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AH & B 1R (data exclusivity) 355 & ERARF THFHEE N - RE&%
Pl BB 2 A2 AAFEFZ R ERZ A RRETH (MR BARAR
FREAME S AHEAHZABRRE) RAES EFHTFH - FT2 0 BR
EFEMMAEEES WA EZ 22N s ARMARERN > ZRIPHE P FHER
Friefh 2 B u it A4t 2 s Bk B8 G R A ERERNERAAL T RELE R
FHA S REFRASCEGIERATEAZERAR AN AR ERAATFL
oS 2 BB AT Motk AR B AT K KR R B AR LA A B
o R AREXFRRE  BRLEEEAAARERTEM AR EIFZIEEZAEL o
#RZ 54k (World Trade Organization * WTO) " #2% 5 A Bl 2 % 2 01 & # W)
% | (Agreement on Trade-related Intellectual Property Rights * TRIPS) % 39.3 f&
e "o B WA eFILE R EES (pharmaceutical products which utilize
new chemical entities) -+ E77 > w2 R E LT H N 7RIS KA 283
KA AR R EAMRELAFZ LR R OHIEEVAEE k%28 F
AT 7 E AR Sh - AR A A FH AR AR R 58 (shall protect such data against

disclosure) |

KRB LB S Lot MR 2 » IR 2005 SFRIETEE H ik 6 40-2 14 45 %7
R e (B TRIPS R &= #7112 Bk B2 ) AT R B IREME]
SRE L AN RS VR T THEEEZARAEN  FEFTEHEA AR

1

INTERNATIONAL FEDERATION OF PHARMACEUTICAL MANUFACTURERS ASSOCIATIONS,

ENCOURAGEMENT OF NEw CLINICAL DRUG DEVELOPMENT: THE ROLE OF

DaTta ExcrLusiviTy 3(2000), WHO, http:// www.who.int/intellectualproperty/topics/ip/en/

DataExclusivity _2000.pdf (last visited October10, 2016).

> Bryan Mercurio, TRIPS-Plus Provisions in FTAs: Recent Trends, in Lorand Bartels and Federico Ortino
eds., REGIONAL TRADE AGREEMENTS AND THE WTO LEGAL SYSTEM 215, 226 (20006).
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# - B35 02011 F6 A -
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BT E=F° BRA° AIEE AT E—F HmEALL=F" HEREEH
Control of Drugs and Cosmetic Regulation ### X T A YA & = F - f £ B £
HHET T AW E e (U.S.-Korea Free Trade Agreement * KORUS FTA) %
18.9.2 4 F 71 A5 37 8 JEAE #7 L N K HE & S &ézﬁ%’ﬁ@%m&@%wi%

FEATEZ A S BRI M Lvg 2 o AT AR 0 ZE A B ARE

%@%iﬁ*&%k’mﬁ&ﬁ&z%%%ﬁﬁzﬁﬁﬁ%'%ﬁa%ﬁTﬂ?
AWM > ABAARA THR® FAZFAAEBRE " BRI R T
(formulations) ~ Ei#g (salts) 4% M #|& (dosingregimes)  E &% A3%#F (patient

FlAT3E4 » A 34

Bryan Mercurio, supra note 2, at 228.

Food, Drug and Cosmetic Act, sec. 505(c)(3)(E)(iii) (21 U.S.C. 355(c)(3)(E)(iii)).

Directive 2004/27/EC, art. 10.5.

19 Act on Medicinal Products (AMG), sec. 24b(6).

™ Therapeutic Products Act, sec. 12.
Pharmaceutical Affairs Law, sec. 32.

B REEHRSL  AEBARARASL “F"a B A CBITRAMZIA ERBERAR LR AAEEZ
PP FAL S - ZE

1 21 U.S.C. 355(¢c)(3)(E)(iii), 21 C.F.R. 314.108(b)(4).
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population) %1% ¥ 4% (label changes) * & 7 3% 385 JE R 7 % (Rx-to-OTC

switches ) * » % —#EVA E 2 # 7% (new combinations of various ingredients ) % * °

E5EaHEHMHITT  BRFFEBFMEWHR (Trans-Pacific Partnership °
TPP) ¥ th & A2k &5 & (patent linkage) 4 HERFEREAHZ R
FREP B A R BARERE ZRKR o R EATA A 2012 Fy £ FTA 4F & %
o AR ) T A LB AREA LR B R - 34 TPP 5 18502 P AT T
ey (a) v I F Ao EE S #H @ EIE (new indication)  FT A
(new formulation ) R #4E H &2 #& 2% % ¥ (new method of administration )
Z FATARRR IR AN REE S ZFARE R (b) HACL A
WRZZGEH T ELTZACERAGFHE - -REZ VT FZHAHE ) S BT
P TPP % 18.50.1 # ¥ # o #718 » Z B F A A L B R  HAE R LBy
Ea k3B (new clinical investigation ) oz B R AR ZE 50 0 48 RT3 B sk it - &%
IR G BIEE - FlE o BA  EAREE TPP MR FRAERB T A
BRIAHETRMN  MABERTEV=ZFZ AR LBRERM » A AT
X EAL A B T R A & -

IS BT AR M i & JE R 7 % (over-the-counter drug * OTC) @ B JE R 7% B 4 & # 1~
FRER TR ER HEER X% MRl e 2 A AN B A ik 8 KT B (self-
diagnosis) #1 & &4 /% (self-medication) X EILFHEF - Bk AFDAX "R FHGHE
T 3% M #F % 45 ¥ (Guidance for Industry Label Comprehension Studies for Nonprescription Drug
Products) | #2 " ( Guidance for Industry Self-Selection Studies for Nonprescription Drug Products )
ST » R ek B KA EAT T B0 4r B2 7 T o 183X (label comprehension study °
WL FLYE 23045 OTC Bty Bl MM %) R " BEHM R, (actual use studies * 45
A& 2K H A& OTC + af&mmﬁﬁf%&ﬁizaﬁmﬁyu#ﬁ%&ﬁﬁzzﬁ%&’
BT R PN Z A R F R IR B ek B % AR 2 56 - Julie Aker, Getting Approval for an Rx-
to-OTC Switch Involves Real-World Consumer Research, 2002-5-1/Applied Clinical Trials, available
at http://www.appliedclinicaltrialsonline.com/getting-approval-rx-otc-switch-involves-real-world-
consumer-research (last visited October 12, 2016). Akdes -~ &% ?‘ LT oM LB IER T AR
FEVGRR | BN 24 5% 480 18-23 2 2008 R 12 A - % JE XL SRk S 5L Sy
R H Y OTC 5% ] 2015-11-2/ £ B A48y - http://blomeder.com/drug-llfe-cycle-otc( E&id
% AH 2016 F10 A 128 )
SHASHANK UPADHYE, GENERIC PHARMACEUTICAL PATENT AND FDA Law 754 (2015).
VORX P52 TPP # 8 XA @RI BB E 5 A 8FMRA (354 F http://www.tpptrade.
MMmumﬂ@wmmuw HHFSFEXFTREBENEF LI RARLALHBER &
" method of admlmstratlonJ BRI ARTEL TR e AREERPHEEERSE TR
RigdE ) c AXBRAZBR—ILoWHR > RBEHEEFLF -
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s (new biologics) # k@& X £ BIRAIM » o4& T (a) HBARSA LY
S X IR G RAGAE ETHFTR > EBER S 18.50.1 15 (kB EZ X KA H
FARE) AF 18503 ML AR B R ERETHTHEZBRREE I A
FXAATHEE K (b)) H—BARCAADESRIFHENGH—FTERZ
EAHT 0 FBT 5] XRAEA T IHRE AR TP R R F R 0 (1)
B S 18.50.1 A% 18.50.3 M5 » AREMALZGG K T &R ETHTH
F AARREE VB FARE S (i) FdgAtediae s & (i) FRTHRLFT
ERAMRTIGRE ) T EERERRHANER AR L BRHE (W E
BATAMERZ AN LRBRERM L+ —F 2 RN > Réa®i » 85 5F)
TPP WA 3R At B oo A LM H Hok—— A L b2 44t > K
Bk bR mMERAAWRR (deERm) o #emE i M0 g
TRBEEADE  UEL LA RUALTREIBERAR > — AL BREL
JES— N TACER B R A B [ o

%~ BEREELREZ W

% &R B A e TPP VR & BUR B AR - ARE7 TPP #2E &% F ok & B R34 55 18 < ¥k
%’%ﬁ%$%ﬁzﬁﬁm§%@$£’@i&ﬁﬁ%%&?@%%%%ﬁ%(ﬂ
THAEEE) TORABEFEEEZTR - L P3G E 40-3 #0537 8 e JE 37 4 4
NEHEBHREZRE -  CERAHEBRERBZIRE TRTARELEZ
REFMASRE PR HEZ AP EAREREREIHETHB &5 0
FARFPED T RAHEAZRERE RN AR ESAEERE - Bt £5F
TPP REBTRBELAH LB REZLENF  RALELFRREEERE R

® 3k TPP % 18.50.1 4% F AT 45 2 #7 2 (new pharmaceutical product) » % 18.52 f&4§ L € £ & 1 &

A%%ﬁ%ﬁ&ﬁ&m%ﬁﬂ(mmmmmmoz%&’ﬁ%ﬁa%%%%ﬁmm%Z%%l
RITHIE S FAE A R T A Z 3R HTEE -

" Patient Protection and Affordable Care Act, Pub L. No. 111-148, sec. 7002 (2010).

% Therapeutic Goods Act 1989, art. 25A.

1 Medicine Act 1981, sec. 23B.

2 &l "N TPP HEM AR T HHAER AN RBEH L BREL Y BFFNE
1874 B4 »2015F 12 A ©
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WX AR WETEY S ERALBAZEE ® A TR ARERSEE -
il fRIE  ATECT AR N RE  AMBEBWEEE TR RE AR E
5 EZ TR o

— N BEEM TPP & 18502 f&= % £

% RB I N TPP 4E & BUH 77 vy » B BE 0k & 6 A 4R4Z TPP % 18.50.2 4%
2R E—FEEERF NS TIOERF AR EBRAELE LT ZETHR
ARG R - £ BRE A TPP % 18.50.2 12 4E W8 5 M & &9 7 E R TR o
FACRR B A BRELE  REBMEFIHNAL (A ESERER
FAED) HRYIEFTAHF A TPP % 18.50.2(a) K2 K » 2B B E R HF R
W2 E R LTI BB TR LT TPP % 18.50.2(b) ez &K -

FEZ o BATRBEF A IO B ARE ARG 40-2 HRFRAEIT R T
HRFZEMEBRE R ARENED S - AURES EREeEEEA] (A
TRAMERERER) B S445EFE 3ARM B FATHMRE ) R KAER M TR
# TPP 2 &R (Z4F) » AL%ATEARE T4 7 3208 IRAME (VAR N BT R
REw ) 0 HAEAR A E G B ST LT @ R AT AR FIAR S R AR A FF 0 HEIE
FREHIEZHEE” HREGTLAFESTPP I 2L R FHR (FEXFE S -
Z B #) o BRLTPP % 18.50.2 (a) &% K & K47 B 7 #7 4 L 974k A iR A8 97 4
BTEVZSFZARREINM - KB EF LR KA AAHEZE R R A
(FBXFHS—=8Hab) o Bk E3 TPP % 18.502 (a) 4w Z » MAKE
EHGRET A £ o

12 F TPP % 18.50.2 (b) M #LE - & 49 77 2 # ik % R KX A4k TPP % 18.50.2 (a)
ez BFF R BARFEMS > FTEF T HAOSHEYFTH R E LT LR RAT
MYERBEE VA FREIMRD ) AREALFIINRLRTHIALAEZL  £F
BATHE - AR F XA L ETeAHAFEZ TR T

B R T HREL KB AN LRI R ANERNLE IR AWE St x5 AT
%62 %% 348 0 & 124 (2011) °
2 BlATiE4 » H39
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@%ﬁ%%%ﬁ@%ﬁﬁﬁiﬁzm%ﬁﬂ%%J’ﬁiiiééﬁr*Jﬁﬁ
Bl P itk £ EMBAZE LT R ZES - OB I 7 H8ER IR
g mFBALE TR BBEIRS MR LIT R ITE LRI E
EH A2 MR 2AZ B FAM LB IMERE c T2 BARBEI RS IEZR
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M ETZACRRAIE | ARBAEFEIRZBETORERLIT RS ITRELETEFZ
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WikZ b .
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Wy 1 A AL EE (biosimilars) ZHEA » Mg TR R Rieg AR | M

L

TR ARATERREA A MAAMEE L BRAT ) PR RE s B &
MBS 2 A A BB ARG BRI A AT BT A A R B AREM A A (R E
IRAFZER R BARERE) o 2 REER L TGS TPP % 18.51.1 1457
R HHFTRAFAMERST T2V F AR L BREHM  REVAF
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HELTAF L BRE > AR EH L ERERARBE EH M TPP 2% £
FAHE S B REA S S4 6 3 AR EMABE AL FaRAHZEM -

s BATRBIEARE S B EEF 54 4565F 378 SH 3B N HUTER R
RERZ AT S SR T AR ATHAREI M 2R R iR AR AR
ERAO2MEF 2AZ RS MEAH S BRE T H A AR B BN
ERAERGE SAHEE 3AEFmE T *%ﬂaz%z%%ﬂﬁﬁﬁ%ﬁ J&JE
MR A FIAL R R AR Z R - IR R EAF LB R T
e LR B EREAF SA4EE 3R T H A REH R ATHRE - RE
$o B A PR PR——AE PR S 50 Bl 19 8 HUTEE SRR F 46 A AR AT R > APUT

BB RAR LA M &KX TPP RGN EHFLEE - F = BEHER
EAE SAEFEIAART LB e Aam TiTER#E ) R MR RS

LA FALIEAEET L P ARE > MIERE - k1B BEREEER
% 544K 3APTR T # @ %%zﬁﬂ%%ﬁﬁ%ﬁﬁ% % 40-2 15 5% 2
AR TH Ry EEA S FRLTHAREFNERS LA ZAIRHERE > H#Hh

AT AAE AR A THZBE

R AMFEREHENANRBREET LN AN AT RARAEEE—F
ESCX

B RERERABANELSEANESAGEIBRE T ARV F B EE (% P8 EERHIIEAE
JEE ) X 0 AF AATHRE R THITE NEE KRR o dof FUTE MBS R SRR 3BT IR ORH AR R
G ENEIEZ R AR RN AR AR B EEX AARAERN b FAR A - F
A B FHTHEZLER ST MELAZMBEE - RCAMMBIRY » FA - B ZHFTHEF FIE
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FE EBsii e M s B o 25 3 RS T 1 R R BR R AR A 2
AT AKREE o TAE vy H e BE B AT Ae VA 5] 3R R W 3h AR F) i R E & B
T BRI EEA R AR A RN SRR AREEZE

BEYo 5 BHRBMEERERBMALLELET > BINREGIAFERNT
AEAT B R » AR BT S R A 5~ R BUR R B K Z# R a #T 8 0 A
HARENEABEUARBABELE E R TR s T (BRRE
2B S S LIRS (G ﬁr)ﬁ%&ﬂﬁ@%%%#%
RS FEZFIERA ) A iheHFAREHEZ T LB HRE
HAMREEE AT BRI A K FRA Em B &

Me B AT 4R B BE o A RS HE B 5 54 5 R 3 TR ML HE 3T 8 R R A 5
Z B R A BB A FZATEMRE (A REFELEBEF
N HtbdFraR RS HIA s B EFTHEIERECEMAR ZHE
JEFEA - J& 7 I8 B AR R AR B N B R SABR3E 0 T A3 5] A

FlAT3E4 » B 36 °

1R 5
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@35 gz R 35 (other supportive studies ) RALE & a4 A BE 7T F F 5 A4t -
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PN MY MR BP ST N RS A 0 B LA S MR e A B
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EARAME (AEEaLLE) F_RE¥FHYEimia B @ JEERE 0 MBIRILTHR K48 B A+
g o R B AR %?aﬁﬁﬁﬂﬁ?{@ﬂﬁ%ﬁ%ﬁi
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BERFE A (B ERERMAZEY > P RiEAFTERMFH MM BERL DM
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