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S FB3he
9 7]% (biotechnology)e] Aol & AEAd ozt walm njol
7E] HES A3 HEF xFFHe AL BT ETIAIE W2
BEE 28554, OECDE vlo|27]&9] Ty AgAe s “xa AT A
Mulze] Y gstel 4E EE FARS WYY AT BolslE #
718 8 2 AR, AF 3 2l e #8ta Ve H8Tew Hofs
9112 who]© 7129 EZo]= DNA/RNA, ©uld 2 slglo]=, A%
s

Tl =1 (A 225 25 G A peptided] A EEA/
7];/;9]2,;;]- /83y mEA oke] Mudbe] JpA; vl AA s thul g
Rl
2e) 9 AT SeA 8, A5A%E, A

D) A7, A 335 FFS Ag vho|sbge] FAZ =R, 2007. 3, 59.

2) OECD, A Framework for Biotechnology Statistics, 2005, p. 9.

available at: http://www.oecd.org/dataoecd/5/48/34935605.pdf.

theslge enlE Fe 109 sholus 9% plE e Juld B4 0 A4e) TEE
AT 5 e dwdsh terlee TR o8 AA &R Tdaed o
2QuUs BAXE, Brt EEHQ qUANS o AET g 2d L AAAE 5
o] Aite] ARGET Uiev]Eo] vlol e HFE o] vimnlo]ler|Eo]n AT
Aol nfolA|2"le] Aol ofe] QIA o] MY, AWe] XA &&& 9% Y
/mpolaR2tE e B FA AHES TGt

4) Ibid., Box 1.
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AES 27 | AE/2H Y, (23 4 2L woess 3 TP

M 9 bE [ B) 24 B AZTAY, B/BG AFA, wopry

iz 4
RNA 24 | 325, vfo]g 2 A
(vector)
ZZA2 | ulo]ukSAE  o]83k WE bioprocessing, bioleaching,

vlo] 2 71% | biopulping, biobleaching, biodesulphurisation, bioremediation,

H=2Y biofiltration % phytoremediation
AEARS | Als delguo]l2 314, gl AL 53¢ biological
(hioinformmtics) | processes?] =g &

vrerlole |vloleA sl @ge of Ag Al S8 9
A% |[wmelazsty sw @ 339 48

A% OECDE o] Hlo]27]&%Se @729l glo] ol alA23l
AYS WL Yoz noleiddt e AuHE 4E EE T
AES WPSE RS Bopel Y&l BF EPETL AUHon 4
o5t gk

AA ol QAFolE o] 27152 BsHok] S8 Hho] W)
A9 B e QBFAAA0 Fol EFEY vhel oAkt hol o
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g wlole glep/Ar] Bokel AU At vole Aok/A7] o
& el 200395 E £Y - FA8 Qe 100 AU ARESY

Holl &= dom, |y
g4 7%, AIEXEA 7]&, 2375 high 8= screening system 7
&, AEYLE GMP 7|& So] viole 2lek/A7] &oke F&F/7IE

s o] A

5) o] #okE ol 7]4Hdiacids), Glycerol 52 F7 AR, HEHA nvio]eZgw nlo]e
g blo] Qo ete 59 Hlo]lQ YA 5& Axde= APolnt
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£20 4 ANHD Qe who] LAFAGAM AE AE Aol HFE
Qe FPe EU, W, At S Qus
Ahdz AAe e datel ol

[e]
#A9 A dA= DDA (preclinical) A|@elH], o] Z<ko] A eF3) A}

Ado MY AP} FHo] H AW tig =Y =3 A_S

A9 ALA | A | A3 B | e
Al g (Y12 | (424 | (924334 A A} =
A5 35 1 2 3 25
) 200114
o | A A | 1000971%
1 q | 28 gorge) | 100° | 100090

%;1@ 4o 325;3%.? 320}(5? o]
kit bl B _ Bl | Al | ek

% >
o
D)
b

IND . |&% 9= NDA | /& [FHE
gﬁgﬂj A5 | oy ii}i} 9 G| BE | GI7D Aol
= 2 | S | Al A4
18 wop | T8 o nag
7Y A 2]
537 €] 17h9]
deE | F= 57h e} Hd=o] Aldthdel Fd=ol
| 2=0] %]
07]- o v

A edFe A9E F 4
1 ik 100 AAWAFEHAeNE OAY TV, 2Ed o), x]%aﬂ

3 i—'i—, al
B Ak, A w=Al, AAD olEEAl, A FHEAA, HA-E i’ELZ
[SW EF2, ZA A, vl A7) 5ol E%‘LD} 2003\ AFHARAT AA
HA3FsH7 G GA o5 100 AAHAEZTHAA Lok 27 T+ 71%%

AN FTHoZ A3 A
8) Alliance Pharmaceutical Corp., Phases of Product Development, 2003, available at:
www.allp.com/drug_dev.htm.
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HAAGAEE s 3, SAate GEFS AFRA AlE3s7] 98k
Aok Al A (Investigational New Drug Application: IND)

HAastth, INDeE olde A3 A, A A7E 3T W, F4 H
3}

to 1 2 wo Y

T4, FEEe B 2, aAe] AARNA oARA HFE&DA o
= A, s 2" f=4 523 29a d= A2 S

AXA & (clinical trials), & AWM ] &4 FAHEL] AlFL 3T
of F%9] 4HA GdAE Tt Bfoh A1GA(phase 1) Al A (Y
A1) 1d 7t Adeled 20004 80w e WA AdxE ude=
ok AlGA AP bAS FRE E3FeiA oFF o b gk
£ (safety profﬂe)% A o] AFe HESF oRFo] oA9A F4HI,
v F = A, tjAbE AL, vl EER S 2 AR89 AlgE 55 ®ske ofEEE 8
(pharmacokinetics)® °F&%8H(pharmacodynamics), 121l ¢FE#e] S 9
g 7hed A e wESTh A2eA A E (720l A
Holl A 3007 7FA1 S AH St de ATl FEY
Zhahedl, B 2d7tEo] | SAAE Fdolv
2l HA ko] Qb et dHl ol 9} §3’+ ] et 7&&7} %
]_

%
ge A HANE FEaAY

.

O

CERR
IS

fin)

Fo. A2dA el A= A3EA Y] A 8 A3
ol HFEAR AIGA(YIHE °Fol AF3HT e EHERUS
A = aH HelM F3H B AlgEs ddeE A&zt o] @A
= AEWE)] e T AR o] o Frkste ARS Ut
¢ AR Z7FE AAs7] A Aotk 3eAlM Y Alde oFEe] ¢
Ao 2AZE He vy dAstaL A4 TIEe TS oF I
PP olg 3EAE EF FHeY, IAke EE HOHE 249

of deHoz ddAR At dSHe dFole AFAH(new drug
application: NDA)& #A 3o A&3th. NDAC<= AL 43 &2

£ #etd gus wPHolol Aok NDA AAIS Frpvid gEw
Witae) del 1A 276 B2 B 99 NDAZ SAHW ekl
oate] Aol TREA Bek AtENE FEe] 7140 RN
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Systems at the Sectoral Level, 2006, p. 22.
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of AT - - A FAS o]EThID

198239] m| o A &) mho] @ o) efsEo] A
ol 43 FYEAE 2000900 o]27
DA AT vho] o) okF o AAA AP SRS 1994 ] 919D ol A
1996100] 1169722, 20006 o] 22791 gke], 200210 324eieke] = Z7}3)
Ret12) AAAA G DA A 7k vre]l Aok A f&-2 2003
H 7IEo &2 oF 10%°]al upo]A|eke] AZMAFEC] HMEHA AtHT
Eohal FEI A

od AMA &S AuiskE vlo] QA E EFYS erythropoietins!3)<}F
7HQlEdo] Aotstar ik itel] QJIEFHEWe] wiEd® Frfsial g
o Tk B #H2o] AEQ] Crohn's diseased] AHE-%+= Remicade®t ¥
Aok o] FxFo| A5+ Rituxan/Mabthera®}t 22, G Mg
Al (monoclonal antibodies)1®2] wj& = F7}A o]t} 16)

of FelAE APAAA HolAFILY WA BFLS AR I(I)

N PN'
o|
rO

> ol
=
>
12
1o
N
e
flo
o9

]

%0,

i}

F

v, EU, A=, 8 5 22 959 nio]ity TAHA 2 S
A E () 2&4 Zeste] FEuet vlo] A ek o] BAES 93
#d HA NAEEFS AdstE L S (V).
. uho] A SFAFeIe] o @3
uio] @ A kit Y] 7l oA Hxe @A= vwFo] R <l
IAE=ZZA E(Human Genome project) Atk QIZHAIFZZ A E = 1990

11) Ibid., p. 25.

12) K Bibby, J. Davis and C. Jones, “IMS Global Consulting, Biopharmaceuticals: Moving to
Centre Stage”, in 2003 BioPeople North American Biotechnology Industry and Suppliers’
Guide, 2003, pp. 3-11.

13) FB3 ¢ BAE S5kl AgHE AVPALEAA.

14) 2v3%, 5Ed7stEs 9 a5te] dwd tigh ko] 722X AxFEd #doste
T}ul A

==,

15) 959 HAAE W #Hof, “MAbs”dl 9ste] AAsE7] st LHAIZIHA 1
kAL F-dstr] Y3t A& A A== NE FA.

16) Chemical Market Reporter, 22 June 1998 p. 16, as cited in Office of Industries, US
International TRade Commission (1999); PhARMA (2002); www.hivandhepatitis.com.
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ol wl=roll A vl Ao U X F-(Department of Energy) 2 STHEAY
(National Institutes of Health)e] FE3}el] HZE WAIEHAJAT A7) =

U= 7hEste], AAAIAQ M EE(sequencing) ZEAETE P

A2t Ao el FHulzb FH ATk A3 20019 249l ol WIZIFAE T
= 2 W7ke] AAA Y (Human Genome Consortium)2

2 S F Y FAE LRSI QIMAEEZ=E
A EHAJATFID ME 2t Aol GAA dAY oF 0%E 7
A71%(base pair)S Hi 43] AMEE °]FAU
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AN 2 Qb Hze 2xRe wdss Ad WFE
Hlo] @ 71gd] ZAZ AW Ao WHYAF(immunodiagnostics) T}
DNA Z&te] = 7hA] Hdefo] A3ty dgee Ao Fazte] &
g0 AR Aol WAk, Ea, ¥F £ I3 EAE AHESE
Aol MYk (immunoreaction)®] WZHeH A& 7bssiA sleth =
ZHN717) A A2 A2 WES DNA SE3 2FA

. HAAG vpeleiay dE ol e Ee o 2e JH% A
B 20E BAFe 54 A FeS B3tske Hol A 5 Ao
DNA Age M2 ml F €2 749 DNA 249 543 724 A4
o = =

hyA

(strand)o] oAt ttE DNAS HAHR &5 AFEste] AZF Mxe

17) 291 Science 1145 (Feb. 16, 2001) (“The Human Genome”); 409 Nature 745 (Feb.
15, 2001) (the release of a draft map of the human genome). AHAIFZEAEJ &
g dird U182 v=y AHFUAEATA(National Human Genome Research
Institute) &3 ¢]A = www.nhgri.nih.gov.

18) AT AES FAHA 32x 109 9% 2745 ©a Ut AMHE XMELEY s 27
= A Age A, o= F 30 YA 4vte =z FAET Qi o] Ae Uz
A 9] BFAo] Adolgh @A o] Frto] ofyzg} R A4 Wd(downstream gene
expression)d] Bt} 53¢ A4 ot At AS vt
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o] F& o] (polymorphism)e] A+

Drug Discovery of the Future: The Implications of the Human

«

T. Reiss,
Genome Project”, Trends in Biotechnology, 19, 2001, pp. 496-499

20)



uho] @ (Bio)BUgEpE e FEES % Rk B

2 9gAPL Sstel Awate dol odF Yt AgPoEA B

o &89 Qpadel WA 5 Ak FARAATH ATggel 3

N mAe A BEI AEHCT AxY FFL AEsE ot
A

1o =
vz vlo] @Ak el HHAS AQldeE FR3TE 249 Ive T X
A BEAzolty vl &Y A0lxE “AFoln &3 WY

(process), 71Al(machine), A& (manufacture), &4 & (composition of matter)
< W (invent or discover)dt A= FTEA 5FE S F AP f
Astar UANE, FSlo] WHIte Yt YA FThD B o thiit
(subject matter)2 o] ot AAHT 185t 1980@ HABE &
&9 38, 1984 AE - T4 - 24 539 3&, 1987d HAEF7IA
53519 38, 1988d T&E 53 38 ToE 53RIY FS A

o = o] ?&‘jr.
v= 93e 53¥Y 3 S AYstes WaoZ 1980w Bayh-Dole
Act22 5 AAste, diets &7|delAl A% AgA oA P T
ol st AGE FASAT =3 Hold tiE®E Y 1983d AHF9
35184 #e  vEEF(Memorandum on  Government  Patent
Policy)29ell oJste] o] e G H7IHAAE HEHe A=
e At o] WM “Ato] AAF A ATERH A YHo &
ZR8kaL, &7)go] Aol At A7 Jhdel Hol
o E

Nl

ot

=

, HlgE 83 2719 dge] REetA Ao A 2 S W

21) 35 USCS § 101.
22) 35 USCS §§ 200 et seq. Act Dec. 12, 1980, P.L. 96-517.
23) 1983 Pub. Papers 248, 252 (Feb. 18, 1983).
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Fote s 2ULoFE st 1 el g AFAAES AW Ho]
Z718 F U)o WS tisto] AFE FASE A QAHEES
AFsted detugso] ug As FASHEA 7Ids A8 5 UA
sto] tistuo) FPS ASHo R d&sta AdstAth o] HE Ed
2 19813 GenentechAloll 98 wj=r FHxo] AFH2 nlo]er]E 7]

of EA: o wAH v 7]
Acte] Ezsh sty aFwgozRy Aze JI4ES dRstee 4

3 ZstE Ao’ HrhEa th28) Bayh-Dole ActdhollA thehe
=L 2000004 2003 AL

52

5
el
i

o

o
o

ou)

i} rlo

of

g 34 A7|HS Ude
National Institutes of Health)<¢]

e rlo

AT AARH, 53

_l',
[N
N
iR
1ok
>,
re

T+(Small Business Innovation
Research) L2713 Fo] F23lt}h ulo] kAL #&7]ukakd o] 7] wj&
of oE AL Bae] ST FAAL ArE710e BIolnt
A%d FEAT 5 Fohel HUAAGY Qo] Hw Y0 W F
A (US Bureau of Census)ol] w2, 1997 w]=to| A& 1,42871 <]
AoFsAbe) 1761708 Aol 203337 ) Qo] 2F Folm of 7
g ol FHe] R&D FokollA ZFekar oksh 2002l A9 f¥

27) 1d.

28) Lewis M. Branscombe & Philip E. Auerswald, Taking Technical Risks: How
Innovators, Executives, and Investors Manage High-Tech Risk, 2001, p. 23.

29) John H. Raubitschek, “Responsibilities Under the Bayh-Dole Act”, 87 J. Pat. &
Trademark Off. Soc’y 311 (2005).

30) o - DAL, ARTHEA, SAFA L FRANFABA ) ARG Fuo] B
Sk H A AT, SFEEAATFE #FHEA 2006-35, 319,

31) PhRMA, PhRMA Industry Profile 2003- Appendix, (2003). available at:
www.phrma.org/publications/publications/profile02/APPENDIX.pdf.
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32) EFPIA, 2007. frde] 770 o4k 1990ddio] vl2 F718ke 2000 1709
fr2ol ZstAA T, 1990 d el A 20061 Atolel W= AL F27t 5uirt b
o wsle 19 2RAL 294 FUlEke] 20060 2259 Rl @ He Bo|th &
Yol Aof R&D AEH-L2 1990d0] 779667 F2E w3 534297 {2
Hoh €3 19950 = 1149 8449wt F 22 w9 9097xH8u T f2H Tl 94
gorth ey 19970l w=r ] Al k42 R&D 44t FH9 V|EdA FHE F¢
ShEa 2000030 w=e] AFshdaibe 2319 2@t f2 FHe 2R 1789 4
Aot = Aot

33) EFPIA, 2001, 2002.

34) PhRMA, Pharmaceutical Industry Profile 2005, 2005, pp. 2-6 available at:
www.phrma.org.; National Institutes of Health, Summary of the FY2006 President’s
Budget, 2005, http://www.nih.gov/about/director/ budgetrequest /index.htm. Jonathan
Weisman, “2006 Cuts in Domestic Spending on Table”, WASH. POST, May 27,
2004, at A01, available at 2004 WL 74490860.

35) EFPIA, 2007.

36) IMS Health data.

37) EFPIA, 2001.
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Abbott  Laboratories Baxter International,  Inc.A}7140)9]|
A, Baxtere FAL37E d-de goldxAeFEe 144 Baxter’k
Sevoflurance(Al ¢fell  ©]gto]  Abbott7} Fw3% FUvHANE A Al
Zx3t= Aol #XETGe AAR8S W™ o disiA AL Baxtere
SevofluranceS  1960dHE 1980 7kA] A ZSFFAA T, dH
gho] A okS F3le] Abbotte Baxter’} glo]d2dt 539t =$-3)
F3toll A sevoflurence®] HIE}E  HAwjAES F53THAD  Baxtere
So & 7]Y(Ohmeda)e] AIFHFES AF3t¥=d, FA= Abbottol
A ol 2F Baxterd FTAHEFHE HF|stR EE=  Sevoflurence=
Azxste 394 3HE B3 AATHAY Baxter= Abbottd] ml=
oMol wietd HAgrt AEg Fo| Sevoflurence®] EAFEFS ABAksh
A= A ERSIATSD FANLI = Baxter7b vlm AR

Sevoflurence®] HA|FES Aldshs AL defxol=FHydl AT

ofN

38) FTC/DOJ Hearings on Competition and Intellectual Property Law and Policy in
the Knowledge-Based Economy, (David J. Earp Z8&) (2002.2.26), at pp. 290~
291, 238.

39) ¥ A&E3F Bayh-Dole Acte A211ZA] “o] M BE SHIFAH AT A%
o] tisted BE Aol tiste] RIAMY e AR S WASIAY FHALGE ATt
€ AoE FEY A fAste SR HEALQAAYLS FAE L A

40) No. 01-C-4809, 2002 U.S. Dist. LEXIS 5475 (N.D. Ill. 2002 3.26).

41) Id. at 2.

42) 1d. at 11.

43) Id. at 11~12.
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ol dz=Aekel FdF AES AT YFHdtolgtal AASIATHM)
Baxtere FAL3 ofste] #AHS Wz, 1 FAo| Baxter’t
Abbotte} sevoflurence®] AZ % FAujolA AASA HEA o=z
A AR AlxE fvksidttal FAsth HYS Baxterd| #holAd
A eko] ofygt Ohmedarle] A¢FY <A wWFo| Baxter7} ml=ujol
Al Sevoflurenced] BIS&FEFY Al#S FIdn = TALI
o Ao FXx3HA, Abbott TAo FAHBAS ALIFATHS HAL
gfol d A oko] FAHI = Baxterd HFTE AT A
A9 gx7t YdAAY B2 71go] Sevoflurenced 4 s
k2] ®d Aolgte FAVE Aoe olfE  7IFstAthe Hed
Baxtero]7d Abbotto]d = FHo] AeAdles AAXIE ofyA

gho]d2=7} AbbottZ 3tda FAMF 19959 FDAS $0s d2
o vk SevoflurenceE A] &3} a1
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g AGAZDAE 7oz HJHEoJok 3
S58HAMES] AGHFEo] WHAEAA Fo|
LR g = )

Eli Lilly & Co. v. Zenith Goldline Pharmaceuticals, Inc.AF71500] A,
HYS Lilly7t AU E TH3te AR Alekst Aol A
3 Y87} Zenith7} wl=mWol A Lillyel BA3t7] st AHEet71E 4
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44) Id. at 14.

45) Id. at 19.

46) 1d. at 24~25.

47) 1d. at 33.

48) Id. at 30.

49) Id. at 33.

50) 172 F.Supp. 2d 1060 (S.D. Ind. 2001).
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In re Buspirone Patent & Antitrust LitigationAFA540] A,
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52) Id. at 1065~1066. = AleFe] Z71H A& Dobfarell Al Cefaclortt FHEZS A
AL A4t dth HEe Lillyyt o2 71go] ARRES Axs

7] 9t E3tEsiA ATHA AdS AFI}AEA AR B FAHAA

Ztsle dlol b2 SAET A o] AHES AHFstH Id. at 1073.

d. at 1066~1067. o] AFAANAE Lillye}t Dobfar’} A Alxe 32 & &+ ¢l
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(A7635 53))7F fra7IZte] ®EEsle] & o] AR BvlE g,
BMS7} Buspironed] 285+ o& S3(A6cs 53)E FA53to
FDA?9 Orange Bookel] F7lstdtta FA39t5 BMS7E A365
s 5E3E FHS55] Ao, $AH dF AAAES 44

FOZ A9 Buspirone B9 Ax e FuE FIAT AS Fobe
RS s HAT% 935S BMSAIE Orange Bookel Al
3655 535 AL & 53] A AAAEANA SN AE
24, FDAY EA%F AxFAdd g 52 37149
=+ Aa, 2AL FDAVF “Al763% E37F A" Fo Fhuj
5l S9o] dutojofE o 249 Buspironeo] Wi 5907
ATt FA3SEATESD BMSAFE G5 thgh H 2ol st
A

e

S ooz

S WA= Noerrg|®E AR HF774s AH3HA
A BMSAFY] Orange Bookoll S8 39ie “HAAP "7}
ol Noerrglel AN HAEHA ofygotar AA3HA
2 FDA7} “2leF 21 o] 3 HAHRE Orange Bookdl

3 HAY FE BEE7] "o’ FDAY 9= “AlHFolA

Orange Bookoll FA® W& FaEAA #Hg 2L wdsHA
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55) Id. at 365~ 366.

56) In re Buspirone Patent & Antitrust Litigation 185 F.Supp. 2d 340, 343 (S.D.N.Y.
2002)(Foie]Ao 2 BMSAFY] A|365% 53+ Buspirone®] Abgel Z§HA gfeth
, BMSAFY] 3@ tgh FABAS File gt AGAIES AL <
&3t Th.

57) 185 F.Supp. 2d 363 at 350.

58) Eastern R.R. Presidents Conf. v. Noerr Motor Freight, Inc., 365 U.S. 127 (1961).

59) 185 F.Supp. 2d at 372~373. THYL T3 I SAV “T&9 EFHNALETL &
ZHA Al Ad = 7] WEel” "AHEY 7 AE&HAME ofHHETE o2 BMS
o] A< 717454t Id. at 372. BMS7F £ AR A4S #7684 €3 Orange
Bookdll A F AU+S AFsIEA, HAL2 2 & A9/ FEHT 2 AP
= ‘YA EFAEANNA S -L22H (Hatch-Waxman Act)oll 2] A3 F71&ola #}
529 S B’y #AEI Id FuE 19853 AP E SR -Aavh o)
osle] A E QokE FU-53 9 IAAEE EFE FHEI BA=oFFe A=
A MA AUEGAT 2 =1 43 AT olF 1804 B HE F
o AME FAFLEZN ZHAL FI

60) Id. at 371. Bxelo g Frlsle] FTCE BMS9 Orange BookS A4 o] Hd 3
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tt=, 931+ Walker Process@#|6Do]A2] NoerrHzlol] thgh
o &g AHE&sprle FEF, S3FEH(Patent and Trademark
Office)oll ™3+ 7|92 ¥E3+3}+= ARAo] Orange Bookelld 7|9Hz 5
AP s SAgTL B 62 diie] F42 Noerrggeol o
gk o &Jo] &5 A &sl7]d FEstthal B YATh6d)

Bristol-Myers Squibb Co.A}A6e| A FTC= BMS7F 37FA A
W) AFeEE BuSpar,65 Taxol66) 2 Platinol6”? S9 A|&oA, ZHAY

F3kA] 23 Noerrdglol 9ste] WAHZA Zethe e Fd FxIATH
Memorandum of Law of Amicus Curiae the Federal Trade Commission in Opposition to
Defendant’s Motion to Dismiss (2002. 1. 8), www. ftc.gov/0s/2002/01/busparbrief.pdf.
61) Walker Process Equip., Inc. v. Food Mach. & Chem. Co., 382 U.S. 172 (1965).
62) 185 F.Supp. 2d at 373 (“A}21& Orange Bookdl] E3E SAFdozZHN EF=HS
FRA0Z ARY F Y3 2T driFe] EFHFHNAES ANYE F o=
2, 5Y3 o]E0o] o] gl HELF & Jvka AT

63) Id. at 375. ¥+ BMS7} #|365& &317} buspironed] Z&FH A ¢=the A 1
AL FA8 7] Hste E3 Aol AFsHA A7E = the AL EUAARE 9]
3 AL ES FDA &3ttty F43d . Id

64) File Nos. 001-0221, 011-0046, & 021-0181 (2003.3.7)(preliminary approval of
consent order), www.ftc.gov/0s/2003/03/bristolmyersdo.pdf.

65) BuSparol #3le] FTC+ Bristolo] SAl870] gl&S dWAM 535 SAS7] 9
3te] FDAO| RFARJEE AFstAdvta stgvh Id at pp. 34~58. FTCO Aie
Bristolo] #FAFe] BuSpaol tigh o2 fd3 & 59 4E 31F o] FDAS Uk
o kFE WA Ui FUY 0¥ AsHAdE L] H3te, B 535 FDAC
AZEstA I FA2AsA . Id. at pp. 31, 45, 47~48, 58. FTC+= %3+ BMS7} BuSpar
of tigk FAAQ AAAE] AAEL FEFS AWt AL 7] Hste] o] 539
A E HiAx$S Aredvar FA3HATE Id. at pp. 59~60. FTCe =g
Bristole] Schein Pharmaceutical, Inc.¥} Bristold] £3&7} &249& w72 o 6d7+
BuSpare] dwtel WA S A|B3HA = ZHSE Bristole] Scheinol] Al 732wW54] 7+
g8 s AFsE dYsidda ste ' FASAT. AL Bristolo]
Schein®} 7 FALAZES] B A agolA e BHd BE2e, 1 537 FEE FA
2 9ol EAgTE As BE9] ste seE AAdAHal stk Id. at pp. 3
1~32.

66) Taxold #HAIA = FTCx Bristolo] vl E3FEAHANA FPo wisl= P2
g 53 F /Mo 535 FDA®S Orange Bookdll #243tA FAAtt F33t3Att
Id. at pp. 78~93. 132 & Bristole] 1 E3]E9°] FDA9 Orange Book T4 3}l A
SAZEsTn FEldoz w7 ofYS Aoli, 1RTHE Taxolo] o3k gurek:
o AAL AAQAIZI f8td FASAT st Yolrbs FTCE  Bristol©]
American Bioscience, Inc. (ABD$®} Taxolo]l ™3t ZAAL tir] AAAF]7] 935}
ABIYl &3t A39] 53 & Orange Bookdll| #4H3A FAsI7IZ FRIFTAL sf
At Id. at pp. 94~103.
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67) Platinol?} ##3}e], FTCE 53 Bristole] f&3ttha WA 3wk HA FA)
N1EE 554 %E 55§ Orange Bookol ¥483hA SASAGy F3ssch
Id. at pp. 110~122. 24¢ 9] 537} Auie] g Fele) F25s0l7] il
TR, S8 pANRsIE0] o Ao 0ol FAUALL Bristole AHALe]
AF] U Qi SJokEel g Aol Y WX 53 ASHI A obvd
8% 3R &¢k7] "o Bristole 1 EF7F $EsHn 1t FEdez B

7] ol"d ot stk Id. at p. 122.

68) Bristol-Myers Squibb Co., File Nos. 001-0221, 011-0046, & 021-0181, at 6~7 (2003.
3. 7)(preliminary approval of consent order), www.ftc.gov/ 0s/2003/03/bristolmyersdo.pdf.

69) 1d

70) 1d. at 14.

71) Amy Harmon, Congress Passes Bill to Bar Bias Based on Genes, New York
Times, 20085.2(0] ¥t FAAAT7}F AL FA7|E 7hsta £3F Algho] =}
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75) ©)Fd - AHE, AAA, 41~44%.

76) EFPIA, The Pharmaceutical Industry in Figures, 2002 ed., Brussels. available at
www.efpia.org/6_publ/Infigures2002.pdf.

77)  A. Gambardella, L. Orsenigo and F. Pammolli Global Competitiveness in
Pharmaceuticals, European Commission, DG Enterprise, Brussels (2000).

78) EFPIA, 2002.

79) Eurostat data; J. Lienhardt et al., Statistics in Focus: High-Tech Industries in
the EU, 2003.

80) EFPIA, The Pharmaceutical Industry in Figures, 2007 ed., Brussels.
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1990 2000d 2005 20063
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w7} Ao o] g
o2 64,626 136,627 187,160 196,500(e)
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82) EFPIA, The Pharmaceutical Industry in Figures, 2007.
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OECD,

Innovation

in Pharmaceutical

Biotechnology: Comparing National Innovation Systems at the Sectoral Level, 2006,

pp. 41~50.
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gt A= 20010 499 7HAN T F2E GDP] 0.98%(771- A R&D
AEd F 112%)Z AlA 29RL e AL 7HSHMIHT Fr=
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Journal of Legislation Research /34th Issue

Improving Competitiveness in Biopharmaceutical Industry
Kim, Doo-Jin*

Biotechnology has become the driving force of dramatic changes in
the innovation process in the pharmaceutical industry. The
traditional chemical process of drug discovery and development was
replaced by a new biotechnological paradigm.

Since 2003, the biopharmaceutical industry including new  drug
development and diagnostics by virtue of Dbiotechnology was elected
as one of Korea’s 10 promising Next Generation Technology for
Economic Growth.

Patents has enabled biotechnology to become a global business in
various sectors.  Innovations  have  fueled  biotechnology  companies’
evolution in the world.

Government should introduce several mechanism to stimulate and
support  scientists to protect and exploit their subjective inventions
through patenting and licensing. The biopharmaceutical —industry is
also becoming in need of human resources with managerial business
skills.  Government should recognize this problem and take adequate
actions.

Competitive  market  structure  stimulates  dynamic  efficiency  and
encourages firms to innovate. Antitrust law should be applied to the
anti-competitive  business  practices such as undue blocking patent,
unreasonable defensive patenting especially in biopharmaceutical
sector.

Publicprivate collaboration hoth in the R&D and in the commercialization
of subjective invent is needed. Because the exploitation of public
research by universities or public research institutes can be constrained
by absence or inadequate linkages between public research organizations
and industry.

KEY WORDS bio—pharmaceutical industry, innovation, technology competition,
public-private collaboration, intellectual property, antitrust law

* Bukyong National University professor of law, Ph.D.
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