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. A &

“gl 7kl e]&l mbEo]zl %= Zl(anything under the sun that is made by
man)e] 53¢ white] & 5 gloha FAIg Ao fefoA 2 oA
= vl A1) Diamond v. Chakarbarty 7 1)(o]3} “Chakrabarty
g ele} ghrf)o] gl o %, Mol 3t e EA Y FAADE EFE=
AzE e e o '*Y'ﬂﬂ Fol= 7] Alzbstsdet vl E?‘ﬂﬂ
A2 A= 1A ste] Ak 300 W
°ﬂ ol 3 l—’:‘rﬁ%% Folsf e glen, 1
= Az 5371 FHoAE Ao
gz girhd) o]} shell A, wl=FA] 2l 2k-f-<d ¥ (American Civil
Liberties Union)S ] 4| GA =2 JHelEe] Ak 2009 54
BRCA1 % BRCA2 A1z #& S3(RFabst A2 2 A 535)9]
E35]d2Fel Myriad Genetics AFe} vl=- &3 A3 AR = Association
for Molecular Pathology v. United States Patent and Trademark Office /‘}74
(0)3} “Myriad Genetics A}717e]2} dho}) %S A7
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Myriad Genetics A2 5312 A3l AFE ohfe T4 S3add
], AAZNE s fFAAE 23 fAA dE wge] 53 1
3ol o] =& Mol sgst=A AT E thhre AFeE, o] A
2ol A7IEZ] A7RA = FAAE 3 W] 5 A A ] WA ddlA
F-olEAY APz vpFexl Ho] tk g = ¢lolrhas) 2010 3Y

1) Diamond v. Chakrabarty, 447 U.S. 303 (1980) (°]3} “Chakrabarty”z} 3Fc}).

2) o) & FelzAe] fAAd QA zrE pelE FAAE AYshs Ao, ol
A Z(cell) e e FAHAEASZFE FAARES BeEls|Wa, o5 7} (processing)
sl A2 E5A%E AR A4 (segments)S 7] Al(gene synthesizing machines)E  ©]-8-3ll
satgd o fwj A Al RS EEh

3) Gregory D Graff et al, Not Quite a Myriad of Gene Patents, 31 NATURE
BIOTECHNOLOGY 404, 406 (2013).

4) Can Cui, Patent Eligibility of Molecules: “Product of Nature” Doctrine after Myriad, 2
N.Y.U. J. INTELL. PROP. & ENT. L. LEDGER 73, 83 (2011).
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WA AT Ald65

1. u]l= E38 #1019} §H=} 2= wtae] E3AA

Jlm

1. 585 A101xol vigt el dl4: #edo] A4E9

A A (the product of nature doctrine)’

BA ')CT-L].- 94 HEL ‘04 E—T
A AL Akdte] glojA] zpedl] A (the laws of nature)’, ‘&= A
=

=
(physical phenomena)’, ‘G424l olo|t]o](abstract ideas)’ 5= 53 H&E
o] el A XMHL o2 Feba] e glon 8 B3] ‘rlele] 4l

‘Apede] AbEe] Y Frolgk Ex parte Latimer AM7ol| A< e 24
o & FAHE WPHoT «EFH 9% UHe] A= EAI A9
Abell Za8keE 2719 ol-$-E(counterpart)(o] 8} “xtedAte] tf-3-Erole} 3
thel 7kxl= 54 Zbell A=l Apolzt glo] A7t M= e =] ¢

6) ~01‘ﬂ*°ﬂ M2 53] Bee] tiite]l d 4 dloka WAHo® A sle
A= Az A o] Agell= n o] ofdgt MEA oY) witel 53
@ *HHL of "rbes FAol A7lE7|= shadvh A¥A, el =, 265-66% %‘.}Z.

7) 35 U.S.C. 8101. Inventions Patentable.
Whoever invents or discovers any new and useful process, machine, manufacture, or
composition of matter, or any new and useful improvement thereof, may obtain a patent
therefor, subject to the conditions and requirements of this title.

8) Guyan Liang, Molecules or Carriers of Biological Information: A Chemist’s Perspective
on the Patentability of Isolated Genes, 22 ALB. L.J. SCI. & TECH. 133, 140 (2012)
(citing Diamond v. Chakrabarty, 447 U.S. 303, 309 (1980)).
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Sohe s 2 HEow 3t o] e W8] xpde] AbEe] HEF
= o] AETA W 5o SHAAAS Fdste WA 277 He
b0 w2 f B 5 AAALS Apd o] AbEe] dF”
o] Hg AN, S &AL g wwo] o] AbEof| =R of
of wpe} AAEcta & 5 9lrh
Zpod o] AbE ol Widk ik 71 AR A
Chakrabarty 7
H|E ghefel ofs] il xpde] Ab=o] dFre] eHiANE AAA
oo sl ot Hide] xpde] ab=re] N WHF 55 WEsA A%
22 obl7] witell xpele] AbErel digh Al Frk 7] Fe] EA)
a2 erokrh. 18]l Zbol| Chakrabarty AFAolA] Awtoide f42 =
zhofl 23] AR =L 53AAA, S AETA o] 55 B

A
ado] A5 detstofof st Abaks wolstA Hrh
Chakrabarty AFZlell 4] dnpefyid2 ¢4 A& Fee] Weleta 3
Al HEEA] Aped o] AbET R ZEFEofok st A
Gl AbdelA SEHAAC] bR T AR 22t ofd wE
uhe]glob= “elZke] 4] (human ingenuity)ell 2] <Ql9jxloew wHE
1 |

EAsta ol olwd nteelolx AR e Flo]

Ao, Al
THEE B4 b oldel EAlshA €W AZg welelohnels] o
ol B3 nEe dgo] Wrbm BASAL EY, AL 5
Au A1z gHulAels “Azke] oa BE BE Ao 539
darel @ 4 glebeba s ulgol el olaled AAste, Sl o

9) Ex parte Latimer, 1889 Comm’r Dec. at 124 (1889).

10) See e.g., Funk Bros. Seed Co. v. Kalo Inoculant Co., 333 U.S. 127 (1948).

11) Chakrabarty AF7lell A E& 2 A A o] tAHW TS 2F= 2 (crude oil)®] A4
2o pashe wHo] Frlden gE uldolz Aol o2 (el okt
E gels] EEE U 54 7k Zelgleh

12) Chakrabarty, 447 U.S. at 308-310.
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o] F W2 oAb Chakrabarty H4-& WAl sjAste], 53] &
g5 drdo] Qlzbe] EHS A SAEA=A o el wel 2 bE o]
‘2hed o] Abzrel sREl=AE Hwkskar glvhas) opA] wdE, dnki <
©] Chakrabarty +72 o]3 o] WU nv]= AE e weolagly hriz}
= aAe] fAA 22 i 2 A B S 2 47k Ay
(human intervention)”el] &34 ezl 7 f-oll= Ak o] AbEol swH
A e Ao Hol gl o] S S A= Aew dets]e

o
A

3. Ade] Abzel Aol tidk o] el gl AA o<

(the isolation and purification exception)’

ko] pede] AFEO] dFTe HLol tighk dleZ A, L AFE WA
= o] En} “Ey] 2 AA oA E AAMSThe) E] U AA o efrst
Parke-Davis A}7117)¢]| 4 Learned Hand A7} A 8E W g-of] wie} w5
A Ao r “53 S5 W] xpde] AbErE N dE A A

13) Id. at 308-309; L& } A FH-= o] 2 dAe] 535 B o thite] H= W e of

Tl Aol QgL olvishs Alo] ohwl, Al A Eeld A3l ofo]t]e]
T vF Sy Al012e] S5l dael I S ¢lee wWws] wsla ok Id
at 309.

14) °4HLEH“4 19 Chakrabarty T | A ] FAIALE F l ‘dzke] Aol s <1914 P_
2 ksl A7 mam “Qlte] od wEelRl BE AT 53 A wddd Hr %
=3 ‘;‘%—Cﬂ A sle] o]3E FkS HEla gle Zlew walrh

15) See e.g., J.E.M. Ag Supply, Inc. v. Pioneer Hi-Bred Intern., Inc., 534 U.S. 124 (2001),
134 (’[T]he relevant distinction for the purposes of 8101 is not between living and
inanimate things, but between products of nature, whether living or not, and human-made
inventions.”(citing Diamond v. Chakrabarty, 447 U.S. 303, 313)).

16) See e.g., Scripps Clinic & Research Foundation v. Genentech, Inc., 927 F.2d 1565 (Fed.
Cir. 1991) (“By purifying, isolating, or otherwise altering a naturally occurring product,
an_inventor may obtain a patent on the product in its altered form.”); ‘&2 = A A o
o]’ol 3k AbAIZF W$-& Richard Seth Gipstein, The Isolation and Purification
Exception to the General Unpatentability of Products of Nature, 4 COLUM. SCIl. &
TECH. L. REV. 1 (2002) #=.

17) Parke-Davis & Co. v. H. K. Mulford & Co., 189 F. 103 (1911).
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Hete, 2 EHs il gl Ak Abwel Aelw oW 543 &
Lof o]&= & giA = FelebH, 7 WS deHow 53 B3O o
ol A= S 2 WSR2 . ofd wEw, qlzke] Ee| A &
5 W= shef Abade] Ab=rmAE dolAl MR n|E a7le] Ahd
del W= Fole]l FHEE SAS THAA ot A A=
HA et AR, ofAel &HAA] Fw oW A= Skl o]

© A7t 58 Ezef didbe] & 4 sl "ok vle SRS o9}
22 g e "W AA dlelel 723 SEAAAIF9E vk sl
Lol wet FAzE A E e Yia] S5 Fofsf a8l

A&ty o] 53 Aol thFol{ X W Chakrabarty Aol o &

F2E] Myriad Genetics AFZ el 4] 3=}
o] B3| HAA ] vlFIR]7] A7A 53 Al101xe] &A=
sto] alele] AbEe] UFre] AHgo] Aol AW Alele ARLA ¢

)
& 4 glrh20) o] = F AWt 9] Chakrabarty #7425 HlA|

2
o3 oo
o Lo R

Oft
K

18) Id. at 103 (“Even if it were merely an extracted product without change, there is no
rule that such products are not patentable. [The claimed invention] was the first to make
it available for any use by removing it from the other gland-tissue in which it was
found, and while it is of course possible logically to call this a purification of the
principle, it became for every practical purpose a new thing commercially and
therapeutically. That was a good ground for a patent.”); Parke-Davis Z+Z0o] g17] Zle]
=, e AA of el FAGle] owE AR Ao AbETEAE ozl Wb o

S35 A4S A3 &9k} Gipstein, supra note 16, at 36.

19) E—%WAWZJOH wpza, “GAAHDNAYE Ahede] Arelel A EelEe], 1Ad Aeld

2 FAE B (molecules) ZH-E F31AHE BEldlUl= AAHRA S AR A=

55 A44e 7IAE Wi oe g 7F5E) Jeffrey Rosenfeld & Christopher E Mason,
“Pervasive Sequence Patents Cover the Entire Human Genome”, GENOME MEDICINE
5:27, 1 (2013) (citing Federal Register, Vol. 66, No. 4, January 5, 2001).

20) 55 5 Wgo] Azoldu & shte] AlzlelA Apele] Alge] o] dF
Aoy, Ahele] Aol f1Ave] Ag oyl 2 Azl AFE ohigieh John M.
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Conley & Roberte Makowski, Back to the Future: Rethinking the Product of Nature

Doctrine as a Barrier to Biotechnology Patents (Part 1l), 85 J. PAT. & TRADEMARK

OFF. SOC’Y 371, 388-390 (2003).
21) Ass’n for Molecular Pathology v. United States Patent & Trademark Office,

702

)

s
22) Claims 1, 2, 5, 6, 7 and 20 of U.S. Patent 5,747,282; Claims 1, 6 and 7 of U.S. Patent

&

F.Supp.2d 181 (S.D.N.Y. 2010) (¢]3} “Myriad Genetics Case I”¢]2}
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AP A3 wE ARE 28t gl AR Y E2E FAAHe]
3} “BRCAL/BRCA2 31z} ghrhy o st 2 £35)23)3} ‘BRCAL
2 BRCA2 -x1#}¢] A 4

Zxgbell Wik A &gle] l=AE #lste AR A5 wb (o] st
“BRCAL/BRCA2 - 3 ]

o] 53]e] iAol

o frbed wme w

>
o,
e
it
=
o F
t
uly
S
X,
o

Aul rﬁi
uly

o

)

73511 ‘olzJ]i%i oE Ak el Ak As el SHAA]
THAlEA ob 23wl HE 535 Fofste Aol et 7]E

e o5 Al 71A] o]ell4 BRCAL/BRCA2 4=} el whvd S0
£33 tAite] =H & gtz FAsEeich. A A, Funk Brothers Seed Af
7A25)2] 7ol 427, ‘BRCALBRCA2 fAxP<} apedAre] of-3-E(al A
el & #xA) /\}01 of Flo] FHE = Aot e AL ok 7] wii
o] ‘BRCA1/BRCA2 A A= zfedo] AFE’o| X UA] 3= 7o 2 Hol
of 3} 26) Chakrabarty A713} Funk Brothers Seed A}71, 12| American

5,837,492; Claim 1 of U.S. Patent 5,693,473; Claim 1 of U.S. Patent 5,709,999; Claim 1
of U.S. Patent 5,710,001; Claim 1 of U.S. Patent 5,753,441; and Claims 1 and 2 of
U.S. Patent 6,033,857.

23) o] t}A] xlAdH o g WAstE oA ZHE H2]% BRCAL/BRCA2 #7 2F(naturally
occurring, isolated DNA)’ol] g+ 2] -7-3}=} « M_Xi RNA(MRNA)Z € 4%l BRCAL/
BRCA2 #%12HcDNA) ol 3k H7-3ow 3w n], ©a ARZelA thFolx]a 3]
= A4 F d3(Ad, Claim 2 of U.S. Patent 5,747,282)+= ‘wl41% RNA(MRNA)
258 4% BRCAL BRCA2 -+ #}(cDNA) ol #H3F 7 o]},

24) U.S. CONST. art. I, § 8, cl. 8:

To promote the Progress of Science and useful Arts, by securing for limited times to
Authors and Inventors the exclusive Right to their respective Writings and Discoveries.
25) Funk Bros. Seed Co. v. Kalo Inoculant Co., 333 U.S. 127 (1948).
26) e FAAE JAZFE el AAse Aol i HAHE AAH S Aok s
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1= 55 A101xe] WS Fol “AF -83H(new and useful)” ol

Z4& 93], ‘BRCALBRCA2 &A= AtdAtoll= EAI8HA] = Al
25 W ow, 3l (probes)ol vt frAAF Ak HAE Gl o84 4 9l
= 83k o]y witel 539 diate] "rba AT Ao F4
o] ¥

thall, ¥ 3= Funk Brothers Seed AF71-& v e] AlFA
JAlel gste] FAstaL sl 53 Al102x7F AR e] =W Abde] A,

AA
American Fruit Growers A& B}H’o|u} <FA]E9] EF Ay of &

of

o] FAW, 1 AFER dofAe FAA AR AdAded EAEE ZlolA
lzbe] Ajzeo] Az Aol ok A& A A skqlct
27) Am. Fruit Growers v. Brogdex Co., 283 U.S. 1 (1931).
28) In re Bilski, 545 F.3d 943 (Fed. Cir. 2008).
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7F Al Tl A e, Al xEe] 53 Ay
AW AR o] 7] Wl wal AR el sk 24 -
%™, Parke-Davis /‘}74°1W4 Hle]l HAL ofxls] Hde osl g
Ha gls W ollEt v 53 A SIAAAIF A= 2
abslgieh. ‘BRCALBRCA2 f-42F ek Wiy =k edste], o]
Jg-ake]l Fae] fAA AHe| 3k Zleo] ofel FAA A (physical
molecules)el] #3+ Z19)S 7F%3}m, Prometheus Labs A}F7129)0]| 4 ¢} 7Fo)
A -Feto] W el A (transformative steps)E sl 3
slojof 3}7] dwjitel| ‘MOT HI~E'E F5A|7]= Wieo
t}30) miz|uto 2 ¥ = BRCALBRCA2 #-Axt 537} 312k 2t =)
2E 7]z wHAS AdlsteA oA AARTE EEE Az 2
FA2E Ak e S Aol AR FebE oo A
o] ytetstojof & Apqtoletal FA g

E ulg
R
-\
o3
ok
2

(4) gelel B
1) BRCA1/BRCA2 FHAte| E{MAG0| thet Lt

8 bt olubx w91 ] Robert Sweet TAb= wA) “(alzkel o) =
o= Az AFL el HA s WAl AN W &, A
e 5319 diabe] Wk dee] B 4§l AAshH 30 o

3t 27 = American Fruit Growers A}71,32) Funk Brothers Seed A} ,33)

29) Prometheus Labs., Inc. v. Mayo Collaborative Servs., 581 F.3d 1336 (Fed. Cir. 2009).

30) ¥lal= 1) BRCA1/BRCA2 F41#}e] A2~ HHE w4 st7] Sl k=
B §4AE susjol st o]t fate] AANEe) WYL Baw e Ao,
2) (M= ATl £35e] A ¢4A"H) BRCALBRCA2 f47ke] AlAx~ AHRE
laLEdsb] s Bed fAxte] Rel 2 AANE F7Igel 2] gl A
o2 Holol 3}7] uwjito] BRCALBRCA2 A} 2t vf¥o] MOT HIAEE F5
7= W3S 238t ot FAst Tl Myriad Genetics Case |, supra note 21, at
233-36.

31) Id. at 222.

32) Am. Fruit Growers, 283 U.S. at 12-13 (“Manufacture implies a change, but every change
is not manufacture, and yet every change in an article is the result of treatment, labor,
and manipulation. But something more is necessary... There must be transformation; a

i
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Chakrabarty A}7134) 5ol 42 Antefyi«le] A4 dE =3tk Sweet A}
= 53] Chakrabarty A7 01]11 oduto v o] 5—6‘19]
7] Aslixde ArdAte] &= “FElE
gk} (possessing markedly different characteristics)”
3E A%aA AR 9¥ 24 - “Apele] ko] AHA g
B T A R
ofF gk(having a new or distinctive form, quality, or property)”3s) - - &<l
g Aol AvA| 9 Ao wgkrh Wak o]z}, Sweet FAE “Alale]
AR R whes] wel AAR Al A uA] ¢ki= Wb (purified natural
products) & 58] (24589 dlate]l @ & slern wAR o2 A4
A5 AARA, VAZYE BH fA27F Sy A101E9)
2R FE2A77] AL A We] B AL BBy
ZHAA = FEle] 7 EE S54& 7EAF shedl, ‘BRCALBRCA2
AApe aeetA Far] wEe 539 o] Hi W] ohela
] 591 o 3039)

new and different article must emerge having a distinctive name, character, or use.”).

33) Funk Bros. Seed Co., 333 U.S. at 130 (“Patents cannot issue for the discovery of the
phenomenon of nature. The qualities of these bacteria, like the heat of the sun,
electricity, or the qualities of metals, are part of the storehouse of knowledge of all
men. They are manifestations of laws of nature, free to all men and reserved exclusively
to none.”).

34) Chakrabarty +29] W&o #Hajoli= B3 17 249 & Fx.

35) Myriad Genetics Case I, supra note 21, at 223.

36) Am. Wood-Paper Co. v. Fibre Disintegrating Co. ¥+72 (“There are many things well
known and valuable in medicine or in the arts which may be extracted from divers[e]
substances. But the extract is the same, no matter from what it has been taken. A
process to obtain it from a subject from which it has never been taken may be the
creature of invention, but the thing itself when obtained cannot be called a new
manufacture.”)®} General Electric Co. v. De Forest Radio Co. Z+7Z (“If it is a natural
thing then clearly, even if [the patentee] was the first to uncover it and bring it into
view, he cannot have a patent for it because a patent cannot be awarded for a discovery
or for a product of nature, or for a chemical element.”) 52 AZ#HZ &} Id. at
223-24.

37) See id. at 227-32.

38) ¥aze] FAbell Whal, Sweet Al 1) ¥ arh A FAg whabE 5 gl
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W5 Fhghel slolAl, Sweet FAb= WA Bilski Al A At A
Helo] W] 544 o] AdE fs AAYY ‘MOT ®H 2~
5 78 ARl ol Agste], fAak A5 wle] S5y Al101x
=1 %?*l?lb o] =7] SEA = SR 7 me A AAE
°1 3l Aoz WA 7]= Zleo]o]

| 7§-‘?r°ﬂL AL AL vl =
}A el A1 3}#] (abstract mental processes)”oll ¥+ 7l
A~ ARE BAsE SAT Wl 34

S A s oAwE AR FapEo] glA] 947 wjiel 58] A

Aol AAd = AAsA A, 2) It el W A ofere] A8
FAshs 247 S99 ParkeDavis AHZelAe] AR el el S3)H A4 el
oMa} E3 A102x9] W] AgAer I 4wl FEE(“[E]ven if it
were merely an extracted product without change, there is no rule that such products are
not patentable.”)> A7} s Wrdo] AlgFAd-S zZ- whyolzla kgl o] o
21k U g(dicta)oll = }A] 9kom, 3) Parke-Davis Aol A2 #Hde] #72-S Funk
Brothers Seed AF7 o]t} American Wood-Paper A7 S-ol| 4] edvbdiuigde]l #4 2]
ol v]Fo] E wf, o o]} fFESHA 92 AL® Wolol ghria A Eqirt. Id. at
224-26.

39) Id. at 233.

40) Id. at 233-34.

41) A3 A2] Prometheus Labs St ol 7 3dto] BRCAL/ BRCA2 %12
o] W3S ¥ sl o a nofof dhrlis 319 FAbo] fdl, Sweet THA
1) Prometheus Labs AF71e] 7§ Fababgo] #atzye AHE dAPES 53
A 2] (metabolite level)E Feah= Zlell s WdS 238 a”éolﬁ]rl
Al ¥kl az, 2) Prometheus Labs AFZ1ollA] ¥ do] wpnbvd o] 273} of
WA G FHldA A o] A WA @A arefsfol ghrka FAIYH dE

_‘_,
> l‘i
o &l (L

o
—1-‘—‘-’
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o] WA S A=A AR 5 vim WAL Al 7] x5k AHA-3ke]
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(1) Myriad Genetics Atzd (1)

b
>

1) BRCA1/BRCA2 w8Ate| S8 A0 thet HEEh

a4l el 4] BRCAL/BRCA2 §-3 2} 53] #Ae]xtal Myriad Genetics A}
= 1) 7 a duAmgde] dAndig e AdAdES A s s
of ztdAe] dSEe A “Fle] FHEE" SAS THAA =
BE WS Akl e] AR stelaie] o] &3k
AAE 7HA A e Aes #esbsla, 2
o QA W] & FAA 7he] Ao =

chalojof dha=d] AwbA|ub o] oFAf 7ke] §AMA, & FAF EFstar

e, 3) A Wde EF¢ste o]zt dlrizte BRCAL/BRCA2 %14}
Al AXRE w48t b5 Eelsta AlEA e 2l e
Aol alelA 7Hg Fadk o] ozt whed] HolHE A sk A Akl KA
7] wEell ‘MOT 2B’ FHA7e W3S 233t Zler & & vk &
Alskgde}. 1d. at 234 (citing Prometheus Labs, 581 F.3d at 1347) and 236 (citing Bilski,
545 F.3d at 963).

42) 1d. at 237-38.

43) Ass’n for Molecular Pathology v. United States Patent & Trademark Office, 653 F.3d
1329 (Fed. Cir. 2011) (¢]3} “Myriad Genetics Case II”2} &),

44) Ass’n for Molecular Pathology v. United States Patent & Trademark Office, 689 F.3d
1303 (Fed. Cir. 2012) (¢]3} “Myriad Genetics Case IV”2} 3k},
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w47 223k Aol A B o 3] Aol A2 ‘BRCAL/BRCA2 A=}

Apelape] Wlg-go] sbAE LA Felo) awﬂﬂ sp514 A A4 B
A 7/ ER 58 25 tiate] Hrba fkelgivhe) wal, ‘BRCAL

BRCA2 +A#p 7} Apedife] df-g&’3 %‘-7}%% A AlFAE 7HA7)
w el 7152 ]l “dﬂl*i FA7E o] FHEE S-S THAA %
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rE
o,
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L
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2 ARzl A= A AR 23E gl kA 7o fAM S
zZro v = HolA Ak ke MR FHEEE 5SS Zow= A Te] of
ditte], QIAZFE eE A2 S48 AAst= A 3
v A EA e el AgAE fAAke] EEs 2AdelA] 7o Ae
2] o] g-o]i} &= (physiological use or benefit) ol w], FAzt= AFAAL 3}
g BAE A =A-e]7] vt 536 A= 27le reH k=

45) Myriad Genetics Case Il, supra note 43, at 1349.
46) Id. at 1352.

47) See id. at 1351-52.

48) Id. at 1351.
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ol o3 714 A wAEE AdE whos)

2) BRCA1/BRCA2 &AL Rtk go| S5{XAdof thet Tt

Myriad Genetics A= & W WA ab o] 1) AFel Ao “A A
zrebe $olE5 ‘E#A Ea}(physical molecule)’7} oyl whdh fH A
A2 gt ez ‘BRCALUBRCA2 f-4x} 2wt wherol gk A3
of 2gE ] gl WA HAS AR =l Al R olyz 2)
Myriad Genetics A7} AT WS A7 HA-of glolA Fogh

ol ofdel wd] “HlolHE FA 3t AAhE Zheste AR

B ol MEe Bew s oud o AAE EFstw YA %

7] Witell ‘MOT HIAE'S $F5A]7]4] $3brha fAsksl )

49) Id. at 1353.

50) =&, AWy ] 2
2 gabshe Aol M SuAe el SHAATIE AE o] e
A skd ). 1d. at 1354-55.

51) 7= 41)9] W6 H=

52) Myriad Genetics Case Il, supra note 43, at 1355-56.
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(2) Myriad Genetics At (1V)

Avei Aol A HE o wel, Akt 2> Myriad Genetics
A}7} ‘BRCAL/BRCA2 &A=} zlth ullre] Ed AL tle=ws] 98
= Prometheous Labs A}71el]l ek 2 Awpeigisle]l A (o]3) “Mayo
Collaborative HZA7o]zfa ghc})s)S- E3hgh ofe] oAnfeide] x4 & e
H] 3o} Al & Wl ‘BRCALBRCA2 422} ‘BRCAL/BRCA2 4=} =l
ot S A S wwkshA €

1) BRCA1/BRCA2 F8Ate| SoiMAd0| thet HEEh

Aubed 9] Mayo Collaborative 72 ¢ &7 3}o], 4 1) ‘BRCAY
BRCA2 FA 2P+ “olA 2] 5 #% #H(the chromosomal BRCA genes)’ 7}
7HA = A A mEU el = AR AE THA7] wfate “FEle]
H=r EAS JMA 3 9lA] 9kon, 2) ‘BRCALBRCA2 4121 ¢} gl
ol & AR Heola gle FAAY] FE2A Aol SHAAAE <
A4 e A== (4 °ﬂ °l3l) F&3t 347:“’] 7P6H7L Z 3ol 9]

o2, o] Apalg é}%’ﬂr ‘XP‘D& é’%’% %46}“ 7ol '3H‘%}517] uff -]
‘BRCAL/BRCA2 A=} oll 3k AF3to] 534 A|101x2] 8745 F=F
A1 712 Z-gbetar F4kahgd o 59

oAu}<=3) 3} 4 W 91552 Funk Brothers Seed AFAelA]2] A EA WA
dhe2]obe] P S o] §3to] wbEolll =3F wHek e}l Chakraberty AF71
|49 oo e whele]oe] Aol WAt we] AT o]Foixl

2

53) Mayo Collaborative Servs. v. Prometheus Labs., Inc., 132 S.Ct. 1289 (2012).

54) Myriad Genetics Case IV, supra note 44, at 1326.

55) du}<=3]3F 4 1S Mayo Collaborative AF71el| 412 dupei el 2 sp34 WY ﬁJr
Aol “fAak Awk whgrel B FTFe] SHAAYS AstEd M dE 5
=8 A|gsta ¢)lon, Chakrabarty AFA3} Funk Brothers Seed AFZA el 4]2] <iu}
Qo) fAo] QAR peld AR E TR 24 SHAAYL f&r%%}
71849l &5 AAEE A2 Bttt Id. at 1326.
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3. Al Y e #+4: Myriad Genetics A7 (111),60)

Mayo Collaborative A}7162)e]] 4] 2] w<{12]
S A4 ‘BRCALBRCA2 4 A7}
E3 A A S 2=t BAE Myriad Genetics A7 (11)ol] 4] 9] Aut4=3]
< 7] Essdches) zela e sl 119, <Akl
2 Myriad Genetics AFA (IV)ol| A2 oduts=3]stawde] fAl #4229 Y
4 Fo| ‘BRCAL/BRCA2 F+AA'2] E&| A Ao @3k W
xﬂf‘ﬁzi_o-i /“a]%}ﬂi AA] 5} 51,64 20131 6 of
ol x

Lol o 3| A =t
| 2o FgF AntoiH

514 A o] thFelxwl ‘BRCALBRCA2 F4xPE 1) ‘IAZyE Helsl
BRCAI1/BRCA2 % Z}(naturally occurring, isolated DNA)’<} 2) “w|A1#]
RNA(MRNA)Z4-8 345 BRCALBRCA2 3x}(cDNA)'Z T3 t}
5,65 Z4zbell tigk S A AAS stk Aol Wit S AHAAE
Fehdtol] glola] ajwki-= WA Chakrabarty AFAo A1) dufedle] 2t
ArE Foll A “RpAAtS] dS=dE FEle] FHEE 5SS 7HHek
o] EFAAANS wukele v]Fo] Holop Frla A Aslw A 66)

‘BRCA1/BRCA2 F-A2"E " dh= Aol 4 Myriad Genetics A7} 714

gt AA AA 2T E£3sEA] ¢4 glo). Id. at 1335.

59) Id. at 1335-36.

60) Ass’n for Molecular Pathology v. Myriad Genetics, Inc., 132 S.Ct. 1794 (2012) (°]s}
“Myriad Genetics Case I1”2} &Ft}).

61) Ass’n for Molecular Pathology v. Myriad Genetics, Inc., 133 S.Ct. 2107 (2013) (°]3}
“Myriad Genetics Case V’2} gtt}).

62) 132 S.Ct. 1289 (2012).

63) Myriad Genetics Case Ill, supra note 60, at 1329.

64) Ass’n for Molecular Pathology v. Myriad Genetics, Inc., 133 S.Ct. 694 (2012).

65) 7t 22) 2 23)°] W& Hx.

66) Myriad Genetics Case V, supra note 61, at 2109-10.
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67) Id. at 2116.

68) Id. at 2110.
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e weds w) Pedk HE(exon) o2 o] FolA glth@LEA we RE
(intron)> cDNA7Z} RHEIX]&= A oA Aabg)= Holx AlExzy 224 Ee2]g
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2116.

70) Id. at 2119.
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A7 FAF 2 wrSelA —;—E AUrh= ARAR Qls] <7kl 9
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2l AP 6] g weleta ws}w. o] e Wike A

o7 oAutthH 2] Mayo Collaborative #Z23} # S o3l 7lo]7|
w 1<l 74) Myriad Genetics AF7d ol 4] dnloi] 1S ‘BRCAL/BRCA2 %}
sk whre] Sl Aq el deld = M #Bks §hA W2 o=
Hele},

V. 2 &

AvteiH o] Myriad Genetics T2 wl= 53|32 Wedo] 1980 tH
ZHHRE 309 o] His FAA 585 sl oA & A= A
HA e A= Eeld Aot Ak s wyre] 584
AMde ot TAE, AR 589 GAatelA st J5 s ol xA
ol Aozt & 4 qlvh T A2 A wd W] 53 HAA
of W3t et 71ES AT FAl Apde] abwrel iRk wd rEE
AR BAolar, = 5 gAA St AP STl lelAe]
W3ks Bele Aol e AHelA 1 vlE S 5 ol

1. ‘Apede] Aol tidk Awk 7|2 A H

-+ #Aql

A dct 7|ES QA #E sS4 o)ebH 75 Myriad Genetics 3
AL a2k Ab=rel dig #w Ve AR Aol & 5 3l
t}. Funk Brothers Seed 73} Chakrabarty T4 S 73], odutoiy
A2 Myriad Genetics APl A &S Hlmo] xlede] AME o &)=
=4 AFE Fdgel o= 2 wbgo] “xpdAte] d-SEe A

74) 2+ 59)9] BEo] g FHx; AU Mayo Collaborative +722] W&o gt

EA12 oA olult)dl, “Mayo Collaborative Services v. Prometheus Laboratories, Inc. A}

E

.

2 A vhebd w2 Qg apEle] 4 Age, Tska el B9 68, A%
23k}, 2012, 71% o]&le] W& 3z
75) WA, kel F, 99-117% FHx.
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76) V= 5342 Awd ‘:{i%_" Mayo Collaborative 73} Myriad Genetics 7 o] u}

S54A1Ee) ke wedsb] Sle A, A W Alede) Abgel @

aho] A 3%01] xSty on], 2= 79 3AAA] el WY AL

38 oA o]t} See generaally Guidance for Determining Subject Matter Eligibility of

Claims Reciting or Involving Laws of Nature, Natural Phenomena & Natural Products,

available at http://www.uspto.gov/patents/law/exam/myriad-mayo_guidance.pdf (last visited
May 19, 2014).
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2] Myriad Genetics #4 o] FHe FHA 53¢ fFaAd el vl
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78) Graff et al., supra note 3, at 408; 8,073712] F*1x 53] FolA], 3535712 <17t
A ARaE EFshT Q' FAA SHolw, 453848 FEAEHAE Fo|
Al =E 23k gl 42 58lolth 1d.

79) See e.g., Robert Cook-Deegan, Law and Science Collide over Human Gene Patents, 338
SCIENCE 745 (2012).

80) Hbw o], oAntriile]l Myriad Genetics FH2A S A Wdo] oD A A sl =rfo
upe} A st B} Z odgS mA 4 9lowl Myriad Genetics TH2-& Mayo
Collaborative 23} tf&o] AW FstA et oJefiAl el 53] Boel glojAle] =&
AL 771 Slvbe A= slvh @), “fAAbEE o] Aabd A Esbd Al ol
e 2 - vs Ay AR5 (BRCAL 2) #AS AVIE -, (A A AR
T Xﬂgﬂ‘q A13, =R A 2] 4Fsks], 2014, 108-09%:.

50], S3jAlz=e] el FHAJol nlFolE uf, 535 ST WA} o]l o]

A Folelrbg Af7t o] 8% 5 YRS AFsheA ool 2HL
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Abstract

Current State of the Patent Eligibility of DNA-Related Inventions:
Implications of the U.S. Supreme Court’s Decision in
Association for Molecular Pathology v. Myriad Genetics, Inc.

Kim, Hyung-Gun

A recent U.S. Supreme Court case, Association for Molecular Pathology v.
Myriad Genetics, Inc., is a seminal case determining the patent eligibility of
‘isolated DNAs’ and ‘methods for genetic diagnosis’, which have never been
legally challenged since the U.S. Patent and Trademark Office (USPTO) and
courts began to issue patents on them in early 1980s. The Court in Myriad
Genetics first classified ‘isolated BRCA1/BRCA2 genes’ into two categories,
‘naturally occurring, isolated DNASs’ and ‘synthesized from mature mMRNAS,
cDNAs’, and decided that the latter is an eligible subject matter for patent
protection, not the former. This decision results from the fact that only the
latter has “markedly different” characteristics from its counterpart in nature,
i.e., ‘the chromosomal BRCAL1/BRCA2 genes’. On the one hand, it has
re-established the standard for the patent eligibility of gene related inventions,
and on the other, it has revitalized the ‘product of nature’ doctrine, which
was practically not a hurdle for the patent eligibility of biological inventions
for the past decades. In addition, the Court’s decision indirectly encourages
biotechnology industries to file a patent application on ‘synthesized from
mature mRNAs, cDNAs’, not on ‘naturally occurring, isolated DNAs’. All
things considered, it is obvious that the Myriad Genetics decision carries

great importance for the patenting of gene related inventions.

Key Words : Product of Nature, Patent Eligibility, Breast Cancer
Gene Patents, Breast Cancer Diagnosis, Myriad
Genetics.
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