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At 2013 49 1, A AlA AeFsab 2 wlgy kx} ARIHA| 59 o]

o] HFH 7hedl, Tdo7t HATHEC] X&E ol Tt A mA ZE9
(Gleevec, frHolA= Gliveo) 7152 538174 -0l thgt ¢l thH e 25
ghAo] et A9A wrbE| AAE ARG FEjdle F49t S A=
ATt o] of AR = A 5AlolY, E5|HORE HoEal §lo] - alvfe]
mj =3 9l ofokzolctd) Qw gi e 5 A4 | AL £ 2gt
HepH 9 ojubely A4 (Imatinib Mesylate)> o1 B 7|&ak UF 4
AbskaL, Qe 5ol g-tdt= 7|& &4 tiH|] ‘FofE &5 (enhanced
efficacy) & HEM I QA= Qo B E515 BhS 4= glrka 2|5 whAsteictd)
& W4 o] %, A AlA A ThekRE g} =R o] o]oj T}, B AALE H
Zet th=4] xﬂokﬁV\PL “:Lﬂ““ S5 FAS= 22 QofAlolA o]FoiXl
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uke slAlo] e S5 Ee FAsHs U'o] @ S glom ol Ea 9w
o9] 41 B3 oI A B Aol QL Eee] BAL Wl
VS EHSHR Y W] A% AR, FFRAS SESH B AUG
A, 2el3 A PARSES ofdl AR BsHHA, o]dl BAR 23 o
1) 22/ SsiEEe AfAL | HIEIAARZE QEXIRE AMY Se[#o] 7 o] ZYLE S| X[ZE W
0= & 2Ansitist 2f ¢itAc| 2ol _Tﬂ(Brlan Druker) ZIAIEI0] Qs FEEICE KM

Gopakumar, “What Should we learn from the Novartis judgement?”, Third World Resurgence,
No.273(May 2013).
2) LHiE|AAE=E 228 XZNIE DI=0M=E o $75,0009] 7tHSZ Qo= o $31,0009] 7tHo=2
&35t RloL, Cipla Ltd, Ranbaxy Laboratory Lid. S Q= MASIAISS 229 M2 ook
2 A $2000 +&9| 7HAC2 SFotal U
3) Novartis AG. v Union of India & others, Supreme Court of India, 1 April 2013(0[t, Novartis AG. v
Union of India2t &g, {nttp://www.scribd.com/doc/133343411/ Novartis—patent-Judgement) &=,
4) 'L=HIE|AAS] CHEHQIQIN Eric Althoffe & ol chslf CHSah 2ol =H3ict If innovation is
rewarded, there is a clear business case to move forward, if it isn't rewarded and protected,
there isn't”. E3H S10[XKPfizenAt X 01=Q] X|oftet ZH|TAIQ! The Pharmaceutical Research
and Manufacturers of Americas s THZ0| QI=0IAQ] il 3 £X} 2HES StAI7|1A| € Zolat
o =3k Novartis Loses Glivec Patent Battle in India’, The Wall Street Journal, 2013, 4. 1,
(http://online.wsj.com/news/articles/SB10001424127887323296504578395672582230106).
5) e == BAIKIS0| & 480 #elg 1 s 0lfe =7t JH=E=el 2=(pharmacy of the
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= Zl‘*‘ﬁZﬂJ 229 AU 2JoFE(generic drug)® o] A4to] 2 o],
2 MEate] Zpek SRS R Ao AA mo] E Fo
2

o B
1
59

)
ot Hhau} N g, W}E—e— e A ol R strgol A

= Qs %ﬂ‘iﬂ 710l S84 5ol gk Qe el Ao A 24

< dekel =Hloh ey o Ao s 29l 9l S5 A3
A HOZ A& o]ofX| L Qlt}, &, = EFH A3RAF} &

515517 93t 2o 2 ZtiE A%(enhanced efficacy) & F712 &
Tkl Ql=t, ol= A 3859 875 o AHsHA Algket Aolar, w
ghA] FAF o2 FEE I Q= AlAIFY7]17-(World Trade Organization, ©]
3 'WTO 2t gtc}) K24 EF(TRIPS)Vof| 9juteth= Aojch & o2
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AU7| wh2olct, Ql=s ™ MA MU= 9|—.‘ Of OF 40%S btotn Qla, ™ MIA| Q1512] f 10%7t
OJEAJ XU2 otZ2 ol8st Tt E8l, 12071 =7t He WL =a=0l Sa== olo|= X=X
9| 90%7} QU=Ar M2 ook ol M Al 01|0|’< XI2H Lol 50%= Q=0 g5t Act H
02t Ql= CHHRo| S| T oF FTA Alth 8=, ZAQE 2013, 4. 14, <http://www.pressian,
com/news/article ntml?no=40706) ==,

6) MU 2jtE(generic drug)0|2f Alefol| LSt E5{TtR T, 22X oUFS ChAlsiH MESE &5
d AEE Solf A=Y 51712 Yo R2|X|E YUES chilsh thAEMI 7tsEt oofES Wi

ol
SHlef, 7ol Se2E SE=1 oL}, RF A HEE0= oL, E%Eﬁ” “HIek=ok] oftH2
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7) Q= ASIKIX| TS| UHE AZR(Y K Sapruys “RHF Q2|7 [CHH SIX oF 2ol 2F 132t~172Ho)
AL T OFZ OF 2630HRI0 A} Ho{of 57| R0l o= & &2l 2t 3ok 120 o] mE2 Yoz
DE E5] 249 7I120| 2 4 A7)0l olazld M20| Q=0fAls SotX| =Che Z40] Al

Ct' 1 oniE Rof3iCt Id. 8t 2H8E 2Ate|(Doctors without Borders)e ‘Cho| E51S0] T
5._* S{4lo] ZIH=E0] OH—IE% UEO| oflfa2|dofl Sxtetct” T Z3ct Supra 5; “Gleevec loses Indian

atent battle”, Nature BiotechnologyiMay 2013),
8) Amy Kapczynski, ‘Engineered in India — Patent Law 2.0°, the New England Journal of
MedicinelJuly 2013).
9) Agreement on Trade—Related Aspects of Intellectual Property Rights, Apr. 15, 1994, Marrakesh
Agreement Establishing the World Trade Organization, Annex 1C, 0I5t TRIPS &% ola} &ict
{http:// www.wio.org/english/docs_e/legal_e/27—trips.pdf) E=,
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10) D|=0Al= QI AMHEO| & T 0= O] 95| ofd 1700{H0| @diot 0| thEdn & 2| 0| =2
ollA 2l E5fHol & Zoll thell o|eXl7| & Ag @FsH|= oLt 0| 23| o#S0| 2Hiot
EZA BH M2 Ch2 AIX (hitp:/keionline.org/sites/default/files/06-18-13-House—India—
Letter_1pdf.

11) USTR(The United States Trade Representative)2 20133 58 1 2HESH 2013 Special 301 210
AOlA] QIE0MS| LHIEIAAS| Z2H E6iAS Y XAl AF S A0l UZE MLl
&= Priority watch lishol Sxigl.  COffice of the United States Trade Representative, 2013 Special
301 Report, 2013.5.1. <http://www.ustr.gov/sites/detault/files/05012013%202013%
20Special®e20301%20Report pd) &, 0= MURA| X HEo| Ql=0] tiet QoUE S5 T HE
QF AlRE e &= (nttp//www.doctorswithoutborders.org/press/release.cfim?id=7077&cat
:press—re\ease&ref—nevvs—Inde><>

12) 71& SEo| Athgt Haltts & 2, Mz2 5512 £8cke 2, M22 S612] Eols 7IE S612] W
I E5 IsH=
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B RGP £l= 497t ot AEFoz J|IE DXEOH Cthet E5iExtel et fs SEske SuE 7t
XA =0, g Wt ok ofeiazld o] 2 oln|7t LiZ=o] U= Soiof Bhalf, 22X
& O|oFE H2kAt 2 Life—Cycle I\/Ianagement(LC 2te 802 A5 |= it LCM2 7|&S

) &
Alof o7l HIEES o HEE2|20t HAGH0] JHUSH Aofo] Brt @FH 717F SO AlEE X1 &
UAEE sh= SoiTiatel Yoot HRE, "MokRote| E5i2HAlRIE S5 LCMt ol 12|d9l 012
=17, 7[Esei, M20# M2E(2012.8).
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HE ol FE|¥] E54 F5o] gt A= Y] 25 A Lof s
A E 12 gk} T3 Q1 t e Qe B A|3xR(d)3e] % a4 W
|3} oot WAE TRIPS A4S 4, & 783 TAE 1742 WTO £4
A 2 WTO 24312 7]7-(Dispute Settlement Body, ©]3} DSB 2} gttt
9] oJd WEAES AHEY HFHoR olzy xoFHo el nldluFer
[Vienna Convention on the Law of Treaties(®]3} VCLT &t 3ttt} )]9] z2oF
g dof Tt YRS vpgo R S uf Ak E5H A3xR(d)Fe] TRIPS &
9] 3R] o F 7L ojE A S| 4= I=Alof e A E 7|2 st
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=2 olsfalr] QA= Q1= S5 o AAtet g A ¢, 12al 1L 7
Ul-g-oll tist olal7t Bastnz o5 WA 7hes| Alw E 1) gh 19)

= 184171 o] % F=2] Aujste]] HETh 19479 PO = RE =53]
o}, 2y Qe 59 o]%oe S5 AAl SlojAl= 7]E ARIA] AlA Y
H AAE FAsH, 19119 AP 535 2 yARIY(Indian Patents and
Design Act)& 1THHE A-E5k3th, olofs E51¢t BelsiA= & 19119 59
2 ARl ol upet oJokzel B3 Wl Wi E5|5 mF sk glolch !4 1
U, o3t ook EFA T 2 R&D FaFo] =531 Qe Y=l h=
23| =Rlof|A 11 Fglo] Zolrh= AutE Zsha, 1Y ¢l ApA ] At

13) Q1= E5f MEZo| AR ofzf 9 FX Q= E51F YAIE (http://ipindia.nic.in/ipr/patent/
patentshtm); V.K. Unni, INDIAN PATENT LAW AND TRIPS: REDRAWING THE FLEXBILITY
FRAMEWORK IN THE CONTEXT OF PUBLIC POLICY AND HEALTH', 25 Pac. McGeorge
Global Bus, & Dev. L.J, 323, 2012; Novartis AG. v Union of India B2,

14) 19118 E5 2 CiXfRIY AM2x@®)& nvention’ means any manner of new manufacture and
includes an improvement and an alleged invention:

M2Zz=(10)8 Manufacture” includes any art, process or manner of producing, preparing or
making an article, and also any article prepared or produced by manufacture.

15) 19301937 Afojofl, RI=0flM L=l 2010 EsiEEHIE= 190141, 0= 2= =& 0[=0=
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a2 SXI=ACE Novartis AG. v Union of India, Para, 35.

16) 19574 M AEQRS] YIREC! N, Rajagopala Ayyangar Q1= CHHERS Rl EFAAHS gt
e Meiolo] ML 2 BF SlES SlotiAtets 1 2919l EAE Hiok=0| AmiFict 1 A

Zol7|= SIICh( entirely agree with the views of the Patents Enquiry Commitiee that ‘the
Indian Patent system has failed in its main purpose, namely, to stimulate invention among
Indians and to encourage the development and exploitation of new inventions for industrial
purposes in the country so as to secure the benefits thereof to the largest section of the
public.”)Interim Report, p.165) Novartis AG, v Union of India, Para, 37.

17) dEQIEE= Q=0lMel E5E HEHA| H1E 250, 34, Q°fF, o2 A =77 l= ESIEAt
o7l 2=l Balol SsiEAM 7hY MEeH 7H=ol 330l XI*EKHOF SiCt= LHZ0] Zelk|ojof 2f
S H3IRICt Novartis AG. v Union of India, Para, 33.

18) Id.

19) 1970 E518 M= 82 ChEat 2Tt Section 5, Inventions where only methods or processes
of manufacture patentable,

— In the case of inventions — (a) claiming substances intended for the use, or capable of
being used, as food or as medicine or drug, or (b) relating to substances prepared or
produced by chemical processes (including alloys, optical glass, semi—conductors and inter—
metalliccompounds), no patent shall be granted in respect of claims for the substances
themselves, but claims for the methods of processes of manufacture shall be patentable.”
{http://ipindia.nic.in/ipr/patent/patents.htrmy &=,

20) Unni, Supra 13; Novartis AG. v Union of India, Para. 36-46.
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21) Novartis AG. v Union of India, Para, 49-58,

22) WTO TRIPS HMI27Z=X1&}. 1. Subject to the provisions of paragraphs 2 and 3, patents shall be
available for any inventions, whether products or processes, in all fields of technology,
provided that they are new, involve an inventive step and are capable of industrial
application,

23) TRIPS 49| E5{ WEE= 0|=9] “&2(Victory) 2t HFECt Lt & =8l0| 0j=9] @)= 2
of BISRAE SHZGI7| tHR0ICt Daniel Gervais, The TRIPS Agreement drafting history and
analysis, 3° edition, Sweet & Maxwell, 2008, p.337.

24) WTO TRIPS MI65% Transitional Arrangements.

25) WTO TRIPS M[70Z&X[8%,
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3] AdS Aol A2 1312 7HAskaL XA o] 7id-E gt A2z Al
F(a)e AAR Aol AR 55| tiidolf(patent eligibility)2} 5314
(patentability)e 78 &gt AI3=E 7HA7E A o]

o] F, A M ARl EAES A= = —% TRIPS 2] 21432 $sl
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26)

BRI 029} oforz

TH S HxIH 0
AR el YA K==
o i

im ro

= FE= 1906001 S VI Hots Qlslof MiEsideu, Y
Z43lof ciet ditHeld Se=2 §io Sui= AE‘HHEF&’";E} Hot &
\ [(administrative direction)’ 2| SEfZ = & S0t HiX|=l= 2XE S0l
Oloff w2t Ol= 2 EUS| A|A0] wat Q== WTO 2% (V\/T/DS50/AB/ WT/DS79/RIg
7IE BP%E 0|%, 2= HE= TRPS 39| 0|3 &7[8121 2005, 1. 1,01l 01 UH3tst7| Kol EH
£33 StAH[Patents (Amendment) Ordinance, No.7 of 200412 °4EH§_ pibstalli=a=niNFdl
20059 32 ORI Sald 7idE 2IE A=ZsI01Ch 5 U 2Ky 2 0l=, EUntel WTO 2739 é,WI
St LIS ZslA Ql=o| ofekE ESH=et TRPS 7" EAME, 3 M745(2007.4) &=,
27) 2005 E5{8 Section 5. Inventions where only methods or processes of manufacture
patentable: [Omitted by the Patents (Amendment) Act, 2005],
28) 1970 Eofgut 2000\ EofHol YHO| HOFES Of2fet &ict
@ 1970 E5{2: Section 2(1)()) ‘invention” means any new and useful,
i) art, process, method or manner of manufacture;
i) machine, apparatus or other article;
iii) substance produced by manufacture,
and includes any new and useful improvement of any of them, and an alleged invention.
@ 2005 E518: () ‘invention’ means a new product or process involving an inventive step
and capable of industrial application.
29) 20053 Ea{¥ X2= Definions and interpretation.—
(1) In this Act, unless the context otherwise requires,—
(ja) 'inventive step’ means a feature of an invention that involves technical advance as
compared to the existing knowledge or having economic significance or both and that makes
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e e S MEAS 97 S ddte v T
7€ ZlH(technical advance) E+ AAZA F84(economic
significance) & 7HAHA] g/ A4S 712 Aol Al AgehA] & Zlnot
obvious to a person skilled in the art) & 1 7HgCo=2 3d}al Qltk= Ho]
r}.30)

20054 E3|H 2] A28 (Inventions Not Patentable)?t A|3%(What are
not inventions)= 71 A= & = = BRe o] WY E5i71 E 4= ¢l

= W= sk Qlt) & 232 AR shel 2oy, 535 iR
(patent eligibility)2} 3|4 (patentability)S B&o] Aol Qltt o] £ &
3], A3z d a2 A olA B B2 =971 S 2005 S8 7178
AR} 5 71 Sa%t 23 F shuoltt 20054 E3H el AT o)A Qe of
T AR EE OorE BASE Y EYo R Q) ¢l RRE9] B
o] ofghd A& i —?*‘“43}?13}. %3] EHL@ Xﬂ @V\P—Ol 29 Oﬂ‘ﬂla”

o1 s, ool o] YUl A APt g, 2 A
QoA “FHE F5s /A 0A Fte ofn] delal B Fehs T

HFASE A (the mere discovery of a new form of a known substance which

the invention not obvious to a person skilled in the art.
30) R2|Liet Ea{H2 MR2OZE280 "EoiET0 1 LHO| Sok= 7 IE20f0llM S&2| X[Alg 718l X
7F Mg 259 10 REE Lol 2lstod E0olat 2 4 U= A mol= 2 Holl tistol=
HiEel &0l £t Sois e 4 olot 2t st o, 22y Tl ol 7IER 45
X~

Eal

Frlo2 Mot MY 88 & ZHE e4= FAER! 242 T80 HEgE QI-6k= Sht
O HAM X2 MBF &nsh & QUEE 5l QT S61E HAKIEM 2012 & 2 H2|(200623472
,2005%3277, 200422819, 200451090, 96=559, 20045{11) &=,

31) Y aHoIMel 23] =2lo] oF 80%7t 2=l et =22 HEEHRJUCID Bt Novartis AG. v
Union of India, Para, 97.

32) ¥ HSE Y2 MB3X(d)&2 THEat 2T Patents(Amendment) Ordinance, 2004 (Ordinance No.

7 of 2004). “Section 3. What are not inventions. — The following are not inventions within the
meaning of this Act, — (d) the mere discovery of any new property or mere new use for a
known substance or of the mere use of a known process, machine or apparatus unless such
known process results in a new product or employs at least one new reactant,”
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does not result in the enhancement of the known efficacy of that
substance)” ©]2k= £} “s)d(Explanation)” FE-o0] 20| Z71EA EH3L
T}, 20059 E31H ] A|3x(d) 2 tha 2t

o SEY AR @] ofd W) o AT of Yol et @

434 o

2 58 7494 Fts oju] held B JeE wes] w

A B ?gaq B9 Q22 57 ol §R9 TEd B, EL A
MBS op|A7IA gt ekl W, 714, 3
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T 29 B9 1 AW oA ofu e & WAEk] gt B olek=
28 W35 whs|al gloLt ‘;é:h(efﬁcacy)’ of gt 7ido] gejElo] A &
= £0] 71&9] TRIPS @40 &
Tohe AHG O 52 538 V&S R?Lo} Ao R sAElojA] ol g
2 =T oA F. HIE|AALS FE|E) B3] Aol QoM E F 22

=
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33) 2l E51F0| MiFotn U= & Q| 0| 2L ofelet 2L
Section 3. What are not inventions, — The following are not inventions within the meaning of
this Act, —
(d) the mere discovery of a new form of a known substance which does not result in the
enhancement of the known efficacy of that substance or the mere discovery of any new
property or new use for a known substance or of the mere use of a known process,
machine or apparatus unless such known process results in a new product or employs at
least one new reactant.
Explanation — For the purposes of this clause, salts, esters, ethers, polymorphs, metabolites,
pure form, particle size, isomers, mixtures of isomers, complexes, combinations and other
derivatives of known substance shall be considered to be the same substance, unless they
differ significantly in properties with regard to efficacy.



56 KIAIRIAAT HOF M15(2014 32)

2o] 54 2go|olt}, o] F, & 23+ Seiut w2kt olo] et Al el

I Q= S E3)4F A9 7183

1. AFEEA|

5 A9 tiite] B E5Ed2 19984 wHEE] A(Novartis AGARF 91
T vo] 5514l gt Hlets A ofuteld w44t (Imatinib mesylate) Oﬂ
ek E¢olc} 39 wietH A ojutely v AAFEL ojute]d (Imatinib)2] IHYE
A 5 sholar, outE g thE AGAEoll= SlE 7IshA] il ofS st
£ EN 2T 3Ass A9 34 A R(target theraphy)] A2 7FA] AL Q)
E I AREATE 30 A ZEd Ao Y B2 ojutEde
Jurg Zimmermann®] 1994 t|=iof] &3] 1996W £3| 55 A4S w2
o=k £3] US 5,521,184%. (0|5} Zimmermann £3] kil At} )of 32| %

01 o]‘— C’Z]o]r/].37
SHAIRE, QFAf A wie} o] Qlmofld= 19951 ool ofefsEoll Higt

34) M3EL 2l ROl 215 EEE(Novartis AG. v Union of India) 2! OfE2tA TSR0 HAZ
(Novartis AG, v Union of India and others, Madras High Court, August 6, 2007)S 7|x==2 245}
it

35) 1998 7€ 17 ESIEHS 1602/MAS/19982 ERE & &9 &Ho| HAES “Crystal
Modification of AN.—Phenyt-2—Pyrimidineamine derivative, processes for its manufacture and
its use’ 0|t = E&2 1997 78 18Y AQA EFIE M FHEIH E=RACH

36) Imatinib2 free base®| B2/0|1, Imatinib Mesylate= Imatinioo]| HAMHD 22 H(salt)s 221 &

EHOICE HIEHHT Imatinib Mesylate(d-crystal form of the methanesulfonic acid addition salt of a
compound of formula )2 Imatinib Mesylate?| HEHE HIEF ZHS THE S22M 7 F0 ey
ofl Agfst 2Zo|ct,

m
7 Qb
LO

s E LHo| HEE Pyrimidine Derivatives and Processes for the Preparation thereofOICt.
& YHE2 19933 42 20‘ 0|2 ESE/HS US 08/0423222 SEQIOLt & HI|ZRi 1 1994
2 28Y BEX Jlaseoz AMFE (US Patent Application No. 5,521,184) 1996.5.28.01 £51&
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]

N

S
L A

3|71 QAT R ko g Zimmermann E8]&= QoA HoHRS o=
, o]l Z=RFEl 2 k= 917k WTOO] 7Histe] EE S84 =E =913t o]
of, olu] FAH ojutely wl it thar ZHgt WiEbH A ofuteld w A4t
Lo E5&HUe Ao}, kertE|2Abs HEHHA ofutely Ay o]
ojmtely wlditol v f-55Ad0] £11, ASHA eHg Aol o,
A& 7HAA, AEjstal Bastrlof 2 aupt Qlrka g5eict 38
}7] 19989 S35 9bA A& TRIPS 7ol whet m duf2of B
=131, 20054 WA E Sl wet 200580 E8]Fo] ofHrt HEE]] A
ks, 13|, 20054 59 9l AR L& 3] (CPAA: Cancer Patients
Aids Association), 1% EF A|2F2]AFRI Natco Pharma, Cipla 5°] ?1%= 5
/] 554 ol AleE BE5to], F S5EHl tef ol9AHS 5t
%th CPAA 52 19984d Edj&¢d UHE 19949 nl=oA &9
Zimmermann 530l 2J3} oJu] FA|H 7|&o|al, HEpH S
G 71& 2okollAl S A4S 7R GolshA BT 4 Qs A=A
AEAo] gl drgoletal F=4sklt). ¢l E514E ol=gt o]9f4l
59, 19989 53] S A7)zl ofsf At B 2 E o]

= S5 A3zl e eHEThE olf= 2006.1.25. 42

oR o =2 md

N
e

[

o 2

AT

> oy o

I

[e3

l‘_\'ﬂ

7]

B ARG olo] el Ak Al BoYe] AL 52 vhseks
TSR] PR, A0 AE B3 AR FEAl oA
syt

2 SI2Al mHE Y=
WeHHE|AARE hEERS Slg Rl st QlkE S3¥ AI3RdE=

38) Ol 22/# E5{Mof st 44 & FE Z0|1, AX| 1998 ESERM0= 7IE Imatinibo|Lt

Imatinib mesylate St CHH[SH HIEFHZH Imatinb mesylate2 47|29t 22 2501 thet &0 7|x4
=01 UXl= Tt Novartis AG. v Union of India, Para. 89.

39) 0l EFALS 19938 E5{7} HEREZE A methanesulphonic acid)g E&AMTE0| UZCZ gi5|n
RA0{ 1998 ESIER2 Aldut 2IEH0| gl HIE HAC| Imatinib mesylate= 37| ZHME &
50| Sl ezl 229 M=2 Eloll 22510, 2006 JHEESH | MIE(d)ol weh S5 &

= 4 ST TAID,
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AR o= Fo] Wislal, E4) TRIPS @0l 9lukdty 43130 np=
2hs G H S EHE| AR & S B 712kl Al Q= 55
W A3zl = Aol etk A1) el disf, YRl 71EA
S Aaig A Lolut A& FA|(declaratory relieh)E Q1A 3o sttt o]&
71483, & 2] TRIPS @74l fuldths F8ol= TRIPS §742 2]

ZAZ2HDSB, Dispute Settlement Body)S 78|} Qo2 HA 9
Hhoj = o] Axpo] whe} the=A| SAIMA AdstE® Qe o] Q= 53
9] TRIPS T2/ ol -5 wehdlhe A& A dshA] ehrhal 1A shglet 40

M, Qe S5 AdAA ol titt BEAES Q% 535149 Intellec—

tual Property Appellate Board(IPAB)Z ©]3=] %11, TPAB= 2009% 69 26
o BAS Sl A1 e Al 7175k 311/} IPAB+= Q1% 53173
94 ek g HEt A ojmbe g w AL Al 9 R EASS A E L,

T 559 A3 = Qe AdH ke #Askeit) IPABE Q= &
dm A3z(d)o] E3] ol (patent eligibility)oll gt 20| ofye} &
& 2 7 (patentability)ol] gt 2FO2A, A3R(AFLE Qe s ok =
7HERTH B £ MEA 7]EE 98k 9l Aol skt A ofd
eHFE 2= 20099 S el BE2 Aarskglal, NatcoAk2t CPAA G5 e}
HA ofutely A4 Y] Al MEAS QIRE IPABS] o whistod
A] iR ol AFarskeict,

O

O |

5 2 PAAEY A2 AT et U AL the T b e
ol 222 el Higic R wek ofukely uﬂ%o&oﬂ o Sl
o] AT} ARAo| Q] ojRoln, Bt § E3EU] U S5

XﬂBi(d)ﬁoLoﬂ 947% =35 74@_ Ziol AHRA] offolrt, off Zk Aol it

40) Novartis AG. v Union of India and others, Madras High Court, August 6, 2007, Para 6-8.
41) Novartis AG. v Union of India, Supreme Court, Para 16-20.,
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A Zimmermann 53] ovElHe FASIAL Qe 20|
A, outeld HAA S FABIAL Qe A okl skl ey, ¢
T i o o]F-E E°] Zimmermann £3|7} o|utEld HAAHE &
ARl QIthar wAISHITE AA, wmBbE| A= FEdlo] AESE fls) vl=
FDA(Food and Drug Administration)oll A1¢f2AF1A (Investigational New
Drug Application)& & GA|, S2]4e] 4 AJ&o] Zimmermann £3]0] 7]
ukskal Qlekal PASHAL ks A 42 E4) mHlE| AR ojutE]Y v Ak <]
AFES) £9] 0|3 Zimmermann £3]2] ZE|of tigt 1744 AHregulatory
review)o| 28% 7|7MbE E5|H AF4IH(2001.7.3) 3%, olE F3l
Zimmermann £3] @ AASE 3 A 43 g, w=HE|AAN= ¢l% NATCO
AZE QoA 22 Adgls Befste Ao tiste] Zimmermann S35 3
S5 5L, o]F 7IREe2 F=olA o) S AYY TfE FAAIZ] A
55 Eof ojntely wAAIES Zimmermann £3]0 A E o] = Aozt
TABHATEHA g QE o e wEl Q] ojutely wA Al o] ZE A o]
USA] ool tsfj A= THFA] gkeket.

42) HIEFATIS] Imatinib mesylatedll CHet 0= SotE&2 2000E 18 18Y 0|F0RX D, 21X HE & &
SHE 2005 58 170l 25 SSZE=IUCEL SEX(2E S2/8of gt Ol= FDAS| Aok &2l tHIEf
HZ Imatinib mesylate2] £5 SEZYULCt M 0 E 2001 58 100i| O|R0{XICH

43) 0| Ea51Y 167,156(Q)NB)E= UZ2| 257t 7I7Ie2 Qs AX| EiE AAlY & U= 7
OHEA &= 82 EolE47 17 HEE ofgsl =1 Ut

44) Novartis AG. v Union of India, Para 116-126. Zimmermann £310{Q] ZX|2} &7l Q= CHHRAS
ol & Moz 22#o] ZMHEQ! Imatinib mesylate?t ZX|EH JASS AZ5IQULCE, Jiirg
Zimmermann et al. ‘Inhibiion of the Abl Protein-Tyrosine Kinase in Viro and in Vivo by a 2—-
Phenylaminopyrimidine Derivative”, Cancer ResearchiJan. 1996); Jirg Zimmermann et al,
‘Effects of a selective inhibitor of the Abl tyrosine kinase on the growth of Ber—Abl positive
cells”, Nature Medicine Magazine(1996).
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A9l ol Bapstod Al AW, ARG ol87hs 5 71EA el Bola
A5 28500 ol Wyl A-851A] Dotof ghtkal 24T, efufstd, “ofn]
Aozl EA9 R FHE I gt 7/4\( mere discovery of a new

form of a known substance) = A|22(1
A R Rkl oz ) 01 2 % 5] mﬂ?—olah %%POM“
ojof] A= T3] 20059 MRS eHsA] B 187 AT of
A7) QIAAR, AR} Tsol AJu 100017ke] ClwoAle] S5 ke
7t «moﬂ/\iﬂ ‘?ﬂ‘ IS o] A EH Eﬁﬂ o2 s 5H“°]E}U%
wobel 2Ape] 28 7|2, &, FUE A%

2 F29] =gt WHA(the mere discovery of a new form of a known

Eq o}

substance which does not result in the enhancement of the known
efficacy of that substance)”f’]ﬂlrh =79} ‘8 (Explanation)” F-5-2
A A Alzo] 2718 Jo|m, ] ol Ale] of2fak 2/lHEe ojokE
9 SpshEAle] i S50 Be-S WAsh] $18 Bajoleh o) Yeke
Ao] QoleS 2 v, o= elnlgle] whes] 27kl B9t ohel, E8lad
(patentability)= F7F4 22 Hofsh= Z(second tier of qualifying
standard) .2 s} 4ahs Ao| Efgairki Tl eiet )

5 A, e aAbs ojute ol ofutely wAsele) skl el
A oronz el ontely WAlAkge] F7He A%-E 7HIT QA
o5 TET 4 QLA wetA] AB3RATE 4T 5 glokal FARCE A 1
2y A= US FDAO AlEE Aol A Sl oluteldolut ojutely o
At el Jso] ow] ekt glof lenlE| AR of 23t A2 o] fgithal 7]
ZH8)5] Qlw B A3 W o 55 Akt

3) &s(efficacy)oll LSt siAd

45) Novartis AG. v Union of India, Para, 99-100,
46) Novartis AG. v Union of India, Para, 102103,
47) 1d., Para. 158

48) Id,, Para. 159160,
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QU S5 AT AN 1Y FRT HE F s vk
R ehE 910vF, 71 Sl Jeleil 1A B2 Rsecacy] oIk
Bo1E olFA A= Aolnt Filefficacy)S 71EH Y, A2
A B, elH B9 A% 5 ofel /) SHeH 1 53 Hot
G GIekA9) ojsh BRste] QI vht ek WEWAL Y Ak} B
E40] 9lo14] Bels) Delof sfol, RE o]go]
o) ohlel, A% Fi(efficacy)t Y BH(CIFES A9 ARAY F)
who] mefulofof Tk WH|WAL § 29 TS A BAY T ook
Aolekan s sl 50

QU el o] E5-S HOsH b 9ol Filefficacy) o A Ao

Wleba o)w g 43S HEoll SIS fulslu g, ko) ojulk
£l B)o] vleba o3 Aujo] wet et o], W)

S BHOR S gorEe AL AR BEL ujshs AR HY
sz Zl0] ATBIERT BAISI, vRS e TEHU AL A up
wtel AL 2 e olutel AN B3 & £ 45

2 0
re
it
r/_\é

ZhA, e
E4, @93t A, B2 &5 52 EEE EX o Eatel AR 5%
o] A ALE QY] of$-m, WESH o874 (bioavailability)©]

4
30% 713 G 2 G4, B ol §Rs IO R AN B

(efficacy) 714 24| B3tctil sy o] & 7]zttt 59)
:LEWr A= UL 5 BN A5 a5 FHAIZI= Aol gt
el 7)1 AABHAIE okal, T3 S STHAITIAY S50 #
28-S @A A7) Ao Aol EZ3E=A] of i Wﬂ k2 fEs)
11 9)o], A (efficacy)oll thet =2 FFole Al o]o]d Ao & wH

49) KM Gopakumar, “What Should we learn from the Novartis judgement?”, Third World
Resurgence, No.273(May 2013),

50) Novartis AG. v Union of India and others, Madras High Court, August 6, 2007, Para. 13,

51) The New Oxford Dictionary of English, Edition 1998.

52) Novatis A.G. v. Union of India, Para, 180.

53) Id.,, Para, 184-189.
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IV. Q1%= S99 A3=(d)34 TRIPS A% A4 A&

AEA A ol o] QL= o] 5 B o] Tl QL B3 A)
82(d)3Ho] TRIPS 4] Hashthol ot =k X144 0% oloL g
o}, ofegt f=ato] o]0 4|3 QUi o], QI B3l A3E)a TRIPS ¥
AJAFe] el Fo] B 1 #f4je] glof Ak mEgto] 9] thizelc o] o]
Al e AR A4 hET WO BAsArITe Bl
TRIPS 2% afj4] 854S vigro g olw B35 A3=(d)3 40| TRIPS &
Aol BRISHA] o] HE B ES s

1. E5|2A(patentablility) =H

HA, = S5 A3l 88t = THE f-s(enhanced
efficacy) ©| 53881015 {13t =714 o] s gsl=A] o Fofl tiet &A] A
717} A& 4= dth TRIPS A|27x% AlGS ‘e 7|& o]:oﬂ/\{ 27 ®i gy
of Tk owet WY A, XA %

&olE 4= qlojof 3t} " AL sl et & 3\—@% 2 “5; =
ofok gtth(patent shall be available).” 2= 8015 AN 2 o= & o, Al
A, A A 2 AR A o]_&7}_Ho] i, AR HAAE w2 751_?401]%’55) =7

gof tfsto] E5)E slofobA] ohe A2 2 & A2% 2 A3gHe] A A9
5}51% QA A Q=i 4= 9)ct 56

T Qe S5 A3R(d)F> A7) TRIPS 282 =siA o2 A 84
w|ojof &7 oFA] A uhe} Zo] ol t S S5% A3l &4

-
-

e
ko

54) WTO 27siZxxHoIM= AMd Me+149

gl 271712l WTO HEshME 24

20| AbHo|=2 O)F AfHof UA0T WTOTEO] TSt s Ad

55) Z{=0| HE 52= E5{ 5100 ERat F7H801 HRY, of

Al =@z 2 ':EEO\ g2E 52 ottt WTO TRPS &8 2249 5

56) Id., Daniel Gervais, The TRIPS Agreement drafting history an
Maxwell, 2008, p.337.
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J
o A off

gk Q= oy %0 A3z F U %@O] —4°k*—4 01131:’—?4%—% o
517] $13F A2l Bl A3ZR(DE 3FeHAlE, 58] AleraEoll oA 9] o Le]
JS #3517 8 F WA (second tier of quahfymg standard) 7]s=o]gkal
alal QIeks8) o]e} Zo] ZjE &% o] ® thE F WA 71ES A
A3, 5 AI3Z(d) S TRIPS A272% A13He] 9juto]ahs= &4
o] 7k Aot} fufshd, A, FEA, AFFA o8 7 e SRSl
I EOE VRS THE 55 S AR 555 AER Aol7| |

:LE}L} 7|4 & s} FEG|oF & AL TRIPS ©A4L ’tﬂ'“ X]E_k] AF
G ol 87FsAdel tigt AYE WA gt o5 Ije=elAl fi¢dste] 2
5312 Z(patentability) 2] 7] F2lsh= l lo] A4S Fosta ‘Rlﬁ}
ot 59 uhaba | QE o] P A A3ZR(A)FL o]2et 3 U=t A&
o2 Qe eh= ghEo] 7hasitt & Aol SlojA & HIE Q% [PAB+= B}
EjA 0] HlepH A ofnte]g wAAY o] A, XEASS THESEA|NE )1 £
H A3 Yutez S Adetta B0 AAT QE diHEE A
Ao wetH ojutely wAibde] ek AlgtAd, REAe] Tk S1A] oF
al XﬂSZ(d)"LJ 7]z° Th5oh=A] offof gk IeE YgloeBn= 3%
o AdE e 7R e Eol =L Atk
3|4 (explanation) F-52-2] ‘9, t}gH)| 6 A7 E2 9
oIV 23 T2 11 A5l lojA Fagt Zpolfo] QIA] o, &
2 4R gt —E v‘f—?‘% 5 Zﬂo] o]Eoﬂ 0101*1 S5 At
o

[

I

rr

57) Novartis AG. v Union of India, Para, 103,

58) Id., Para. 104,

59) JHE=71E Olal A1) X0 otL|et, S48t 7[&LUH £t 7I&E0E X0I1F, A 1 At
o 52 ULGHH, 0|2 YSXCE HOI5IX| = 0| HIFZISICHT oIk

60) Novartis AG. v Union of India, Para, 17-20.

61) MAtZotoM= 22 alefE20(XI2E e Z2-EE 7K 222 tEA|(polymorth)2tl £20)

I-J
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ox o of ox

Bk o2, e é}ﬂ%@ u}ﬁg ﬂ)ou ow A Hm Lol a
ol Zag Aoldo] glong lm Sa¥ A3zl met +
BAR 251, webA, slehd ojulely wlalaky oA] AlifAde

O_L, m_m
i

__4

e 85 ol 7152 A4 A E A (inventive step)TH= ATE
HALS T 71e sYsAE 2RIt 74 aito °‘°1/\1
of JIAY, WA a7} mjw|ek el thsix= =uetd 4
9] Ef‘ﬁﬂ% FoshA] ¢b7] fIjt 7ol B, 1 avto gt aejrt dpA
Ho|ch 8 maby, F 22 Qo] o w2 WA 7|ES E@ZLM
A ol Tt Ao so|=ailojehs FAE 7T Aot 80 = <l
T 559 A2z Ga)olA BYstal = VIE 71sdt vudle b 7s4
%1 ¥ (technical advance as compared to the existing knowledge)7} T%

Zolgh= B8 s8] flgt shute] 7]Eolets e s ot 66
A5(efficacy) I A= S ‘-84 (utility or usefulness) I o]

62) Business Line, ‘Drug efficacy may be open to interpretation”, Feb, 25, 2007,

63) f2lLizt ESF0IME Yol EMs HEEl= Ol U0, 718X 2o REdE SHeE FX9|
E014 ¥ sue| dXMe FE6IH SYXCE TIHH0| EE=X| RS HHStD AT 61,
AARIEIA, 2012, p.3303,

64) 2010 12€ Qle= FHI0| E51EE 71 de| M8&l= 24t ofo|= XZAQ) “H|E=HKaletra) 2 £
250 Ch=2 MUSIAIR! OHEE(abbott)7t Z2i5t M TS| Ze|EekKaletra)E TEHE ARE &
SIAEGI0, Q=rt BF 2/IREL w2 a7 IEY V&S 28'e 2! Hf Tk Adam Chilton,
INDIA'S EVOLVING PATENT LAWS AND WTO OBLIGATIONS: THE REJECTION OF ABBOTT
LABORATORIES  APPLICATION FOR A NEW KALETRA PATENT', J L Med & Ethics,
Vol.39(2011).

il

65) AbY, QIR 20| BF Jl=0] tiet dHEC = 28X = e
&S FARILH, 25/ SslEez Qlsll &0l Xgteln, A&HIE0] %7% b= &2l TEol 7|
4 ALBZ =2 Y JIES RXIk= X0| =710|2oll £ 4~ Ut World Bank £t 0218t
ol Mets st QU World Bank, Global Economic Prospects and the Developing
Countries 143 2001,

66) 0|2t 22 Zsll= o 2SIE0= LIEHT QIC Linda L. Lee, “TRALS AND TRIPS-ULATIONS:
INDIAN PATENT LAW AND NOVARTIS AG V. UNION OF INDIA", Berkeley Tech. L.J,
Vol23(2008): Johanna Sheehe, ‘INDIAN PATENT LAW: WALKING THE LINE?", Nw. J. Intl L. &
Bus, V0l.29(20009).

W 2ol 2 F7I0lME W2 Soied 7|
/\
o



ZUT - ol iAol 32/ Sol4s HZ B U 0l S5{#o WTO TRIPS 2Futel oixdo) et 2% 65

ATk f-849] 715 JA] TRIPS 42 7t 3l¢ato] 257 AAsto] &
St s oo Ydstal ot A& &9, vl=¢ % Brenner v,
Manson AFAA 0] Aubs e E35] 2] JA|H 8848 Q1=5)A] o

2 AHZO|E AZHH o #et Es|Edel disf, Audts AEY 584
(practical utility)& AP cH= o]F2 53174 A4S WHE® 184 In
re Brana AFolAl= 7]&E 24 tiH] § U2 BR-AIE Hol= e A=A
£ TS AR AL Al s A} HIAE= AXA] 2 AEol| A &5
Ak Aof|A] v]=55182> A4 -89 doj= AZAgg whef], v
3] A (CAFC, Court of Appeals for the Federal Circuit)< H| S AR
gk A Bl AETF glostelete, s& Ades AX o ARAE 1 A
A4o] Qlrkar #AIste] F o faek AAE AREFH TS T3 In re Fisher
APOA CAFCE #8748 de 7|&& Hot A43] Agate], AA 2§
(real world use) T F5ol tigt ZA| 3|9 (immediate benefit to public) &
7|E 22 AASHHA, o5 WhESEA] 23 DNAS] YF-2<l ESTsoll thet 53
Z9& A4 B0
91} ol gk =7t oA = Al7]of whet -8/l thet a4l 9] Zjol7} et
& & o, 55adof tigh 712 1 5717F At AF2) - 7414 2ol wet
MNE=7PF AHaA Agske Zolal, FHE 8% & 845k Qe 557
132(d)E Al 58l sidstz 222 A TRIPS7F Foidt= 3d=
AgAd Hel Holl &btk 42 355 7He S Ao R Helr, 53], A3z
A2 1 dH =4 SRIEA DolofaEg &olstA sash7| fIet

=2]0] Qe
olgh= FFEAZ ZWo| 91, TRIPS §42> FoHdnt Hasire 3¢

£ nﬁw

N

>i a

67) & TEol 2 0f A9l

‘BthE 2S(enhanced efficacy) 0l2k= 7[20] BI2 HIEMHE Imatinib
mesylate?] S-E-&(utiity) Tt 21 ARECHE OJ0k= ORI HLstH, 0] Akiel thel HHE 2
2[#lojets AFCR AESEUT, 7IEr MAE X HolEZ sl 0jo] 2 REA(utiity)2
RACHD =oloksh7| WE0Ict Tt o] T2 ‘ESlefficacy) 2 a5t Y M UH| JANA RE
T OIH0| AUSE 7Issh| flet Hefls wieich

68) Brenner v. Manson, 383 U.S. 519, 148 U.S.P.Q.(BNA) 689 (1966).

69) In re Brana, 51 F.3d 1560, 34 USP.Q.2d 1436 (Fed. Cir. 1995).

70) In re Fisher, 421 F.3d 1365 (Fed. Cir. 2005).
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RS okl AT LSS & uf ofet A

g &
B A5 7H 4 Qo3 Aot ojo} PelaA: heel th HREES

A7) S5 2.203) Bistol M7 Fg wa WIO s 2 7] 7e) weh

WEE o7 gick o, mlse 3 710 F3 ALY BBl U
WTO SARITI7} AR 347k 8 wsheh, 5 ARdol A ve “de] o3}

=) =
. 9

S W o] FAY AL ALl 23] BENL 4 girt ek
=] |

Stgitk. TRIPS ©7 Al9% 13he WIEF )& E8&star glaL, WIS Al
5% ANFE A& ‘o] Fofo] 53| Fojshz Al & Fralof L 14
[}

fH
rE

lo
o
il
%
ok
ﬁl'.
Kl
x0,
o
rir
pou)
o
o
ofx
Ay

lo
o

T
Weka glout, F3 A%
s

3 Azt Aldz A2 Aol AulEAY BlEE AR 2EEe] S0 H vl
EE AlFehs AY Woln], o] HIEY ok AT} HAsh: sl 1

71) China — measures affecting the protection and enforcement of intellectual property rights,
WT/DS362/R 2009.1.26.

72) 32E5H HMl4x M2 'Works the publication and/or dissemination of which are prohibited by
law shall not be protected by this Law.” Para, 7.1.

73) Berne Convention for the Protection of Literary and Artistic Works,

74) HIESSF KBZ (1) MAKl= 0] olof wiet ESEl= XMAS0l| ol 2= 0[29] sU=ollM 2f
E0| oxf E= FHelol X=Riol 2oiskes #el 2 0] 0| S| R0sk= H2lE Rt
(Article 5(1) Authors shall enjoy, in respect of works for which they are protected under this
Convention, in countries of the Union other than the country of origin, the rights which their
respective laws do now or may hereafter grant to their nationals, as well as the rights
specially granted by this Convention).

75) HIERF M7 0] et #EE2 Ol AR0l= Hell= 70| ERsitia QIEsH Z<0f
W=o| HHSZ ofiet MAZ0|L MEEC K& - AN F= TAE 518 - SHlstAL = X
Heloll Y2 OIXIX| OfLISCHArticle 17. The provisions of this Convention cannot in any way
affect the right of the Government of each country of the Union to permit, to control, or to
prohibit by legislation or regulation, the circulation, presentation, or exhibition of any work or
production in regard to which the competent authority may find it necessary to exercise that
right).

76) Supra note 71, Para, 7.17.
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O Bo= Aol 28 B8 Aefshale BE Axtae] A8E ofok ot
kA, A2 Hos Aleket g AdHY A4z Al W2ger % ols
F83H TRIPS 94 fputolebal SAJSIGIEh”) $=-2 W2 AT2S 5o
st glowt ol gl ol sofl WE Az f-5 Al diet S
FEA7EE] DA QAT AY B, ARG BT AR A $AF AL of

& 17.—3_01]*1 od2 #lE gore] st Sl Azb=el HaliA ofef 57t
40l 272 F71ote] AR HES FASL Qi TS TRIPS §litolet
ST, FY) BT AR P Rk WokSolX] gkelrh. ey,
5 ARIA] FFo] 5okt 271491 2718 W2 Fopoll A ABE AT 7]
Fake A8 TR T AAZA s 2701 Aol W, Qs S A
32(d)3-> TRIPS @Ao] 71435t = Es|QARITA, HAEA, AFYA o]
E7Fs79)3 AHE o Aol ks Algtelehz Aol L 2folde] i,

2. 7= 2okl E XEZX| =

re

TRIPS @42 A27x A|1gollA 7] Eok(field of technology)oll T 2t
28 Bk ek QL 5349 ASROYE T Y B4l Ao ol
& sl 918 sio] 4 52

5t

-

=2 0] 3L, W I ol A ¢l
EL =4 559 d8= WAs| Sl
A drgo] e &, o]= TRIPS 49 7]& &k &
TAE ket Aolgks Fg0] 7Fe Aotk TRIPS @4 A|27x A%k
9] 7| #oF AP FA= ECF AUt 9ok SelEe B (o)), T
Lpet ook EF|ARA o]} giet)78)of A DSB7F 0”\1 oju] ok v} Qltt ECe}
Aueite] & 2AolA DSBe 71 2ok A HEAS AH(n a de
jure manner)¥} AMIAFE] 21 (in a de facto manner)2 W0 AESH vl

= S5 ABZRAPO] 71 2obd APEaA|ol HHlE=A] AFE off F

77) 1d., Para, 7.132-7.139,
78) Canada — Patent Protection of Pharmaceutical Products (WT/DS114/R, 17 March 2000).
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AUtk gekrE EslArd A DSBE HEAY AW (de jure
discrimination)}& "HENA 54 7| £okE HAA R DY Fgot= 4
(exphcitly different treatment, % oJu]" ekl Aojstar Q79 1L,

E3H A3z ol= Zaro| AR R B4 7|& #of, %5] =
Fo WEer 283t ”E}L E?“LO] e A= otk ol Alzx(dEe
3l d(Explanation) 2ol 218t Z2850] dAl=o = A, & 239 ?J‘ﬂ
gollAl9] ©]3] =ofuf-g B I B FRIE & 2 oorE E-E BEl
3}] Hhl o)AS 7] QI AdE HAISHL Sitke A, ke o]
2532 3, 53] AloEEel et 2%

Z3o| Q}“ Azl thaf eHgElo] 285 Aol

o

F

% 0l & sk 4= 9L
< Alojtk
olof thgt RtEC 2= miEg|A NFHY A= A3 ooEat
o] EA3 7] Eofolit A8E= ""éol ofve} HE 7]& wok] A8
£ 287 zgpo|gkal YAl o2 TAJElAL Qe 80 nf=aks 5 HY Aw
H7} 8 (Explanation) 22 ©<ett 3714 Ao Exfsial, sjdH RO R
el E& 55*«1 W&ol SHEAY HAEA = =tk AR ) HEE
AAE EHH S5 A3 gzl B4 22 FefEnt oyt
%l %@91 *Hio EAolu &% dHXl A, 714, AR 5o Tk A
S O AL o E YAskaL Q= A, 1 Q= iy A o 1}
oA Q] HH2] AF-2 A3R(D)FY] ol Leld WA A4S 7Fxskl Q=
Ao)A| & 20| stst Hoput A|oF Holof| F3taljA] 483tk PAIZQl &
79) Id,, para, 7.94.
80) Q= E5{Y MRE(d)Z2 714, HA| & Y2xl 3Y Soll= MSECtT B 20| HAlsta Uct A3
Z(d)etol BatEl MH(explanation) 222 SHE s1t40| o0|S olsistedl =88 = I ot
= 20| UE2 HSIA7 [HL MBE7| ofkl= d=Cta ThA|

40|, AY(explanation) 222 FE HEE9
O:t
%

tCt Novartis AG. v Union of India and others, Madras High Court, August 6, 2007, Para, 13,

ol
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T 55 A3xR(del B8 71E 2ok ¥
AlF o2 g | explicitly different treatment)dlil QA= oL} gL
A sAsk=tfo] whet 7| Eof ApE R wekE s Eok Al A
o] 4] 219 (de jure discrimination)a} T A= Qe

H
=]
ol % § xao] sjH 2ol ujet 1 tko] H98 Aow wel

Ayt oJoFF EsAtdoA sd & AEALY A (de facto
5 7|4 woFE URE 7| 2ok
of Zpglo] Fastal AT, 54 7 Eoprt Agt SEgh A% w2l A
, or unjustifiable)dltal
2 Shotar olaict 81 = AAAre] 2P of7|ghrh= A
< A5 A= AARE ApEHolaL Eeftt AX(differentially
SR EA] ofF 9F A= F4
(discriminatory objectives) 0] A HJRE JF3loqof sh= Fo|c} 82) 7
Utk oJofE SsjAbolA side apE 4 avte] EAef waiM= FA7E S
A GthE o2 ECO| 42 7|43len Rt 5210] EAjof BejM = &
4 HEY A A 54 Zofolvt e Rtk ARYRE AR, 1Y
B9 50l WAIF R 28 FokE APEEHA| o= Aol Azlo|eAL AA
2 EE PAH R Fast antg n|Woka s = glokal w59 8
whebh Q1= S5 Al3x(d)Fel AHAe S op|Rit= AS 455t
7] oA E & 2= Qs AR ApEA ) vf opy|wa HYg &
Ao 2A & FE57] 9%t HEY SA7 Fad Aolch, By, o]tk I
< HA o5 Zoh Yushi, tE 7)s wokebe thE o] 7 ZoKe] Aol

disadvantageous consequence)”}

O

mlo

81) Supra note 78 Para, 7.101.
82) Id.
83) Id,, Para, 104,



70 KIAIRIAAT HOF M15(2014 32)

A ClofE Rk A3 ST Aol dbAsh W ol @ SHF Ao
2 Qs APIAS) A A FL ST 2S A3 AR 44 4,
ROF o) ZAf o BRAE Arkeh GoRE SHAIY sde] 54
£ A3t @A 54 Rololuk GF& 0] Urk AR TAR 2po] gt
5157 of ekl TAISHE Hhet o), Qlw Ea A3E@F= el the
7% Bololl A8 7Rso] F83] 9] tholtt, EF, 5 23] o] 9
OB i S5 ol ARSI S Aolehs RYYS T i 9
Ao, ol B3 FFUAL HEeR HrhE AZw7] v, TRIPS B
o] FFHAL F7 BAL AL oS SsP SHNshT ek e w2
shel 5 2940 BUG BA0) ZAE FYIE 44 e A Lok 2ok

E5jAN} Beste] TRIPS @4 A27%2= A3k wEsiejale 23 9 3
ol A= B3] Al diide g 4 EdftiolA AT 4 =S

SHaL @i}, webA Q1 S5 Al3R(d)Fel TRIPS #1272 2% 9 3%l s

shex) o5 w2 Pt rk

TRIPS A27% 232 HUF A9 I ol 2] 4] 47 olg

AL AR, BB, A8 4Y, A9 85 B 3 dete] 3

S WSkt A0 FFYAY WE) Bashhn QFHE By stolt
[¢]

84) TRIPS Article 27 2. Members may exclude from patentability inventions, the prevention within
their territory of the commercial exploitation of which is necessary to protect ordre public or
morality, including to protect human, animal or plant life or health or to avoid serious prejudice
to the environment, provided that such exclusion is not made merely because the exploitation
is prohibited by their law.
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2(@FL o] 23o] HFEAL FS A0 WAk s, TRIPS A272
e W A FEAAC Wb ] 2] ohjek, 54 W Heios

o83l Ao] FFHA Y Ho] Pl Aol e St orie

53
T S Aojdt 42 9l UL 3 Po] Holgt Aol = B A3
Z(A)FFe Z0E G5S Q8lT 9 W Hh o] AFA o] 8o TRk o
3] 2elo] gl 2gol7] upio|t89) ojoh waidte], A A AtEy:
5ol Ao A REg et 54 g Sediezt
] A|¢jsto] whe oJokE S Al M o wiRGIThH B O]oFE-S B4t
o 2HE A|QFhe 227} /Rsits 24 9} 80)
TRIPS A|27

H]S%ﬂ A A=, e S5 A3 A7 A=
el A ASIAL Q1= TRIPS A27% A|3ZT= gl sigAt
ol fokard A IE} wtetA, Qe E3H A3R(A)FS TRIPS A Al27=
ol AL Y= E31A|Q] thidoll= slgatA] ¢h=rhal & 4= qlct.

I\
ot
w

4. SEU BTIE flet 3E=2| Xgd &

e S5 A3zx(d)Ee] TRIPS FoF fiuto|ets 4o tigh 7 & 8
3= HEE 5 20| TRIPS @4o] Foatal Q= 3l=to] A&
o|o] &3tthe 34 Ao|t} TRIPS FAS 1 F40l 9uj=r] o=
Holl A o] & olagate] qloA] 5-AA (flexibility)< 3]-83kaL qlct. o=
2o 1 IAE 2 4= ok WA Y2 A= 1R ¥ AE 9
5 | gl theh AAgt ol AfRo] 2T 4
(TRIPS €74 A1 13}, TRIPS AL 1 ZA o7 A AAHE] H5 9}
° 71&x|4] 0] AARIQ} AREAol|A] AFBolelo] T AFE] W AA LR
o= W o g Hejek oo o] 7]ofstofof qhtial A4St §lom

ni oE =

o
-

o Rl ot
lo <
=2
>
O
st
oX
1o
Y
o

Nopopo o ® o do o

2
<L
rlr

80) 0|2 & 228 EAS0| Uigs B, Qo HIE|AA S| 228 E51E 2HsiCe: (e ES
AHS0| MUl elokEs MM Hilsh= XS SXsk= A2 OfL7| WZ0|ct,

86) Corlos Correa, Integrating Public Health Concerns into Patent Legislation in Developing

Countries, South Center, 2000, p.13: 013} “TRIPsEH H272x2| E5{THAL HIQIQ0lchEH DAY,

ZAEMEAT, B 15(2010.5)01lA xHOIE,
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sled=to] Ak=re] Wa AN el 3let, TRIPS €74

o] 141} %lil‘ék% %H wjofl A, J—viﬂ 4 JPALEHE BEskar, Zp=ro] Ab
SI7AAIA W 7]&2 Q] vhdo] ml$- Fa38 Hofo] Fao]e]S FRIA|7|7| ¢35}
o] Qs 225 HT 4 UeH T‘W 5k QITHA|I8%) 88) E3t TRIPS A&

7 AR (Preamble) A= AL HES Slet F7bA Aldle] B A
o

ol 35 FAA FA A2 TRIPS A9 A& w5207 HHs)
Ae I U8 oL gas) shar Qo 20014 119 AeE “TRIPS @4
ZHE7A| ot Ae"89o] w2 TRIPS 232 3355 FAE 2
gt F shuh@x)o]aL, Alofre] §lo] A A4 e] KB
off 270l of7te] mlA= FaFoll et 2= QIAFTH3
3t TRIPS §Ao] 3|¥=to] ¥2HAS H3517] 93
FA] wotol sk, & PAo] Sd=o] TR
(53] oJorE9] A& gdish= l SlohE 328t

olof TH4x)& BAISHAL QlTt,
A3l g 9lof, VCLT A31.3% (a)Ee AT 59| ghojr)
eate] sjAstelof ghhar a1 gatar Qe %) webA FEE A
Hato] TRIPS @A afiAlsh= o SlolAl, 9HA AHE watddS
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ofN ok
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87) TRPS &d HMI7=(SX) The protection and enforcement of intellectual property rights should
contribute to the promotion of technological innovation and to the transfer and dissemination
of technology, to the mutual advantage of producers and users of technological knowledge
and in a manner conducive to social and economic welfare, and to a balance of rights and
obligations.

83) TRIPS & MIBZ(&E) 1. Members may, in formulating or amending their laws and regulations,
adopt measures necessary to protect public health and nutrition, and to promote the public
interest in sectors of vital importance to their socio—economic and technological development,
provided that such measures are consistent with the provisions of this Agreement,

89) Declaration on the Trips Agreement and Public Health(WT/MIN(O1)/DEC/2, 20 November
2001)(0lal, ‘w=atMet o2t BiC)

90) VCLT Article 31(General rule of interpretation) 3, There shall be taken into account, together
with the context: (a) any subsequent agreement between the parties regarding the
interpretation of the treaty or the application of its provisions.
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aesto] sfAlstolof stal, T2 TRIPS F7 2 % =9 HA%H 340
ozt 1 714E ok FAsHA s <= = oAI7F Sl Aotk 1= 53
¥ ABR(DF 2ok 5319 ow1e]ES HAste] URE xwlE9] A <
ool thiet A2AS wol7] M3t 35y BH S5 HA 229 44
of L, oet FFEAS Rushy] 7t (53], QofEel Aoy vdd) =
A& Lol A TRIPS g7go] =] delE ool skl 97| vi&
o, = 53 & 232 SR viEH el delet 35| oofEel A
o] e B Apoofl M At #de wAlsH e dd=e A8 7159 AL
ghe ol g AL R Helr
V. 28

e S QoA o] & ARl A AAY o]&2 HFAIR ol
© o] ARdo] T3] 2 shrke] 538130 of ol tiet #Hdo) oy, g
Ao S difshs S5 3 e oofEol tiek Mg Bl udt A%
Q) Tl Higolzhes AR A 2uirt 371 tioltt. ol S5dxt A%
YR Ao]o) =42 2|2 F8 B QofFo] tied th=2] Al Fejate] o
T2y Zdzfo] Eteloof uhet oL AskE glrt, Q= e o #
Aol e 53 AR TS B3] si4ste] htE| Ak wEfH A ofa}
Bl Aol Bt 58 S92 & 23l fuliEo] S8E TS elthal
2|F WA, oWl TAR WentE| AARe] FEH o Bt QlE=of Ao ofH 1
2d MEFe ddk Algo] A=l Aloloh, T2y, #aloflA A uief gho] <l

91) National Institute of Health Care ManagementZt 4=giSt HIL=AtZ o] w23 1989H~2000E At
olofl US FDAO] Slslf &1 1035712] Alof & THX| 35%EH0| M22 22| 7|8t & Alefo|x, Lt
HXl= 7|20l E51E 2ol Jigez et 2zl 42 EsiMAE 7(tel= 900004712 E51E
# ZF 2 7000710 71E o=l JhgHFoR dzfX|1 UCt Sara Beth Myers, “A HEALTHY
SOLUTION FOR PATIENTS AND PATENTS: HOW INDIA'S LEGAL VICTORY AGAINST A
PHARMACEUTICAL GIANT RECONCILES HUMAN RIGHTS WITH INTELLECTUAL PROPERTY
RGHTS', Vand. J Ent & Tech. L., Vol10(2008),
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S5 A3l i TRIPS FH Aol dieh = o7ds] 23y

A= e = S ol it a4 Wi-8x WTO +4s2a7]+9] oA
W 52 v O R HEH & o, 5 AlRte] WTOo| Alagt) shej ek A4
717} Qe EaH ZﬂSZi(d)’é‘ o] TRIPS @4 #futolzh= 2l USs7le= dA
= A At ol AA, e S5 A3R([Fe] 845t Q= THHE &
S(enhanced efficacy) Olﬂ}l“ 7152 TRIPS @70 3|=tol| A AgAlS H
oetal Qe B9l 7|, AR, A4 o] 8 ks Ad) A
go] AA, =7t SHE A% 2 ol=eh Id=o A=A Hel 14101] &oh=
drolztal 43S wf o] & WSSl 7F A 97] wilzelth =4, ¢ %

H APl 71 word XP“& le ?W sk 9l TRIPS X1].277< Zﬂ

0

Eool'_?_I‘

} ) sl o] 4 44 Hgorgoaxl
7] olelg 5 siT), whebd, BF AEA B 714 Hok Aol 5 4L A8
Sh ) glel Al shao] Qv AFIAQ) o] ATk The A4
) 27]50] AN A gh B 714 Hof B ek A oA 44 98 =
St AR, WTO 59258 20014 Aeiel TRIPS @47 25w7o] 2
3 AlQl o4 TRIPS B4 shHst Aashs ] Qlo] 3523 ook
e SIS slojof BTk o] FololaL ol v, BFuAD B A
2Fo] sl A = TRIPS Bo] SalaiA |4 olx|7} ot % = Batd
Rglol] QoA QL Sal R3] TRIPS B4 IHHS 34571 Bg
of2}e Zajt,

SeelolAE 17k Zelulat ptelo] AlokslAle} AulA) 7o) Z5E A
517 A7hElo} gtk 20014 Selkeio] Zejuo] A& 2AIE ol el
2 Ol Qs TR WA X So] Fofo] o] e A%, olo] wiE o

A W RS 20029 19 E8)Ho] 229 Salo] AN F7%

1o

O2) Wil etxh 3 AIRIERISO| S2l PHAHA ME LEol tisl Esig2 2003 28 2Ee =2
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AlZto g =7IQIELIAS] 217, AW 4 T 7} QIsHE fI% vt e
712}, oFls], gt weHE| AL 20039 295 EH S8 oFAH] &
oA B} ERIFHTF 10%5 A Ysts 2d A 220
L, AR AdgkRbe] gt o mH] BRI S AEHH 0= Qlslete| uhet ofrf
oF AT 452 SAEA EHYeh vt S gt 54 S5
20139 6¢ WrREI, A ohFet 72 229 AU oJefEo] oA
Al T Sk, 1yt SE|do) ojst EUES] TR o|Fo|k wkHtE|AALS] 2
2jdl g 7} E5]9F ‘%ﬂ?ﬂ BEAL A& o]oiz] 1L 9t %)

g v 83t @l A)7kS FAfske] /et At AvE2 5| Qe B
SRS 4 ‘OM U}%‘mlt} Ty ES|A| =7t Hogt §3EE571HE W
FFobA QAstaLa ah= o L]y Y9lof et A Agh gt

Al % ?ﬂﬁow Zolet, o 1ej ol tht Zt=ro] o3k Zh=to] Ak
ARSI A A el whet Aol 7t Qlek, =2 AZl=ES Al SXI8kaL §
Al s8] el Lefxd QokE ALY el Sl whH, At
9 ANEHES S5EAS T8t AUl AxAte] s o8kl
o}, e, Zene 2 e] Aol B ol ield S deke) HARE-S &0l
7] 915k cheket WA Wb ES AFeaL Sl i oAl AR vle} o] 9l
T SR wE YRS Sl olw1edS WAsks WS A™staL 9l
AL, 350 Aoz QokE §7F-53] dA AeE E=YstHAl AdgAe] &

=
S
> rSL'

2
,—*u
-
mlm

0“ [H E)\H\I)\F’;] A‘iX‘I XH og; %)\10“)\1 ORAL =L AﬁHH%iH:IO| MAAM Zdbs)H Ej}.x% A§|Xﬁ 0‘61

LLo=2To 120
of Mit= F, SolM=2l 7|=3XIZE Y&shMe CHEitke & SXIRS| ZX|= 2tite] AXREH0|
2f719] 10% +&2! 4, =2/ 50| YdHe= O|RX|1 A= & LHEA 51047t =X 2ot=

Atx|= 2H49| Ql=f #I0| THssitts Eg 501 =21 S50i et ZHlaAl §7E 2OrS0IA|
o= 2o

93) HiE|AAR= S2/dol Ciet 22 Sof 2ol 20233 42 E5¢o| SteE= gitel ojofely oy

M of thet 242 519 20213 1020] URE= SIEE7IASUGIST) 2SS0l tigt 8= Sl

, & Sol9 fEdoll et €A Ois0] T Soil Tk 222H200mg - 400m9)9| o[t

OiAAEOl ChEt 2ME Sofofl TSt Eo1Ra AS2 20134 428 SoltErel E5iRa 440l 0104,
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The Judgment on Gleevec by the Supreme Court of India
and Compliance of the Indian Patent Act with WTO
TRIPS Agreement

llgyu Kim

Abstract ‘ ...........................................................................................................................

On April 1, 2013, the Supreme Court of India made a landmark
judgment on patentability of imatinib mesylate, commercialized as
“gleevec,” life-saving medicine used for the treatment of chronic
myeloid leukemia. The Supreme Court of India ruled that the beta
crystalline form of imatinib mesylate, which was filed by Novartis in
1998, is not patentable because it inherently existed in its original
crystalline form in prior arts and it did not meet the criteria of article
3(d) of the Indian Patent Act.

Introduced as part of the 2005 amendment to the Indian Patent
Act, article 3(d) prohibits granting a patent to a mere discovery of a new
form of a known substance that does not result in the enhancement of
the known efficacy of the substance. The provision was enacted with a
public policy objective to prevent “evergreening” and to provide easy
access by the Indian citizens to life saving drugs. However,
multinational pharmaceutical companies have continuously raised
doubts about whether article 3(d) is compatible with the World Trade
Organization (WTO) Trade-Related Aspects of Intellectual Property
Rights (TRIPS) agreement.

By reviewing the past interpretation of the article 3(d) by the
Supreme Court of India and previous decisions of the WTO Dispute
Settlement Body (DSB), if the case is brought in front of WTO DSB, it
is unlikely that DSB would find the article 3(d) is violation of TRIPS.
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First, enhanced efficacy that article 3(d) requires is deeply related with
patentability, such as novelty, inventive step, and industrial application -
the criteria TRIPS allows its members to define accordingly to suit their
specific national interests. Thus, disproving India’s argument may not be
easy if India alleges that article 3(d) is within its discretion under
TRIPS.

Second, regarding a complaint that article 3(d) is a violation of
TRIPS article 27.1 that prohibits discrimination of a field of technology,
the complaining country may have to prove de jure and/or de facto
discrimination of article 3(d). An interpretation by the WTO panel of the
Canada Patent Protection of Pharmaceutical Products case may serve as
such proof. Article 3(d) may not effectively consist de jure
discrimination because the provision includes no explicit expression that
treats a certain technological area differently and Madras High Court
explicitly interpreted that the provision is applicable to inventions of all
technological areas. It is also difficult to prove that article 3(d) is de
facto discrimination with wrong objectives. That is because its
legislative purpose is to promote public health and the article may be
applicable to other technological areas in the future.

Third, since TRIPS provides some flexibility to its members
especially for public policy and health, legislative authority of article
3(d) may also be at the discretion of India. In addition, as part of the
Declaration on the TRIPS Agreement and Public Health in 2001, the
WTO members have agreed that they would interpret and implement the
TRIPS agreement in a manner supportive of each member’s right to
protect public health and to promote access to medicines. This further
evidence that particularly for public health matters, there may be more
flexibility in interpreting TRIPS.

Article 3(d) is an extraordinary approach around the world, which
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trys to address side-effect of evergreening patent strategy by legislation
on patentability. Even though the judgment of the Supreme Court of
India has made some clarification on its meaning, there are still
questions remaining to be answered regarding the interpretation of
article 3(d). How much improvement should be made for enhanced
efficacy? What kind of data is necessary to prove it? Should reduced
side effect and toxicity be regarded as efficacy within the meaning of
article 3(d)? It is necessary to pay further attention to subsequent
judgments of courts and patent office in India.

Keywords ‘ ..........................................................................................................................
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