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£ olsh WAR pAbd B9l BB g Akl | Amoleh of Wk IA 24 o
R RFEY BE S WHE 23S RE 4] 9ou, PR E FAYE 20
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oICh Wi, 5K, 452 HE2E ol hsisel F@ oM A TRIPs TS K240 $23500] B5fHel FZ2Rle Ssianuay
£ 201492 5j1 9k '
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Drug Price Competition and Patent Term Restoration Act of 1984, Public Law No. 98-417

4) Americana Chemical Week, 198114 48 224

S| 0|2 S5{0) 2471712 E5|A21Y (issuance of patent) 2E2E] 17.90|9JCk 34, 19954 18 1Y5E YEE TRIPs &X0| ElZLI2S U
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Z7]197 #oltk tivll, viZ o] Al 53
Edo] o]FojAt},

A2 BAlE, F4~630] 22HE Y B2
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or2-9] §HA FR Z7H(scale-up), HE T
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7) Rea, Teresa Stanek, "Striking the Right Balance Between Innovation and Drug Price Competition: Understanding the Hatch-Waxman Act-
An Introduction of Speakers,” 54 Food and Drug Law Journal (1999), pp.223-224
8) Philip W. Grubb, "Patents for Chemicals, Pharmaceuticals and Biotechnology,” Oxford University Press, 1999, pp.364-366



Hell 285E F U8 JF F59%, 28
4 oF12-139 AEQ R vehdginh?
St Tufts UniversityollA =38 29 3

of oJ3td, kS HFHOZE NI b
7HA] AQEE F vl H 2k 88y $ ol E3t
™, 1960'A ©]F mj10\d wit} A R ofe] R&D
v)-g-o] 4m ¥ ZF7ket R o2 Jelgrh

waha, 71k Akl Eofo] Hls|A, Al FAPE
ofe] wj&9 ti¥] R&D FAtY v]go] HF oF
17.0% (A FIHEFE A QA3 2AHGA HF2
51%)2A €} Eopoll Hla) ul¢- & Skl gl
o} ojoll wa}, A ARTPL Fe AF7HsA
o @AY ¥EF NS ERsle] TRz

717
=
N

AR A B AR HE Aol o g
= ¥ ophE AFe] QU o F

[}
ol QFe Aokwar ohie} Algol 4T
3]

= gy H2ES @%&,g E3k510) A o

FEAI Al 2ol FYsh At 3HHE (NCE,
New Chemical Entity) &) = oijd A& 24
3tad, 1969'30= 9070 7F W o) 1989 o]&
o= 4070 mgQl A2 & el

ol gt Aloke] g 5 HIF Y FoAL, "
=9 A$ 5317)7bo] DR FOZMN Lok} §F
o] FY3 AMIY &k o] Aol ZYste 4l
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9) ‘The Pharmaceutical Industry in Figures”, European Federation of Pharmaceutical Industries and Associations, 2000 Edition, p.11

10) HY2|Z FA(www.dreamdrug.com) 20014 98 1Y

11) Natalie S. Rudolph, "Generic Drugs and Brand Lifecycle Strategies,” Industry Publication, pp.36-45, May 2002
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12) IMS HEALTH GLOBAL SERVICES, 2002

whEba], A okEok (53], Ak AZ7IF) N A
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S oA, ek digt EFAE T4
gs53te ARGOE TH 35377 (effective
patent term) & HOE 3= Aol o] & S
7H e AL gag dojoh

H3E Helxe| SsAESE Y
H=o| i

n)=o] 1984 | A]-GATHH AA H LR
o8] I ®ijte] UREAN “BEEET|T 3|E 0]
= A AT E At Alg ol % F Al
Lo 984S <% tE vl M x sluet
T AZE EYsA Hadoh old wel, dES
1988 A7E] AletL glow, fHe] Afde
1993 @K ¥ HZEH I EEZ (Supplementary
Protection Certificate, SPC)o]|g}= ¢|E2&
54502 85I Ytk o3l e, EFAl
o] F8 33AAE FAAs e TS, Y
g JRAA AT e F Aol sl A
5] AT H AT},
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I.19843¢] 1) 22mbg ] el g 2 8.

1. 2l i

ul o] Alepreiete] oA, 27he] A

|
B3 £ E3AFEA (US Patent Trademark
Office, ©]3} USPTO) ¥ )& 9| efE A A

13) Wendy H. Schacht et al., “Patent Law and its Application to the Pharmaceutical Industry: An Examination of the Drug Price Competition
and Patent Term Restoration Act of 1984°, Congressional Research Service Report for Congress, 20001128182
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(Food and Drug Administration, ©18} FDA)
o] 4zt 9 AHHEES FFer Ut
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2 FYsts AS AT F e d8E 5314
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A NP EL 150] Axde 9 kA &
&Y B OF 45T Zo] gl o3 8+
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AA 7] olAolz, o|v] FDAERE A4 3
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“A) 8 A8 (generic version)®” 7 HAEF F
AE s dsls BRe] 2] AW AF, okE
2 3 AE Y (Federal Food, Drug and
Cosmetic Act) ol AHe o] Az} AUg
o|FE-S AxELA = 7199 A5, AlY
olekEof AT HAE A A7l ME
o] 7i gt Aleke] ] A A} FLE “A
ok&) 7} A3 (New Drug Application, NDA)" 2
e Aok Ak olw, AA sz AE 2FF
of b B HEAE AT A HoE T
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14) 21 US.C. $355(b); Mossinghoff, Gerald J., "Overview of the Hatch-Waxman Act and Its Impact on the Drug Development Process,” 54 Food

and Drug Law Journal (1998), 187

15) HL2! 2|9KE (generic drug)O|2t A0l Haj£ol = 37|1E

dioted HHSH|2! A2k branded innovator drug)o} E5{H At F0i| (X At

glol) Hojel= olorzozk, SaH=liol toDl Sgs BAAEE BiRdnl ST, Soile| 3 Soi2e} SYs Uk 8T 9 £

OfOE ARBE0{0} sk § &%
Publication, p.46, May 2002).

Ho| XA £Z510{0} SICH Natalie S. Rudolph, "Generic Drugs and Brand Lifecycle Strategies,” Industry

16) Engelberg, Alfred B., 7Special Patent Provisions for Pharmaceuticals: Have They Outlived Their Usefulness?,?39 IDEA: Journal of Law and

Technology (1999), pp.389,-39%6

17) Buchanan, J. Mattew, "Medical Device Patent Rights in the Age of FDA Modernization: the Potential Effect of Regulatory Streamlining on
the Right to Exclude,” 30 University of Toledo Law Review (1999), pp.305-316
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7k g ol AvE o kE AZ3)AE AUl
©JoFE S NDA A1AA B o3 ebdA, fEA 2
AEFH T4 5ol Ui AE vlogE )
AT S5 tF 9 AlLo] &9 “ANFELE
{experimental use) 2419) B3] 9JokZ o] AML O
M B3 a9 g9l PR o= A" o
H Attt oldl, Roche Products, Inc. v. Bolar
Pharmaceutical Co. AW A 19843 Anl<3
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o 223 AlY dHolHE ¥7] % 53ooE
A AREUAIRE S5 Fadf sigdthe AE
HEE HHTHY ol2ist A3} 3lollA, 1984'd 9
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AFS M4 A 2 E3A £471709) 3 &4
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Patent Term Restoration Act of 1984,0]8}3
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FASAE ST Y3 “EFELE71709] 3
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18) Roche Products, inc. v. Bolar Pharmaceutical Co. ARA

(1) ®iu2 o]oFZ0| FDA S21ERIQ| 225t 3 s}

Aule olekFo] B4 JEol FDARRH o]
o] AojFAH A Mok YEFHOR FFH
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3 FEATNE YF3 FDA AHsh= 2
o) A} 7+ 2ok 73 (Abbreviated
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+ A= SYek
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3} Roche Products, Inc. v. Bolar Pharmaceutical

f)

B o

2

Roche Products, Inc. (OJ3l, RocheAl)= SHA| AEH DalmaneO|2k= +HKE THOfSHD UU2M, Daimane?] EAAMEOl Z2AIME hel
(flurazepam hel)0l| CHEH E3{H (US Patent No.3,299,053; E5{018Y - 19844 19 17¢) ELAI9IC}H

Bolar Pharmaceutical Co. (03}, BolarAl)£ H|U(2! O] OKE MIZE|ALEA RocheAle] Dalmaned] E51A DIEE ZA| HH|2] o|AUES A|T5EIX
9= HZEHAIZRE] Dalmanes| E4420| Z2aHT holS S0} 0|5 AEHZ TS 30 FE U2 9/2k=0f NDA AAA| T8t oFFA

GlolE], BehE, MBS S5 o7 2 EY H7E I

:-r—

ox

0[], RocheAl= BolarAFS AKHZ 19831 78 28YUAIE ZREIHIT nel2l ARERIE A6l 252 M7IBIZCE 1AI0)A= BolarAle] FDA 29!
2 % 5 280 HAEE 5t AR2 S5 Ao K| YECHE OIRZ RocheAle] HTE 712610} {AIX: 572 F. Supp. 255
(ED.N.Y.1983)}. O[2{8t X|uhaielo] HH0| Roche A= £25104 CAFCY| BHABIHE G, 0|0 CAFCOUIAIE BolarAle] Al 2T =M Z2aiM T
nel2] A2 =3t “AKUSES] ALS' Q=] S5i ool SHEBICin TA[GOZM X|utiplol B HEUCL A| B UoiMe] CAFC
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