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SR S e RN

dHpEBY SR EERIER

R a

&

FA BRI R FEAREZ A6y RGBT R (policy tool )
KA OE B 8y A TRAEE BA S B A B 0 i AR E LR R kX B 89 ° Hatch-Waxman
ActixE W) E X245 0 K& H EAF5F (drug price competition) Z A& » ZEH
LB b B2 W2 RALHTE A /R - B LB > /LANDA SR & A]
MR > XHZELERAA > KB RBRAF RS LT HRHE - & FK
Hatch-Waxman Actix P45 X B H B 6y » EAMRESE 3546 FK > thigf
Ty LRI B R FLERMEZIFYE  ARFHEE  RERH EHZA
B——FRNETHERSLEFAAER S B B 37 & Hatch-Waxman Actik
EREAREZ R EBA -

Maks @ 24124 » Hatch-Waxman ~ 3R & >~ B0 55 - LA M2 &

W5 BHA 0 104 02 A 25 B
T M H AL RIERIEES TR o RIS T RMEZIET AREFZEUMAERAZITRL -
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ARG R LR A A E B840 T B F R EAM ML REE ) (The
Drug Price Competition and Patent Term Restoration Act of 1984) * —x X4 5
Hatch-Waxmani% % (Hatch-Waxman Act) * ° % B &7 Bl @ 3% B Henry Waxman48
Bt oR ~ I bR B LS 8 B R 09 R B & AL 0 43k B Orrin Hatch 78 B 42 5 %) # &
X EERAIH ZRLFE FEAAFEFFETR  HFREIES
BRIFERHRBAGZFLERETIERI A G LEMEE - AL HEY
R EME XM 0 Hatch-Waxman Act#h £ 5% 4] R B8 E B4 > A& T 2037

cHAZL R M T REFLEN G RREFEEMKH (Abbreviated
New Drug Application, ANDA) ~ # € & ?ﬂﬁ A 10 R B BRAT R P B 2 R R
%, & (Bolar Exception) & % — K& P8R B XAk & 2 g F 4 180 K 2 45
# 4 (180-Day Marketing Exclusivity) % ¥R B 5 » BlH A M M2 &

N‘&

L Pub. L. No. 98-417, 98 Stat. 1585 ( 1984 ) (codified as amended at 21 U.S.C. § 355; 28 U.S.C. 8
2201; 35 U.S.C. 8 § 156, 271, 282 ) , in Elizabeth Stotland Weiswasser; Scott D. Danzis, THE
HATCH-WAXMAN ACT: HISTORY, STRUCTURE, AND LEGACY, 71 Antitrust L.J. 585 (2003 ) .

2 Pub. L. No. 98-417, 98 Stat. 1585 (1984 ) . See, ALFRED B. ENGELBERG, SPECIAL PATENT
PROVISIONS FOR PHARMACEUTICALS: HAVE THEY OUTLIVED THEIR USEFULNESS?
A POLITICAL, LEGISLATIVE AND LEGAL HISTORY OF U.S. LAW AND OBSERVATIONS
FOR THE FUTURE, 39 IDEA 389 (1999 ) ( At the time of its enactment, the '84 Act was commonly
referred to as the "Waxman-Hatch Act." See F-D-C Reports, "The Pink Sheet," Sept. 10, 1984. In
recent years, with Republican majorities in Congress, the Act is now often called the "Hatch-Waxman
Act" despite the fact that the legislation originated with Rep. Henry Waxman (D-Cal. ) and was first
introduced into the House of Representatives as House Bill 3605 in June, 1984. H.R. 3605, 98th
Cong. (1984 ) . Sen. Orrin Hatch (R-Utah ) agreed to sponsor the Waxman bill in the Senate, and his
involvement was critical to the ultimate enactment of the law ) .

PR R AEGKRAE) I riAR A A& LR IR L S KB R ERR
EHF HABNB AR AT LA R EREH T F 0 IR FFIRI o

4 Laura J. Robinson, ANALYSIS OF RECENT PROPOSALS TO RECONFIGURE HATCH-
WAXMAN, 11 J. Intell. Prop. L. 47, 52 (2003 ) .

104.04 HEBEZFT VOL.196



FRAESE

BREL RS ~ R M EBURINEE

3018 A 64 B B 18552 4 B e B A E A £ B HE (Market Exclusivity ) *°¢ °

Bl A etem S AR HL > DA MRE RARRZZSH IR 3o b LR ik 3
FEMERNAERZIERFRAE  HA LA LLEHELALZRAETH Lok M
RABE » HIRNGNE - JRIESH o S B MR LR AR SRk » AXZH

> Id.

° A B " market exclusivity ; % " data exclusivity | #9MES 0 AFE— SN o — M EBR LT R
1 A " market exclusivity ; © B XK B R % #42 T data protection ; ° HH# £ B I A AL
b A AR (data protection 2, test data protection) ° ERIM 322 o fREEZE A4
Z B oy gy H k& R EARL - RN R A AR HEARA M S BORE B AT RS R SR T 1 AT
FFRRR (F o i o 2 e MR ZCE ) - B i R T — AR AR o M ARG
NREREAZBE MR B LT P FEAMRES LA oTRH —AERERTX A
Bl RAHE ~ FVEH R AR R T A ALY LB R X PR A s ANERATRE
L AR L R M AL E R A LR AR R A R G &
B R 2 T b PR b 60 T AL o R AR o A L A 0 HE R B 2 A
AATHENRBAEF AR AA AT B ETAHT o« Hib > BRINB R Xkl w A2 & B b
TR RRE > R RBER R LIS T REHE  RAFRANE T AMEEGEAZ
PR S © HEZ 0 BONBE RIS o 24 BER6Yy 180 R4 & 77 17 3% & B 4 (exclusivity ) »
FEaE7ARMEBERFEE TERMN TR ES —MEX - B REMEBEE T FEIAE 2L
MREZFERRBREH A HE A (PLERRBEHE T THRM) ER > LIRS § 1742
NEE R BT LT E AN - A BRFAEZERHZLOHAESR MEEX - &
BlEEFEF 40245 K 2AMT T MRS M EFTHABBEZIARLEFN » L ERHIFEFT
BHAHARE » RFFIHRALFF AR T HFERED ) F3ARE "THRIIEFTEEEZ
AA =% HRRFRAEREMERAMES ERABDEEIRERER RS~ B
A EHERARRLELCFTESZIERERTS S FEHTE  FAFRTIHEFTHEEEE
WMAFZHARBAERFTE ) - AFEXEABBRZ 0 F 2804 AA e A fR#E -
M LRERA B 3AREMAES T B MH EREZ 0 KRR I8 G B — 1
FoOAKRBEFEARIRAIRRK R RE F L FBEX 2 DL T RIEH BT HEL -

7OBREFE (2010) 0 T AR A& A RBE T AT @M 0 B Rl KSR RS R AT
FAEH S EiE o BRETF (2010) TEELE L FREAE SRR EHE R EBCREELE

SIRAEMF TR o BREEHRE FI39EF 4 SR FFE (2007) 0 = TAEBRHF
B gk 4 B R E AR BB X A A S e R B R A R (FDA) Mz T B B3
S EAMMHIE, CHHEERE | HAARESIIRERSE (2014) T 103 R TERE FiE
R PR AHRBEE LRSI RS E, 0 A GEF (2007) " 2EABEL
Fl R EFERE o ATHRAFFESHARA A ERABR SR ®REE; £ (2008) TR
BHFZ AR TR FREB SR > 2EEH > F 1255 18 fE% (2004)
P Sk Emy St AMRE > RAKRSHFLAFE L ERLNA LR 5%
(2006) » " He A JLA8 4 Z iR B B 3 R A MEZ ARFEM R B] |0 B 2 KBRS RT3
X HEIM (2006) TR ERES L TE DR S BRI EAR BT AR B TR BE
(b)) BHEkESEN - F 18 4% 6 81 5 BRIBIE -~ 4545~ 5R77 X~ sk (2010) 0 T #7EE
A B EBA A SR EHLEE LT HE > AR E LA Iy 2ot &4
M BAage (2013) T#H ARG AMRAEHRBNBEEE EZ2HE > B2 KB HE
SRR LW X B (2009) 0 T &Aik 4 (Patent Linkage ) — 3 dn P45 ML 38 52 [ /) %,
B ?HEE S BRI LA AR EZ R (L) o BEREEN  F 21 £ % 02
#

8 R A AR 103 FE R RME (2014) " R B R A HAT R T RSRBEMR
A X 4L ¢ http://www.tipo.gov.tw/ct.asp?xItem=540645 &ctNode=7127 &mp=1 > (&EH & B 4 :
201542 A 17 8) °
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09 A A 48 R 1k ) T AR B R 0 TR A X RRERREH KB
A il BB RANREERUL 0 T A B AR30FAT K B AT 38 Z A & o 1R ak
%Hatch-Waxman Act—3 B — %% » FRNRER LM 2 AT FRR L0 & %
Raesah LRI EEATRA G~ LR Wik L% ? Hatch-Waxman
AL RAERE W L EPTRE KX BUR B 89 2 4v R Hatch-Waxman
Act— BB BB > #ET TR EMRIG EA AR BN T H A S 09 BULR 8
RIBEARR B R G % R & B A WA B0 SABURKRERERS - Ale W
B TR G SR FIARAREHE A1F a8

ActiiTZ 1%

S HFABNABSAFTE  RA AL FEHARNREE EHERBE 0 Hln 2014 F
11A188 12 A28 12 A308 201541 A 16 B% » 1ilh > s &P 229 FF > Bk
A AR BRI EHBEA N AEEIEERE 255N REHEHABE N E LR R
= P AR DA 2 e 5 R AR RE W R AN &L 0 AFI AR AR 5L Aw A TPP
FAh B AR 53 X IR E A VIR R AR A K00 AR BRI R ERE 0
BLE R RRL DR -

O RBURRERERE - BRI ARSI L ¥ XA S M EEZ TR LEL AR £
B e B TPP 3K FI0F » PP 2B 5 8 TPP X B 09 270838 £ B R 204 & M An R AL TAE MG > 5 0L ¢
"President Obama announced in November 2009 the United States' intention to participate in the Trans-
Pacific Partnership ( TPP) negotiations to conclude an ambitious, next-generation, Asia-Pacific trade
agreement that reflects U.S. priorities and values. Through this agreement, we are seeking to boost U.S.
economic growth and support the creation and retention of high-quality jobs by increasing American
exports to a region that includes some of the world's most robust economies and that represents more
than 40 percent of global trade. The Obama Administration has been working in close partnership with
Congress and has made unprecedented efforts to consult with a wide range of stakeholders, including
by inviting them to participate in outreach events at each negotiating round." (https://ustr.gov/about-
us/policy-offices/press-office/fact-sheets/2012/june/us-tpp-increasing-american-exports-supporting-
american-jobs (last visited, February 17,2015) ) °
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2\ > Hatch-Waxman Act /5 B Y RREZ ER T

— ~ Hatch-Waxman Act= 7 * HEAAREEH TR
BEnEERF

1938 FZ Aoy £ B » % 5% A5 £ B17#Biologics Act of 1902* % Pure Food and
Drugs Act of 1906=W SRk » FAFEE S AR/ TRABKFHAAH TR - F—
ARG Y BE &b BB X 4E ¢ FEDERAL FOOD, DRUG, AND COSMETICS ACT OF
1938 (FDCA) 193845647 » FDCAE XML F EHE 22t &
S #H ¥ 3% (New Drug Application * NDA ) A2/ » ik 5242 4 W F BUR A FE 3%

Ban B MR o (FHBEELAFTEY - A19384F4 - FDABPRANDAW 35 AFT

WMEZ L ERBEICER > FREZ AN FAARARE  ABEAHETH &
BNDAWFHFAZME » B L RN EITR L B 80 BRI » RFIEVAT]
Ao GRAERLKNSLEREFZERGAERAEZIERRR  BIETREAE o

sS850t 2 A5 TR B B RS AT BE X Bk 0 R BT 5 AR RH B A BRI IG R

19624 » #7643 & 5 % #Drug Amendments of 1962 ¥ # #7 % X &
HLR SRR RTRLKERITER ﬁ’%ﬁf&%ié%%&%&
(effectiveness ) * AMERFTEEHNH HH 2 AERET A 2K ° NDAW HALIAR
HEHEWE > EATYAIHEET TAER G EIFANRBR - BRBRZ
R HANDAYHFARRBAFHAA G - EHEVRS > NDATHFAZE Vb

1 Pub. L. No. 57-244, 32 Stat. 728 ( 1903 ) , in Elizabeth Stotland Weiswasser; Scott D. Danzis, supra
note 1, atn7.

2 Pub. L. No. 59-384, 34 Stat. 768 ( 1906 ) , Id at n8.

3 See FDCA § 505 (codified at 21 U.S.C. § 355) , Id.

1 See Richard A. Merrill, The Architecture of Government Regulation of Medical Products, 82 VA. L.

REV. 1753, 1761-62 (1996 ) , d.

Ellen Flannery & Peter Hutt, Balancing Competition and Patent Protection in the Drug Industry: The

Drug Price Competition and Patent Term Restoration Act of 1984, 40 FOOD DRUG COSM. L.J. 269,

275-76 (1985) , Id.

¢ Pub. L. No. 87-781, 76 Stat. 780 ( 1962) , Id.

7 See Hearing Procedures for Refusal or Withdrawal of Approval of New Drug Applications and
for Issuance, Amendment, or Repeal of Antibiotic Drug Regulations, Interpretative Description of
Adequate and Well-Controlled Clinical Investigations, 34 Fed. Reg. 14,596 (Sept. 19, 1969 ) ;
Hearing Regulations and Regulations Describing Scientific Content of Adequate and Well-Controlled
Clinical Investigations, 35 Fed. Reg. 7,250 (May 8, 1970 ) , Id.

15
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JA AT Wy Wy R RO K B BE R SRR 0 S HAMEAT T B RS E ARR  BO IR
MLF R R 85 o HAAHTE SAIHEARR - B &5EH > EKFDA & T #
FoHIE R ATHE AR IF R 0 LT EER e IF R s R R Uk At - R A BT RAA AT
BpATSE BT HE BT AT AR B 6 SR A L A ] B R A 0 1R R R 4 AR A
48 0 E ¥R T A Drug Amendments of 196275 £ K& » R HAHEREL > 42
TG IERRBEZ RS WHERMBFRT B AEERBERZIER
AR BB BB R A IRER 2 R R s A BRI T EE
T80 o BTSRRI HANMLE R B AR AR G -

FDCA ZDrug Amendments of 1962F7 i 5 2 36 5u B Baf2 - » AR L% &
¥ o FREAREZHE - ZA1970F2 % » FDAB#® P L ETRE S F —EH
5 Bz A2 5 (ANDA) * 0 FBFDARFAE1962F 2 1% ¥ 5 X ANDA » 5 4 %
FAGBARIE T S AR ERD DRI E A2 o b T2 4 R A e
R — L EN ER AT WEREDETAH I EREBH » MR RRIE L R
Ml S H G A BT T SER S8 ERE N R R R BIE e - 2R E %
KGRV FLERIMEHFLEZ M XTIy Ly R L ERBRERR  HE
H AR e R AR R o RIFFHRST 0 E1962F 21984 F 2 K > A 15018
JRRCHERA I M B o 2P R A ISEANDASFDAR E P32 T H# T2 4
X BRRARS  FLEREBRIENAEMFELEHRRAE -  £FHHRAFDA
FRABANDAYE o H #1984 F 2 AT £ WX B BUE FH KM 5 0 defT &2 1L
ANDAWEAZ R » AR A S BER B E P L EZF R » LB L N R B
B AR ENT S EEREHIE AR EHRS BR BLETHREAE
HEM -

8 See 35 Fed. Reg. 7,250, Id.

¥ Id.

2 Id.

2 See 21 C.F.R. § 314.2. This system was proposed in 1969 and promulgated in 1970. 34 Fed. Reg.
2,673 (Feb. 27,1969 ) ; 35 Fed. Reg. 6,574 (Apr. 29, 1970) , Id.

22 Ellen Flannery & Peter Hutt, supra note 15, at 276.

2 See Gerald J. Mossinghoff, Overview of the Hatch-Waxman Act and its Impact on the Drug

Development Process, 54 FOOD DRUG L.J. 187 ( 1999 ) , in Kristin E. Behrendt, The Hatch-Waxman

Act: Balancing Competing Interests or Survival of the Fittest? 57 Food Drug L.J. 247,249 (2002 ) .

2 Id.

104.04 HEBEZFT VOL.196



FREH
SREREZEE « e REHEIAE

LAY F4 Y 51 I Wy

—EHAZELE T RE AT LIRRKERGOER > AASZLERSET
BRARZBY  ARFEZ FRHREHZAT 0 FTAEIBHRARTSE £
RFZAHEE c M T ARABEZ RRGRBERZ AT 0 A ERZIAR
By BT G 3 R BAE R AT S 0 R SRR B R 0 R A A M
BEBEBBEZFETELEZI RS > AR RRRZEEERATIHZIFMLER
e W IENZ LA o IO FZAT > X HELEREY  LLERQRL
RA PP BB Z AT 0 Bp B AT ERY 0 N A £ B AR e s AN B
B IR EAZ B e RF AT L FARRARES » KT 09 RHITEH 2200 % A7
Justice Story#y #| 5> o i » 198458 0 » hlie Mot WAL F £ AR /iT 5
KRG EEHPELS]  £1982F A ERAEL ERZIHARITEAMRREF
MZERBEBRRESEE AR L ERZIARITARE R AERHLETE
RO - SN R L EBRTEANT I AN A SHEHER T4
B AT ) HERARE AR M o

u
v
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Bl
g
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o
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2
e
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&4

1o4F £ Waxmanik B ¥ 3987 B 8L 22 4 2 g = 5 35 f 48 s Hatch-Waxman Acté9 5]
—BF R o fr 2 TEFRH T IR e 2 B Roche v. Bolar £ AR E2 0 R E — 38 LI ZIFR

B AL R X RRERY Ik EFR TR LA LB A 1984 F % B4 & 3 $) Hatch-Waxman
Act 69 BR4EIR & - T HILIL AR RANR R L - LA KR TA , T -

%6 Kristin E. Behrendt, supra note 23, at 250.

*7 ALFRED B. ENGELBERG, supra note 2.

2 Donald S. Chisum, Chisum on Patents 16.03 [1] ( 2000 ) ( characterizing defense as limited to those
acts conducted "solely for an experimental or other nonprofit purpose") , in Janice M. Mueller, NO
"DILETTANTE AFFAIR": RETHINKING THE EXPERIMENTAL USE EXCEPTION TO PATENT
INFRINGEMENT FOR BIOMEDICAL RESEARCH TOOLS, 76 Wash. L. Rev. 1, 19 (2001 ) .

2 Whittemore v. Cutter, 29 F. Cas. 1120 (C.C.D. Mass. 1813 ) (No. 17,600 ) , Id.

% Pfizer, Inc. v. International Rectifier, Inc, 217 U.S.P.Q. (BNA ) 157 (C.D. Cal. 1982 ) , in ALFRED B.
ENGELBERG, supra note 2.

31 Poppenhusen v. Falke, 19 F. Cas. 1048, 1049 (C.C.N.Y. 1861 ) (No. 11,279 ) . One of the few cases
in which the experimental use doctrine was applied in favor of an accused infringer is Ruth v. Stearns-
Roger Manufacturing. Co., 13 F. Supp. 697, 703, 713 (D. Colo. 1935 ) (exempting from infringement
flotation machines and their parts used by Colorado School of Mines, which were "all used in the
laboratory and ... cut up and changed from day to day") , rev'd on other grounds, 87 F.2d 35 ( 10th
Cir. 1936 ) . See also Chesterfield v. United States, 159 F. Supp. 371, 375-76 (Ct. Cl. 1958 ) (stating
in dicta that if patent in suit was not invalid, then defendant's use of patented metallic alloy was for
testing and experimentation and thus not infringing ) , in Janice M. Mueller, supra note 28, at 21.

32 Roche Prods., Inc. v. Bolar Pharm. Co., 572 F. Supp. 255 (E.D.N.Y. 1983 ) .
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®3@ k3% (Court of Appeals for the Federal Circuit *° F#% " CAFC , ) AJt#
R ikle® o LU E 2 S R 5 e R 2 staw™ . #5 Hatch-Waxman Actix 1% &
Ry iR E N B IR R IR E R A

FE3% % P » Roche®y £H] ¥ Dalmane 3t & 4| Bpi§ 741984 F 41 B # » Bolar#t #
LA B2 1% B B L5 4 3 Bolarsh B SNRAF AN BE S0 o AN 1983 F B dE i
TR 0 fr A TR M Ty ik I A R BolarX AT % B MR i SRR F 24 R

#CAFCH# £ 2 ZBolar R AT &7 %N T4 A | X ZAHEAE - R RARAES -
Bolar®) & 5 75 e 442 L3F » R &R &AM T I o BolarE o9 LA T 78 3% & 2 Bk
ZABRITLHAETHART LA AL ERIMNAF LA BINE - 677 IR
B ML REZZELEENTIGZIATH - 52 RELERIERFLE ¢
ZEREZ ZRRFAASR » L rre H R - LA A BN 4

REBE > HAZLERMT > MEZLERTTRATE  AE A -

=~ Hatch-Waxman Act i /# Z 42

i Hatch-Waxman Actso/AZ AT » 2B X X FE TP HRBAE L ¥R
Wk E o R EEEZA A M B ER KBRS 0 BHAERE KR EARA T
Z AR HANE L RO B R A] o e ek R S A R AR A R B A P S T

ZHE > B R LEEATHZEE > Hm SN RREZARA G 0 R
B H IR BORE R R B4 R RROK B A 2 (A5 @ IR
B SETIEC RS ) LIRS F

% 733 F.2d 858 (Fed. Cir. 1984 ) , cert. denied, 469 U.S. 856 (1984 ) .

3 See, e.g., Rebecca S. Eisenberg, Patents and the Progress of Science: Exclusive Rights and
Experimental Use, 56 U. Chi. L. Rev. 1017, 1020 ( 1989 ) ; Rebecca S. Eisenberg, Proprietary Rights
and the Norms of Science in Biotechnology Research, 97 Yale L.J. 177 ( 1987 ) ; Steven J. Grossman,
Experimental Use or Fair Use as a Defense to Patent Infringement, 30 IDEA 243 ( 1990 ) ; Ronald D.
Hantman, Experimental Use as an Exception to Patent Infringement, 67 J. Pat. Off. Soc'y 617 ( 1985 ) ;
Ned A. Israelsen, Making, Using, and Selling Without Infringing: An Examination of 35 U.S.C. Section
271 (e) and the Experimental Use Exception to Patent Infringement, 16 AIPLA Q.J. 457 (1989 ) ;
Jordan P. Karp, Experimental Use as Patent Infringement: The Impropriety of a Broad Exception, 100
Yale L.J. 2169 ( 1991 ) ; Suzanne T. Michel, The Experimental Use Exception to Infringement Applied
to Federally Funded Inventions, 7 High Tech. L.J. 369 ( 1992 ) , in Janice M. Mueller, supra note 28,
at 22.

3 Roche Prods., Inc. v. Bolar Pharm. Co., 572 F. Supp. 255, 258 (E.D.N.Y. 1983 ) .

3¢ Roche, 733 F.2d at 867.
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AEERZB G B 19824 Bp B 46 th A5 3T 37 %> > /219841 A » Waxmanik
B X% JR B 7 tyPharmaceutical Manufacturers Association ( F#% "PMA ;| ) $24X,
* % % ¥ B 77 89 Generic Pharmaceutical Industry Association ( 4% " GPIA, ) - %
$L%#ﬁ@ﬁ%&%l<i$&&$ﬂ% DR L R S TSP
FANEREIE 5] R AV R IE R A > Bk BEHTIE P L ERANDA W 2F A if
F B 32 T 7B 1% Hatch-Waxman Actsx R 4669 & B -

AR B @ a9 R 3T B RIS S R L ERAR LT EA R F3k - 1Fh
B A G B B Bolardy Fl ik o % BFFARGPIAZ #l 69 K k& » BF £iR4$Bolar £ 3677
FIR AT R % 7 Xk LA 49\ Hatch-Waxman Actik £ » U sb 538 PA #E
1t o #eb K » PMAY I & R I TR - B L REK KT LBolar g # o5 7k I8 ¥ ik

ZEE > FBEKEBIRAACIENIESA AR BT R EAREE £
BEE®  HB RS IERA SH Y FRA HER - R > B ZRoche® CAFCH2
h E3F 0 CAFC#H 3 3b 75 kTR 2 A - 0.5 % 4% 3 i e 4] 39 B PR i 47

e FELERLTRARTFHEEZLESABANTIHEH B EHZE
B & By SEFETFIEIER AR SR A IR G2 FUZAE T4 « CAFC
Rho ok eEE > E K Waxmanik 8 - PMARGPIA=Z 5 X Bl R EHsbiE £ 4
AEPTIER O Wk 0 mERALR 0 B &R B EHE TR WA Mk E Ee9ANDA -
BT AL R ZA I IE R ZAER » ACAFCHERZHRA BZ
%o BRRREIF LI HRRES 0 PMA L Hk00 LB R BT o 19845F
5H > Waxmanzk B ZHatch % 3% B ¥ & 2.5 PMA » 3B A8 & B 1108148 3 351§
5y ANDA T %A Z A MIZE R ogih R IRIFPMAET @R A 22 SA T » BTk L

3 See, e.g., Patent Term Extension and Pharmaceutical Innovation: Hearing on H.R. 1937 Before the
Subcomm. On Investigations and Oversight of the Comm. on Science and Technology, 97th Cong.
(1982) . A good summary of the arguments presented by the opposing sides was published in 1 Health
Affairs (Spring, 1982 ) , in ALFRED B. ENGELBERG, supra note 2.

B 4 HMADARF M RKEFT (BE) °

3 Letter from Alfred Engelberg, Patent Counsel to the GPIA, to David Beier, Counsel to the Subcomm.
on Patents of the House Judiciary Comm. ( Feb. 15, 1984 ) (on file with author) , Id. 3% X k&
ALFRED B. ENGELBERG Bf %X & GPIA 1B & & PMA % F| 694 6F °

0 Id.

1 Roche, 733 F.2d at 863 (refusing to adopt broader view of experimental use doctrine that would "allow

a violation of the patent laot insubstantial commercial purposes") , in Janice M. Mueller, supra note

28, at5.

42 ALFRED B. ENGELBERG, supra note 2.

s Id.
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% GPIAWIR AR KR ZHIE —EH R > TR R L E P FANDA ° FDAHFS
W B T B L R A RIRE R S AR SR A X &R 0 A& R Hatch-
Waxman Actik % % 4% 69 Paragraph IV A3018 A 15 L4600 B R R BGPIAFT I 3k
RIRIE B SEAF LR 18 A

B

FXEN BARHE A L EIR L EEI30E AR E R B LER - B
MExRg o s EBmANAEE  FSRERWBRLERRAY )

198446 A * PMA# 7 Paragraph IV A 1818 A 45 L4385 E R T8 % 0
i#% > PMA#S € B4p#F A2 R ¥ > &35 Merck » Squibb * Johnson&Johnson * Hoffman
LaRoche & American Home Products * 5& /1 R ¥ B IIANFE RS - 6 A » 4p #9085
HALR NS MBERITHEG » AHEARETANES B REBSHREY
WAL G ERG BT G BAP RSB L E ANk mAF
J& AR IE g kA2 B (due process) PP#| 48 L AIMAZ M EHE » 4iEEF R AT @
BEE SR MARAREZJEY - JBwAeHF o SR FEBOKE BT
Hpge o

19844F-8 A » Hatch %3k B 3305 Bt B3 4 B RO R 36 et R 6 R 7y ARAL
T RBEFWOEROT L T S B A R X PR 248k A% B
B 1818 A 5E & &3018 A A3RIZ T E BT - FRBIMBELSRTRLE
BHERAGAI8AFIN £ & & Y BORE FF A -

% H.R. Rep. No. 98-857, pt. 1, at 27 (1984 ) , reprinted in 1984 U.S.C.C.A.N. 2647, 2660. This time
period was increased to thirty months in the final version of the Act. 21 U.S.C. 355 (¢) (3) (C) ,
355 (j) (5) (B) (iii) (1994 ) , Id.

> Id.

¢ How Much Haven for Drug Pioneers?, New York Times, June 25, 1984, Id.

47 Professor Norman Dorsen of NYU School of Law and Professor Larry Tribe of Harvard Law School,
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