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18) Cohen, W. M, Nelson, P. R, and Walsh, J., Appropriability Condiiions and Why Firms Patent
and Why They Do Not in the American Manufacturing Sector, Carnegie Mellon University,
Mimeo, 1997. June 24.

19) Arundel, A. and Kabla, |, "What Percentage of Innovations are Patented? Empirical Estimates
for European Firms’, Research Policy, Vol.27(1998), pp.127-141.
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2251}
Pharagraph Vol oJgt AEAol= sl 22IXE MZAD %5319% 2SI 452 Lol X|AsER] o
2 42 FDAE HUl2! MES &216t1, 0| f first-generic MES 1807t =& Tol7|7tS ?04
2=0f J2iLt SSERPE 452 ool KUE HAE KMAsk=E 73—?— 07hE7H FDAS| &010| 22
=0 S50 et Halel #E EXE S0tk HREAM SEX017 Falg 20l WX FDA
= S5 UE AE7IX| ANDAE Q161 4=Lt HR0IM U= ootz AFXiolA Falgt 280l
L2iXl= Z2 FDAE ANDAZS 491511 first-generic YAI0IA| 180Q] SHTIH7 7S BOISict,
28) Michael Wroblewski, Ol=+ FTC, Generic drug entry prior to patent expiration, July 2002, p.49.
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(H 3) 249 x5R0(automatic stay)AI(US)

1xt EsiAS 2xt O|= AtSFo -
H42H it =544 S0} = 5_,'\_ A ol 712t
A AZ2HE
]. E} N/A AA 1 30 7§
(cisplatin)
ZA
Hzes 23 23 3 70 A2
(terazosin)
EEXEIN .
AR o g, 8w A 5 65 7%
(paroxetine)
vl E}A
%E] = _g_E _g_E 2 60 7H ‘(')é']
(paclitaxel)
HAWZE
FoE s A 5 30 2
(buspirone)
7 El G
PRISEE) | og g g2 A9 2 5374
(gabapentin)
el (3
A U R I T P 2 37 4%
(gabapentin)
JEbd o
A A A A 2]
(diltazem) J1A JIA 2 60704

XtE2#: US, FTC, Generic drug entry prior to patent expiration, July 2002

Hlebedl, BAHE gabae 9Ede v FDAG) NDANew Drug
Application)& 3]7} ¥R & 1] o]} ATtE o] E5|S ZYUstl, gg}
24, Aeagete, whEeiedl, Roav o) S3Ee S5l

ok FTC2) A} Bl G| st2 Ay} ekl el ()2 g 23
HHAE ()1} Al S ehel e S5 AolA 515717 %ol tigt
% Foloirk, 53], AaBetele] Aol v Bl A5562,92571 S5 58
o]Hof| 26187t S5 5-Fo] fri o] A= AdHi ik

90034 129 Hatch-Waxman¥] 7|3 Aol o 12]d Aeko] Yl el A}
2 GlaxoSmithKline’ s(GSK) 2] I 2Bl (A2 | PaxiD 2] AHYE & 4= St

29) FTC(Federal Trade Committe): 0= HEt72HRIRIS],
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GSK+= 4719] 3071 25817 S41& &l 65714 &<t 87H= 1104’\]7]74] 5]
AUt GSKe= A|&FW Paxild Alx B #ufjsti Qe 3AZA &2
(Depression) 502 0|=+ FDAOﬂ/ﬂ 19924 1249 3|71& "}, Paroxetine
hydrochloride2 Paxil 2] 4] 37 A E(Active Ingredient) .2 3}= n]=t E3]
A|4,007,196 %7} TRE QI o]F GSKe HE2ME A4t WpstE
(Paroxetine hydrochloride Hemihydrate)S Z35t= £35]¢] n|at £3] A
4,721,723 55 @ AAE0 SA5L.

o Aiutke] A2 54 9] ApotexAh= 1998 349 319 Avl o] of
9 oFA 5171 (ANDA)S s A ml= Qx| &Foll SAE A|4,721,723%.9]
tfsto] 53] eliw 4] ehr=thH Al paragraph IV Certification= &3l 317} 417
= M| =3Itk ol GSK&= 2% 30704 817 AAIE I3l ApotexALE 4ty
& 551 sl %2 A7IslaL, 30784l A9 vkRE= 20001 114 o]+
o 27RO 9] BoS @A ol SAfFHE S % axkelo] AH F74H
S517 WSIeSL ol o 5L A SJofEo) 7} B AL AAHT,

ol9} Zro] uj=te] TAAMYYUS|(FTO)E 20024 129 HIAE A7|=
1984 Hatch-Waxman®-& = 7/JA31A =}, o)of T3t =23 & = 8
HE S5187HAAIE Ff 3071 As el A9t ZE A= 55 o]&sto] &
2lAld oofFo] Howil Ql= 53519 Hedt SSHTE WHA|sh] 913 Al
A A& vk

20034 1249 Hatch—Waxman{] 9] 4HE-& =& (Medicare Reform Act)3}|
Soe 452 Fo AdlE 2JokE SAE 3071 AFAI7I= 80 month
stay & hH o2 A$BVELa, HAEA Y foEE 180% 717ke] £

30) 0|=29| EFIGI7IMAMEE @uUX|[E(orange book, 0= 2H= 5{7t %XHXIE HX|7} OrangeAol2t
Orange bookO |2t S0 EsiE=(patent list) & ESIXel=s MES Z8E 4 U= E5E
Saliske QlCh 015 E8f= Para VAR Al ESRE(nvalid)S F&BHA r—6+0ﬂ ol =Xl YLrh=
(non-infringe) &2 G%OEIOF SIC Olmf XY= elor=Z0| EsiRlsh S0| HiE Zol2tn TEst 22
g QUZ MUAE ASE K7 [otH 307427t ZIBCIUE 517H(final approvalE B9 THZH0| A
7|7EK| RoilStc, 7H§?§(2003H 0|toli= ESI=S0] AidshM Eo1E 22IXId C2UE MUt £
9| E5iE SMisll ZE MU 22fF2] Si7IE XIEHeE KoY 4~ UULCL

31) MUIZIA= ANDA A OIEI7IX| S5 §51{01 toli AR STotHH, ANDA A1 S5 &
2| XIZAlA SXletm, 45 o|Lf @a|X|2Ate] Eof 2Ht A& xI7|E BX| b2 g2 Soieel T
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233 §5lof s 300
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FDAME  DANI (428 §5l)  (75058) (283 S9)

20|
s

A= @: US, FTC, Generic drug entry prior to patent expiration, July 2002
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32) A1 A2 olopRo| XS SAIE TR 180 S&7[7i0] Alstelx] etoLt X A2l AEAE Al Al
Ol CIFES AVl ZAIBHR] 0T KOl B SR JIZIS SIZiEin T I 0L SA AEY 22

\ EASly 2 e
121180l S/ ItS 2, O MFEXIIE BiIX AlZoll EAIE 82 S&VI2 2s5 =t

NN

J



et - mMerRoto| o 12|H(Evergreening)E51 T2kt FTA S+ 163

e S5E2 Al ol A58 A Al (Tabley, E= AA[0] o oFEo
3l AohEa tiAbE o] A wf sjeb o2 Ahtele A7 BE S ol
a len deighE, guieiehe, 24, FeoldaAl, A% ¥ e
dlole], A, &= o] iAol

2) oitfaeld M=k 2 22[X|E QlofE HilAre ¢

ot o] oju 2]y ek Sasi7lelA) o B4t Al S vieke
AESE olgalol A Aufele 3 44 ofu)7}
) 9= A Ao,

Tefuf ueat A o A7ke BAE A (AIoh AEAEARIA

-
iy
2
lo
i
o
T
FIF
-{11

e Bl 2 4TS S5 SJIA ek He B6Y 58 BESHE A
o) F0% Aolck, olefat Ao Fto] 245 RADY] AAo] Hrop]
£ ARelA] ek 99 AR 7122 AEE Bo 4TS Bstel RaDS

AVEA7} o] 520] Aok gt
ofo] ©.2]x]4 OJoFE ullA} Qlgoll A olul1eld Aol sl g
QIck33) 1]5t0] PaxilAbA S A7|E ofwl el ko] 352l A
e GSK(2007)= “ofulLed Aeke: E3iylo] uret §gsiA e
317 Akt E314 H7hS $Istel AApIEel mhE Al 9 s
3 ESAS AAsH Zo|n 5y AAA A 714l dal
Bojsts Zloju], F0 537k ek 290l At gatety
37}517] vjol vkl Mepoleh " 2aL Skl gl

0|9} o] GSK(2007)4= o121 kst peistol theat Zo] 2 7S
St ok

AR, Ealel FReeA o e Sale 9l 4 gk =, e =
S Aokofol 4 kel E3)4 a7l ot S84 Axkto] A4
0 ARAS Brkslel S35 H7| vRe] SSUAAY 4ug Fhek o)

rﬂ aim) mlo

5
m 0

;J

Jlm
Mo o 9 e

lo o ox U

mlm

o ™ Rl o
@ &

33) GSK, “A Publication of GlaxoSmithKline Government Affairs, Europe & Corporate”,
Glaxosmithkline Briefings, 2007.
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s Ab 10 =34 Wl 2 @380 A 7| o 2] 24 2] Sildenafil Citrate(Viagra)
of WA §E7 S AS 2o Ade s Hokae
(Viagra)«= 22} 8=y 0 2 8§ 4891 Sildenafil Citrate= 2|z A&

A BAR 3fo|Atol| o8] E5-E &l oL}, Sildenafil Citrate= 37}2]

AAZLE S=Q W R BA R 5155 & o] AlFejrEol 9
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[e]

£4)E) Sildenafil Citrateo} 22 BHHES0] Aejshd WAUZA &
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A uhgE 4 gl A0 2 Ththlo] S55a Hgi)
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(BAY) 274 Edl= 8 =k A1 5= g3 (EAF)LE T4
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i
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o
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r{%
ri %

w251 Aol AR = ook ek,

2., ABAL A B34 20054 Aol AelsE] A4 2a)e] < oo
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Aol g e S sk 9k

3. 20064 2 MZE & of Hste] owazld ke £AE Adst

34) Lilly Icos Ltd v Pfizer Ltd [2002] EWCA Civ 1 (Court of Appeal, 23 January 2002).

35) Decision of Board of Appeals of the EPO, No T 1212/01— 3.3.2 {nttp://legal.european—patent(3
February 2005).

36) Smith Kline and French Laboratories Ltd v Evans Medical Ltd [1989] FSR 561; cf Cook et al.
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HAA Ee/T1E|al Bs(efficacy) ¥t IR 583 A4H9] Zpol7t gl
Sy JekEighEe|Tt

OJopRopoll A Eia(efficacy) & 2JoFE T} BElE o] A= S5 ey
AT AfRAES dRbH o SJoRRe] A A S35 Ykl
by Foll IAES Boll Qorad a4 as JEs sHsH Aot
E3|E U A fs(efficacy) > HEo] 2= 531529 8 70| Hr} %)

g, TRIPSHA 2720 ‘ol gt Wrgolete 3517} 7Hsdht AELnew),

E*é, A4 ol87Fs g0l Al Eofok Bt o] A d U=t ofte) 7]

o] 5314 715 Aoletal ol Ap=te] atolof uhet A oP9sa

%’31 5842 Aol 874 (Utlity) A-AE Sdl Ad-sst
9] 7)38 ukEsoict 40 o] A A= At taE FHAHGene) =
o] A ol87Fe S A8 oEgol tiske] ‘specific’, ‘substan-
tial', ‘credible’ ¥} 22 WHALS AR 9lo] @18 S skaL Qlrh

714 3 (Function claim) Y¥H 02 vl {HES| oA & o
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37) Lok Sabha Debates (22 March 2005)
{http://164.100.24.230/Webdata/datalshom001/dailydeb/22032005.htm)

38) E5= US| Helii= XIM(safety)2Ct HIEXOZELT AlZHEC=E S OZCE Daniel B, Klein
and Alexander Tabarrok, FDAReview.org, Independent Institute, online under “History™ at:
http://www.FDAReview.org/history.shtmigfifth,

39) UK Intellectual Property Office, Examination Guidelines for Patent Applications relating to
Medical Inventions in the UK Patent Office” (March 2004).

{hittp:/Avww. patent gov. uk/patent/reference/mediguidiines/claims.htm)
40) USPTO, ‘Guidelines for Examination of Applications for Compliance with Utility Requirements’
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ST 2] QL] kA A2 O|oE AR AEhA|Ranbaxy)Sh S

l’JQ(Dr Reddy’ s)9] Q&= F=RIAES SHORE FAIA MF7les vig e

2 A15l9] e wat .

FAA MF71aE T, T 2 oA =S SRR A28 2=
stof what AP} sh= 71e 52 AES 7S 7HE 4 ek ) 2 AR <
9] Wockhardt LidAF= ZA)E A2 2] o]AA9} &
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41) the Board of Appeals of the European Patent Office T0150/82 (07.02.84)

42) Carsten Fink, “How Stronger Patent Protection in India Might Affect the Behavior or
Transnational Pharmaceutical Industries”, The World Bank Working Paper, No 2352 (The World
Bank, Washington DC 2000) , December 12, 2004.

43) Padmashree Gehl Sampath, “Economic Aspects of Access to Medicines after 2005: Product
Patent Protection and Emerging Firm Strategies in the Indian Pharmaceutical Industry”,
{http://mww,who.int/intellectualproperty/studies/PadmashreeGehiSampathFinal pdf) (10 July 2005).

44) WHO, ‘Follow—on Innovation and Intellectual Property’, World Intellectual Property Secretariat,
pp.13-14. {http://www.who.int/intellectualproperty/submissions/en/y (20 May 2005)
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A Research on the Evergreening Patent Strategy and FTA
in the Pharmaceuticals Field

Yun-Taek JUNG
Abstract ‘ ...........................................................................................................................

Intellectual property rights have double-sidedness, as they both
promote the development of industry by opening certain technologies to
the public while granting exclusive rights to parties as compensation for
it. In the pharmaceutical industry, the importance of intellectual

property rights is higher than in other industries.

The evergreening strategy aims to extend the patent duration of a
patent or extend the patent period for over 20 years to acquire more
exclusive rights during the patent protection period. Major types of
evergreening strategies include using salts compounds, solvates, crystal
forms, optical isomers, formulations and pharmacokinetic data,

methods, usages, etc.

Evergreening strategy has negative implications of seeking
permanent market dominance by using bad patents based on special
systems such as patent-linkages, etc., which have been already

implemented in advanced countries such as the U.S.A.

However, from the viewpoint of new drug developing
pharmaceutical companies, evergreening is an important strategic
method in that an original pharmacy developing company, which has
invested tremendous amounts of money and time, uses a broader patent
network, etc. to recover the funds invested in the development of new
drugs.

Meanwhile, different from the negative image of the evergreening
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strategy, as it relates to existing substances or the development of
technology it shall be differentiated from innovatively improved new
drugs for the necessity of public health, from an innovatively improved

technology or a launch of improved substances.

In this paper, we study the new drug development process in the
pharmaceutical field and how the evergreening patent strategy is related
and their ideologies. I also study how patent-linkage, a major systemic
change in the pharmaceutical field of the future Korea-U.S. FTA, might
affect the pharmaceutical industry, and present desirable system
preparations (plans) through a survey for specialists and industry of the

major points of controversy in these changes.

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

Evergreening, Patent linkage, Korea-US FTA, Pharmaceutical industry,
New drug, First generic, IMD(Incrementally Modified Drug)






