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There are many laws and regulations related to the generic drugs in Taiwan. Every
legislation of them governed by the different Departments at the Executive Yuan. Looking at
generic drug at diffenent angle and lack of complete communications, each Department
independently legislates dicrepant Laws or Regulations. Following this, the Court, without
enough pharmaceutical expertise traning, often made a decision which might be contrary to
the public interest. Generic drugs represent the maximum appearance of the public interest.
People could enjoy the safe, efficious, consistent and economic generic drugs when they
could legally launch to the market. Generic drugs also save a lot of medical insurance expense
for every countries and it is becoming the trend of the world to promote them in health reform.
Although the majority of local pharmaceutical industries are making generic drugs, they serve
more than seven-tenth of the durg comsumption and protect the people of Taiwan from
dieasese. In addition, the manufacturing standard in Taiwan Pharmaceutical manufacturers are
all reaching the world class. To encourage the use of local generic drugs also fulfills the goal
of developing local industries. Since Taiwan is of statute law system, therefore, in accordance
to the world trend to legislate a Law of Generic Drug for Taiwan should be considered.

The study suggests The Law of Generic Drug should include but not limit to the

following Regulations:
1. The definition of Generic Drug should be suitably re-defined.
2. The Law of Generic Drug should be considered as the special Law to but not limit to the

following regulations:

(1) Patent Law: The listing Trial of Generic Drugs should literally be exempted from

Patent Right;
(2) Copy Right Law: The insert of Generic Drug should literally be exempted from Copy

Right;

il



(3) Law of Pharmaceutical Affair: Data exclusivity protection should be compensated
with disclosure of relative information; Orange Book should be established;

(4) Regulations to the National Health Insurance: For the sake of reducing financal
burden, the generic drugs should be the first line of medication. The price difference
between the generic drugs and any branded drugs should be the burden of users. The
auto-substitution of generic drugs to branded drugs should be the right of user as they
will pay for the price difference.

3. The study has also shown that there are many types of possible “willful misuse” of the
Rights. As “willful infringement” has already been written in the Law, therefore a written
Law to prevent “willful misuse” of the Rights should also be established to balance the
legistration at Taiwan.

The study sincerely hopes that the. Legistrative and Government authourities could
understand and appreciate the deficiencies, comments and suggestions regarding the existing
regulations at Taiwan. The environment of pharmaceutical industries and market of many
countries are similar to Taiwan. These countries also do not have an integrated Law to
regulate Generic Drugs as well. The study also hopes it will incur more discussion and
eventually the Law of Generic Drug could be enacted in Taiwan and also sets a legislation

model for the rest of the countries like Taiwan.
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% 8-~2008 # 27 Top 20 Ry ¥ e 7
BBy - BEEST
] =z5 [oA = HREUY FBF =358 W J:“E =
1 |Pfizer 44,174 -1% 48,296 8,106 7,945 16.5%
2 |Sanofi-Aventis 40,562 +5%/-2% 40,562| 10,399 6,731 16.6%
3 |GsSK 37,810] -1%/+6% 45,177 8,742 6,599 14.6%
4 |Novartis 35,647 2% 41,459 8,233 7,217 17.4%
5 |AstraZeneca 30,677 7% 31,601 8,681 5,179 16.4%
6 [Merck 25,901 2% 26,131 7,808 4,805 18.4%
7 |Johnson & Johnson 24,567 -1% 63,747 12,949 5,095 8.0%
| 8 |Roche 23,624 +7%/-3% 42,261 10,046 8,194 19.4%
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A Typical Registration Procedure for an Imported Drug (i.e. Generic)

Can Take between 1 - 2 Years

Application and registration procedure, example of import OTC generic drug

® Submit applicaion  ® Sample quality ® Technical ¢ Clinical testing * SFDA * SFDA issue
for Import Drug examinafion evoluation for  [case, by approvol Import Drug
Registration (SFDA] ¢ 90-150days  generics case) * 20-30 days Registration

* SFDA examine * 160 days * 4 months License

* 10 days

Month 2.6 Month 7-12 Month 13-19 Month 20 Month 21
Source; SFDA
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Local companies consistently outperform MNCs over the years

MNC & Local Share
(2004 - 2008)
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% 18~ 2007 & s B & 5% F-4 L iE 0 20 < F

2 7 ’ 48R - :
2007 j: 2006 = ST (5% % 5 [P eEen | HEs00
1 1 Pfizer 9,286 8.5 1.6
2 2 Sanofi-Aventis 6,648 6.1 1.0
3 3 GlaxoSmithKline 5,601 5.1 0.4
4 4 Norvatis 5,518 5.0 4.9
5 5 Roche 4,854 4.4 6.3
6 6 AstraZeneca 4,623 4.2 5.5
7 8 Bayer Schering 4,283 3.9 7.6
8 7 Merck Sharp & Dohme 3,924 3.6 0.9
9 9 Wyeth/LEDERLE 2,981 2.7 10.7
10 10 A 2,367 22 -5.6
11 12 Lilly 2,197 2.0 12.1
12 11 R A 2,014 1.8 -4.6
13 17 Takeda 1,838 1.7 9.9
14 13 Bristol-Myers Squibb 1,835 1.7 -1.9
15 14 Jassen-Cilag 1,800 1.6 -1.3
16 15 Abbott 1,656 1.5 -3.4
17 21 Astellas Pharma 1,650 1.5 0.0
18 20 it B 2 1,574 1.4 5.3
19 21 Boehringer Ing 1,560 1.4 11.7
20 16 2 i 1,527 1.4 -10.0
&3 67,736 61.7

58




\

fri FEMANMIZR
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EREEE > TR NG

¥ - & TRIPS $#+ 2 & fFd R B F 313

MR RE E R L2 ok A RE G M2 RER - TRIPS ¢ > 5 B> % )

ROl FrRe Rk 2 BilRRe 45k

% -3 WTO £ TRIPS 2§ 4

AF2002E 10 1pTEPEFBEMBAER | R 2 R TS BH(H
World Trade Organiation f§ #= WTO) » & S - WTO <3¢ B » AR LM AR 1R 2 %
IR s By G M2 EMA B T (Agreement on Trade-related Aspects of
Intellectual Property Rights » f§ - TRIPS)R = 2 & MR8 » m v FikH s ¢ A 48
A2 FEMAE - TRIPS = = i g © 518 7 - @8 ¢ B % K R(developed
country) ;> B ¢ K R{developing country) % X & B % & 7(leasted-developing country):#
H@mE eabhit i w s BN O RFY RS MARFRREE 1 ()%

BETHED BN EESTHED > TRIPS K20 § seen§ 8 825 (2 )WTO H # 44 %

g\x'i
ﬁ:af

Sefli > A TRIPS = 6 cdf % 5 (Z)TRIPS #3753 2 5 & F o s 82 6%
RE FHE A EADTZ BA (2 BERNRE PIN G4 v A3 (2)F
AR L 2R RABE > A W > BB i 7 TRIPS 2. 34%: % o

TRIPS #0 5 ~ 7 2 % U1 g Rorim e i e RPN i 22 RPIPE > 5 B

72 i F‘LL% » WTO/TRIPS =, {EAf IV {77 > 90.07.20. &yTR1#r 91.02.18.
http://www.copyrightnote.org/crnote/bbs.php?board=5&act=read&id=11 > "~ Ef 11 2009/07/31 -
7 TRIPS Art. 8 “Members may, in formulating or amending their laws and regulations, adopt measures
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% % (Declaration on the TRIPS and Public Health) » £ =t #-2 & g %3 B A F 26 R
B e
@ 2000 & et £ Fg Z & & & 4| % # % (Canada — Patent Protection of

Pharmaceutical Product(# #i- Canada Case)) > — % ¢ R| { i&— ¥ ff 3t & B 7 12 ik TRIPS

£

ln

rgﬁﬂﬁhgf B R s AN T RS DA BT B A

FETRISRE BEL - R TP AT LT R 2L L REH e 2 R

TS

TR F FF2 B g R e

529 TRIP %= - 5—H41H0]% = Rl

BET 1997 &£ 120 19 peied S ARGREfEST LT E- (1)7 st
SHEA 50 BRRARE TR RRETRAAS R TS M B S S
EF2ARhe NE T LTS (1 ABFIES 0 5 R B IRREY U R
TH G o A FE LSRG T R RN E P M S B ET
Hen s i F TRIPS 2 %0 F I8 (T3RF « B (SRF A% > 2 701992 &2 0 14

A = f2 ;4] = (Dispute Settlement Body (f#§ #iz DSB)) » = * -] k& » ¥ $

P

e

necessary to protect public health and nutrition, and to promote the public interest in sectors of vital
importance to their socio-economic and technology development, provided that such measures are consistent
with the provision of this agreement.”

TRIPS Art 30 “Exceptions to Rights Conferred, Members may provide limited exceptions to the exclusive
rights conferred by a patent, provided that such exceptions do not unreasonably conflict with a normal
exploitation of the patent and do not unreasonably prejudice the legitimate interests of the patent owner, taking
account of the legitimate interests of third parties.”

Patent Act, Section 55.2(1) “It is not an infringement of a patent for any person to make, construct, use or sell
the patented invention solely for uses reasonably related to the development and submission of information
required under any law of Canada, a province or a country other than Canada that regulates the manufacture,
construction, use or sale of any product.”

Patent Act, Section 55.2(2) “It is not an infringement of a patent for any person who make, constructs, uses or
sells a patented invention in accordance with subsection (1) to make, construct or use the invention, during the
applicable period provided for by the regulations, for the manufacture and storage of articles intended for sale
after the date on which the term of the patent expires.”

60

74

7

u1

76



g ek st L7 .- (1) B4 TRIPS $= L2 6|t B %> @7 L7 6=

(2)# % # £ TRIPS % 30 (2 2 B » AT * 5= L2 pfohiEs » Fp o # 1
e £ 432001 E2 0 > BHEAZT LT RS QFE o o

LA et Y B £ X A REZET LT 5 ()3 () ¥ B & TRIPS

Pz L EEJEG R T BFT MG c LR NES R E > TRIPS % = &
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R OER Y 2P pE s LR ] R SIE S H B fIE R AT L Lo

- gk Le3fRA-) B A 1O @ * (normal exploitation)Z. R, & ffﬁi:}ﬁéﬂ“ﬁi S
P ERIE R TR A D B BB R I A 2 A LR I A L
PR TIEHE G- 2T 2D LS EJEL N R 2% o d N ER
SRIFFAGIREFR AT FRFLERTT TN AEUEHERS P
ZHF ot > DAL BT F R TSR ERZEE 2 MRANHE P en
ETE T 2 B o Fpt > M E AT EJEA AR BJET A BFZAE > T
Wi d L2 % A b ok B @ o Bolar Exception” Apf o BB ¥ ¢ 2 ik o

B 18 B2 &2 4 £ (legitimate interest) 2 300 L :H iR B3 AF QDT BP L%k S

T ITRRA -SRENE [ 1984 & 7 Roche Products, Inc. v. Bolar Pharmaceut1cal Co( Roche Prods., Inc. v.
Bolar Pharm. Co., 733 F.2d 858 (Fed. Cir. 1984).) Roche ** f i — ﬁj%"ﬂfﬁé‘jﬁ — Pt éJra:Jﬂ [#J
flurazepam hydrochloride fi JE o i "fVJ £7% Roche ‘F AP B i E%ﬁ’éﬁfﬁl{, Dalmane = Fé,li S ERS ST
Bolar ~ fJ T FHIES [lﬁ(generlc cfrug) il > 78 R ETE] Roche V7 flurazepam hydrochloride f #{[##H[L
i 2 1 B i[f [l%ﬁf{ﬂ FFF (53 v AR oA i PO ™ > AR 9 F”gilﬁﬁ? JV 1 flurazepam
hydrochlorlde { I LRI 7’3"‘ 1983 LR ilf,% = JH ¢ [( JSviH HI%%%”JE’EQ Ffﬁ%‘ o %‘F’?ugﬁuﬂ
Bl Roche % Fil[NIF55 Bolar * filfE& i 7| AT = rf“ﬁ**%?ﬂ?‘ﬁﬁ“*]ﬁﬂ 1 Py ?ﬁ'ijé‘zr Sy
E?EHFW‘FH Pv Bolar ** FJE"JT % Roche il J‘;UE f FE{LQ‘?Q'% » 2{[¥1 Bolar [i4% 8574 (&5 Roche * i FJEJ
iﬂj PELEN S5 flurazepam hydrochloride ™ 7 2R ™| /'FET}%E?EMF s T S RLER Hﬂﬁ’?ﬁfﬁ”ﬁlfjiﬁﬂ

¢ [T AS Y SRS Roche - F[JF’?;LFLE‘}]EI YEYET P 4 (de minimis) o
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"TRIPS 22 f@d 23 (T4 g7 ) MRIalFL S8 WEN4 2
WTO ¢ B #ri @8 5|cht i F3g > & F & WTO BILE ¢35 2002 & & 14w 3% ) 34
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EF et R 4 A LT AR ERLE A6 0 WIO § f A 2 E|H RT3
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R gt F] 1992 E 2 B EF 613 B E LA E o By RER LA LB LA
SEE B BHREPEARERE T o rd A £ A RP HESFF R
F B0 1987 & i3 5 s fIRAE Y G0 LB BAHEA T 310 £ 7 F 0D Hdh
4 f# o =95 TRIPS > WTO ¢ B # &5 ’5"\%‘ % (national emergency) P > 448 & 4 - %2 o

VB o 7 Eog £ A BAR M RO E otk 4] 0 BRI E R L& o TRIPS

$ 31 ETEAL SRR g WIO B2 2 i d Sk IR A 2 A 3
B @ % (4 i TRIPS ¥ 30 if s R ® %) A GsEHro 5243 %1%

2257 o

BLERIARNELOLJYBE IS > HENESR A S22 EF R 0 %
B %] 5 7 1984 i if Hatch-Waxman Act B 5 ¢ &+ M & R R B Sk & A D25
Fer W DPRE P R 2 e S F T L R s e fofR B Hb
EHERIPUEL LB RN AARLFEIRL > LR E LA AFRER
AR o B LEE RP ek G IR R ER D ERET R
PRGOS LELE S0 A EPER A T LD N s Pl - 2R Y fEd B

NEEL S R ARBIE R A D EABRG > PAMEERRI BHIL T2 BE

" i R AT R U A R g
http /Iwww.taie.com. tw/blgS/pubhca ion.asp?ID=742&page=11
F# A F]’HJ:L_]ZIJ 2 ﬁ[ 5152 B Hatch- WaxmanAct?FE'FTﬁgEg V“]‘Tu o
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#73) h# % % 5(generic drugs)’ - & X;L,Tag',\,@‘g F1 5 5 b 2w e
5o RRELEZOBE R otk BT faeerglis g ke

LAFE R BT 2 kg A4 DS B RE 5

3
M4 4 % (active ingredients) 2 J" AFNFARZZBFEAIR > T AgEd AR ELE R

PAp- Ko BN R EMER TN TRY F L E R X 2 g ot e LI E S

"% R eh#E 2 4 & F 1k (Food and Drug Administration - ff £ FDA) & ] » 4+ 5

CEEDF A 0 1960 £ X FDA & REER 3 2 o FUEE 2 PEF e Dg o
MR ﬁﬁigﬁ}‘ﬂ—\ﬁ’?’“ F# % 4425 (New Drug Application » f§ # NDA) > » F]t R 2 %
R EERY Y T E TR ST L 5 51960 # R 8.1 £ 5 F| 1990 & k142 & o
fEAAS 20 E2 PN > L7 Wi NDA “Tie Fehiphk i 2 E X EgA Y &0
B S A A BT 3 85 o R BHRET 28 R RS g
hE LEDE LY > A P LB R PEEFAPER ] W RA SR Ho

D REIR 2 Y YA - P EEER T R - 2000 F 2 BIEIRE BT

2 FDA. “You know that question that goes through your mind when you take your generic drug? Here are the
answers.” (available at:
http://www.fda.gov/Drugs/EmergencyPreparedness/BioterrorismandDrugPreparedness/ucm133809.htm, last
visit: 2010.1.19)

% Pharmaceutical Research and Manufacture of America (PhRMA). Delivering on the Promise of
Pharmaceutical Innovation: The Need to Maintain Strong and Predictable Intellectual Property Rights. (2002)
(http://www.ftc.gov/os/comments/intelpropertycomments/phrma020422.pdf)
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2 JEiEm A 0 P g AR ATE L QRTEP O LS F L ERE N B2 T K Y

ol B pEEe D gk g KN MER DT SRR S FER A B

3

TRIPSEWTO &sfpcil? » gt ¢ ARAE A E L nF Rl > 2/

PASEAMERTR B od 2T LE BRGSO F At R AR P R

PO RFERY FRONL AFIRE LB ITRY

AR ETI BB ETEP E LD FEAERET P - 2R TR DR
BN A RN LB EERETEEF 2 AT VRO MY R %k P

FHPFP 2R FTL o MIEFGRAERS S HFT dﬂz S A N el = S 2

% FDA. “Generic Drugs: What Everyone Should Know.”
(http://www.fda.gov/Drugs/EmergencyPreparedness/BioterrorismandDrugPreparedness/ucm134154.htm, last
visit: 2010.1.19)
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Mo FI ERE-Hd 0 BRRAESRFEDLENE BN > RET ER
LAl aFie A AL EPE FERHR AT HIR LIS - SR LY e

5RO K o

$op FRESHRALFLAS AL
B dLF b b2 381813 & i Whittemore v. Cutter'” ¥ i€ j# & #t (common law
experimental use exception);# & 3| {6 K 1984 # Fu| s+ H W FZ X0 T EFF L 2 1)
HRF w42 —Hatch-Waxman 2 % 3ZFE S { Ea 2 26 RERMEL %y =2 LT P (&

135 271 i) D)ehd 2 2Rz UFEH R T ER L P LERFDAZ 2% 3 &

4?

Zr b B igm ¥ - T AT Y 3-(New Drug Application, NDA) jo d 5 ¢ - 3 » i §
FLARTBRE AR T AR > RER I EME P BT LY F R
JIERFSEESLE] > Al b - 2L 35 & Fpoatpt 2 %9 PR TR e L)
A AV A L TR R IR AR A2 PR L B ¥

P REHN RS- Y ERR—THEE BREARET S S N R L

190 £1 Martin J. Adelman ET AL, Case and Material on Patent Law (2™ edi. 2003) » 539 I «

%1 1d.,“On August 18, 1787, Charles Pinckery proposed the following powers: “To grant patents for useful
invention” “To secure to Authors exclusive rights for a certain time” “To establish public institution, rewards
and immunities for the promotion of agriculture, commerce, trades and manufactures ” “To secure to literacy
authors their copy rights for a limited time” “To encourage by premiums & provisions, the advancement of
useful knowledge and discoveries” > 57 9-10 fI ©

12 F1 The constitution of United State of America Article 1 Section 8. The Legislative Branch Section 8§ -
Powers of Congress To promote the Progress of Science and useful Arts, by securing for limited Times to
Authors and Inventors the exclusive Right to their respective Writings and Discoveries;

103 £ Whittermore v. Cutter, 29 F. Cas, 1120 (C.C.Dmass. 1813).
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¥= P #2954 F—i Whittemore v. Cutter 3|

104

Madey v. Duke University

imﬁ}
A8
N
o

F 2 T2t £ | 1813 & Whittemore v. Cutter — % ¢ > d Story = ;% F 51 » 3

~

o BA D T2EE AR B R OPE 87 65 R RS- BEEL T FFS
MR D QTR > N LT ERS ) - B A G T BB BT s A D

VAt L F 2 n W Bt o A f 2 15 Sawin v. Guild'®- % ¢ Story %

14 £1 Madey v. Duke University, 307 F.3d 1351 (CAFC 2002).
105 1 Sawin v. Guild, 21 F. Cas 554 (C.C.D. Mass. 1813) .
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AR R ALY 2 p o 57 47 & 32 % (philosophical experiments) 2 % % 7 FEES

GWEIILAAARBENTEF 2k AP L EEY A REFIRY BT 275
ARG FHEHEJEF TET oA REJFIR T I D R A RGBT PR R F

FE &R E IFFL oS EARALeA § o @ 7 Ruth v. Stearns-Roger Manufacturing C0.106i,’?$ S
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ezt THR A AR LRPREDFP L0 RBRDP AR ERAE
EAEAQIE S AR D A c ARSI EfIRT 2RERE T T A% BT
SRS AT PN P E L R RREH 7L L vk Ry 2T E Y
2R L S A e s MR BT E g R Pi%
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¥ = P Integra Life Sciences, Ltd. v. Merck KGaA'® % g =

T RE 2B ERNETRIEE

Roche Products, Inc. v. Bolar Pharmaceutical Co'?

AERBEIEWRRLTFIRZ
- AR o RIIE S R Rdid? 5 B3 Bt 2 FHRF WAL F M2 Bolar & &
# % Roche = 7 & {|pF g, Bl & > 2]/4- Bolar e1{7 5 I A &% Roche = & & 4] » 5

H #43% flurazepam hydrochloride * & 3= eni® * 2 Rk F %6 > & 2 §_ 5 7 B2Rersg 4] eh

BIRE 0 @ S ¥ Roche o 7 973 & 602 3877 J 4 fic(de minimis) o B2 7% 04 — B AL

1% £l Ruth v. Stearns-Roger Mfg. Co., 13 F. Supp. 697 (D. Colo. 1935).
7 0d. > BT 713 1 e

1% £ Integra Lifesciences I, Ltd. v. Merck KGaA, 331 F.3d 860, 805 (Fed. Cir. 2003).
1% I Roche Prods., Inc. v. Bolar Pharm. Co., 733 F.2d 858 (Fed. Cir. 1984).
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5 3 243 45 3 42 e(de minimis) o 480 Bolar = @ #7{¢ * 1 flurazepamhydrochloride

EhEEtR o v R B 2L KSE o & Roche v. Bolar en 18 § 7 &

B R EFENERA L ER2 S AR FEH REF FDA P17 #73 chg

B o i PR A T LRI FCERRA R L U A R S 2 E 0T O
REAGER S REAERRAYS s d o A2 Ea A2 T At 2

Hatch-Waxman Act -

Hatch-Waxman Act #% # 1 % > (safe harbor) > & R &2 B 18 7 ,T*usg =

B i & FDA %+ RS o m Pt % >k 2 i * J_El Lilly & Co. v. Medtronic, Inc.
%M, — 3 3| Integra Life Sciences, Ltd. vuMerck KGaA % ehiz—L = & [ > % [ oy

T 2R R TS E ok FUBRT U E AR E Bl s 4 R 4R TR TR
B I # ®I2R 1 25E f(United States Court of Appeals of Federal Circuit) % 32 Integra — %
PR MBI ZI U PR AR T L AR AR Y E BT X

Pooa ik TERBEELE LG et g | P L Eh BiERe 3
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10 F135U.8.C. §271(a).

"' f1Eli Lilly & Co. v. Medtronic, Inc., 496 U.S. 661 (1990)

12 F1350U.8.C.§ 271(e)(1) defines a safe harbor against patent infringement: It shall not be an act of
infringement to make, use, offer to sell, or sell within the United States or import into the United States a
patented invention (other than a new animal drug or veterinary biological product (as those terms are used in
the Federal Food, Drug, and Cosmetic Act and the Act of March 4, 1913) which is primarily manufactured
using recombinant DNA, recombinant RNA, hybridoma technology, or other processes involving site
specific genetic manipulation techniques) solely for uses reasonably related to the development and
submission *865 of information under a Federal law which regulates the manufacture, use, or sale of drugs or
veterinary biological products.

'3 Pl Integra Lifesciences I, Ltd. v. Merck KGaA, 331 F.3d 860, 805 (Fed. Cir. 2003).
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"% Fl Merck KGaA v. Integra Lifesciences I, Ltd., 125 S.Ct. 2372, 2377 (2005) » 5% 2380 ! -
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¥ # ¥ (drug manufacturing inspections ) #7 = 2 2. 3hmix A T 5 2R P WP > F
B2 B AR E R 4 & cGMP 22 m F 4 1 & cGMP RIS WP rEegE g
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R %8 FDA 2 i 5 3. %473 AME P2 247355 1 113 4 FDA % & HF s 4t
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BFt A2 AP SR & KR B 8 cGMP 2 4 2 - FDA Fl:2 (7 F » 4 %
TR LE R AP L T FDA sk A3 BT E LB k40T

2002 # 1 7 30 p % & FDA #f % B Pfizer, Inc. 3 1 &£ &'% > 2001 £ 11 7 6
PIF#127 6p FDAF = &3 2208 % % 784 Terre Haute 2. B % > 8 IR F 7
Bl L EF cGMP Rz 2 44 4 » B @ B 2% ¥ 12 & (federal agencies)™ ¥ & A &2 & m 7
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FEF L 51 Y EAi L o FDA #% L &%
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2003 &# 6 * 11 p 122 2004 # 9 * 2 p » £ ® FDA % % & Roche Diagnostics
Corporation % f 3 1) &2 2 5 g H 28 1 Burgdorf 2 Disetronic Medical Systems

AG RiF#FRAYLE M E 58 LR F GMP AL 2 HhF2 4574 HiE » £

7356.002 ”Compliance Program Guidance Manual Program” °
43 = 5 FDA ; F[ﬁ*ﬁ http://www.fda.gov/ICECI/EnforcementA ctions/Warningl etters/2002/ucm144735.htm -
144 = ! FDA ; Fﬁj‘f’!‘ http://www.fda.gov/ICECI/EnforcementActions/Warningl etters/2003/ucm147916.htm  °
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45 = Bl FDA %“[ﬁff’[‘ http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2006/ucm(075964.htm -
46 = Bl FDA %’[ﬁfﬁ http://www.fda.gov/ICECI/EnforcementActions/Warning[ etters/2008/ucm1048360.htm -

F B FDA %“[ﬁfﬁ http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2008/ucm1048180.htm °
B FDA %“[ﬁf [ http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/2008/ucm116949.htm -
“FDA Issues Warning Letters to Ranbaxy Laboratories Ltd., and an Import Alert for Drugs from Two

Ranbaxy Plants in India “Actions affect over 30 different generic drugs; cites serious manufacturing
deficiencies™.

F B FDA %“[ﬁfﬁ http://www.fda.gov/ICECI/EnforcementActions/WarningL etters/ucm170912.htm -
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4o R R RS 1 AP AT RN LA RDFE AP
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¥ B 2. European Medicines Agency (EMEA)#>t % & & 2o 4p M R 2~ 37

—=

" Conduct of Inspections of Pharmaceutical Manufacturers | °° » # ¢ Zp pheFaPL

4

P BRFEALL T R NER  ARIAAELCRFR AR R0 A AT E
PR AR R T E 2P - RER A R R HNE o VN EHF R S
$8% > EMEA ¥ 7% " Outline of a Procedure for Co-ordinating the Verification of the GMP
Status of Manufacturers in Third Countries | 1%# » Hodom ”i"f LG FIFS S R A

Hu o PFF AR 2ZF 2] a3 o 3 4 oodistant assessment » H 41 §F 7 - &

PPF &R H A full assessment 17 5 B B B R Y FF A S
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)
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‘GA::“;
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2t B £ e 7 GMP 3R (™ GMPT i £ 134 & ) »

HPGEFEL TR FRZ A FESFRPBRE B4 Pharmaceuticals and Medical

%% European Medicines Agency 5 [ﬁ, —“Conduct of Inspections of Pharmaceutical Manufacturers*
http://www.emea.europa.eu/Inspections/docs/CoCP/CoCP_InspConduct.pdf °

151" European Medicines Agency iﬁ[ﬁf#[‘—“Outline of a Procedure for Co-ordinating the Verification of the GMP
Status of Manufacturers in Third Countries”.
http://www.emea.europa.eu/Inspections/docs/CoCP/CoCP_ VerificationGMP3rdCountry.pdf
“The procedure for “distant assessment” is limited to inspection in 3™ countries that present an enhanced
physical threat to the inspector (for political reasons, health reasons or others) and where the enhanced level
of instability is expected to be transient.”
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1. #2# GMP (1977 2 1988)
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http://www.nlfd.gov.tw/ch/Download _DownloadPage.aspx?path=1198&[anguage=1&UID=10&CIsID=19
&ClsTwolID=101&ClsThreeID=0 °
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& Jlid i (patent linkage) e 3} & Jl4r & £ 2 B WHA 2 %7 RFEF 8 RY 5
ANDA #3#p¥ > ¥ 3% 22 FDA # 4 % (Orange Book) } % §*2. & {15 i @ 314z & {135
=pF > FDA = % p # %1t ANDA 2. % & (Automatic Stay) @ # & pt 3722 8 & & {rofgpr
HEF ol BgHEEL 30B c pa@ERG LFIR > LET? EARRFHEY
%77 7 1 € (International Research-based Pharmaceutical Manufacturers Association, f§ fi-
IRPMA)#ic=t o Fo i Raz = gt ap B2 4 ot IR K825 JIF L8 R0 22 {15 5
MR GER R RPN E R L 2 f R RE R EEESTE  MEH(2009) &
G Ay FR AR R S DR
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-7 pHRLIBADPF2LAE
¥ R % 1984 & #ri% ) o0 Hatch-Waxman Act(f 4= HWA) » - = 6 5 7 P U # 4 ¥
PRIET T - S G R AL RS rBAE RN S o B L EE N AE LY
P BT TRAREK LT R 2 o B e LE S FADRS
WL TR P 2 v %k p > 1984 & o Roche Products Inc. v. Bolar
Pharmaceutical Co.% '*' » %1% Bolar & Roche eh2 1| & g rTp if B 4538 (7 3% F i b & A

B L E2 G5 @5 0 @Ak Roche # iy 4 i > @ & B2 i Fuy 315 Bolar i 7 5

TR AR T R A E T BRAF LR HVA ARG F

Hoiptehg E 0 R 412 35 USC §271(e)(1) @ 2> AL 1 @ ETE R AT

S MESRE Y S EROTR A BT Rl F 0

O B o ¢ Y B ¢ SRR R > 2000 3 R BRI -

ol 733 2d 858(Fed. Cir. 1984)

192 F BIEIFRE 35 US.C. §271(e)(1). FL £5” It shall not be an act of infringement to make, use, offer to sell,
or sell ' within the United States or import into the United States a patented invention (other than a new animal
drug or veterinary biological product (as those terms are used in the Federal Food, Drug, and Cosmetic Act
and the Act of March 4, 1913) which is primarily manufactured using recombinant DNA, recombinant RNA,
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# % % 42 A& (New Drug Application > #§ #£ NDA) » £ = 7 #§ 3 & + 7 ¢ G4
(Abbreviate New Drug Application > f#§ # ANDA) - ANDA 3% % 4% 2R LEE

BADAFEF A2 RRES IR EES S WAz 2
Boritmh MW E DM BT RS S TLFARAZITH O ATELY HMEATR
BB MER I mahd AR AR RS A

195 HWA 2> B o %8 38 7 NDA 7% 4425 > FDA I #- 0 2% ]2 4p
B 773U 2 §* % Approved Drug Products with Therapeutic Equivalence (* #f Orange book)

L 7. # ANDA v Bk JpEP H % 2% & Orange book » 7 B *t NDA ¢ Heh

w R AE R 2 -

1. Paragraph I @ % Orange book * ji i aE:7 % & & fl2 & -
2. ParagraphIl : # Orange book ¥ 5

i

plus

P oo
3. Paragraphlll : # Orange book ¥ e % & &2 &1l » ¥ & LB I & 5|
o HE L EELEIEHEEL LT o
4. ParagraphlV @ f Orange book * F ;e f'¢% & &2 &1 > L& 2 B4 &
o NEF LE2 Y gy
MAHE LB FARAEY - BT RESLIELT
FFARE  RREJAZEED P A M AT AFE L ES D ’Q,Thz‘?\“ﬂ

% i %4 & (patent linkage)164 s tate EF AR 2 > H AL EE R

hybridoma technology, or other processes involving site specific genetic manipulation techniques) solely for
uses reasonably related to the development and submission of information under a Federal law which
regulates the manufacture, use, or sale of drugs or veterinary biological products.”
1% 21U.S.C. §355()(2)(A)(vii) * LY £ :
( I ) that such patent information has not been filed,
(1) that such patent has expired,
(1) of the date on which such patent will expire, or
(IV) that such patent is invalid or will not be infringed by the manufacture, use, or sale of the new drug for
which the application is submitted
' #14.5£(2009) » Supranote 115 -
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FZARR ARG TT o m L F e R HR RS IR P RER TS
FIR SR RION S KR B JIRIE & F R B emf 8 2 S FofRiid &

TaiEE P LT EL R0 515 0 F 5 %40

Eg w2 % > 45k =3 Orange book FohflEse s fF 500 2K
LEF LG B E et Orange book + # 52 & 4] o 4 & B gk
WHE20 PP AEESL B G R fIE RN KRR R L £ g

*LmﬂifﬁfﬂM%‘?%%waéﬂﬁm’azgﬁiaﬂ%¢a&ﬁaﬁﬁhﬁv
45 p kR LT RHF LEL Y AR JlEiEaan T FR G A B 45 p
PG HE L E Y A AR JIRESER > P BT FDA TF xR LE TR

LAY HFHREFHE A FHPETRTT AE A e b I A FLER

BAS PP HE FEY G AR B RELEY NI FDA § p Bk b HEE L E D 2

Z i e rLn 30 B0 A F"’;j* L AR e ik % A A (automatic stay) >
OB H] 4 2%k % 0 # 19 FDA 230 B g B S FERL D F A A 0 -
Wik F A2 PG EFT

. REBEJEEZHUED -

2. BERfni REIESL IR A4 Y FANDA 08 LEX R RS

3. 30@r @Rzl

o

by

ERPAG T RE CFLL D LR FAL IR HIE R LR
I - AR E LE S DR blAehE IR E I 2 UL ATF 3o & Orange
book & Al L E R LA HY nEDEEE LE

B B o ek x &

—

15 Michael A. Carrier. Supra note 124.

1% 21U.8.C. §355(G)(2)B)(ii)( 1).
17 21U.8.C. §355()(2)(B)(ii)(1).
:Zj 21U.S.C. §355()(5)(B)(iii).
Id.
' Michael A. Carrier. Supra note 124.
"I John R. Thomas, Pharmaceutical Patent Law, 293-99 (2005).
72 Michael A. Carrier. Supra note 124.
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FLERFLESRZ D 2 BB PG Ea ey o
% GlaxoSmithKline(GSK) v. Apotex' % @ R SRR AR SR L A
F A a3 o d GSK 974 A - 0 s Rk A fi}ﬁim«f%# Paxil » A 1992 & 212 *
Wi FDA g &+ 3 >/ Apotex § & # iy & 1998 & 3 7 31 p 4% 41 =0 & 22 F s fe Paxil
iple g L% > ¥ ¥ ¥ - ANDA 5 Paragraph IV Certification » GSK % ¥ ¥t Apotex #
NETH 22w 2P EET 0B hink FAPRF o £ GSK A 1998 & 3 ¢ pF
FetPaxil EF R D H B 4 EE ] > ¥ ¥ ¥ e h Orange book ® > @ & £ ¥4 Apotex 9

FrFERTAI e AL nw BHFAFEFE T FDAZ0 B hib b FANE > il

i 1% Apotex thikt T AH FAZE T T &'°(B 19) -
e
INE,  cocoemmuscsmens |
HN ) B oo rmss |
[—»‘-_- BO-mo stay for 423 Patant |
July '88 (approx.} — Jan, ‘02
[ e W\ VLT
1998 i 1999 i 2000 2001 2002 2003 2004
e Jan 01
GSK sues GSK sues
T S
Patent
FDA spproves Aooion fics = s
F;Ez-;llpmn: sts  first ANDA f’g‘;‘%’;:’e’:“ .Sgg:‘ on “T59 ;g‘;lz:;:’!nl
B 19 ~ Paxil B~{8 i1t 2 & i
- % > Orange book =% iy W A Ffh & JIREIEE 30 B2 chizit 258
BFor2amEdflEnGe a2 REJIRLRE L EFRETHLA 2 FREFE
CELIGRFALHLAYSBRAG (2 TE LR LEFNG L kbt 2
BB AR 2 BT e v @R AR e e R b IR E S 7

'3 Federal Trade Commission. Generic Drug Entry Prior to Patent Expiration (2002).
(http://www.ftc.gov/0s/2002/07/genericdrugstudy.pdf)
' GlaxoSmithKline (GSK) v. Apotex, 439 F.3d 1312(Fed. Cir. 2005).

'3 Federal Trade Commission. Supra note 173.
176
Id.
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FDA #2003 2o HWA 2+ k¢ > B T B> 30B " B3 AT fpl R

&
W

POoELp s AR E 2 E R 3 ) Paragraph IV Certification % & h®& 4| &g o 2

N

BRI RS L E R D ANDA 2 % e 5 &t Orange book ® «h& 4% 177, fe Z iz

-~

BT F 50 R ;}*Hf 30 B " BB AHRE » Gldek - B 2 E;ﬂ}

‘Jr‘ﬁ

A % 4] a % 11 ANDA ¢ ParagraphlV% & > @ Flot @ 24 - =2 30 B ! chiz )t 3 4 3
o e dy FPREHZENE A DL bk Paragraphll 3 & > A ¥R A4 H L1 b
¥ i Paragraphlll § 4 8 % & 5 ParagraphIV§ & >~ (8 7 - = 30 B ¥ hig ) §
AL R R it B R ABLFAD UL AL S oo
EEFF L - LRI A F BB RS CF RN IR
FDA e F 2T ip b 13 Fhomie)) higd2 She 7 0 EJIEFLE D B
B EH e RAP S # R K F ¥ BT ERIE 2 414 (preliminary injunction)z sc % o

RIEE LEREFHEE P ERE  RKE s ARRPE I REFRRY > RET UL R

ﬂﬁéikﬁ’?ﬂéﬁﬂ%ﬁﬂﬁﬁHZ.‘i’ﬁdﬁ#lﬁkﬂﬁ%ﬁ 4o T oA
FETE{l2 G5 nEHEHL PP LFLER R FRA T URE L

L J14E A &2 R BB R é 8 ParagraphlVHE - de 11 & ) B2 370 pF > (TSRl 2
FAUR - ¢ R MR L E D 2 F A Rk B RN BT £ 4 kR )
Fhafmi LLRZ AR M- RAETT ENEIRZFTFE RE77 588

BERR AL AL LR ERS o AL RETEIL R TR LB R

frt,
™
[E3

NI
E-
A
=

AL MES LR BRBJIRERELFILPE S A2 RN A PER

177 21U.8.C. Supra note 166.

178 Food and Drug Administration. Center for Drug Evaluation and Research. Guidance for Industry: Listed
Drugs, 30-Month Stays, and Approval of ANDAs and 505(B)(2) Applications under
Hatch-Waxman, as Amended by the Medicare Prescription Drug, Improvement, and modernization Act of
2003 (2004).
( http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm072887.
pdf)
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AL RS ERIRE FARANFE AL -BFEAEGERTLEARE > R A
&t HWA P MR Bue § & 2 445 ParagraphIV# 0 en® ) 2827 pF - FDA T i%
L ELERIPFABREZRAT FLFRBHI R PR PE EY L2 fEEE
Ty R AR AR SR Y A0k 0 ) PR YE AR FATETH
B0t - 4R 0 F R € @ (7 ParagraphlVH R & f]2 2 3> 2 Z R B &I ER2 75 -

-3 PHERELE R

A HWA %7 » 527 ﬁ%%‘g #3L i ANDA & ParagraphlV% & > @ &~ % Ha8 7
B0 F 180 P o B2 f f# (market exclusivity) ' 0 B A EAT FE LB TF L
BARFmATA R 2 R A B L B T A 2t E 0 4 0§ ¢ #fi%E Paragraph
V3 $ R L ESemf 7o F 2 F w3 3 29 32 BiELdy » L ERPFLp FDA
FEAEH R RBEGE L ESI DGR A EIE R REHFESL NG - B
BLES NI F L2 AR AL EEEE L ELA - BEFE L DD S
(duopoly)'®' P4 B & & F I T LB 57 T - A2 4 200 5 R

T EAPEE o Aok g BBV B TR B HEH o Pl 180 B

%
R
E
¥
~=i
I
%
Ik m

10 b BB E R feh > 3 218 FDA » 2L 5 H 2 PAE B B LT ROE
ELD IV AR AR E DB R EE LEREE AR P e

3enifit2 - REBJIREEE L ERZFESRR T LERPIUELES T T P

Bl
Ei
et

s 2Risd 1%"%?& g - &%& =N ‘;‘gr“; ”"I‘EEF’%B’*L’T'J_E‘E\‘-:’ i*;%’f']
A A AL B2 3% fofE(reverse payment) © K FE O B LB M B B0 F]ploarig AR
i avek > 29 B BER ﬁtg,gxljaﬁ,g Fig D Hohp R 55184,

B A BB PERE HAciis hut S H LFE B BBk o @ FS B RE

179 21U.S.C. §355()(2)(B)(iv).

180 Federal Trade Commission. Supra note 13.

81 C. Scott Hemphill. An Aggregate Approach to Antitrust: Using New Data and Rulemaking to Preserve Drug
Competition. Columbia Law Review. 109:4(2009). S35 Fﬁ(duopoly)f\_}}ﬂ B EE - F}FFF# bl A
e L Ry fﬂJ /R o

21U S.C. Supra note 179.

Federal Trade Commission. Supra note 166.

Michael A. Carrier. Supra note 124.

o
(=1

1
183
184

0 0
(5]

126



- FEER A LNERZOF I AL fRF PR KDY BT L LR R
FIE S FLAATUERREAEHFAERS A L F DR F ¥4 § & TR
FARGHIR MR ATER [ ESEG AR EES AL F o AR A iR
P A ap iR 6 AL g R e E g erp 4 1o

B 4iSB 3 > FDA 22003 £ 7 HWA 272 ¢ > & 180 p & 32 gt
AR B R R ek B AT A SR 22— > PI3%Y 5 ANDA <5 Paragraph

Vg 42 8 t&Fde s 58 FE2 81 T3 38 FEjagd 1%

1. Ry L BFDAHF AL TS PP H

2. P R RS R AR NES R A E Y L ERY BT R
LAIEL Ll 75 p oA

3. p ¥ - ANDA p 4230 @ ? p 25 Bot8 FDA e} 3 35 ¥ |

4. H#icd ANDA z_ ¢ gﬂﬁ—dﬂf ;

5 BRENEL 2 G S{ofE on r $HRE 2 £ R ¢ (Federal Trade

Commission » fj fi- FTC)\ & iz be 2l s T%frfd 2 p 3 & & F = 20772
(Anti-trust law) ;
6. BY G ANDA $ A8 LE R M2 EJEL HEJHe KET -
LEETE > B E? &R Rk REJIREF L EFR2FFE~ > Z@5 B 180 p
R R ARM LR 4 F A 10 p P i Ao FTC 1 2 2 2 2% (Department of Justice)'®® »
Ear iy e ) R Atk B & 1 # R *g EfEA 2 B JI HWA a2 %k

AR L E R D R R 2 R R AT g D F el K AR B ke

BERBESS B B BEAL D F LET LGRS RRES EIRE TR

BHE GRS F L E SRR Y E RIS IR R

"85 C. Scott Hemphill. Supra note 181.

18 21U.8.C. §355(G)(5)(D)(i).
7 gyl - 3k [ AR - RSO - € FDA ] A ORI U7 % o 2§ Michael A. Carrier.
Supra note 124.

88 Medicare Modernization Act, §§ 1112-1113.
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FLERAIE L AREG L e BFRAEK EFF LF2R D Fridlca L Ao
- WL E b BRSO BRAHANE LERG HFL Rk
Ko b E R EEJIRZ BT B{IPRL FREHFE  AHL LR T

52 ok AfeaEG 2 AR

¥ - i % e frfz
v PR F] 0 TG H L&Y 3 ANDA 0 Paragraph IVF 2§ R B 1 # 52 & {3

Mporeftz o A FAAKREF L HFRG &Y F{ & Orange book + h& {] > @ &

N\

HREJERFENE v d HAZIFTHIE LERENET L2257 FREJE
ok Te 8 L Bk A BT R 2 IR R chE a3 A L B RGE A
b fofE(settlement) 0 M A HEF L ERBIEfEL SN ETRE LB I R
RO FREHEE LERLofEE > FER AR U I RE A R i
189

& PfFA) 0 Flpt BLe AR AL G i v fof#(reverse payment)

RADEREE R B & S fofid S R EE LB

‘+¥:¥
3
IRy
Qe
4
%

Fis L8 pEnipd > RAJIERABDE 2B )T F e RAERE B R A
FRES R e o] AR LEE b B AFRY PRERIR AR
FRESLHLL P PR PG frfdnig % § 7 i & @70 R A L IR g S

e 4 o k4D Hehp d L 190, 195 FTC - (pt A4 ¢ Bor o>
BEERE Y CERPL IR 0 T5%0E LERT U H R G BP0 )

PR AEE LERG BT I RRAEAEY do % F L ERTEFEARE RN

-~

'8 Sheila Kadura. Is an Absolute Ban to Prevent Anticompetitive Agreements Between Branded- and Generic
Pharmaceutical Companies? Texas Law Review. Vol.86:647-666, (2008).
"% Alden F. Abbott & Suzanne T. Michel. The Right of Competition Policy and Intellectual Property Law: A

Perspective on Settlements of Pharmaceutical Patent Litigation. IDEA. 46(2005).
191
Id.
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A R DB T IR ARE I FF I Y PFEe S Rk R 2
&&é&ﬁﬁ’ﬁﬁﬁﬁiﬁﬁﬁwﬁgmo

oo dedofiand s w2l a0 HWA § 4~ K902 4 o i.%{it g L E
Feb JIESE DR Hehp che B F LERT U BPFHO0EE > REJIFR
PIEF s FEdl S 2 4cF » A5 T ROF 2T > ¢ B e rfE
AR R AR L B A H RS S L ER D BT L fofEahiE e > R B8 &
TR AABAS180 P e F BB @ B F L E R R SRR Fpird
AP F 2ok em e T e R A ERS S d B ELB ALY
EESOEL PR EDEAL T FRL DGR 8 L BERAL b

FZ OBAREBJREE LERZFOE e fofER X 37 FTC &1 4 @ 1
AN B e ofE £ DR STR Y 0 2 5 FTC 2004 £ hiidt > 328 R %

hit S fefRanAn R B8 14 @ AP ot 19920 7] 2002 2 B “TiE & 6127 B fefE & 4p v

51, 4 L e el A AR A BT R E S B TR

ﬁﬂ

o BTG PR
R R KR R AR A

HRRBEF CEREE S ofi i VR BURS Hriho TR & g R R o
Pl 0 MUTE 2 R G RA BIZLE FTC &Pt 2 e > 30w fofa {7 5 911 k2 5

2 H I fm

F_*
)

¥ - B Cardizem CD ## %'

1995 & 11 * % W& J17 % & (the U.S. Patent and Trademark Office) %+ Carderm
Capital. LP. (Carderm) #72 & eh— 3% r2infy < %p & ¢ b éh% 4 Cardizem CD % 1] -

@ Carderm #- Cardizem CD #21& % Hoescht Marion Roussel (HMR.) Inc.# # ¢ & 12 ? »

192 Sheila Kadura. Supra note 189.

193 Id

194 | d:

195 Alden F. Abbott & Suzanne T. Michel. Supra note 190.

196 A %1 7FE'TJ F’\%‘NE' In re Cardizem CD Antitrust Litigation., 332 F.3d 896(6™ Cir. 2003) > I'} % Michael

A. Carrier.'Supra note 124.

o
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Andrx Pharmaceutical Inc.(Andrx) 4*#f Cardizem CD - 3% % % w FDA # ! Paragraph
IVin® 50 A5k p e g L ERG B3 RRESDEL] > IFE 1996 & - 7 > Carderm
e HMR - 4= Andrx $f42 & ]z hir - 3 2 £ FDA30 B 7 p & 21k % 4 Andrx
AR R o

hieg BRI 1998 & 7 7 2 5 FDA i il i Andrx 8 28 Seh b 3 % 4
PEEAeRgHAFIHEFEF > R EF R AR AR Y v Carderm e Andrx & ~ #7pF

Penfefaie A o S 2 H R Andrx b L A B JIREP LG BT 0 587 413

W

EREFAMAER A TIPS L L Andrx 05 £ % L 3L Paragraph IV
FLOF LEFP R G 180 p 0 BB i o Carderm 22 Andrx 2o [ éh 2k 12 17 Andrx
BB MY il B2 F LE G R 180 p T -k BRI R AR @
PEIOEBFE e BRY G HPE L HFL RGP o 57 E SRR 0 HMR
FEL S Andrx e +§ £ £~ B2 uEPUANdx hE LG B2 50 - & aofE
v EE-RE & o )J'* n FDA i iF Andrx § L2 5.2 63 B2 {5 > Andrx :2% 7 %
gremfe ERY A0 T - 58 L EF el Bodkefs FDA $ %7 1 5 ¥ HMR £ Andrx
FAfrfz » HMR #-% i Andrx T + §«foff 4 > @ Andrx 6B 13 7 2 A p
¥ g 7 % Cartia XT > & Carderm — 424 % 7 Hjb it -

BNy ¢ il i Carderm ¥7 Andrx 2o B et 3k % #X i i (per se illegal) » %] 3

ﬁ%‘uHWA i EHA A T 0 B R Y Andrx S E LB S B 0 ¥ P (F 180

(e

P R BREZHNFHEL FR IRV BT LERENIHREL 02 g

k'

<

(e
e
o

2P Haa T s s TP A% P il @ Carderm ¥ Andrx 20 B AR T 5 2

% = B Schering-Plough Corp. v. FTC %'

Schering-Plough Corp.(Schering-Plough)f&5 % - B /5% B o BE vl & ch#E $

% F1(K-Dur 20) > f2 1995 & & Upsher-Smith & FDA # 1 ¥ 3i-— 32 K-Dur 20 4p 6 54

97 4 %] ﬁIT‘J FL%&«E' Schering-Plough Corp. v. FTC, 402 F.3d 1056(11"™ Cir. 205) » I'] % Michael A.
Carrier. Supra nop 158.
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g 7% ANDA ¢ Paragraph IV} # ¥ 35> Schering-Plough )¢ Upsher-Smith # 4=
B o RS A 1997 £ 6 P AU Bz w i ES T Bt iofi o B2 8
Upsher-Smith ¢ % 2001 # 9 7 2 {54 %4 &+ F > Schering-Plough I ¥ ¢ £ 324§ %
Upsher-Smith £ # & # &.c1% 1 2 *be 3% 7 Upsher-Smith # 5 7 f8 59 % £ Ffig
FMDERNR -

1995 & p# > ESI Lederle (ESI)§= Schering-Plough 2. /¥ » % 7 — #c22 K-Dur 20 4p B 5
LEY G R A BT 0 B & 1998 & {rf# » Schering-Plough F & ESI 7
¥ 2% % K-Dur20 % ] 5| = 5E%ﬁﬁ’ﬁfaﬂdﬁlmﬁiﬁﬂwg@FDA%j

# ¥ ¥ > Schering-Plough ¢ £ £  ESI - + % % £ » % % Upsher-Smith ¥ ESI ,kagﬁihf

—N

S0 b g e IE R A R o
2001 & p% > FTC 325 Schering-Plough ~ Upsher-Smith §v ESI 2. fF cifrfZ ik & F
Federal Trade Commission Act (FTC Act) 54545 B>t 0 % 1 = j2 pe b 5 -0 T g5 1%,

2, v

12 %2 Sherman Act Section 1'% #2. % s 2 25 An Administration Law Judge(ALJ)32 & is it &

Rz B endfofa 8 &2 oh> w8 373 FTC £ f € PFArsn i % frfdiE £ o T3y > 24

%+ Schering-Plough % % Upsher fv ESI P £ A28 & & & £ hif @ > {XP &E,Tk{ll

rfg & R4 E LB 0 D B0 R E > B E 1] i rdags FTC el fz » 30 i &
A B A S

Lo Rl e ang M k%2 chUpsher foESI#0i2 § 2 L8 F 55 {1 2%

NET Aigﬂo

2. ArfEthiAgAR st - BAIE R AR R ofR iE 2 L Ak fER e ot

1% Federal Trade Commission Act-Incorporating U.S. SAFE WEB Act amendment of 2006.
(http://www.ftc.gov/ogc/FTC_Act IncorporatingUS _SAFE _WEB_Act.pdf)

The Sherman Antitrust Act(1890). Section 1 Trusts, etc., in restraint of trade illegal; penalty:” Every contract,

combination in the form of trust or otherwise, or conspiracy, in restraint of trade or commerce among the

several States, or with foreign nations, is declared to be illegal. Every person who shall make any contract or

engage in any combination or conspiracy hereby declared to be illegal shall be deemed guilty of a felony, and,

on conviction thereof, shall be punished by fine not exceeding $10,000,000 if a corporation, or, if any other

person, $350,000, or by imprisonment not exceeding three years, or by both said punishments, in the

discretion of the court.”

200 R B ¢ “the scope of the exclusionary potential of the patent”.

01 JE( £ ¢ “the extent to which the agreement exceed that scope”.
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LEsER PR

3. d WA D E LR DR R R R IR R T 0 2
HWA “ i #5 £ e0p 87 5 o

Bois » FTC % 3B i g R EATH AL A0 H 11 i ez p § - & Lk}

ZRsw H oo TP adFmay 11 Blaeae 2 uad o

¥ = B Tamoxifen Citrate 272z 2%

Tamoxifen #_d Imperial Chemical Industries (ICI) #7473 - 20 & F* J0 5 54 g %
P ® A 1985 &£ 8 F B~ % 4] 5 ICI 2 {& # Tamoxifen % f32iE L H ¢ pFend o 9
Zeneca # & o it & 1987 # 9 ? epF ix » Barr Laboratories (Barr) ¥ Tamoxifen ek — 2%
t %% FDA # ) ANDA 5 Paragraph IV_F # ¢ 5 3t 8 ICT 7 1987 # 11 * » Barr #%
Az b BB OTEI o 2 1992 & 4 0 pEo e 2 2w 2] ICL B flE s FlE 2 REF R
ICI #& &% % R % {7 1% 5 (United State Patent and Trademark Office > f§ #PTO )R+ %
PG KLY FEAG TER Y SERRE R NES TN R ARG
gmo? v ICT ¢ 37 3 B 2R 2 Bup » ICT & Barr i & frf& » Zeneca I &, % i1 Barr

%+ - F§ > Barr » F & #%H ¥ - Paragraph IVF 4424 > #&4% 7] Paragraph II >

T2RETHEJHBEL LD o
SRR IR FRS B A o A RER R HE IR DTS R TR

PHEED RGFFEIRFERF P S BRI REFNE L FIIINE R
E il b e fofad 2b g 2R iE & (per se violations) v BEARE PRI G B iR £V &
(“suspicious”)> F] i RRFE G A - L @R AR EHFE N FELJIEERE afe

3 kR LB S LB RAGRIRI RN B NS

PR Hh R 0 R T

202 (Y £ @ “the resulting anticompetitive effect”.

205 gy ﬁlT‘J FL%WE L In re Tamoxifen Citrate Antitrust Litig., 419 F.3d 370, 193(2d Cir. 2006) > I'] &
Michael A. Carrler Supra note 124.

% Imperial Chem. Indus. V. Barr Labs., 795 E. Supp. 619, 622(S.D.N.Y. 1992)
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lfefax AA§|H s 27 BT HEA 28 L8223 5o
F P 7

2. frfR R R R F R T T REJT U WL H s B LEAPR o

s 27 Tamoxifen 4p e 2. & %% > @ ¥ H 3 ik &2 W Zeneca «H&# 5.0 5% 72X

e f_>Pooler ;2 FArk 7 R iR {rfEEATE R T HWA fo
F P nd omn R Reni f F1E o ke Fuldp e o2 7 A H A R E T

PREPFSO TS FREETFRL DD RAGERE LS LFE D S
17 5 BT R Bl R 17 e e ETIER I L 2 iR

1. Zf|afefeprass B ICLhd ) Afofepr e G4k 3 Fay S @ o

2. BLERTFILG HEBri BT F e ofi &2 B oL iR Barr E E 2

FIE > APFEOTH Fu T e i i PR E B R 1 2F S o
3. Hu@ Fiaamwcdk Bar g7 e SR His B LR s g o

2

e 8P HiEHEES L6 % 2 pRmlid, B ARE R LR .

o4 dedofi? 2FAFELFT
JE_ ififiﬁbljﬂ?."léfii’“,%? % Cardizem CD - (¥ » 2[ainis RRRES &

BRZBOfofam A@F 73 S0 TRE G888 BRGIP ERIRLES Do
fRF @ F AR ETE BRI WEFRA i d R A LR PR E I K&
FU RIATeAR B 0 B 2L HWA doff il #1227 2 B LM 30 s B e fofdai F i
/pﬁﬁﬁ%m>lmi’ﬁiaéﬂﬁﬁiﬁﬁﬁ%%éﬁi@g%é%@m,af
TR o2 7 U FFR S 2RSS B RFRARE > A LT EEFEY
Flram R { Aot 2% .

1395 FTC enii3 857 - & Schering-Plough Corp. v. FTC % 215 > RRwE & L #F 2

% Michael A. Carrier. Supra note 124.
206 4.
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5 u| 2 % Ay
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A § ¥ 1 % W2 Hatch-Waxman 2 % 5 §2 6] > M2 4 (7422 B4l B0 5 5 40
A

FU g ARAPME R 2 FER IR AR KR B L SHRIT HAEE ¥
FREAZUFROFZEST L PRZF LERE -

¥ - & 12 Hatch-Waxman i % 3 # b

AREAY A L ERMERL S RPN L 2 BB 2R P e

Bl Bz AR 2o 2Rk

i

B EA T A ¥ A '}%'Tﬁi
BR o ENHR LETH A RIPBERMOWAZ RN 2 % L B ARG
fr PAEE PAARWUEAE L FE IR B TH LFEE o UPuEREEE L

Fioh 2 LR R ERR > AR NEEIF HeR

% - 7 % A Hatch-Waxman jz &2 /it

-E'
=\
H\

\\..

FRZESRPERE > 61938 E@ 0 EMAE AL E (WME 5 Fpa
A4 572 (Federal Food, Drug, and Cosmetic Act) j» 323" % R ¥ ;%‘%? b T RERH

X RE A ELEONPAD R S RTARD L 2 (7 FF RERET )

TAERFEHEPH G st R ANEH T 202 52 T F 1962 £ £ RF g
TR R RRERAREERN e L 2R R AEFIRESESY

72 & (Food and Drug Administration ) 2 #%/& » e et — K& L ERF -7 ~ 2 POER

P hBEETRR Rk R LFLE L F BRI TS SR
BA T FP AR 1984 EHEF 70T F W L &L {8 B w42 (Drug Price
Competition and Patent Term Restoration Act ) ;> » yj}u{« RS #73} ¢ Hatch-Waxman Act °
Hatch-Waxman Act 3t £ R & % 2 ¥ 2 #F B> 5 2v% £ ~ 2 jc i & 45 Hatch-Waxman

Act 2Z HA i3:x 7 E RN R E LB B RE U L2 Fa R ERNE LEZ Y
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G852 £ (4o § 30) -

8 3 8 8

1984
1985
1986
198
1968
1989
1990
159
1902
1993
1994
1995 |
1996
1997
1998
1999
2000
2001
2002
2003
2004
2005

W30 £ W& £ 4 ¥ 1984 & 3 2005 &2 BExibF ¥

""ij‘u Hatch-Waxman Act 2. 3 & fF4l & 4o ® @

ETIAS

Bi-8 &2 FHAE RGP E D
Bzt TEFRLESTRNEP

(New Drug Application, #§# NDA) £ 5 48 fe

iﬁiﬁﬁ’? (A S NI VA SL I

ht

g iE S R B ERE S
rﬂ

SN ,ﬁqﬂl]\ 3L R 4’?ﬁ#B

% (Bioequivalent, f§ 4 BE) » FDA ¥ W §:% 5 827 2 i i78 Y 3
(Abbreviated New Drug Application, #§ f= ANDA ) » 4t 7 $eig 30 & {] % 534

(68 2 B P ~ B B n'&—[ﬁ);%_.-é%; *ooom i7E) 4 f4p $ 1232 % (BE trial)
THF AL B HAFHELRBRFRESUEF LELLEA P - ]

PR % I FERRE TR E M 2 Bocdp e

2. B rmmpm T AR F’”‘}fixé%rr-%‘fllé FHpm e "F + ANDA : d % 2.0+ 3 "ﬁ?
FRREAMMZ LR F RSB F M B (Y g e
BLIoT 242830 B2 ) g 52 & 2 2 pFF > ¥t Hatch-Waxman Act i

FELERNBJESDPFRAPR L TREEFE A TR PE - T

22 e PR V5i: IMS Health data -
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"# & % | (Orange Book) #4122 * : Hatch-Waxman Act 838 % ¢ % (7 * &
T8+ ¥ 3 ANDA S e 8 R B R e B fl@fEenim 554 Fpk 4o
R RBEROTY NDA P 5 R e Y FATEL 1 S0 A md

e S4p B 2 & 1% FDA > @ %t NDA ¥ 32815 o i&it & I#-¢ 702t FDA
ot L F P OB 5 Fpt ANDA fdk Y g 2 F AR P 52 B
w FDA ¥ VAR P > £ 4 S 0T w fA )0

(1) % - %3P (Paragraph 1) EM A 3 7 ¥ A5 &2 ANDA AP 2 % {1
nEE A 'j‘m R 212 BERKZLZES B L > FDA v 3 &% o

(2) % - sz P (ParagraphIl) : ZE M AP & Jlc ik mrc > FPt - kN B ¢
Sene &+ 012 BE @SS 4 0 FDA T P B -

(3) % = %P (Paragraph IID) : B2 234 L F @ 2 4B & §1% § »2» = ANDA
o B G 5§ Ring FlE FDA %R {lG Wi § L
ANDA -

(4) % = &P (Paragraph IV): 0t 30> 2 do g A ehit (> - ANDA ¥ 34 B 4p

MEHLgrahd EH R N2 ¥V GEEIYBLIRTNT T

a. pEi®tFE 30 B? (Automatic 30-month stay) @ #% I % w FHEM (S
ANDA ¥ ’%‘*’ﬁ Jp i - NDA #&3 & Ao NDA #3 /P 45 % N g {
TN E{EIE 0 % NDA #6F 3 91353 0 FDA %5 9k § 4 30 @
PERI TR A ] e

(a) & fldpis
(b) EHEF 2 %% > 2 a2 % NDA & 4] & »c & ¥ ANDA ¥ 4 &4 -
(c) 30 B 7 4 o

b. 180 = 7 H# & g (180-day exclusivity right) : 3 ANDA ¥ 3% w &7 =
B PR FEH - X B4 180 % mﬁ?ﬂ? #p > 7+ FDA v 3y

Bt ¢ LB EP- RANDA» 03B L8 5% e 5P -
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4. % {14 w42 (Patent term restoration ) : 7% B 3 4oyt cHFEE > & F] L W R 0%
BRAREE MR LM 0 TR BE R L E G ke L BT R
FREE 2B o Pl Y FDA 38 R B fiz NDA (82 60 = > R4
¥ 2 B E 1% 4 (United States Patent and Trademark Office, USPTO) ¥ 3+
LAlwAR o F A R I E R CTRR RTINS L2 v FDA Y % 4
2R Rt R AR B A5 E o

d AR E A REFRFRT - 2 ST 2 B AE 0 F]t 2002 & F K FOAE T

Hatch-Waxman Act > H 13 :zed & 4 40T ¢

. p#i®it% % 30 B (Automatic 30-month stay) @' ] =X iz 4 & A&+ R
BERY fpdietdhah=tfic Flle - B ANDA Y 5% @ RB S BT 1%
AR 07 e & 4] E #% I 30-month stay 2 ¢ oS #pnre ) FDA % 45

L

S

ik £ et 1 B ANDA Y % @ AR A TN B A ¢ b 1% .

2. ANDA ¥ 3% » g P i€ - NDA holder 2 #/ ' © #74L % ANDA ¥ g & Jf 30

20 = p i & NDA &7 —%‘ o

3. ANDA ¥ 3% 7 j% 4= declaratory judgment’ / i 4 ¢ % ANDA ¥ 3% i v NDA
#3 K 45 % p NDA #%E:)a AR EEAL T EEEEES LA R
Bx 15:1‘&.} 2Rk s F] ATH T % NDA #‘?E:’ﬁ F 345 = )N A FA2F 0 ANDA
PEE Tt ki NDA H Y gAML T m /T 0 ¥ 5 declaratory
judgment action 17 i # F f &+ 2 FEI o

4., ANDA ¥ ;jé-'g o izfEr ¢ ¥ 44 counterclaim : A73 T ANDA ’%-—%‘ i
NDA #5 # # “ﬁ% Orange Book # 4k & Z >N B uFEH N LB EH & * 3 2 2
Bl e AT o

5. B 180 = B s S 4 (180-day exclusivity right) @ &% 4 ¢ FlA P g
€0 F] - ANDA £ 75 7 2 %4> f1* Paragraph IV #* % 7 & & f 2“7 5
ANDA ¥ #5180 %3 Hris ff 5 SR FATR LT HE - 2R
Paragraph IV 2. ANDA ¢ FOE R Bl e

FRABREE tEZa W2 EY BRI LB M2 A B N E M E w2 T
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BEWENE L EAE > A MAR TR ERIUrTATERE L P9 chE IR R
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1. 8 +%&2 3 % ' % W2 Hatch-Waxman Act %¥_3& 7 Abbreviated New Drug
Applications (ANDA); #8 S @2 23 B 22 T R % %28 &
NG LR TR R T AEFFERCNZZLE T LB

2. ARl ¥ (BE #5% ) 2. % # B2 Hatch-Waxman Act 3P 7 4] * BE #5%
P ANDA 340042 @ o BN B A% ETF AN F 37 k¢ WP
BA/BE 2k 2 AP R go ik @ ok s 3 p Rl o2 Ay 2 fpp Y A 0 &%

PR =rl?*ﬁ.§,'§/ff l”fyb7 ‘/\’:5 #Erﬁgiﬂ"i"

3. WRAFLAPMAL AT RE T LEY GO F LR WY F R R
RO STENEEFTVRE BEEFFLESTVRBRERESE (G
&7 ANDA 2 ¥ > 4 R Rgrin Mg 17 pam i R LA f

# B2 & 41;2(21USCS§355) 7 B P ”Use of patented compounds in experiments
that are not themselves included in “submission of information” to FDA under
21USCS§355 does not render wuse infringement for purposes of 35
USCS§271(e)(1)” » m Hatch-Waxman Act = 3377 B8 § 5.2 5.7 L b 2.0k
(35USCS§271(e)(1)) It shall not be an act of infringement to make, use, offer to
sell, or sell within the United States or import into the United States a patented
invention solely for uses reasonably related to the development and submission of
information under a Federal law which regulates the manufacture, use, or sale of
drugs or veterinary biological products.” ; I *% 5 @iz > Pl IR {F % 57
GTEM LR 0 B R TR - AF L K SRR
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formulation & # © i gk £ 272 (4) FHi2 ¢ 4B TRk A ) 7 HER?

# A % & % J1:2 %41 & (Orange Book & Patent Linkage ) : % ® 2. Hatch-Waxman
Act ¥ T FDA #4713 17 3 2 #5.2 jphf & I F 37§43 Orange Book
PR RS R LB A AZ Rl A3t E 2 (21USCS§355) ¢
M z_Paragraph I, 11, III, IV (¥ % % jy$* B Paragraph IV : FDA g & &t % % 30
B R PR A2 180 X g ) et RA R FDA p & et F 4 30 B
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B EREHFALELE BRI AT R B 0T R
e $Ppul 1 BHES2Z PP m BT RELEEEEREF ERIES TR
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SARERFAENT 19F TVFE GRS (7)) cde PR A B
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£ 414# v 4 (Patent Restoration ) # K Hatch-Waxman Act 3% & B % fi 7 >t FDA
M BATE LS 60 X Mo USPTO # B IHEw Y 35 27 10k 2T
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-h_‘\

I FE T E o
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A% 1 (Data Exclusivity) : # B Hatch-Waxman Act ¥t ¢ 7 7it & %
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Guidance for Industry ¥ 7+ 2 % ”Revising ANDA Labeling Following Revision of
the RLD Labeling : ... an ANDA product must have the same labeling as the RLD
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