= T} F 7HA WHelA HFE FEo] egAd Ty} o=
g F=A5AY; (1) 37424 29 (environmental factor) ©] &5

A = AP Ae] (phenotypic differences)E ¥
o (@) A7E 282, BU9] Fo] ofd WAt FAREE 7 Jﬁ}%
W EFZ =Y (mitochondrial) DNA ¢ Apolol A o] Zuje}

ste mAY Aol7} shm e 29 Ho

Astolch. oau, x@F A Aelo] dal, =& AT A
3ol ;—4017} =5 PAe] w2o] 93le] wrsojH Aol A
S oA vk gk iHYde, 2HuE oY B o]z ut

A

LY (Donor sheep)¢t 78 & Alold mEZ=E Y DNAZE Tt =
U= T4 giste], o] MEZ=2Y (mitochondrial) DNAS] x}o]H
AAl el S HA Bobd ol2HEH EYst FEdE TE Al
o] zpol& QA & &= vk #A4 stk CAFC WY& of&d, v
EZ=ee DNAZE A1 F&=9 Fdo ofd s vA= A o
stol= WAlA ol Ao IA Brh= He Al

o ApoM N 2Ed dAFie HA FE0] =Y T2 AR #Ad

I

(time—-delayed versions of their donor mammals) .24 =Y F&
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3) Dolly ®Z2] 2Jn]

o] #AL EA FE (cloned animal)e] #AYE Ty Formg 2

o] b= sFste] 53E 4 glthe U8o® HATEY 53Hs 4
q

FA 24 (patent eligibility) S #9138 A= olsf=aL IAIRE, o] 4]
= 7

CAFC AT “E&o] A7t HAstaat s ot oj= <o

el Aete d2ves A hAIE whek Z1A7F d ek Wnt obyet ®A

oltjo = v}k, FELS Y 3 DNASS H&EA WA Aoy o]

E
A Ao rd, e H5A s=9 53 AAAd il oAE @A
T Aoz By, IdER, Aok n=dis HA FEoldal 3§t
EE 53] Rodideld Alejdttal A= 2 5 glal, mueh 54
o) Aot Yol HAY & 9 A9ehd 5¥ nE gyow
A4 @ Sw grkn AzEt

58) In re Roslin Institute, CAFC Decision (Decided on May 8, 2014), pp. 11
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2. Oncomouse Case

as)

2002 vt S vlole 53] Aabt & oulE Zte #ES S
%t Harvard College v Canada (NYth 53%) Azl
z4E FE 53 F 39T & d=A e dist] AANAN HExE B4
= e Aojtk. 1995d A ZEJAE o] Aol A vttt i 54

# w52 (oncomouse)’t 53 HE thido] ofyetar
sttt @A R UeeES FAHE = dis) 5518 9

L

s 9248 g=ol tis S31E slofskA €= 2

X
ol

A

-

e

o] eavhyre] EHAAL MFH FHAM Akt ggs vhe
Azd mgegtd 1 B4 F 4RI Byel deld TAYE 9
o) 5 & =27} o

1) Oncomouse Case :@ |] =+

19843 3= (Harvard) Wd2> ¢t f72AF (cancer—-promoting
L S =3 FAAS vl dgk &
]

=
o] w2~ oF AFE 93k A = (research
o

59) Oncomouset &7, Wlut=A, W7o L&t 5 2790, I8l olHE, Uds
= 2HQl, F5, 299, vF 5 oy YgelA 53 SEHUTH
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o st = w25 5V H& WHAES, A9 AT (fertilized

mouse egg) ° et f-4AF (oncogene) & FA}E AL o]E oF T~

E (female host) o o]&3stsitt. o] @/ 4} (oncogene) & 7H%

1 AY S 12 2235 vpe2of wnjstglth. 1 A3 Aol 2
2F A0l 50% = AR (oncogene) S ZFA AL §loj A oke] why
71430 A g AE JdskEd &k AReE o Al o] 5=
o A el os whE

A

e 7h FEAE sEs wees I
&

(¢}
o) FAAH FEE WF FFeha vk

L.

" =53] 4,736,866

A8k A 18 @ A transgenic non—human mammal all of

whose germ cells and somatic cells contain a recombinant
activated oncogene sequence introduced into said mammal,

or an ancestor of said mammal, at an embryonic stage.

A543 A 118 : The mammal of claim 1, said mammal

being a rodent.

73 #1238 : The mammal of Claim 11, said rodent

being a mouse.

1988 TE¥E ¢ 5= FEAZ H]-QIF ¥ {5 (transgenic
non-human mammal) o] W3t Aoz FTHGEEo ZTHE A &
2 g HS AgHYE A ok o] 54 & shHE sk



oncomouse & FHAORE ALkt 4= AR O™ oncomouse & AFE3}
=
=

AE SHAE 2 HAY. o] 5=
of #wjst= FF (DuPont) Abell gholal~
Sea=

o] oncomouse 53 T, 4 FH % Aydel= ELHAJT.
A M= Eo] ALHIAT EE5AAol A HFS

(transgenic mouse)”

2
o
o
o
—
©
©
\]
r 9
e
o\ ﬂl
olr
Jfu
i)
32
£
(o))
e

Oncomounse E£3%]+= ©
kYol A= i

atA ethal AAste] HF AdEH A

E _
[\)
o
S
\)
(L
—
\)
o
k
olrt
0%,
i
=2
=
:IOL_rI
A
e
1l
e
0

=

Oncomouse 53] o] = FAAL & s @S 53&
selaigich. 19989 olF el uiweel 5de M=

oncomouse 53] Rut @IHLAZE FA, dFEE AH (mice) =& A
%5 (rodents) ¢F #o] T2 A Es=HJY. 2y, EH R}
AAZ WAyt FEHT ¢ G2 Hed dd] 558 AEE dEds @

A ArieD

2) Oncomouse Case : 7lYt}

Hutiel 419 oncomouse E3]E =43

[-‘E

thell F-LAA AT A

60) "= o4& non-human mammal® A HA FFHAOY FHAAE mouse=
2 F& HAAR 555U

61) A transgenic mouse offspring (F]=153] 5,221,778); A transgenic mouse or
the progeny thereof whose somatic and germline cells contain a stably
integrated DNA sequence (W]=r53] 5,648,597); A transgenic non-human
mammal (W= 53] 5,965,788) &
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Uttel =49 538+ v=x9 AR HEe] @ Aun 5dHS ¥
A%k FEol gk F3 A1E WA Al 1282 Ad S5 A
ol T et Fevhe olf®E Adsta, FEHS LREE
< W= Wl #et HE (A13%F WA 267 o disiAe T4
B a3t 19954 8¢ 49 AHAAY ERHA A AUt 55
g A (Patent Appeal Board)® A& 3] AApde] AAHS 3kl
skt 53 iy 2ol S| e At dH s
A ste] W star lojoF 3}l (under the inventor's control) €A
A= AEAA (consistently reproducible)o] R AZF ojof trfal A8}
At

g o]l 2k (control) ¥ A &AA (reproducibility) & Frekghel] Qlo A

Metth 533 73S s 2 Mo SHo= FEseh (1) 74
Ao g WMaH wvjo} (genetically modified embryo) & AZ, (2) the
o] zbgof A Hjo} (embryo) 7} #esh= g, 2E]ar, 3 WA G

= ;—Evfﬂtﬂ’%ol g 5 AR 7 RA gl AAR = (aw of nature)
o gE= Aow WHxrl EAE & 9= AL ohlga duEyd
=

st = sk o] AAel thel I (Federal Court of Canada

Trial Division) ¢ E®3&gov), AWy Add T A3t A13 UH
1259 $25 AdArh. of ARol thal ST et ohA] Fast

St}

2000 Fivirie]l Awrsl A (Federal Court of Appeal) & AW

o] dalE FA-L FH Y v B digte] 53 & ot 2AA
HY2 Ayt SEsio] Aol disiA7tA] 538 44

= Folgte AL olUARt FE 538 B A2 glva ad

ol
20
38
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Al = A

°
rlo

& 5149 R Faydel ¥
Fw}9-2~ (transgenic Harvard oncomouse

Ao Futtoa E3E & duu F2sA). 047“1
o ol g} AT SeEel ola Wl slgelte
2 12 (mouse)= “A|Z&E (manufacture)”®= o}l
composition)” 25 B 3= 9uin #2359}
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©

e
)
e X

e
>
>
)
=2
>
2
e
i)
%’,

oA B X (amicus brief)d] dH & =
A, 84, aga 3EESgE AdA asAEAA 53 E st
Atk 2EY, o] Hel diste] st iy
el WAIACRE AFH dve 2= FHaA,
public policy) o4 &&° A = =YA(public order
or morality) & °lf%2 53& 7dstoiM= b Hrtal WA
R, Ay 5ol Ayt

o
o
2
)

1
rO
ol
>

(o]

0,
b
=
e
rot
=l
o
o
5%
o

92 EPC Article 53(a)= 3&F2A9} =Ygof Hlsl= 535 3odd

T RE=F grAskal k62 Ty, FHME o FMEE Aol

62) Article 53 Exceptions to patentability

European patents shall not be granted in respect of: (a)inventions the
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A&E Aol e B8l S = oncomouse’t 5355 It

o] WAL A= Mol AA F 7HA7F duk. 1 sk, vl A

Utz Holq AHsla = E3H3E oA (patentable subject matter)

o] 3] FAME A E Esta A2 wdlE s AAe EEsigliteE A
|

& AR
obuth. Zeiu, Aol FAReE Wt stllA vhesE @ et
A= dlFgdrha Ba gE vkl M

ddel olelelnt. olA ™, Arictel
Pl o]z HE A4
- S

— T
53 giaboletts 42 WF AdsgA B

Zola G914l 9l

> N
o,
© B dm
- Blooff 8¢ o rlo
SRRNTRNY
re oot o
o
o
(o]
~

i)

oft &
:<|)L_',
ox
N
N
i)
N

> o
il
N
3@ >
Ir
W
rlo

Y of
KIS
TR e

ko

(0]
o
alf

= A=,
ARz o A

A rkaL

Myt QS Charkrabarty AR?
ol F3e AAMZE S

s Avt Sl ol

RN ]
ek e ek
$eiebst g o 2
27} Qe ol o

_(ll
27% 943 sel Aol 2 ol

[
=
o)
N L

i)
rlo

commercial exploitation of which would be contrary to "ordre public" or morality;
such exploitation shall not be deemed to be so contrary merely because it is
prohibited by law or regulation in some or all of the Contracting States;
(b)plant or animal varieties or essentially biological processes for the production
of plants or animals; this provision shall not apply to microbiological processes
or the products thereof; (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.
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3) Oncomouse AHA : 9

3-1) E3 B3 i) g A

S35 ool st #3 53 EPC Article 52(1)ellA, "4k
ol &b s Aol glom Algtsta AHAe] Q= W, 53] F 4
Atk FFASa 9dar, EPC Article 52(2) oA wto] opyetar 7h5
He Aes (34, #otolg, oA g, AAE AH T A
Attt oFg# EPC Article 53 2 FA Yol fuls+= d¥ 7 4%
FES 55 Bo oidelA ALt Atk

EPC Article 53(a) oA 1838k FA¢E fujet Bdste], fH58
o] & AT (Technical Board of Appeal) ¥+ T 356/93 ZAA Oﬂ/ﬂ
F&AXA (public ordre) & “F39 <SFAI} AL FAHYOZA 709

A gAAe wEss A olgn AolE “(dlE Sof, By A9
sa) Feel F3heh A AAE HHSAY Bl A7t A2 7
= Aolgta Hela .6

e
&

il

1
A

EPC Article 53(b)+= 2% #% (plant or animal varieties) ¥ §%&
I AES A fF ‘e BESA B8 (essentially
biological process)” & 539 & flttal stal =t o] =3 1A
55 o83 1A (microbiological process) oy 1 Ay}Eo= A&
A &=, FE55HS> T 320/87 #2 (Lubrizol / Hybrid plants
ALA) oA wAES o] A (microbiological process) ©] =43k

AME3HA 14 (essentially biological process) $1A]= Alhe]l 719 A

63) Case T 356/93, Plant Genetic Systems / Glutamine Synthetase Inhibitors,
E.O.P.R. 357 (TBA 1995)
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;o Asdell ojste] dojx Ay B o] Edof weh A Ea
3] Aol 7HY (human intervention) 3t AR A1 &
oy = AL ofyeh= HE Welal drhed o] §iste], &
2 EPC Regulation®] Rule 27°] E3] 7}53 iAo = A

3-2) Harvard Oncomouse Atz : EPO Decision T19/90

19859 = st ol oncomounse 53&

o] AT A1ge] FHH3 v-At 2HEES A=}
A173o] ek 42k (oncogene)s 7HAIL = FA S H]-1%F X
FrEEs, AgFE 1 FoA EAF (rodent) & 73l AN

#9 S3He AAFE EPC Article 5307t [~ ¥2 “FE FF

- -

(=]
(animal varieties)"S S&/0]do4 A< oz =g -1, ‘=
(animal) 7L AAE E3| oA #ALIA 7] Aoz ZE d|Adste] 3
T oncomounse?] Y& AHsRY. (FHA=E, FEFETS w59 o

9 el LAY FHU5
e ¥5EH Qo 744
53] 7bs@ gon 5o

oA Aol diste] sHE dleke GaAlw (
Appeal) o EHaGIth 1990 10€ 3¢ FAAAT= 53 o)l A]
e E A% A& “TE FF (animal varieties

3tk T320 / 87 (Lubrizol / Hybrid plants) #+2

m15
N
)
:Oé
i
)
o
o

| wFo] o AR

2

64) Case T 320/87, Hybrid Plants / Lubrizol, T-320/87, 1990, O.J.E.P.O. 3/71
(TBA 1990)
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9

=99 di4de] EPC Article 53(b)9]
“animal variety” ° dFst=AE A BHESF Sk FuAAF
o FESh ‘st AESY HA (essentially biological process)” &
Q7o gt W3 (man-made transformation) ¢ ®Hd 7ld o] 2kl

AR 0] o] AL gelEttt. ST oncomouse YL HGE 13
= ]

U r-|—’l

[e

A=y

oA Abgto]l wheE FAAS &S At AT vl wheF ‘%
& #% (animal variety)" &%k @ldo] dArpd o] 53l 52 F
AN

vpxete s, Fuders MAESd #A (microbiological

processes)’©| S3&tjdol A ALJEtt= A AAES 17]slth
AARE 53(h) ¢ o B 2UE #dste] 534do] gls wee
53(b) ¢ H FiEE oF AL&F F vt Hol P ol
“microbial process” & XE3sh= Ao dlske] Atk UAT 1Y
v, duadH= EPC Article 53(b) ¢ 3 HEL (this provision
shall not apply to microbiological processes or the products
thereof) <& H-3#2] (plant or animal varieties or essentially
biological processes for the production of plants or animals) <]
=2 &Asledofr vt H.al “microbiological processes and the
products thereof” oAl 584 4& H-ofs}qlt}.

3L %

5 &% %% (animal variety)”©o] %
(species) © akfl7fdel si@dstvtar AAQstal 1 A3, s& 1 ZA
(animal per se) & A slh= ¢ 5319 HG32 EPC Article 53(b)
] "animal variety"ell sg38tA] o}ysto] 53| rhasitta ddsitt

==

|

=], ArRE FAes Byl wEAl FFe] HA s =y wb

s e ogler O AAEA 53(a)e] Ssl el A9l
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He= AL ofygta Hodth A= AAMEE
o], oncomouse 537} ¥ AAMY EYo Hist= A2 ofyela #
i a=

a) oncomouse &

b) oncomouse ¥ Yol ¥ A2 o s=LLS AEE
3]
k=

o
o) & A7l s= 2P ol9fe] v digke] gl
d) o©] & = A

e)

FHEFHL o)y d =g wet 19924 5¢9 13Y o] EFE o5}
ot} (EP 0169672).

gy, olFlo] Fuketk B}Age] E2 ofYUrt. o] 57 HAHA F
oA o]l A S AT e
oJAl%dH- (Opposition Division)&= ©]
E 7k d4ddgk AAF (transgenic
o2 frolAe 31 Al FAH

ATt

_69_

] 2



3-3) EU Biotechnology Directive 98/44/EC

RO
g
O
>,
E] —
o M §
At
1[1 l‘fu
Ll =
o e
w 9
T 4
(o]
o i)
> J})T
i ;g
=l rlo

il
ol
32
=
oft
i

S = oncomouse AR frAFgE A

Plant Genetic Systems A}2] &3 A
< (plant variety)"oll ai@ste] 5382 + glokal &

%‘r 5o E57F Hu, g4AS A8 E5)7

H AAE A & EHFE oflst

Directive (98/44/EC) & ©AAIZIA At}

N
5
rr
K}
i
o,
o
2

SN

EU Biotechnology Directive ¢ <¢]8tH 5% (animal) ©|4 2]
(plant) 53] 7}sslA 9t 55 %% (animal variety) =& A& &%
(plant variety) < 53] 7}&3stA &t} (Art 4)65 =z} o)A %ﬂﬂﬂ
U 7led 3ol o&] Aakdl AESH EF (biological material)

AAA el olm EAstar | Aelgte Wrd o] o] H = k. (Art
3(2))66) Al AAY I FAHRA (d, AP ded B2 55

9 5 gou, (RAAE zgele]) AARTE RE 24 wE A%
4 o AR BAe FA4E Egetel 1 Fx7E o] A3

doha Shebe S8 Zbsetthen (o HelA el Myriad 73

65) Article 4

1. The following shall not be patentable: (a) plant and animal varieties; (b)
essentially biological processes for the production of plants or animals.

2. Inventions which concern plants or animals shall be patentable if the technical
feasibility of the invention is not confined to a particular plant or animal variety.
3. Paragraph 1(b) shall be without prejudice to the patentability of inventions
which concern a microbiological or other technical process or a product obtained

by means of such a process.
66) Article 3 (2) : Biological material which is isolated from its natural

environment or produced by means of a technical process may be the subject of

an invention even if it previously occurred in nature.
67) Article 5

1. The human body, at the various stages of its formation and development, and
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o=oh.

EU Directive®] Article 6 & 34 &) dhsh= @S 55l A
ALstar rt (Article 6 (1)). FAASE, Article 6 &, 53] AlES
=249 st W, Az A AlF (germ line) ¢ 34 IS W
o= W, AP Hlol (embryo) & QA FHH HHOE AMEEE
W, ean, et o84 e gle]l sEAA e td U=
A WYEE sk W 2 O9e WHoR wEoRl w52 575
2 oar FpAskaL QUrk6s)

the simple discovery of one of its elements, including the sequence or partial
sequence of a gene, cannot constitute patentable inventions.

2. An element isolated from the human body or otherwise produced by means of
a technical process, including the sequence or partial sequence of a gene, may
constitute a patentable invention, even if the structure of that element is
identical to that of a natural element. ©] 782 v|=y &g FHAAA FH12 53
£ dofstal e <A g ol7IE &t

3. The industrial application of a sequence or a partial sequence of a gene must
be disclosed in the patent application.

68) Article 6

1. Inventions shall be considered unpatentable where their commercial
exploitation would be contrary to ordre public or morality; however, exploitation
shall not be deemed to be so contrary merely because it is prohibited by law or
regulation.

2. On the basis of paragraph 1, the following, in particular, shall be considered
unpatentable:

(a) processes for cloning human beings;

(b) processes for modifying the germ line genetic identity of human beings;

(c) uses of human embryos for industrial or commercial purposes;

(d) processes for modifying the genetic identity of animals which are likely to
cause them suffering without any substantial medical benefit to man or animal,

and also animals resulting from such processes.
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3. Newman Case
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5}

(cytokine) ©]4

A ol A7t B8E 4

%1 5]

d
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gl 58 ol ourh. e, Agel KA =
A4S FRe WREel SsbA 58 el wrh i,

of fAA7} E9E Fol Tolg W, 74, 0.0001 % 7h ofuw
=3

10%] ST ojws D77 Ag vE SR 4wzt o
Soldivh, JAAT AL} tolngErted i YAARY FEE
A ESE AR 60 wek AR gAeld A%e 2AsE fu4

Aol A 2 brted HAuo o] Syt AR yEA #
A =9 7t B2 Newman Case ©]th.

2) Newman Case

1998 AZAETIA} 2~2FoJE FrF (Stuart Newman) 2} Aldw] 2271
(Jeremy Rifkin) & v 53] Aol ¥-217t Hl-5&S Aikste Wil
o gk 53E =8ttt (=554 08/993,563 3,
Newman-Rifkin 1).70 o] &L w|$- FHLsI] Alg-F& 7]vet
Hjo} (embryo) ¢ wAJE 713 (developed organism) o tdl] 7] 38}
AT AZEF BRIZEe] H g tiEi = el Z1AE 3l
BAUTE W= 53 o] ol gt oo et A &E

69) Agtst BEel E2 adel et @A SR 58w ol|d. Y 9
ool A%, e 0 ekl ek WEIAL A0 BLAY B0 mBE HAs
w, 2 539 stodAE ol Hkste e TAGE Hujy o] s = gl
70) Sander Rabin, The human use of humanoid beings: chimeras and patent law,
Nature Biotechnology, Vol 24, No. 5, 2006, pp.517-519

—|—’

_73_



AA] ol 3EE 84 87 (utility requirement) < &

1A
b Z)vlehs g Sl wetee 581d o glual A dst

o] ¢ 199949 3€9 HFT AEES WA AAA Y= F8A4
(utility requirement) © ojgk Ho] oy, HWAHA T|AE
(enablement, best mode 7§A] &4 wH]) ¢ ABA Aol W EFHIS

ot o] 2 o]tk

Eal

e fo

H]
D)
% (non patentable subject matter) ©]
ke gz71e 200299 FAREE e A I tha] B E
=939t (Newman-Rifkin 1). ©]=+E35] %
ool sldshA] &S o= AL UL
froll ohgk 6709 g 7|zt oy

sto] o] U HET ADAA HAH

HrRe 2995 55 W) 8 292 dth aet U g
Z7e -

7D 3 HAE AAIE oS o] W EQIth. Section 2105 of the Manual of
Patent Examining Procedure (MPEP): “If the broadest reasonable interpretation
of the claimed invention as a whole encompasses a human being, then a
rejection under 35 USC §101 must be made indicating that the claimed invention

is directed to nonstatutory subject matter."
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2A Abgre 85k
ol obyetar At Atk Yy, FEike] o]F nfgel] #I E
=< o8 7 FHE 2d9d ¢ Jderw, 4 Yy 533l o=

1. E3 X135 37 (Patent Eligibility)

a2 ZAA N EAEHA] = v]-Q1ZF M A A| (non-naturally
occurring non—human multi—cellular living organism)+ £3] 7}53}
o 2ob, gyt olE gl e Ao 1zt Jigde] lojof s}

H ol Ao F&3 Ad ol87bsAel A ok d. aE=

72) ¥ Agel B HoE FFG UL @ AoR: molA: fou wARE
A A% BRe B WA Pasnd SE ewe olsse ARlelth,
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2, AAe gk v=o ERs A E A7 e FEe] wrta
& 4 unk.  Chakrabarty ARzl ol “Bj¢F ofg] <SIZto] wbE EE A
(anything under the sun that is made by man)” o|g2}a XdT A=
2 53 nEo AFAH e, aHug, g2 53ens v

¢ FE EF U BE @yl muy ¥/ 558 5 Ak

n=3 AR 535 Al=E 7HA AL
& slofo] oA S Sl e
Mutte GHxE AEA (& 59, A4 (algae), °|2=E, HHe| g o}, v}
oz, HidEl  AE  (cells in culture), HAHSH ANEF
(transformed cell line) ¥+ slo]¥ 2] %n} (hybridoma)) + 53 7}&
stthal St vk % AAHEA (higher life form) & AAbsts= W

o

M ool el o)@ 4PE AYS Baw s, AAW e

-

o] o
MR
g AxR o2 9ge Hela 9

skl A A s 3ol obd Gl 53] rhesith. 1Y
U as ABA (E 59, 58, AE, T4 W) AAY S F
15tar ok, Ao Ayrhel A= “zkde] 4HE (products of nature)”
a5 AWA (higher life forms)”7F 53]RE didolA A9
=94 (morality) & E3 RS A I A 185 A &=

[e)
-
ka7 9et kAl AEEAQl 3A (essentially  biological
=t

FAe TAYEA AMRE ASE
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Setete] A9 Sy A2z RS Peld gt @ BB =

5% slojsta gleh

2. FAYE A A gy

nj=o] SsHol= gAgEd whsls 5515 aAeks 2ol R gl
t}h. In Lowell v Lewis AFlolA] wlar HYS f&-(useful) 3}
71 91l AFslel 43 =9 (sound morals of society) o HFa]jA]
= oteEga FAEALS  o]lE =YF f8A4 U2 (moral utility
doctrine) °lg}al st=Hl FHI7HA o] 7|EL 585 Adstal FaAr]7]
= 2] A{HA= oty
nj=o] AALZEed oetd WIS A Aol AA|Aolm, WS vkl
24 (specific, substantial and credible utility) & 7FAoF 3}+=d,
Mol =87 84 (moral utility) = 7} oF d=Ad tialol A=
FEo] AA &k ey, o] =94 {84 (moral utility)o] &
2 Mdd AL ofy i, HY2 Geneva Pharmaceuticals Inc. v
Glaxosmithkline PLC Azl A “@o] 7|58 F3d3t7] 9 23t
olretdl A¥E W, 1 &&7F ¥, =Y Ee e v
st &S o’ 53v 84S Zevha #AIE vf duh 7 ok, o]

= dodst=d & LAl

R nE Jo

o

a
o
v}
o
X
oo
rir
rt
9 o
k9 m
2
o
offt
i
Jm
_(m
1

73) Lowell v, Lewis, 15F. Cas. 1018, 1019 (C.C. Mass. 1817)
74) Geneva Pharms. Inc. v Glaxosmithkline PLC, 213 F supp. 2d 97, 610 (E. D.

Va. 2002)
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(Diagnostics and Therapeutic Method Patent)
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thet B9 Bgel tetel 53F selsd @t 2AE AR g A
Asa Qe FAEIN] A AolE AMun F o g
FestauA w2F Bast Qrkm Yo} ol B WS

thaho] ol WA a1 Fdell A A Bkt

A 3 A Mayo Case

1. A9 e

H

=
r2
o+

Y-S 20139 3¥€ 209¥ Mayo v Prometheus AHAS HF
shlth. o] At E e H -3 (diagnostic method
claim)o] n= 533 U.S.C. §101 3}94 E35H3 4 (patent eligible
subject matter) ¢1% oA¥7t Fo AHow tEHTL iy

CAFCY #4<S HFa, AWl =0 A3 k& &% (dosing
range)= ZAAst= Mayo® X A3 A A sjdste] 5
& 7F Fauolof gvfa dAsgint. R o] ARAA 53 A
A Abal AR AARAS §A FTete] 2 AAE SAlskE AL A=

b TaL AT

r’l
mlo

Mayo ¢ &3 54 thAFA| (metabolite)e] & =)
FS HAsgste] G GelE A =Sk WH #gE ol Extel Al E
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o

9 (thiopurine) 3}9F=& Foletd 1 of&o] gkat AelA At
o] A (metabolite)7} AAH T AlgEvit; Bl 959 (thiopurine)
SHtES diAteke Aol thE27] wiEe] E] ™ (thiopurine) °F9] F
of et °Fo] ade= vEA yehd & vk 127 wE
FAp Al o= Ao FojiFo] BAS vERd Ho] QA of
o= Ao Fogo] g} e AR AFAAE FIdst= A
&

—

oft

A

i}

o

L M 2 b ¥ fo

i; r_gu [ox)

o] 53] Wigo] wtEolfe A HAES gk I el 54 diAt
A 53], 6-HTold (6-thioguanine: 6-TG), 1 w=HLH=
(nucleotides) 183l 6-WE-HTEFH (6-methyl-mercaptopurine:
6-MMP)9] F%7} E]23F ¢ (thiopurine) ¢F&el # T3 FddAA 7}
Atk AS ofml oo AT, et dALA Sl dRdt ofEo] a3t
(F-2ZHgol YetAY a3t YetuA &) 1o Agge Auds
e s deA AA FUuAT. S o] AAHAE FIs] HFet

A dZs= W] #alk o)

=

0

O]

TAReR, "53] 6,355,623 T W=53 6,680,302 T A
gqe] 6-TG E== 6-MMP thrtAle] 57t SAAE 9A HA (7
Zb 400 3 7000 picomoles / 8x10° A& #xpo) A &L, 6-TG
thAbAle] FE7E (9F 230 picomoles / 8x10°A E ) SgAwr}h vho
W OESIE giohs w3 7123 Aolth. ¢ F 539 gx Yo
2 =53 6,355,623 £ HT 139 &S AHEA g3
=3

78) “Previous studies suggested that measurement of 6-MP metabolite levels

can be used to predict clinical efficacy and tolerance to azathiopurine or 6-MP”
(citing Cuffari, Théeoréet, Latour, & Seidman, 6-Mercaptopurine Metabolism in
Crohn’s Disease: Correlation with Efficacy and Toxicity,39 Gut 401 (1996).
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n=Z+E3 6, 680,320 ¢ 3 13+

A5t3k 13+ ¢ A method of optimizing therapeutic efficacy

for treatment of an immune-mediated gastrointestinal

disorder, comprising:
(a) administering a drug providing 6-thioguanine to
a subject having said immune-mediated
gastrointestinal disorder; and
(b) determining the level of 6-thioguanine in said
subject having said immune-mediated
gastrointestinal disorder,
wherein the level of 6-thioguanine less than about
230 pmole per 8x10® red blood cells indicates a
need to increase the amount of said drug
subsequently administered to said subject and
wherein the level of 6-thioguanine greater than
about 400 pmole per 8x10° red blood cells
indicates a need to decrease the amount of said

drug subsequently administered to said subject

Prometheus Laboratories, Inc. (]38}, Prometheus)™ 6,355,623 %

6,680,302 5319 && (sole) R 53 AAAA oW o F 539 7]

SRS FEd g 71EE #ujstar 9tk Mayo  Clinic

Rochester ¢+ Mayo Collaborative Services (©]3}, Mayo)& 3dH%¢

Prometheus ZFH QA7 EE AbA] AbEstal At 2ed

Mayo & 228 X 7|ES /j@slr| &2 AAsta 2004d0] o] A 2
= &

ersl7] Sl diAkAle)

o off 2

(A}

T E Prometheus %
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ol A = 6-TGe #A$E 450 pmole per 8x10° 2
6-MMP2] 7Z<9-o|= 5700 pmole per 8x10°). Prometheus: ©]9|
Mayo AFE Adl2 53] Hlla$s A7kt

A& Mayoo] HI=EZF 6,355,632 5319 H73 A13-S st
Pt ddegin. HeS 54 AdS dehle FA7F (
4] 400) UF HlszellA AdH oz tE HEE

Aoba deekgith AW Ye w3l oAbyl glAaE A a2}
WS wptA] gkokt) sl El= Prometheus 5315 st 4 9l
et a2y, AWHYS Prometheus?] #1382 EQ
1

(thiopurine) WAA2] ¥z IS Hol: & AAAAS H

S
(@)
S
%
o
4

L K
2

¢ 1

4\

R

AN %2 JlA 44 O

= Al Edste] AAW ] A AAdA ] dfdsteg 53d gt
= 9 #Z (summary Judgement) HH S 24 Mayod] HE E9F2
T}, Prometheust AW #HZAo] 343103 CAFCE o] 2ZAHS
H ST

2. CAFCe #HAU&

CAFC+= HFgEo] AAe 3374 (natural correlation) ©]<]ol
“administering” ¢} “determining” ©|glh= F7F @AIE 7IA 2 =
o] HAIES A AW 22 HE o dHE W3 (transform) Al

715 Aol7] wlEol “machine-or—transformation”’79) E|A~Eo|x o] ¥

Hol] B39 tj/do] H&A ofFo uist wdt 7]E; Bilski®d; 574741949
22 rx= 249 Wslo] FQ; machine-or-transformation ®H|AE7} ¢4
Eal)
T

A= Hell diste] dust ##ZE Flook Diehr



of Gt KT} TA A o administering” ©A¢} A}
Bl oA k=S Aol Tt AelA] k=9 ®igo] dojit
Hgo] 54 A=Y & 2 T U=

e A
iy EEE L RIS N
2 =437 93] HPLC 59 W<

E
HAHE S F=dloF et o] A Al 2249 AHAe] Wsiion

off @& W™ K & o
o
£ o
rr
Sl
©
32
5
(@

D
o
=
=
=
j=
0Q

H

oz dAa9r.

oba¢], CAFCE A& HAAI=A siAEojoF sp UdF-oA <QIZHe
A gl MFEAJATL st 9 F DAY Wo] dojrittes HEe F
A = glda JA ]3}033} CAFC+ %3+ Prometheus?} A3t
WiHo]l BoFdAl e A st Y RE Asases I
skal ol Aol ofyal whA] “EAF AsWHS HTekal dvke Aol
A= FEsEITh o9 o], 55 H S AAS 8% CAFC o %
Aol tiste] MayoZl il E&sigion, hEde o] AMIE

Bilski %29 BN AHE %= CAFC o s%3a901F, CAFC
B oA RAANE Al wdy AdHew U AAE FH5
| ARt el AL H AT

o

3. "addEde 2L

PHALS A X2 “Prometheus E3]&= .. N Yo EA thAlA ¢

case (545 F.3d 943 (2008))
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AR A& Prometheus 7} &

= 53" gla o] el 53E7] A=

F7F dAZE AU A S ol &ekithe AHA FFo] Qlojof sk, 3
7HA F7H GAlE 2 AR A A oAt A7Ee 587te

SHA sh7lell = F-=shrkar A sksi

Tz, YHYL, “administering” SAI= A= [HAMAI]2] A
A} olefHATE U= A, F YANEY AAE A= AolA
[e]

SAbER A7bd e AEe 7H BRI A o] HeFE FES oHE
Qb ARl ghem= o] F7b dAl= ofw7h §lal, “wherein” o]dl &7
= BA At Al et AdRH e dishs Aol E3stal 74

o “determining” WA= A7} QatE b whal ¢lol® fALA &
TE ZRAES 33 9=g o] WHE Fxo uHo @A 1 Holo| Al

Fatdso) Ao Fas el FEd Brsel, Sa)71saA

M2S 53] 7bed o ® WEk (transform)A 71A] E3kct
a1 FAsG Y. Y ofsy, AAHFS e vjeddd de
2 < A&

=
@ wTele] olol 537k 44w o 9% Hun e
}_

e ulm o] 9T AL o 5HE Hgolrw Qs dow B
ok d m

St
edicine) okl A+ o] Wejd F= Uvh=

o
o,
%2
o
=
T
o,
rlo
o,
Y
>
A
2,
=
HJ
=
o
=
D
@
jon
D
[
0)]
N
N
o)
An)
td
uly
N
o
f{rt
" l‘lO r

(F7&o] T3] FiL s&2ot FHE oA WS V=

M

o
e
il
°x

80) Mayo v. Prometheus, Supreme Court Decision (Decided on March 20, 2012)
p. 3
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g5o] AF3 AT Mayo AR} 728 vk

A4 d
Asprl gebd B Jgor Ao AYWAE B
%

n=e EFH A 101%0A WY
I Qlar, RS EFHT iAol Aol b= Wi FA I

Pell7h o, oaupdue] B8 1Ao] g5y 9

Becton Aol 89 e]g7]7] rt ope} sahEAbgwat 2o Ay
o ARMYE SHbeatin wud olF vwe Ay, Anuy
9 e TIW 250 dmiyel disl PHslsl 552 8o
stol gtthst  fdolut Selubebsh Wl AwgwelA Alge] AAES

83) Becton-Dickinson & Co. v. Robert P. Scherer Corp, 106 F. Supp. 665, 676

(E.D. Mich. 1952).
84) o, "=r53 5,410,769 A3 13 A method of immobilizing the arms of a

prone patient overhead during a medical procedure, comprising the steps of
providing a poprtable base adapted to be removably positioned on a patient
support; placing the head of the patient above the base; relocating an adjustable
head support with respect to the base to be disposed directly below the head of
the patient; placing the head on the relocated head support; placing the arms of

the patient overhead and above the base; relocating adjustable arm supports with
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Sot gl el ol% 5

= OPIEYE A QA FAss 97 g Rela 530l
YA A9 B4 agt. AR SN AAsE 2L

i
=) i
AozAe A Wtk Azto] AuHo|ga ofge o muy

mlsell A ol my W] 53 sAaEse 19949 Palling v Singer
7F 2 A A AR eld sy, Qb el gk S5 AAE Dr.
Samuel Pallinge] 9A] % Fel Dr. Jack Singer®t 1 3 ¢
g7 S A& S AR ARAOA, AEWE S3dS BAE
F ARSI o= wAZE Hla, S37F FEEeR

A3 HF Al sARAS kAN o] A o] oEddER 5FH
HAaFOomHE AgEAlS Kotk o] AL oJAtel =7
% (health care facility)o] Alge] AAE oz o8 s 3
g = SIS ETH WAHs 53He sigo] o] FAAA HU
(539 A 287(c) : Physicians' immunity statue).86) o] Ao <]s}

o

respect to the base to be disposed below the arms of the patient; placing the
arms upon the relocated artm supports; US Patent No. 5,772, 661. Claim 1 : A
method for inserting an interbody intraspinal implant into a disc space,...the
method comprising the steps of; (a) penetrating ...the lateral aspect of a spinal

disc...(b) removing ..a portion of the spinal disc...(c) inserting..said implant...
85) 36 U.S.P.Q. 2d 1050 (D. Vt. 1995) (Samuel Pallin °|2}+= 2JA}7} Jack Singer

Z= gE oAt Al A9 single stitch cataract =& ol i3k —E—E‘H;’JQ 338
e o]fE 2% ANE AHA; H9LS Pallin E39 d¥E FEE ¥, UHA
ATEES 7HA A Singer AA A E A AT FeJATh.
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of, ml=r E5Y A271% (a) =& (bl sl el s, oA 2
gar|Hel A= 53d HalY ALY FA (A281%), aXH®E (#1283
Z), =l (A]284%), AAMIR A ek 4 (A295F%) o] A&

wA =

12y, o] “physicians' immunity statute”s= HH tiAbol A A, #
%, ZAECY A=Y &% (d, 99 EE= AWEFerd Wy
(biotechnology process)< A|&|stal vt A=, A Eo|Y 9 57]7]
S AbEste] AR5PAE sk AFole 53d H=2FH |

=
=
T .

=

(genetic diagnostic) °|4 2} X & (genetic treatment) 7} =)
ol A AEa &=, o] Fdy F#ste] o] WA ZZo] A oo sk
g =97 3 JdaEa ok olef skl MA I g4l ko)Al

4o MAES AL FAY RPN HEES A FIE QT of

O

86) 35 U.S.C. §287(c)

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

(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.
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87) Fei Hu and Aaron Mallin, Medical Method patents: Treating "The physicials'
Immunity Statute", Syracus Science & Technology Law Reporter, 23, Fall 2010,

Article 2, p 63
88) Article 53 (Exceptions to patentability)

European patents shall not be granted in respect of: (a)inventions the
commercial exploitation of which would be contrary to "ordre public" or morality;
such exploitation shall not be deemed to be so contrary merely because it is
prohibited by law or regulation in some or all of the Contracting States;
(b)plant or animal varieties or essentially biological processes for the production
of plants or animals; this provision shall not apply to microbiological processes

or the products thereof; (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.
89) 53 &7Fsk A tae] o : the treatment of (medical condition Y) with

(substance X); the use of (substance X) to treat (medical condition Y);
(substance X) when used to treat (medical condition Y); the use of (substance X)

as a pharmaceutical
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J[m
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rlr
e

Fojg a2 (Enlarged Board of Appeal: G1/04 #o] 2o A
EPC Article 53(c)7} 2897 Jeixs= A9 Wgol ald vko] o
sk olsty AALS Ugled 2ok BE dAS 35t glojoF bz,
Ao FE WY 2E 74 oA (technical step)ell Abgroluh
T=9 AAZE asitta A6l

g

ot

Stof Al = o] (G1/04) AbdelA] Xl of & dalo
T A9 O 4 9AE BF xgete A9ga st - 1)
olf] =¥ #HHE HA 94 (examination phase), ii) ©| H|°]E =

B vwsks 94, i) vl 98] 493 xko] (deviation) [,

J[m

74 (symptom) & A= @A 2 iv) o] x}o] (deviation)E 54
AFA el AAA = GA. 53], Adk WS s Ay o)

1
4 AAQ o] o2& gojojo} @rha WA TemE W
)

o] A4 % f9 53% IuA#F (EPO Technical Boards of
Appeal) + A3 %) e EE SA sk WY (T
330/03), A71&™ oln|gg ol &afiA Ao TS olw|F s W
2 H e AbAa Fe] A9E ®WstEs S5k W (T 990/03)0l o
af xdolets A Al o= gfornz 53 wg 5 vl

A3} 90 91

I
il
=2
>,

[
o,
a
o,

N
O

P

90) “1e} GL/O4E, of® wAZ W AN s 2AHo Basdu o v
A @A 3FF BFAA FRAZGR ol B gl HE AL ohjuke 4e
B33 sglth EPO ATA: SYe Wi Sqstid 209 BE U5 54

2 o 743 golef weh.
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A Awel @97F AEA (nvasive) od ofUm@  H-PEA

de Hysta o] Axel FEAgs e o)
S|

Aol el 7&H GA; AAREEH EeEo F3E £ e A
W AT A, dE o] 54 AZEC RIS o] &)
A EE 2AZHE Aol MEZoly ErE ol&d  HERZ (n
vitro) A8E 3= A5, 589 F Avh. aHBER, 3o 224 HE
2=53E BRCAL fxdzte] EdWol7t A=AE Froba Fiehs 3143}
= WY 582 5 o (T 666/05)

Aol syl AW E 23ET. AA e A

Aol giste] Saigd g di= G 1/030014 oW AF3hel A
MAIE o] A e Aol thdt W& E7] (undisclosed disclaimer)”} 7}

FokAlo]  thele] HESPHA, E53 o4 (unpatentable subject
matter; & E°], U, AW, JAduh)S AQstr] ¢ A
2lZ7] (disclaimer)«© Y& Aoz 7}5st 2qfAbge] Fr7t=2 1H
-
H

A gecha RStk vEEHoR W e Ashs ¥

Mo A

=99 F7FE A 9 (examination phase ()% ¥F8hwe= WASEIL, H|uws}
1 Ages GAE Ak 2AS e, Hx gAY SHEe

Aok Wl tigtels Zlesta A @il ol & EFE e W
3 A%l wWiEe] TBAE o] BAE WolEo|x] gttt

92) Guidelines for Examination, EPO, Part G Patentability, Chapter II Inventions,
4 Exceptions to patentability (September, 2013)
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st Agel A 293 294 A9e e
2 sk SlA Py WAt (GAE A7 fastn sleE) EPC
53(c)9] 917 Ao AFstel SaW & glvka itk WWe

fradAe Xdolv x50 dast 2ol B4 digte] 24595
E e 7 At EPC 54(4)990 whe} E3do] 7]Eo] A8 Es 3
HAo R AMGHE v glutd 9FRAoE HE 93t 8 E v XFehe
12} o5 8% (first medical (diagnostic or therapeutic) use) = %
HSHA 58 & Jvk9) ojn] Xmy I B o= Apgo]l # A
o] AW A5, 22k 95 &% (second medical use)Z H-3Fojof st

t}.95)

93)

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

Article 54 (Novelty)

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.
(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
were 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.
94) s B9,
therapeutic) method practiced on the human or animal body" 7} 7}&3}tt.
95) o] A%, A3

“substance or composition X for use in a diagnostic (or

o] “substance or composition X for use in [specific
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i, w3 9e) Prometheus ARl FHUE 5=

Myriad AFe] t1g S81% FglolA 55590

5259 3190)

Feuelst AR Sl JRYNIL BHRE thaol opdlA]
A 2BS WA Fob & gk e, 2B 2A% A
w Bet ARe $4, AR, T Adsks PERye 599 4
20% A1F BE T4 stol AU ol8bsAel gl WHo A
AN W AR Agsa dn w18 Qs ek

o] g b5 Ae] YTt Hol 532

diagnostic method or specific therapeutic method]"

96) EP 11154033 A& 13 ; An in vitro method for determining efficacy of
treatment of a subject having an immune-mediated gastrointestinal disorder or a
non-inflammatory bowel disease (non-IBD) autoimmune disease by administration
of a 6-mercaptopurine drug, comprising, in_vitro a level of
in a sample

disorder or said non-inflammatory bowel

determining

6-thioguanine from said subject having said immune-mediated

gastrointestinal disease (non-IBD)
autoimmune disease, wherein said treatment is considered efficient if the level of
6-thioguanine is in the range of about 230 pmol per 8x108 red blood cells to

about 400 pmol per 8x108 red blood cells.

97) EP 0699754 73 13: A method for diagnosing a predisposition for breast
and ovarian cancer in a human subject which comprises determining in a tissue
sample of said subject whether there is a germline alteration that is a frameshift
mutation in the sequence of the BRCA1l gene coding for a BRCA1 polypeptide
altering the open reading frame for SEQ ID NO: 2, said alteration being

indicative of a predisposition to said cancer. (%, "= E3] 5,709,999%)
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A 5F Z7IAE E3 (Stem Cell Patent)

A 1A 74X 539 9v]

Z7] AzE 237 ¢ |1 AxE oy xAoarr wgdl £ 9= o
A M (pluripotent cell) & A A3ty F7IHNEE L= 45l
= QIZF wjo}E o] &3k Hjo} E7|AHE (embryonic stem cells) £} ¢
A A s = A Z7]AE (adult stem cells) & F 7HA &5
7F ok welETMEE ATl 5Y A Ak 27|DAIRD Ehj7]
(Blastocyst) AEloll A Al W3 (inner cell mass)!13) ZHE HEzFH

AEE Hehe

oS 7= HZS Aol 7hest A EE AAMELE 23
AL HMAARREG o] glo] BRRla} BRgolAl o] A o] Zhesitt. a1t &
stzdo] ojge] dAxER d Thedol o] wig- 48] ARg-sholof st
W A B2 w2 AVE AVE ¢ ATk

AE7VAEE AA 2 240 F3] 2% EA8te E7|AEEA,

2 = E

O — =

@ 24 A A Z, AREAEE P2 PRHES a7
al

113) 2uf (blastocyst) = &b wjolo] @k 2
4 B (inner cell mass)® FEH™, o] HjotE

714 o e
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H) 1.2 H]o}ﬂ] ﬁ;ﬂoh 9}% ?Q‘%ﬂfﬂ]ﬁ‘rﬂ A A A P e e e
Kl

R Jlrﬂ Au)
i
29
fof

A 3 A WARF Case

o17F vjo}=7]A|E (embryonic stem cell : ES cell) ¥ 19980 w|=
H2FZAl s

stuo]l A2 F<= (James Thomson) © 28] A2 vl

AT o] Edl A SEHor, fRANE AdRAE

W o3 F 27 AEe S64 v gis e WEY A o)F
o U] o1F AT P SAATE Adsd B BAL
9. mEelAE WS ol (embryo)E H¥ats Aol Aesd oy

114) James A. Thomson et al., Embryonic Stem Cell Lines Derived from Human
Blastocysts, 282 SCIENCE 1145 (1998).
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g, wjob=E7) A E (ES cell), ©o]E E8 3= W ol & AAtst= W
HE 53] 7Mest gdes FHasha vk o & E°}, Wisconsin
Alumni Research Foundation (WARF):= A~ vkAle] s}o] 94

=
o] Hql qle] o8] FEF WARF 53 3708 FHusich

o i
o He

i
rfx

1. WARF Case : "7]=

WARF + "53] 5,843,780 9} "53] 6,200,806 ZlA thsA
Hjo}= 7] A 3E (pluripotent ES cells), Al¥F (cell line) 9 1 #2 W
ol dis] 53 & wrhiy  WARF & of2# w53 7,029,913
FoA A HjolE7IAIE (ES celDe < HIE=R widE (n vitro
culture)ell 3] 535 Wtom 116) o] 555 AR (Geron)Akol

7|0l &3t

115) "]=53] 5,843,780 %9 HHIE;, (H+F 13): A purified preparation of
pluripotent primate embryonic stem cells derived from a pre-implantation embryo
wherein the stem cells (i) will proliferate....; (F3 33) : A purified
preparation of pluripotent primate embryonic stem cell line wherein...; (73 9
gk 2 1238}): A method of isolating a pluripotent primate embryonic stem cell
line, comprising the steps of..; (73 11%) : A cell line that is capable of
proliferatin for over one year developed by the method of Claim 9.: W=E73]
6,200,806 =+ "=E3 5,843,780 mo] ESEUOFE primate embryonic stem
cellsZ human embryonic stem cells 2 A3l 25 Aot}

116) "l=53% 2,029,913%¢ #73 138 : A replicating in vitro cell culture of

human embryonic stem cells comprising cells which (i) are capable of
proliferation in in vitro culture for over one year without the application of
exogenous leukemia inhibitory factor, (ii) maintain a karyotype in which the
chromosomes are euploid through prolonged culture, (iii) maintain the potential to
differentiate to derivatives of endoderm, mesoderm, and ectoderm tissues
throughout the culture, and (iv) are inhibited from differentiation when cultured

on a fibroblast feeder layer.
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o] Al 53l AAEE 199549 1¥ 2090l HHLEHAR shte] 58
A =g Zom 1D WAAY AT FEol Fdiiy HTEY
(claim)e] W83 5 % (subject matter)o
= 7| (primate stem cell) ¢ 2 #HHS A8t AE vaE
3] 5,843,780 =9 AW 7FF Hl2d, AAUAF (re-examintaion)
AAE AA 59 AT A7FS v & 119

v
il
i)
o,
ofy
u

n+E3 5843,780%

Aek 18 (F71AME) A purified preparation of

pluripotent primate embryonic stem cells derived from a

pre—implantation embryo wherein the stem cells (i) will
proliferate in an in vitro culture for over one year in an
undifferentiated state, (ii) maintain a karyotype in which all
the chromosomes characteristic of the primate species are
present and not noticeably altered through prolonged
culture, (iii) maintain the potential to differentiate into
derivatives of endoderm, mesoderm, and ectoderm tissues
throughout the culture, and (iv) will not differentiate when

cultured on a fibroblast feeder layer

AT3E 9 & (FEWH) A method of isolating a

pluripotent primate embryonic stem cell line, the method

117) US patent application no. 08/376,327
118) WARF E3& @ a7F AA2 HEAY cell line ¥ AA AFEIE vl 2AE
of shg == Far BA HFH o 9l
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comprising the steps of :

a) isolating a primate blastocyst

b) isolating cells from the inner cell mass of the blastocyst
of a)

c) plating the inner cell mass cells on embryonic
fibroblasts, wherein inner cell mass—derived cells
masses are formed;

d) dissociating the mass into dissociated cells;

e) replating the dissociated cells on embryonic feeder cells

f) selecting colonies with compact morphologies and cells
with high nucleus to cytoplasm ratios and prominent
nucleoli; and

g) culturing the cells of the selected colonies to produce
an isolated pluripotent primate embryonic cell line that
1s capable of proliferation as undifferentiated cells for

over one year

2004 B LYol F+= 309 deE =7IAE Aol A Y8k Stem
Cell Research and Cures Act 2004 & <lFslity. 2 LYo} F+=
=7IAE Aol AdE A= dF7F ATl EVAIEE ARERE it
(ZEEDE WARF o Al&5= A& A&dA A
Holl = EFskar A Eol F7F a3 =7|ME (stem cell)
Aol the mAEE WS Aolgta TR of¥ sk ShellA,
2006 d =2 dAH 2~ AA9  Foundation for Taxpayer and
Consumer Rights ¢ 7 419l Public Patent Foundation =
WARF 9] ¢ 370 539 s8] A4AF (re-examination)E 2133kt

o=
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o] F Alde WARF7F RAEE Wol 873t Z7|HE A7t Wsle
dol gl |7k dvka Azegich. AAQlEL 5,843,780 539
6,200,806 53l= Alvtd B RG] flojA FaEojof dva 4

3193, 7,029,913 EF % ARAo ot T4

AAAL AR ANA o] A Zdo] A HAT 41715 Robert
Lindsay Williams®] w=53] 5,166,065 (/n wvitro propergation of
embryonic stem cells) 7} 5,843,780 ¥ 6,200,806 E3& 7§43t aL
ATFIL FF3FATELI o] Qo= 37]¢] =iro] MyTdo R AAI=HS
wo A7l 587 E9E7] dele o= RIZE wjolETAME
(human embryonic stem cell) & I & AU SS
ob&2], WARF 535 wtdieles A&, o= wheojd E7A4%
S|Z=AE g EYol It =& WIS Highe AlEEolal 5
3= X]X]o
A},

ot

ftlo
iz
N
i
jus}
=
)
rir
Y
il
o
i)
Ll

s AHEL “YaFAe] o]

N9 Jm rlr
ON ﬂlﬂl _1_4

Olr
_‘d

WARF ¢ w=+ E3 % 5,843,780 53¢} 6,200,806 53]+ AAA
(re—examination) 43S Ax S=ZFHA. A 7,029,913 E3= A4
AL (S AH B o139 A7+ Consumer Watchdo

gl20g ofo] sl 2013 5¢ 3Y CAFCH E&3k3ia12l, CAFCE

119) US Patent No. 5,166,065 3 1% : A method for the isolation of
embryonic stem (ES) cells from mammalian embryos in vitro which method
comprises deriving and maintaining said embryos in culture medium containing an
effective amount of recombinant leukaemia inhibitory factor (LIF) for a time and
under conditions sufficient for the development of said ES cells; AAl3F A H A&
- Embryonic stem (ES) cells, the pluripotent outgrowths of blastocysts, can be
cultured and manipulated in vitro and then returned to the embryonic
environment to contribute normally to all tissues including the germline (for

review see Robertson, E. J. (1986) Trends in Genetics 2:9-13).
120) #+A 9] Foundation for Taxpayer and Consumer Rights
121) The PTO Board first agreed with Consumer Watchdog that the claims were
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< 2014 6¢¥ 49 A @
71Zyel it 122)  FH o= = <l

SEEAICRED

A% 2% 2L olfE oA
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otz 7] Al 3ol T3k
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i

O

2. WARF Case : ¥4

WARF &3]+ 19964 +9HolA “Primate Embryonic Stem Cells"%
ZH9HATH (EP 96903521.1).124) o] 53|+ EitolAl Uzole] iyt
X (blastocysts) AZEWF (inner cell mass) Z=5FE wjol=E7]AE
(embryonic stem cell) & w@sh= WHI ol HYAME (feeder
elDoll A st WS Zlsstal RNoH, o]FA el AlE

& NIH o 71gshd ).

all invalid as anticipated by and obvious in light of the prior art. But it later
flip—flopped and upheld the claims based, in part, on a biased and flawed
declaration submitted by an expert retained by WARF that was not questioned
by the Board or Consumer Watchdog and several errors regarding secondary
considerations of obviousness. The Board never considered whether the claims
to hES cells are patent eligible subject matter. ; Nature versus nurture: WARF's

patent challenged on heels of Myriad suit — 2013. 7. 5
122) The Federal Circuit held that an inter partes reexamination requester must

establish an injury in fact sufficient to confer Article III (of the U.S. Constitution)
standing in order to appeal a decision of the Patent Trial and Appeal Board to
the Federal Circuit.

123) 4, =53], 7,968,337

124)  E3 HAMY e WO 96/22362¢9F #oh A7& A1F : A purified
preparation of primate embryonic stem cells which (i) is capable of proliferation
in vitro culture for over one year, (ii) maintains a normal karyotype through
prolonged culture, (iii) maintains the potential to differentiate to derivatives of
endoderm, mesoderm, and ectoderm tissues throughout the culture, and (iv) will

not differentiate when cultured on a fibroblast feeder layer.
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i 53513 AANEE= WARFE 537F Abg dijols S EdE ARgshs
Aol AFE7tAstta 7| Akl 7] woll EPC ¢ Article 53(a) <}
Rule 23d(c) ol 9= =2 5 koL A-sATE125  HAA o= Z
2+7 wjo} (pre-implantation embryo) 3t} Tho] EuF EA 7 7] A ¥ o
AT, FH 5F A= ezl AE uifE (cell culture) ©
[ 7141 wlol (embryo)d] &t B X Ho] AREE= Zlo] ofy7]
wj &)l EU Biotechnology Directive ¢ Recital 42 (E& A9 o 9]
ek A B AR AR A geThal Kok 126)

o] A= FHESAHY dudFAE (Technical Board of Appeal) =
Hol7HA Stk Fuady= 2008 119 @3S AAs] 98 A
2 EU Directive oA A3}
‘“TEA e YA 54 A wiole] AR (uses of embryos

for industrial or commercial purpose)" o 33ttt wWkth  ulef

o[-
=
o
ﬁ_l
e}
3
on
=
<
e
i
&
A
of
o
2,
ol
rlr

125) Article 53 (Exceptions to patentability) : European patents shall not be

granted in respect of: (a)inventions the commercial exploitation of which would
be contrary to "ordre public" or morality; such exploitation shall not be deemed
to be so contrary merely because it is prohibited by law or regulation in some
or all of the Contracting States; EPC Rule 23d (Exceptions to patentability) :

Under Article 53(a), European patents shall not be granted in respect of
biotechnological inventions which, in particular, concern the following: (a)
processes for cloning human beings; (b) processes for modifying the germ line

genetic identity of human beings; (c¢) uses of human embryos for industrial or

commercial purposes; (d) processes for modifying the genetic identity of

animals which are likely to cause them suffering without any substantial medical

benefit to man or animal, and also animals resulting from such processes.
126) Recitle (42) Whereas, moreover, uses of human embryos for industrial or

commercial purposes must also be excluded from patentability; whereas in any
case such exclusion does not affect inventions for therapeutic or diagnostic

purposes which are applied to the human embryo and are useful to it;
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A, Fagdi= WARF 5317F A wiol (human embryo) S 3+ @l
ettty Basiodn). SHEIHE o] BA Q)
7Iee® e wW Hob (embryo)E 3] &HA

el
H (4 Eo], 7]€+d stem cell lineg °]&) &

ol QI welET|AlE g 53 AAL FEAEARL
(Court of Justice of the European Union (CJEU)) oA %= AIALE S
ok o] A & HF<E (Oliver Brustle) o &3] =l

o] 19999 53H %4 53] DE 19756864 (Briwustle) o tiate] 5
¥ (Bundesgerichtshof)o] FHAE A2 (CJEU) o WE =
8¢k Abdol it

19970 &Y% o] E3 = ujol=7|AlE (embryonic stem cell)ol A

et e ZAAE 2@ -AFAE (neural precursor cell) 2 o] 3t
1E A 5o ABAZR AEstE X B3 Aol adI A
(Greenpeace) = A7 AFAE (neural precusor cell) 7} A& wHfjo}

= 7)A13E (embryonoic stem cell) ZFE W dojd 4= glom Algh Y
obE7IAEE A WolE Huslolol T 9g 4 leme AF EU
Directive © ¥Fsl= Aolgl FA5}A ).

o714 F8 olfr= QIZF Hjel (human embryo)®] Aolek IZF Hjo}r}
AY7tAE k= AAA - AZF FEuj7] (human blastocyst) (7]l
4l embryonic stem cellS | F st} SAIFH Estsl= AJA| ofyHA
ol Aol B Ao &eli= (& B9, fertilized ovum®] uterus

ol AgeE W) A e xgeE AAA - . %Y ¥
(Bundesgerichtshof, &, Federal Court of Justice in Germany)<

o

“human embryo"2] Ao tjs] A Fleo] Hasirha Fdste] o]o]
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o oy, IS AAS] Y Abg wiole] I dQ% BE
VA E Wy o] FEFAA vl (morality exclusion)ol] a@atcta
shelth12n) o] AHL 53 tidelA ALHE HAE 79 531F

127)  (Case C-34/10) (Directive 98/44/EC — Article 6(2)(c) — Legal protection

of biotechnological inventions — Extraction of precursor cells from human
embryonic stem cells — Patentability — Exclusion of ‘uses of human embryos
for Industrial or commercial purposes’ — Concepts of ‘human embryo’ and ‘use

for industrial or commercial purposes’) (2011/C 362/07)
< Operative part of the judgment >

1. Article 6(2)(c) of Directive 98/44/EC of the European Parliament and of the
Council of 6 July 1998 on the legal protection of biotechnological inventions
must be interpreted as meaning that: — any human ovum after fertilisation, any
non—fertilised human ovum into which the cell nucleus from a mature human cell
has been transplanted, and any non-—fertilised human ovum whose division and
further development have been stimulated by parthenogenesis constitute a

‘human embryo’

— it is for the referring court to ascertain, in the light of scientific
developments, whether a stem cell obtained from a human embryo at the
blastocyst stage constitutes a ‘human embryo’ within the meaning of Article
6(2)(c) of Directive 98/44.

2. The exclusion from patentability concerning the use of human embryos for
industrial or commercial purposes set out in Article 6(2)(c) of Directive 98/44
also covers the use of human embryos for purposes of scientific research, only
use for therapeutic or diagnostic purposes which is applied to the human embryo
and is useful to it being patentable. 3. Article 6(2)(c) of Directive 98/44
excludes an invention from patentability where the technical teaching which is

the subject— matter of the patent application requires the prior destruction of
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o
kD

WA i 4S8 4 = &2 (human materiaol 7]%3%F A
W w=A] B EY A (immoral) o]t & o= gitte= Aot
o5 S0, wkek ulhgo] Al A|¥F (stem cell line)S AME3}
Aolal 1 MEF (cell line)7} & Aol 7 4& 5 <
Ao (readily available), At% ®io} (embryo)E da]slx] Zax 2
o
B

A= Tl siBete] S tide] 2 = gl B okt ]

FHAMHE AR (CJEU)9] 242 EU 3|ty 1 w7k HY S
LA g 1 535 % (EPO)% ZVS Tk A ofyt. 20129
HES H & AA7]5 (Guidelines for Examination)< 7 s}, “& 2
(product) ¥Ho] ZYUAIE 7o = 3to] Ag Hio} (embryo)E ¥
deAom xhste Wl Mt 95 F s =2l

I ol g dFE E3E A Ut siy
#rt. #jol (embryo)7t I 7F dojuh= AlA
gatairh128) aejpR §FHES o] FyAY

Adz (CIEU)S] 2748 meas oz dddrt129

% 4

human embryos or their use as base material, whatever the stage at which that
takes place and even if the description of the technical teaching claimed does

not refer to the use of human embryos.
128) Guidelines for Examination, Part G Patentability, 5. Exclsusions and

exceptions for biotechnological inventions, EPO, (September 2013)

129) ey, AAlZ= Abg wiols ghashA] @dal, Abgh o= EE wjot=7| M EE Tt
T+ dyol 2008 19 10¥ =®ow 2 ol IMEAY. ayEE, E9d9]
2008 1€ 10Y ol F9o disire 9 #AoE Bsta 5355 s & e
oA x7F A71A FH Stk Chung et al.,, “Human embryonic stem cell lines generated

without embryo destruction”, Cell Stem Cell 2.
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3. WARF 5354 349 £AHY 5583 i &4

Hlgd2] 7]#<2] Consumer Watchdog ©] WARF 53 &
3l o]9= WARF E3|7} Z7A% d7-2 waacty 47a97] o
wolth.  WARF 53]l ofe} 2 o] o]ojx|= o]f+= WARF 9

ZIAEZY 7124 AF = (research tool)ol] d1@3tE=d], olo wf$-
FoE5da WARF 7F 2 5315 7FA 2L w9 &

10]
oA AL FH7] wFolch

WARF+= H|g 8] 7@l &7t A2 2 AFAAl] w9 =2 =
Nt AT 29 golAd S FHedtt. E7IAE AH] e A9
= A H-4 (Bush) -9 AA3} WARFe] a9t 535 A A
o] BtEd FEt ATl ke AFdolHE Ffdte AET AFE St
7] Y& a3 Z7]AE (stem cell) AAZ FF3ts Zlo] EH ¢ o

Bl do] Ho] Bglon, I A3 WARF 53]= A3 =7 (research
tooDoll gk 5317} FHE o] AL o]¢fel wheli= Aol yEhu= W
Al (anticommons) #H 39| txAQ1 Alo]A~7} Far EpTE130) 13D

130) WARF+ E3]o] AAA} (re-examination)7} A 71E 3 ALg] A2 telo] 71s) 3
of wat holAld AAES dF FAde], shEF AT (academic research)e] A di7k
2 AENESo] YgtogHE ow AYE YR BS o - glolAlAE FAS SAo)
U B i 2ol digk —'—5.01;‘4 - WARFZYE commercial license® $=% 3 %
AL gk A AL £§l— 2 7kl WARF stem cell line©] 0]—” M EZF (cell
line)& FiL e 21s WA 1?— Elo] B gojilA glol® 7Me3lEs st

131) A4 -Fst Hokoﬂl\i«] %—F’rH (anticommons) =42 Rebecca Elsenbergoﬂ 9]
3 1998 A& AZIEAE. 159 F4 AAFE J2EF (upstream)ol A 712 A
ek AHAEo] A de2ES] AFy AFEe] WalE AR EEC
= AolAdt} (Michael A. Heller and Rebecca S. Eisenberg, Can Patents Deter
Innovation? The Anticommons in Biomedical Research, 280, SCI. 698, 699

==
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A ZAFAY (funding) S A= = A= A3k oAl
| 7 54 &S AY AT =2 AR ¢l
AT4E A W = A Hu2 W

= VAR ATelA THE Bl ARSI = AlE

AT =7 (Research tool) 53 & A& st=d 283 =2olv}t Y
of g3t 535 H3t}, o] F FAV HeE AL Al Aol
U sast d7Eds Ee 587 19 WA &gl Al SR Eo] o)A
< &8 5 A7 AE FPEHA Kt A F-olr

Research tool 5319 g PALe}t #Hdste], vl=& 5 =
ATARR Ol el 539 a8 Agste tAS WwE T A &
th Aol ot o efrt A dxRE 2 el vl FA Y
H AT 132 Holx= 2002 Madey v Duke University ARl x4}
HAdL dist A7 538A Hal9 497t 2 5 gles AAsln1383)
A7 AZsHA eS¢ Atk A o] dAS Al HleE

7)
Eokal o w sfdsfof gtk Hav =9kt

(1998))
132) w]=o| A= defense of experimental useZ ‘delettante affair'#}al 3}H,

copyright9] fair use] dFsl= MILZ & F UXT EFHNAE o2 HF45
2] U}, research exemptione 53| ¥, AW EE, ooF EokollA 53] LAHT.
133) Madey v. Duke Univ., 307 F.3d 1351, 1362 (Fed. Cir. 2002); Duke University
= iRl dasigich oldl Bo tidtuwe} A7-7]FE0°] Duke University Aol A]
amicus briefS A &3} LY, Wisconsin W 8tal (\X/ARP)E research exemptiono] Z4y
A AA-E A st tig FA7F FAE Aol st Duke WEuE A A 8=
amicus briefE A& A& Adsth. o] ARS diRdlo] oS A ¥7= A
Aok, CAFC7L oA S 14 MidoeR #Fsigionz 14 HAddA A AgEHRe
W, Duke W8t experimental use defenseE W3 shdl Aottt 20064, Duke Wsh
a S} John Madey?} @Holgtomaf o] Abe HF FAHJT

l

r

o
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o], n|=Fo]| A 9] experimental use defense™ "$- FA &AL
A g=7F IAAY FA7F He At FEgE 22

=
A olsli7h = Aol o] WolHo] Aol HA &=

a#r g, 34 AFAE (academic researchers)® H-H £33 3]
2RY AR & AF7HA, gigtely dgAe] AFAES Y

e Ssal ado] AVIEHA A o] o] Ho] WA

>
Jo
AL
2
L)

7] weke 9o AE ololst wele] A (8 Avael AFS
A7 Aol 7ol olu A JlEh B AR 7gelA el ©4
e A9 AEHA FRA ol EelA x5S Ax o] W oS0 gl

)=] =

2 AAo] HY. EPCY e 3dzo] Algl A+ WA
(research exemption) &S 7FAal Qi ofz] g EA &= ko
Community Patent Convention, Article 27(b)ol+= research

exemption®] w3+ Z3dlo] Sofgit} 134

134) Article 27 (Limitation of the effects of the Community patent)

The rights conferred by a Community patent shall not extend to:

(a) acts done privately and for non-commercial purposes;

(b) acts done for experimental purposes relating to the subject-matter of the
patented invention;

(c) the extemporaneous preparation for individual cases in a pharmacy of a
medicine in accordance with a medical prescription nor acts concerning the
medicine so prepared;

(d) the use on board vessels of the countries of the Union of Paris for the
Protection of Industrial Property, other than the Contracting States, of the
patented invention, in the body of the vessel, in the machinery, tackle, gear and

other accessories, when such vessels temporarily or accidentally enter the
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@i, =, 4w TPshs wd ole vehsh d¥, Euet Sol
E5d age J9 = Il

exemptions), ©] =&t
SEEIEEREE
2 A A A o] F

9lom (experimental use
o] g2 At ALEHE= HS-
e Ao=R st Q185 131‘/} o] %3t
2 o
2

854 2= BA 9

E
=

2 X
2
(e
rO
-
=2
rr

ole} o], Al ATl thdk A7t AL JAAHA] = HTelA=
28 research tool E3H9 3AZE AF7 W&

WARF E3]¢} &
S, o]F AEY F de M =& WHS 5= FaATe AdY

waters of Contracting States, provided that the invention is wused there
exclusively for the needs of the vessel;

(e) the use of the patented invention in the construction or operation of aircraft
or land vehicles of countries of the Union of Paris for the Protection of
Industrial Property, other than the Contracting States, or of accessories to such
aircraft or land vehicles, when these temporarily or accidentally enter the
territory of Contracting States;

(f) the acts specified in Article 27 of the Convention on International Civil
Aviation of 7 December 1944, where these acts concern the aircraft of a State,

other than the Contracting States, benefiting from the provisions of that Article
135) Research exemption®] W E oJu7txE & AX7} Z83th. 1 EF

St 7 (research on a patented invention), & 53] t’de] tiste] 7 2L AL

=

7] A 54w ddsks A MR dud, dF 80, 599 A @A
o & &xE e AL mado] AFHAARE, o E Eo], PCR oY} transformation
WY TS duk Aol AMEskE 2 research with a patented invention 2 533
a7} = Aol

- 123 -



I~

Al 44 wayEy a1

"= 1ol WARF 7o) 2ol A w3 npep gho] Apghe] wfjolE 7] A2
AA el M= 5315 slojs) stk v, ZdE FaA7E 59 EH
ol ol g e Myriad 2] FHA e H|

1A ES] EF thAt FHAo] gkorn AL oAE AXE EEHGH
Ao

FH A, AR wolE TPH = FA A Ao Algsl= A
ol = E3 tiate] & 4 ¢t} (EPC Rule 23d)). 2012\de] /A% Al

= l\___:_ =
A5gor Tt PHel AT A = Jx B B B
3.

SeluelAE ey A32xe] BA%E Al SEA ok Ao
A A delET] AEel g 587} 58 559 4 v By =
e A4 e gdue F7 AL U F7Y 52 seata gl
0136 Al WjolE o AE olgali Aol FAUL Sz wod
Aol e ok Fia welt wEolAA Ead Aol

136) <1ZF wjelE IAIE E=E qEst wheEv|AEe] FVMAEAL §AEL wiA

I
(10-1313535); ™o} wiol= M2 &%= (10-1416635); °J7¢ fraf wjolE7) Al
2RE S AE7)olwATAESY] Az (10-1330649); EfEE il E7|AEZEE
ATAE EB3E  FEstE dPE(10-1164104);  GE3t E714A%Y Az
(10-1061541); wiolAE tiZF F28t= W (10-1330327)
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Qzbe] WjolE | AEE AR B3 HelEi oy FolA “eztoleh:
Bgel 7Y SRE Sspgelt. mebd, ol 58F Holss A
FAYE 9l o} FAY 247 Ak,
FRe olnl ole] Aol aB Fal A WolE AT FALE A o
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Abstract

Patentable Subject Matters

in Biotechnology

Min SON
Department of Law, Graduate School

Seoul National University

Patentable subject matters in biotechnology are very diverse in
different countries. For example, In some countries, genes,
animals, plants, stem cells, diagnostic methods or therapeutic

methods may be patentable, while in other countries they are not.

The reason for such diversity compared to other technical fields
may come from the nature of biotechnological inventions, which
are deeply related to human life and dignity. When determining
patent eligibility economic considerations can explain only part of
the reason, while culture, historical background, and concepts of
public order and morality become at least equally as important.
All these things are wusually deeply rooted in the specific

circumstances of each country.
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For example, in the United States the concept of public order and
morality are rarely considered, while these are some of the most
important factors in Europe when determining if a particular

invention is eligible for patent protection or not.

In most countries a law of nature itself is not considered as
patentable subject matter. However, it is usually not obvious
whether any invention in biotechnology field is a product of man’s
creativity or a product of nature because most of the
biotechnological inventions, in nature, have some features

considered to be as a law of nature, at least in part.

As this is not easy to distinguish, when applying such a principle
to real cases, there is significant diversity in viewpoints. For
example, the United States considers an isolated gene as the part
of a natural product or law of nature, while Europe and Korea
grant patents for applications claiming an isolated gene as a

patentable subject matter.

As technology developed, more subject matters became patent
eligible. It also became important to use these patent rights
properly in the interest of the whole of society; otherwise, they
could be revoked as eligible subject matter. Patentable subject

matter is therefore a very important and dynamic social issue.

This paper summarizes recent legal issues in the biotechnology

field, with special emphasis on patentable subject matter.
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Understanding diverse systems and their underlying viewpoints

will help us shape our future.

Keywords : Patentable subject matter, Biotechnology, Patent
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