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Yk #Charles Daviszg A i — AILLHE R (5T & > small-molecule drug) £ L7 > Fi &
800, £ 11£7,000% £ 7T > MmATH—BA MR (biologic drug, biopharmaceuticals) £ k77 >
BT E2,0008 £ 7T - ZH A EHEZRBGHE R A - QFDAYEATHERA (28
KA ~ HEE > FIETER  ARMESZ ATHTE KRB R R IF BT T S AT
A R A o Charles Davis, Note: Take Two and Call Congress in the Morning: How the Biologics
Price Competition and Innovation Act May Fail to Prevent Systemic Abuses in the Follow-on
Biologics Approval Process, 81 GEO. WASH. L. REV. 1255, 1267 (2013).

2 fk#Sorscherds # + FAK 2 LAIH L EB AN AL - EFRARAY DA BMEAA
RIFAIHT B ABE » B RA > Wk £HPis & - Sarah Sorscher, 4 Longer
Monopoly for Biologics?: Considering the Implications of Data Exclusivity as a Tool for
Innovation Policy, 23 HARV. J. LAW & TECH. 285, 297 (2009).
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3> F' 7R A Fﬁ' Y E B RY o TR E SR = 5P 5] 38 ( traditional pharmaceuticals,
conventional pharmaceuticals) o [N % PrR[Fk FpvedE - Igﬁfﬁlﬁlfll\ A
;”U%Fﬂ{ ( biopharmaceuticals, biologic drugs) ; T [F[ I = E TN ??i@?ﬁ‘/
(“EF GBS PIEVRURI DS o & Pl P 2 o e 2 PR RS RUR 50 36
%°

B8 L8 RS A S

Fﬁ%lﬁl MUFEEE > R %;Eﬁj[ﬁﬂﬁﬁs :
(= ) E$ (=% (organic chemistry) —— (%5 #rfk AFL[#%H,;&,H B - P
SR RURI BT | e o
()& Pr{=557% 1% (biochemistry and physiology ) —— % [~ S5 PRI s]
?E‘FUE‘V%E‘E ) EHTF,%‘?[;H& (Ot GoBIfYH ;F\[gﬁ:iﬁ\ ...... = i:ﬂeeig[ﬂwh Ry
F@?ﬁfﬁj@r‘%, my[l%fﬁjhﬂﬂﬁﬂpu %g'-ﬁq s = SRR A ;%[ﬂjg%wzg P [E' ﬁ']
WIPEREIG S P BB SRR HIE SRR (IR AR ) o
P
()& (virology) FFRVES (immunity ) —— PG ) =) puBs T Jﬂ%ﬁrl—hEl
W?“P%wwﬂ’l“@%éﬁ%m? LA RS S 3
FU’JIJ E| ﬁ'f'ﬁkﬁ“ﬁﬁj o %‘ 19817 T i = w@ﬁ&ﬁ - EE | (Acquired
Immune Deficiency Syndrome AIDS) PuUstli o Y Zﬂf:Uf'FJ o ,TE %Flfylljlg{t ,
FSE PG Pt o 67 2 T RO > BIORATE R 9 R

HEPREYNGE  FHELHRXD A F L REL SH M EE— AER XS

E o FREH 1996$10F] 2487 > 178-180H ~ {R& M BLATAR B b BE 22 o BB B30 A 50 »

b S MEG T H] R R TR AR R PGSR R PR B P e
BRI A B ARSI S 3 101

D.G. GRAHAME-SMITH & J. K. ARONSON, OXFORD TEXTBOOK OF CLINICAL PHARMACOLOGY AND
DRUG THERAPY 169-70 (1992); PHRMA, DRUG DISCOVERY AND DEVELOPMENT (2007), available
at http://www.phrma.org/sites/default/files/159/rd_brochure 022307.pdf (last visited Sept. 24, 2014).
% # % B Pharmaceutical Sciences, available at http://en.wikipedia.org/wiki/Pharmaceutical
sciences (last visited Sept. 24, 2014).
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()RS (pharmacology ) ——B&|SF SERSERVEI ol PRt - e FOEE SRRy T
}kgﬂg’ﬁl :‘ZE% 4 F,sJFH (R B

() H P155 (toxicology ) —— P55 F{| M | B S7 5 e fld fH {193 1 2 T 7] i
S WRVRRRREPA - T B RR Y HI T PP LR Gy - SR H il B S R AR
$ﬁw%,muﬁﬁbﬂw’quﬁm¢?ﬁw Iiw%ﬂ

(F )PS5 (physical chemistry ) —— PRI {= SFpuiEs ] > & 2Pt [P AFT
AR PPIXA EJIEJ Bl MBS R o R s BT A R [ SN B
Q'Elxﬁbf ) EJE’jJE?WuDNAE‘?RNAEIUE%HﬁJF PRI ReEEE FLH 73 ”JF SEE T Y
SIRFE mg[—] (=28 Igiijria‘itfiﬂ tgﬁ;‘pl[ﬁ‘i}}d o PR 2T R BER J?F?I‘J E‘”f'cl%r» o

(& )RR B R SR R R A Y
ﬁ%v@w USRI i fh BT (5 G RV > SHPE A FF2g -

waﬁmﬁ@%@@%w WL mﬂPvFﬁ~a@$@vw%wﬁM%%

il p[éﬁjr[ e rA%En*] gm o (s E[lEjﬁﬁﬁ&#ﬁfﬁ?ﬁ%?‘ Y FEE i

% S‘J} ff# EIACIH?I}AEEAYEUE,WE'FEE AR AT (purity ) ~ AREE (stability) J‘J
bfﬁl’?’? (quality) ® - FRE Fﬁﬁ??“‘ﬁ po 2 1 Hp f&‘ ol = ER-
=R BREE ST AT A AT R ’E'f%ié ° o A0 [P
o B SLEEREE D 2 VR R U9 i PR - PR S

HE A HRB Ep 2= F M 3 % MRaja Mangipudya, John Burkhardtb & Vivek .
Kadambic, Use of Animals for Toxicology Testing Is Necessary to Ensure Patient Safety in
Pharmaceutical Development, 70 REGULATORY TOXICOLOGY AND PHARMACOLOGY 439, 439-41
(2014).

W IRAE NPT R R G R0 BAR (target) - TRFTEIE - E LT 0 FEFHI0FEISHF -
PHRMA, supra note 5.

Satinder Ahuja, Chromatography and New Drug Development, in CHROMATOGRAPHY OF
PHARMACEUTICALS, NATURAL, SYNTHETIC, AND RECOMBINANT PRODUCTS 7, 7-12 (Satinder Ahuja
ed., 2009).

Id. at 12-13; Keith MacCannell & Henry Duff, Drug Development, the Evaluation of New Drugs
and Principles of Therapeutics, in PRINCIPLES OF PHARMACOLOGY 75, 77-78 (Paul Munson, Robert
Mueller & George R. Breese eds., 1995).
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=~ A VB I R R

un3#def?qumw+ﬂ%@EMDNAgﬁT&ﬁ%(mammmmnDNA)11ﬁjﬁ
R S R A IR PO R R A R R
( biopharmaceuticals ) EJH% Z5 i#’izﬁ‘# 7 BUJ"\DNA;[“”]@ f‘wﬁlJVEF'J12
HOCMEE P R S PSR R RIS P - S PR - A
2 PR PR HISRL -

P2 BURCPRAE R B T SR
S o N H Tg#51% (Public Health Service Act) ?T351(a)|'@15E[UI2"‘%F5#[

A EB L 0 ARPHRMA% 3T » #2007 » BREEHT P H 2 & é’JSfifr_lO{.’%i £ AbadEst
RAKE N H A - PHRMA, supra note 5. 4 MB 48 L g 2425 » A5 MEE— T EFHFTIR
FERM, -

ﬁbé&iﬁﬂ% H— AR DNA IR — A K B L 5 — A R eyDNAZA R B W > Bl E otk ey

DNAMAG —AWRF  BEZEAE —AYEZER - FLHBRXD 0 #EBBERY

SAZHEE S F A XA MIE - & RIEEHE 0 1997FTA - 264541 » 86 H 254 -

JUI R T 42 - DNAE At fiy » AR - ui #3255 X34 L - Bhupinder Sekhon, Biophar-

maceuticals: An Overview, 34 THAI J. PHARM. ScI. 1, 2 (2010).

AMBESORHARREGMFIE £ dot AR Bith - M - BAEWF » REEBFA

Moo VA BCH] R R M A 3RO 3o 2 ey 4 M M F o Biopharmaceutical, available at

http://en.wiki-pedia. org/wiki/Biopharmaceutical (last visited Aug. 10, 2014); F 424 - 7 Al

FIIEAE ~ AR~ ARk~ BME AR AR AR - 20035 0 248 - A B A

M SH BA YA EE  SEL B S  d EB AR A D RS A 0 A B RE A 0 2004

F6H A0 75-90F -

Sekhon, supra note 12, at 3. AMERIRL % ndE 0 £2F  (1)F# % (interferons) 4w

B8 (cytokines) -+ (2)B: % (enzymes) » 3)E M % * (4) ¥ k4 & KB T (hematopoietic

growth factors) ¥2#t . A -F (clotting/coagulation factors) » (5)9E W 0 (6)ILEd - (e ik

(cell therapy ) % - RODNEY HO & MILO GIBALDI, BIOTECHNOLOGY AND BIOPHARMACEUTICALS
125 (2003); Sekhon, id.
42 U.S.C. § 262(i)(1).
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ot

YRS IR S HVRED R R R D T
i'ﬁz B & i AR 2V (allergemc extracts) 1° - :lef“‘%%ﬁai} LIV

o @R E-fe# » WAl (arsphenamine ) 7" M| IS jF' %E\Hﬁ% K @H{T&J
?ﬁ o

* ?“;%Fﬁﬁifmﬁﬁg?@iﬁﬁ i [~ SR IS ML % o B L BLE A0 B
ﬁ?J D )RR ERE S 1ET (2 )DNAEIAT A (2 )N A §J = % kbR 5 (M)
(= (purification) "®: (= VRIS B o

RNIIERE x Etaal it S S LR R S S e I N o L o RN T g
%’:,]_0

16

Jo B MR (allergenic test) -~ 41i#B#0E4T (allergenic shots) % o FDA, FDA 101: Biological
Products, available at http://www.fda.gov/downloads/ForConsumers/ConsumerUpdates/
ucm048367.pdf (last visited July10, 2014).

B LR R GERTR  BRIEER - BREY - AWES EAHR 0 1998F » 37-45
Hoo AR AMMF > BikrEME - AmgenfRt — M AMELGEEL  (DEFEERTGE
% PERL HEEAHRDNAR 7 o (2)4] FI DNAE 404 47 4% 4a i, & 77 45 SR a5t ) oA 3 2 6§ DNA
ME QAR kmpatk (cell lines) EAAMRIESR (bioreactor) Fi#iT3t 4k + A4 K
EoAREMFRGT g - (DN EGH ampEy ik i o (S)EKREHR - Amgen,
Manufacturing Matters with Biological Medicines, available at http /[WWW. bu1ld1ngb1010gics com/

TR AMMHF T A TR EAZ o #lwDNAE ?ﬂi}iﬁq §Izz% SHEY iﬁé‘m 0] ﬁ%i‘ﬁi ' &p 3}5
PR 2 4 BE S 04 56 B A2 o 354 BBIO, How Do Drugs and Biologics Differ? (Nov. 10, 2010),
available at http://www.bio.org/articles/how-do-drugs-and-biologics-differ (last visited Oct. 10,
2014). BHE4 M T A% 32138 > 27-30F © Al IR ERA Mini o B4 T - (D
M—HRFEANERAMAN R LA ane o A A T ARl E ; (master cell
bank) -+ EFRAAL KR - Qi Hh—HmpRd - BAREREENFE - Q)5

(fermentation) — AT X BEA RV AMRIER » W AFHERZEL Btk
oy 4% T K% AL (optimized) ¢ FRBpiE R iR R AR - (4)%4EA%1%% YL W H o
B o 4TI o (5)3A4E A (conjugation) — #5488 ¥ 5 32k 48 (high potent) &9/ »F&
o EHREAEALEER - (OBF > &% - http.//www.rochhe.com/supply_resp_2.Jpg (last
visited Oct. 10, 2014).

oAU A B AR E R IR BRRI SR B R M ARIERE  TRhAE

1B ROGEHE  FRFREAIEAMERRRR - BXH% » FlarzE 418 © BF5MEk R
WA HEF 0 AP o 20044 > 40-43F o by BAZEF R M 0 4 HMHo et al,
supra note 14, at 70-79.
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é%ﬁﬂmﬁ@ﬁﬂwiw &%ﬁﬂr¢aHTJWQ$’%ﬁ*$\
[7E = vl %’ﬁ’ﬁé’ffllﬁg?ﬁﬂ%ﬁ; Sl ’i’iﬂ'ﬁ‘l‘fﬁ B = ?“,B;’}’?‘};’? o Bl
S A A 5@4 A > TR g Ff#@'rbﬂ\umf .

(2 )P TR T ﬁbzq———dﬂ[iﬁ&7 ?&iP*ﬂp%g&ElEﬁ%J//¥ FESRRE SR
e e U R A I B e A - N AR TR D
RIS AY 2 PO R [ SR B RS R ROR > B
(SIS RSEX UL er ez ik

L & E S I A P SLASE T AR e e S UE AR R KR e S
E*J’JJ%E» ( pharmacokinetics ) «+ - =7 EJZE‘?%FF# N4 >’§‘§T’f€ Fﬁ% ) W%%ﬁ"FDA_Fj Y
TV ok PIBIERO S A (5 FRBFO200 - CFHE RIAN A > 2P
BB & PoAbRIpo 4 PosAd > SR g [ S A R > R fﬂj?l?"zs

=~ BN R R

PSS IR PR SR B W R
S R TR SR P PR 5

19 BIO, supra note 17. f9|4mEprex¥iEpogen * 3§ & 4% A et X G ¥ 4z 3k £ R & (protein
erythropoietin » f#5EPO) » — kv E— w2 R A7 > BB A AR GepEgii (cell
culture media) ° AZ65FHIR] - H 1754 F 48 A Eprex & 4 i T 4o o3R8 4 R Ry (red-cell
aplasia) #9551 > M4k B Epogen R A SHym ¥l - AT EAZ Pz KK ey R F > E 34k A Eprex

0y %4 $Eprex & £ 4l 0 L B & %k & 4 M AE S S Eprex & A B e xR AE R K o 1T 31 A
Davis, supra note 1, at 1263-64.

20 Ak AF T H092033193658 T S R MR ¢ AT A IS R
XE 0 2003512/ 118 - ?iv'T'L‘ » BIO, supra note 17.

2 TR R BA S EREAK S AAAARAEE -

2 Hoet al., supra note 14, at 92, 97-104.

= Vincent Roth, Will FDA Data Exclusivity Make Biologic Patents Pass?, 29 SANTA CLARA
COMPUTER & HIGH TECH. L.J. 249, 255 (2012/2013).

24

Y Cremieux ¥ ABF R 35 8 > B B EHTE - A EFFAE L » A19605F 220024 4
] » 2 AOECD® B Bl L9 R ¥ & » kM F L EALIF - BHFG L KEF o Plerre-Yves
Cremieux, Denise Jarvinen, Benia Long & Phil Merrigan, Pharmaceutical Spending and Health
Outcomes, in PHARMACEUTICAL INNOVATION: INCENTIVES, COMPETITION, AND COST-BENEFIT
ANALYSIS IN INTERNATIONAL PERSPECTIVE 226, 227 (Frank Sloan & Chee-Ruey Hsieh eds., 2007).
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ﬁ'] S =N gﬁ“l[ﬁj«li F1 * F% - Elljﬁf o = RIS R - H—E?’EJEP/A F;HA
%Fw%ﬁ%mﬁﬂﬁ” FF o AR FIRONY > SHR A B

B s RE A BRI 0 20149 > 4T-48F - Hik A EAGATT S £ 563

F b A RS ey £ 23 g o Martin Adelman & Sonia Baldia, Impact of the TRIPs
Agreement on Specific Discipline Patentable Inventions: Prospects and Limits of the Patent
Provision in the TRIPs Agreement: The Case of India, 29 VAND. J. TRANSNAT’L L. 507, 530-31
(1996).

27 R. MICHAEL GADLAW & TIMOTHY RICHARDS, INTELLECTUAL PROPERTY RIGHTS, GLOBAL
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R RIS A CRARATTY S N BT PR AR
ﬂﬁi%*ﬁ%ﬁwﬁ%ﬁ’@WW%PWﬁﬂ%ﬂ ’*Tﬂ[ﬁ’§%m3W
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%p SRR E PN 2 P BN o B R 0 S
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LIRS T B R A

Kt ~ FDAZ B HE 2 0 BTk

ﬂ%@%%%%’%%M@W@ﬁﬁ%%g%m(%wmdm%
Administration, FDA ) ﬁ,&?ﬂ}ﬁ 4 J‘me ° FDAﬁLR‘ﬁ’Fﬁ [&%ﬁ?&\pqﬁﬁj
fﬁ%ﬁﬁ%éw;NM@%%%ﬁ%£%%ﬁ§ﬂ%%méumawmmww>Wm%%%f

CONSENSUS, GLOBAL CONFLICT? 155-56, 187-92 (1988). " Ei# % 4 % 4t <€ ; ( General
Agreement on Tariffs and Trade, GATT) %8 kel &3 H (FFEiEEAHHA) o HE B
B KPP A LAy o AR R T R S R A

Paolo Bifani, Intellectual Property Rights and International Trade Uruguay Round, PAPERS
SELECTED ISSUES 129, 174-76 (1989).

Rebecca Eisenberg, Patents and the Progress of Science: Exclusive Rights and Experimental Use,
56 U. CHL L. REv. 1017, 1026 (1989).

28

29

EFIEH | E=+—HA | 2015548

Taiwan Patent Attorneys Journal



SEZHT

=]

— SHEE - FZE [ TRBRBEREE ] www.angle.com.tw

i

E/
EERS

WA EABEREH B RE LR LB 8T

M ( marketing exclusivity ) >° -

— ~ _EiEE A HUS

[(NFRAS AL ff ~ BREEREF (“HEf{F (Federal Food, Drug, and Cosmetic Act, FDCA) " »
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