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7 21US.C. § 355(j) and Federal Food Drug and Cosmetic Act (FD&C Act) Chapter 5 Section 505(G)(2)(A).
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1321 C.F.R. §314.108.
1421 C.FR. §316.31.

1521 U.S.C §355a. 3 ta & # T %4 Best Pharmaceuticals for Children Act (BCPA) and Section
505(A) of the Food and Drug Administration Modernization Act of 1997.
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2091 U.S.C §355(b); 21 C.F.R. § 314.53(a)(b).

HRRASLELT

2l Us FDA, Orange Book: Approved Drug Products with Therapeutic Equivalence,
Evaluationshttps://www.accessdata.fda.gov/scripts/cder/ob/?source=govdelivery&utm_

medium=email&utm_source=govdelivery (latest visited date: March 14, 2019).
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221 U.S.C §355()(2)(A)(vii).
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Al ik &ML gk OB Sk H L B £ 0 2014 SF > 11-13 & > https://www.tipo.gov.tw/public/
Attachment/511916312153.pdf ( & # % B 12019 F3 A 158 )

2521 U.S.C §355()(5)(B)().
2621 U.S.C §355()(5)(B)(ii).

2721 USC 355(j)(5)(F)(ii); 21 C.F.R. § 314.108(b)(2).

2 35U.5.C §271(a).
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2 gmRansy HAt A B 0 224 X 0 H 114 o 34 35 U.S.C §271(e)(2) W9 X MR IR T A H - #&
AR T RARE 2 B M B FD&C Act 505()) % 505(b)(2) 42 th ¥ 35 % - 15 £ 4142
M2 412 F ¥ FD&C Act 505(j) BP & ANDA % ¥ 3415 o

3021 U.S.C. §355(G)(2Q)B)(Q)~(iv).
321 U.s.C. §355()(5)(B)(iii).

3221 U.S.C. §355()(5)(B)(iii).

321 U.S.C. §355(j)(5)(B)(iii)(D).
321 U.S.C. §355(j)(5)(B)(iii)(II)(aa).
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7% (declaratory judgment) * &F 3K
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3521 U.S.C. §355(j)(5)(B)(iii)(T)(bb).
3621 U.S.C. §355(j)(5)(B)(iii)(III).
3721 U.S.C. §355()(5)(B)(ii)IV).
321 U.S.C. §355(G)(5)(C)(D)L).
3921 U.S.C. §355()(5)(C)(ii).

4021 U.S.C. §355(j)(5)(C)(iii).
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BRI &S R 2 - LA E A B 588
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¢ Aetna Life Ins. Co. v. Haworth £ »35 th £ B Bk R4 a) A AEAE 5 A AR T o T &4

K T #3% T (" cases” or “controversies” ) mAERZ HFZ AL LA RBE L T ET W FH

(" cases of actual controversy )’ 3% F k482" real and substantial” > ¥ EAE L Feh

ey BIRIF4RA - RARLE LT EEZHRA LA - #1328 ERALERBLHE
W A ERLREA  BAMAERZFHERR RS 0 AT AT o WIEFE

TH HWA 234 > kLR 6 8% ETEBARRF S 4 ERR B TR AFEE 3412
HEF R ZAZF 4T 2 4% K paragraph IV BF © 4 Aetna Life Ins. Co. v. Haworth, 300 U.S. 227
(1937), at 240-241, 57 S. Ct. 461.
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BRI REFE L A3 A 5 AR
FHEAEA N EEMNEGZBE o 3%
B B ps A e o OB L A RE - BRI RE
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B H R R AR EARE - 55
RN FERECROBIVAE S o [RIBLEE K
P9 A 35 B BRI AE I SR AR 2
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EAE HHNEAERFA P HE I EA Iz
B o MZRRTATA - fEEREBE AR E T -
R TR SF R4 EE itk A Al pEfEAE
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ANDA HHFE#EH B EHFZREIT R > DL

$E PR AR 4 - T TR
SR -

2 . AFEREEENS
BT

BRI 55 60 6 E B W SRR
BT R B LUHAS 8 3k i E S )
7 s 2  BT T B S 26 L AT A
E o e woe kB & HpE
Tk » ML BN A B 6 5 2 B15E 5 A
55 53 A E IS 2 AT 3 2 B g R
fE 1B LUE— RBE E E E R AE
HFRE AR N EE R AR 40-2 16 0 HI
21 B BB A L R e o 2 R
B EE 2 BT R 3 A MR & 4 i R
LB HE " - KL - HWA iy
MRS R RESIIRAE 5 ~ 357 53 37 3 B8

44

45

46

35 U.S.C. §302 (1980): "Any person at any time may file a request for reexamination by the
Office of any claim of a patent on the basis of any prior art cited under the provisions of section

301 of this title. The request must be in writing and must be accompanied by payment of a
reexamination fee established by the Commissioner of Patents pursuant to the provisions of
section 41 of this title. The request must set forth the pertinency and manner of applying cited
prior art to every claim for which reexamination is requested. Unless the requesting person is the
owner of the patent, the Commissioner promptly will send a copy of the request to the owner of
record of the patent.” PUBLIC LAW 96-517-DEC. 12, 1980, available at: https://history.nih.gov/
research/downloads/pl96-517.pdf (latest visited date: March 28, 2019).

35 U.S.C. §306 (1980): “The patent owner involved in a reexamination proceeding under this
chapter may appeal under the provisions of section 134 of this title, and may seek court review

under the provisions of sections 141 to 145 of this title, with respect to any decision adverse to
the patentability of any original or proposed amended or new claim of the patent.”
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201249 A 16 HB G MEITEE =5
#5 % 2 I (Inter Partes Review, IPR)
#% BR TPR I EE Bk B b A M
WM BPEREE A N
IPR ¥ paragraph IV 2B EEHG3E ™
AR E R

MHEZ T BRI AREERNGE

57

58

59

28 ©®

%435 US.C. §311~8319 ° Andad e $ AR o0 b P B F 4] 09 A Mk IPR £ A4
A 9MAKRA AL HRAR A FAHAM 35 US.C. §102) & IE#Mm 5 &t (35
U.S.C. §103) #e 3k F A4 A % it o IPR A &4 AH FARE A AMEZ —F 1 14K
35USC. S6 MR ATHFESAMHEREH SR Fh Akl MAGAFHBF T T4
#EF| & L3 F& B €, (Patent Trial and Appeal Board, PTAB) & £ > PTAB Z & 8 &4
Bk &l Bk 4478 K& E (commissioner for patents) v B AZATE KB VA RAT B R A
ET O BRM MBI BTBREHNETEREL 2. RHRLIRETERESL T £
Z AP 9T 480 | ( “reasonable likelihood” ) & F KB BRE A HEAZE L T 1ETHE

(preponderance of the evidence) * AKX L AZHEFA P > L5 H A HEHRIEL &A% (35
US.C 8282) FiE ik # B4 A#E1E | (clear and convincing) #9 $ & FALAZAE « 3. R B A
HEFRA L E CAFC » #F4a o7 5Kk » 2B AR H R A LA Wl F R A H—A 5
Z#E& (IPR) Rtrs b o (FEMAMAT) 2016 F9 A > 11 B - @ X IPR %A — 1%
MR A Z Z R 0 B PTAB % A0 H £ 4] 6 8 09 BRIk LR & 2L M F£ )R A (broadest
reasonable interpretation) * 7% [ 8] 3k & # A% B )7 A] - PTAB #R I 64 S8R A - 415 A &
eyt KT Atk s eh KA R A #7 AW R IF B @ 5 4otk i & 24 o M USPTO 14 2L AL AT 37
CFR.- 2018 % 11 A 13 A4 » PTAB 8 £ Al o ] AR EAF ke — B - B R BT %
Federal Register, vol. 83, No. 197, October 11, 2018, https://www.govinfo.gov/content/pkg/FR-
2018-10-11/pdf/2018-22006.pdf (latest visited date: May 9, 2019).

W4T 0 Ak TPR %12 Pk 2 £ A4 A 20189 230 & Orange Book 4] % » H 90.4% 4.4k
BN HWA 89 %4143 4 3~ 42 ° Tulip Masaheth, IPR Outcomes of Orange Book Patents and its
Effect on Hatch-Waxman Litigation, October 3, 2018, https://www.ipwatchdog.com/2018/10/03/
ipr-outcomes-orange-book-patents-hatch-waxman-litigation/id=101621/ (latest visited date:
April 6, 2019).

#% IPR #1142 paragraph IV # " 44 £ % & 5> » % paragraph IV 38 T 4 F A 180 R & J 44
B - RIFAB LA FAZ R 09 E F 430 2012459 A 16 42 % 2017 -6 A 30 Ak - 4t %
Orange Book % #]#% th IPR &% » & Fi A IPR £ 469 5% © % USPTO statistics, Orange Book-
listed Patent Study (Mar. 2018) - a report on FDA-approved drug patents challenged in ATA
trials, March 13, 2018, at 38, https://www.uspto.gov/sites/default/files/documents/chat_with_
the_chief_march_2018.pdf (latest visited date: April 6, 2019) » X F /£ 2014 F £ B #* A 3+ %
X 3 #K 51 IPR $2 paragraph IV #9 Bl 1% » 4] 4= Matias Ferrario, Jennfier Giordano-Coltart, and
Leslie Grab, The Use of Inter Partes Review Petitions in ANDA Litigation, Aug 4, 2014, https://
www.kilpatricktownsend.com/~/media/The%20Use%200f%20Inter%20Partes %20Review %20
Petitions%20in%20ANDA %20Litigation.ashx (latest visited date: April 6, 2019).; Howard W.
Levine, Charles E. Lipsey, Sanya Sukduang, and Aaron Gleaton Clay, Inter Partes Review in
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60

Generic Drug Litigation—Why the USPTO Should Exercise Its Discretion to Deny IPR Petitions
in Appropriate Hatch-Waxman Act Disputes, March 7, 2014, https://www.finnegan.com/en/

insights/inter-partes-review-in-generic-drug-litigation-why-the-uspto.html (latest visited date:
April 6, 2019).

B RIS 0 F R4 HWA 1552 Hatch 530 8 » 5 2018 SF ¥ 42 1 % % the Hatch-
Waxman Integrity Act of 2018 X A H S ER - B @M AL HIHELTRFNE
BB RR  RATAETIR R T @ R Rt RARAE TR R B 0 B v R B A AR B AT BB
FATA IPR %5 LA M FEAZF R T1EHE HWA 14 £ 8 A FATBOREZ 4L TR tey
st v Hatch 3% B 4 @ 3% % IPR Y2 HWA X A540 R & - B 4 — 25 % 37 B3R R IPR 1F &4 5%
7R B %A 0 B HWA 2 SRR &5 R %2 - 3k 2 B $417% 35 US.C. § § 315(a)(1), 325(a)
() A # L ERAFIAL > Bp— B RAHEDEH EHFRE - PRFRRLIPREFZE
EAAR  ABRRFI TR BB RATHE A AT R AXRS 0 A Hatch 53k b b
s EEZ a4 PEm TEL ) (7 integrity” ) —79) » AAE L P35 4 ik £1% 7 To amend
the Federal Food, Drug, and Cosmetic Act and the Securities Exchange Act of 1934 to prevent
the inter partes review process for challenging patents from diminishing competition in the
pharmaceutical industry and with respect to drug innovation, and for other purposes.” #.% * it
IR R4k HWA LB L B X Z A FHAPZ B0y BEREABEHRATE - B> AX
Bl A 2B A HWA $Z 09 R B X — 14 B £ Bl & MR A R HE Bl £ B 2011 4F
Sk PTABA R A—HBREMNELE?HL > AXRLRA AN LA ELET LR
X IR HATERETRT » HRENLHA - e R FFE TR B BRI E L
¥ mENSTRE  FLERFR  LHELERATIREZ LR R L - BILEHBAM
REZBRERAHE > SRR ARSI AR EZ RAZ — kR FRFRTHA
RLRETTA AR RER AL LR REGE—RE o B KB A 4R AN RS R
PR FARHEF R AT CRAEEEGREIARARETAR T R EAZ EFHR
B oo EENRET 4 HR.7251 - Hatch-Waxman Integrity Act of 2018, https://www.congress.gov/
bill/115th-congress/house-bill/7251/text?q=%7B %22search%22%3A%5B %22integrity+act%22
%5D%TD&r=72 (latest visited date: June 20, 2019).

Ao HARBATRETH L BNRELE S BRERBEA 0T - B LA #2015 5]
NS REGFE R — Bl ARG R L EE R T EANFHRHETR - KA
W ARNEE IR FTE  GRIEARBRESHE L ETSRFEEH AL AR
FaH SR MEARERFIANRE > A =F - R2017F5 A 25 AEFHRBEELR
AL FEEEACFEN  WEFHEARIFHRRRAZEGFIEST  ARIFHERE
2017 45 AR - AR > R34k - £ (kR AdR) £H @k § 106 &
F664 FE®LE106F5A 26250 521 -
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61 Blonder-Tongue v. University of Illinois Foundation, 402 US 313 (1971).

62 Triplett v. Lowell, 297 U.S. 638 (1936).
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