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g - EEEE

T r 2B | (data exclusivity) = " & # {57 , (data pro-
tection ) 2 — FTEL Y B I EHRE R o ﬁh%’]ﬁcﬁﬁ%%z " g
B BIEREARF LV RRMAERNES (G BE)
2 M (safety ) B %4 (effectiveness ) Z 3\ Bx & £ (test data)
—*lm% AT TEHEEE# , (data exclusivity protection ) . #|
B2 BAEZEREELLARRBR TEUEHEHETSE
ARERBRFEERRN  HALZERAREIRSHEBEREE R AL
MAESLZUEE B ETRANGMZER  FA—HERBENE
BMARRK WRKEAFATDEERELEELIHERA - EkK
"# RS, (new indication) ANEH HBRE - TR—3 o °

éﬂ%ﬁ@%@%%%r%@J(mmmwmmmmwm)% fﬁ@%wﬁ
"ElgE | (agrochemical products) [V ZRE&EYRA ™ Nf ] [Fil o %
W] o Bl 5 S 0 Frey 5) %%’Wﬂﬂ%‘ﬂ@lﬁ%w ’E? £55% (Federal Food,
Drug and Cosmetic Act of 1997, Section 505 [21 U.S.C. 355] (¢)(3)(E)(il))) ° =
AT 19785 9 F 30 F 1) B T 5T B S SR B b (R 1 10
( Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) as amended in
1978, Section 3 [7 U.S.C. 136] (c)(1)(D)) -« 1::» [59? R e a7 9t -
PP WIS YT AT P R
+  HRFE rf’}?{v[ﬂ! W, o A rﬁ#[;ﬁ%’ﬁﬁj (data exclusivity right)
Bl o 2ol ﬁl%ﬁ?ﬁléﬁﬁlﬁéﬁ@wﬂ%ﬂﬁ s SR B S~ LR
’J/;éjl T (e pE A Y ?Jtﬁ ISR YR VW = ﬁl#jﬂ?ﬂ FET AR T
TR o W TR R 420 (data exclusivity approach) ™ J[Eﬁkuy%lf#
R E - T R T F%WHFJ’ TR AP o P T
ré’ﬂ?j L NI UARE - S ,F“TTT‘U@ VARGTRE - pEE 2T ﬁiﬁy EWHFJ’
Eak R BT R R G o | Vﬂ“ﬁﬁ%lﬁ‘fﬁ g S A k]
Vo AP
OOMETY AT - P o BT VR R 1 R B
25 188 1H#H > F133-43 5 2011F 6*] o
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B3R AT G BB RS R ERREEE R
oo RHEAZER BEENFZIARBEREEL  BEREA
RETMATABLELAREEELY BR - S8 AT B ERE
B o Bt Ehy 8 o 3 - TIERHE, (non-reliance) #H " T
514, (non-reference) #7%° - 3k £ 4 % B 1~ 15 5| 3 9 % % S B
BUTHERCORRARAZ ARG  HUEFES L LT E
T PEELE L NEERT ABEL G wEEEE AT
Bl EEH N RESE  HARAYHEREREREE L EES S
il

HERZOOREHITEEEFA0E22 - AREAFT RS E
EHEBREZABMRIE - AR A E RS TANER Y EE

ﬁ’?r?ﬂ' "L 3Ry, (research-based pharmaceutical company) - I'%T’:?ﬁ@” 7FE"FI',
B @R%ﬁ#lﬁmﬁ&ﬁﬁﬁjﬁ‘/%ﬁéﬁ@ﬂ C B ELPET %TEIEJ’ NG G
e ik H %?EFE»JTQJ/QFE#I (brand-name drugs) o =" 2 4360 | (generic-
based pharmaceutical company) %8yt P V&4 % > 2 i d ﬁcﬁf HIWFE
IRV Y T 3k, (generic drugs) o PEYRI B R D BVE - F B9
B FY Pl SR A U BREROR] o PR ROR DV e 2 P
BBl TR T—E—TJ' %‘T#%ﬁﬂ@ D T 2T S S R Y A Efri
JF”?*MEJ’ %Tfﬁﬂ@ BN R UG- ﬁ%‘gﬁiﬁﬁﬁﬁﬁ s A~ IRV 4
1@?59 » FrEkfEn B - R FTJ’ FETEEJ’ %Ijiﬁl%ﬁjﬂ@ EHEF N I VY 2R
3k i’ﬂ,ié?iﬁrfqﬁ%% 4% 4] > F139-83 5 2007F 125 5 [l ﬂﬂgjr iz
g W o SEEGEF 0 1153 5 F129-31 5 20075 8% -

[ Sy T T A N - ST E'Jaiﬂ R VIR R S AT Tl
B BT EETY E'J?:‘F[ » Rl A BIBEE R BT40E V2512 e L Y
e

Y P REPIF Y AL R VR R 1 TRIPS T L BY39 (5 T3 FiAL
[T 7 F IR 5 SR B R L TS 7 R - B -
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B % LI B (T RIBE ) PUFT 105 [OTVR B IR [ SLI
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HE - MEBEREEA SRS LIREHRE 748 TEE 5H M
ZRHEMERG R ZMHBAE  ELEREE LT RE - —Al
BB RN HTRHRRY BUEEME#HZKAE  UfFet
RELEAWA BERBENLELZRRE - T REH
BEEEAXRITHRSTEEHERRERE - 5 EEEEE
)\ﬁ R E % 48 (World Trade Organization, WTO ) 14 - A% &

HY 5 HEEE0EMWE (Agreement on Trade-Related As-
pects of Intellectual Property Rights, TRIPSY} = ) | #3914 % 3%

nEEg "

GLARE S KR WP TR S FE“’E“%?ﬁ‘fF"Jf*¢ 1 B e
R T SHM | A 2
PR BEGFY G W e RSP DA pLOE B
| #Hfﬁﬂf‘%’élhﬁ’g gﬂjﬁﬁkfﬁ? H o e A ﬁ%}f[l—}\ ﬁ;&grﬁm“ﬁr W
nfj @?F'IH A Fl1"‘E|F [ﬂ ;":Fﬁ%iﬁ(g [[%H = F, }ﬁ‘?rﬁ%ﬁﬁf? |
*%%$#%ﬁm %Wﬁg%ﬁ%ﬁﬂJwﬁﬁ N i 3 By
Bl D rjE @A sy T ag o TS ;~ F[J RIS TR
BT TR YRR SY220E D LA [ (A o ISR R R T 3 O
=g

W%%?ﬁw’iﬁﬁﬂﬂbﬁ%%@ﬁﬂfﬁﬂ@y#ﬂﬁa I

LA %ﬁmﬁﬁﬁﬂﬁaﬁwvam S i

LRI BRI i 0 F1207-225 mnzﬁsfjo

kR > 948 71 g|344 20055 1E] = Sy LRI (R (SR> S0

Ik f 3k B -

TRIPS{# L IIONFAIAAIL = T FHELGIERT (2 FURLY B f 5 B3 -

[y > et BRI ks & o 2 L E AR R

Lbﬁj glﬁ#]?ﬁej RN jj/\ﬁiffi/ oo 9 o BRELA A S 4R F\’
%‘%qVFﬁ FE‘E”WJJ_I‘? FRRRET ST R IL 9 R

H 7[5 1P -

Iy[gmlzr*fﬁqui};.;aﬂ;f gj’l%%“ﬁf[j@ ?zﬂ (7 P T S lﬁ‘\’
STBPTI S L2 [ E ) e e 2 %‘l%“ﬁﬁ il 2.4 S A2
ﬁ%rfri e Ffr}‘nji'ﬁ' o s (DA EE Y BT EE&%%EE“%F ﬁ'ﬁfiﬁ@iﬂf
HEATRURH RSP P AR BA S B B B

10

—56—



—Om AR WRSTHLBRAZRIRAS 7

o HETS BEGZRE R EEEFIRI2E2ER
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WEES  FHEE FAEHERNEMSEELZTRETHE (K
BEEEF)  HAEREE  BRERAFEFTERBESL
FrUARBRERLE T E | BURE  RELTHRIFERL
FrERERRE L H VAR REIERYE X AL
BHAERBRFRANESTAZLOR-ES  HUL LB TR
HEEE  PRAFEMZIORLERLFTH o

MERESETHRENRERAE S ER2 A% —FTES
FTHALELHERRE BT HELTREBRZERER
BLBERER L EE o KT - MR ES R AEEER "
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B—HFEX T AH RBEWACEASREESTELY AR
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343-344 -
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8  HMREEFH H—w—4

S RER FRE RRBEMSEESZEREE E3  WER
EEENEBR - WEz E3ERAFHGERNAE=FRIE
ERRLZEE  HMER R W EFT R G R S
FF REWERE2ATEINEZEG ) RRE2AZB LR BEY
PHEEWIEFRAFEZ HEH - A ETER T3, &
BT E-EARELsBERBTZEE Lk B¥ KT3I
EWZRE R E W T BAXEH M

BEMERBEMEHFBIH AN EHEBRENE LT
BlEEGNEBEER  BAAENHH P ERETEHERRE
BEAMBHREE BN AZAR T EARBEEAREY
HEBREFSNEBRE - EREADPBENB AT BEL W
H - BRENEETEHEGZES R CBERILEH R E R
EAGHRAEE RGN AR REA AT HEGTHEZS% o F
o ATHAEEER T MMM G R BB REHE R E T AEN
TEEEBETRGENEENE  BRELUAB RN ERER
E7BERE BEIFS RVENHERGRNEEREZEAR
B BHEUBEATIHEEB A AR TR M ERE (§
B ) o RAABIEILH R R TS5 EHF 5 E I b i
WE UARHRAEE R PR 2UB TS B A 2 R
W DR R BB R o

2 Bayer Inc. v. Canada (Attorney General), 155 F.T.R. 184, 84 C.P.R. (3d) 129
(1999). (FJ3K Z{IHH~) : Bayer Inc. v. Canada (Attorney General), 243 N.R. 170, 87
C.P.R. (3d) 293 (1999). (f%?uﬂi) o pISCBd ffy i ¥ Ruckelshaus v. Mon-
santo, 467 U.S. 986 (1984). &% Z27vH I%'Jl TR T I B fggéj%g ) it
PR [ B Y VR A B VR B R B
TR - BRSPSk S T BT Sk i 2R
TR e Fr118-128 > 2008F 15| -
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8 - EREBREMNE NSIEEF ZHEE
— ~ BB PR I

HENBEBREFERMBL "ER,  AERERH—BEH4ELEE
THEETBELET "THALE R4S 5 (new chemical entity ) #7 %
s T ##EE , (new indication ) P Gy TR E A, (test
data) Mo EEHTEEAMATERBERR EVTERS L T2
2 (safety) & " Ha , (effectiveness) 2 & # - LLI{F %
mZ EWEFE c mAERARESZRE - FE R EREAAM
EWAN B AEMA > AERREABRERTAREEREZS A
RHE - RTMATAFZEEFARBEEABERNF & - BE
MLZERERE 22 ARMERBRER T UREZLEN
W : WTOFT B TRIPS % #3916 %378 "H Ml T kBB E AL B

13 Pprispny sy ) TRl R B TP A (new method of use) ELEY

BRI Ry 2 ol SR o Bl o 3 F TR [ 5055 53 @ FrivI RS o)
?ﬁag%@ﬁa%Wﬁ%aﬂ?“Wjﬁﬁ%‘*VﬁﬁV%ﬁ%mw%
T@E'Jiﬁ@’ P IS FENETE L (PSS ) flwf T 15 53 FIPE3E g HE?FU?F e H
oY - IE'B‘L#FﬁFZ%ﬁ BRSO s B BRERYR] 0 T AT
Eﬁﬁfﬂl VIRUE[PER Y ST E JF&EA VERRREYR o REIRTRIPSTS 139K 3V3 7 (& 4 &
;9?5& o) P E TR W lﬁ'ﬁ st~ PSS S R AT
SR By R T
e N éﬁ‘%‘“ (‘subject matter) = fol ERfP-3 2 .V ré@ﬁ??ﬁ% L'*:d
SRR E}Jf © FgF =8 (pre-clinical trials) - |7 /5@ 4 *[JF' ’i‘F‘ R
f}ﬂ;ﬁﬁﬂ Bl FIHE E R > W R FRER (clinical trials) o 87 Fi= WF@,{‘QL k
PE’*"I’?I"E"EJ%%%FE#IPBW ST B I PRITENR % i 5 pUAR R [FlE P
25 F15-20 ¢
TRIPSf% 32739573 FRLY T Members, when requiring, as a condition of

14

15

approving the marketing of pharmaceutical or of agricultural chemical products

which utilize new chemical entities, the submission of undisclosed test or other
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10 Bk kB30 %—w—

& K TIhEBEHE HE  (North American Free Trade Agree-
ment, NAFTA) #1711 %5E R 46 A & LT 2 1L
MEBZ o

AT BRI H AR TRIPSH R £39k $3HE T ER G A LLE

HERRE FRAREEL 2 RAREE  HHTR M CHk

16

17

18

data, the origination of which involves a considerable effort, shall protect such data
against unfair commercial use. In addition, Members shall protect such data against
disclosure, except where necessary to protect the public, or unless steps are taken
to ensure that the data are protected against unfair commercial use. |
NAFTASYT1711 % 5‘55,@5? £ EI%T HFEZFVHE S RV 0 TIf a Party re-
quires, as a condition for approving the marketing of pharmaceutical or agricultural
chemical products that utilize new chemical entities, the submission of undisclosed
test or other data necessary to determine whether the use of such products is safe
and effective, the Party shall protect against disclosure of the data of persons mak-
ing such submissions, where the origination of such data involves considerable ef-
fort, except where the disclosure is necessary to protect the public or unless steps
are taken to ensure that the data is protected against unfair commercial use. |
NAFTABTI711{EBT6 1L ) Fﬁj\d[%&ﬁ.?n r4I > Rd £ ¢ T Each Party shall
provide that for data subject to paragraph 5 that are submitted to the Party after the
date of entry into force of this Agreement, no person other than the person that
submitted them may, without the latter’s permission, rely on such data in support of
an application for product approval during a reasonable period of time after their
submission. For this purpose, a reasonable period shall normally mean not less than
five years from the date on which the Party granted approval to the person that pro-
duced the data for approval to market its product, taking account of the nature of
the data and the person’s efforts and expenditures in producing them. Subject to
this provision, there shall be no limitation on any Party to implement abbreviated
approval procedures for such products on the basis of bioequivalence and bioavail-
ability studies. |

See Carlos M. Correa, Protection of Data Submitted for the Registration of Phar-
maceuticals: Implementing the Standards of the TRIPS Agreement, THE SOUTH
CENTRE 47-52 (2002), available at http://apps.who.int/medicinedocs/pdf/h3009ae/
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FrAEWTO® B R IE B R B R E o tha M2 Ry 2R
BELZRBREH  Ho o BLBAREEAABREH
( misappropriation approach ) %3 ftu A% i Bk 4 £ - (2 JE LLH
FRGHRAEEELE P BERITHAE B EHZEK (cost-
sharing approach) : R EHMEEREB T AT - BITR AT HESE
NFEREZFIS R YR BB 8 R E%%E (public
health exceptions to the data exclusivity approach ) % 7 3t o '°
BERTEHERRU L S ACHBER  w2EY  BH
¥ MOBER T EARRITAHES S GRRLAREERES
BB g A 2 EXTHRT - flin - ERP BHFohp £

h3009ae.pdf (last visited: 2014.03.05). ¥ ?F[H'r : %‘LEWEIEK‘EFJ?L'?@TRIPST%%?‘I
39?’%573?&3'[@@‘”?HSIEJI WY ) = URRERR TR R P AR
o IR R G B REOR T 2
See generally Robert Weissman, Data Protection: Options for Implementation, in
NEGOTIATING HEALTH: INTELLECTUAL PROPERTY AND ACCESS TO MEDICINES 151,
151-78 (Pedro Roffe, Geoff Tansey & David Vivas-Eugui eds., 2006); Rius Judit
Sanjuan, James Love & Robert Weissman, 4 Cost Sharing Model to Protect In-
vestments in Pharmaceutical Test Data, CPTech Policy Brief No. 1 (2006), avail-
able at http://www.cptech.org/publications/policybrief-nol-cost-sharing.pdf. (last
visited: 2014.03.05). Robert Weissman, Public Health-Friendly Options for Pro-
tecting Pharmaceutical Registration Data, 1(1/2) INT. J. INTELLECTUAL PROPERTY
MANAGEMENT (2006), available at: http://www.essentialaction.org/access/uploads/
[JIPM11-2Paper08.pdf (last visited: 2014.03.05). iz flytpead: @%‘%TRIPSF%
R B FERREOR] (R VPR BN S B S A I?%Ti’ ’
F128-35 5 2010+ 7E] o
Federal Food, Drug, and Cosmetic Act, Section 505, 21 U.S.C. 355 (¢)(3)(E).
Article 14.11 of Regulation (EC) No. 726/2004; Article 10.1 & 10.5 of Directive
2001/83/EC.
S —HFTF T pAfe 53171075 -
%L[E&If@iﬁf?ﬁ FIEEY phiz E2T15.1015% -

20
21

22
23
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12 BK kTR % —wa — I

WEB % 1T FITELEREBEEHEZHR - HER A
RUFER IR BRHIRZAREH T U— S 2 BRI - K
EXBATAMNILERBR LRI EERS L BREEEHH
TTAREE, WERBEH A EREETEL L FWHT o LUANE
B EMBREZ TR BRTERATA— UM ZEERE - AF
B R ERERENE -

BRI EREBREEEF M RETRE o ERIEER
NBFLEZI - UTABRBEE AR % FNERBAA
JENBEE NS B L R H A ERREE W BRI
TEREFHZAERE W FEL  ESHRELAANE o #
Wi BREZRAER  RTEABA—SHE 28 SHA - 2
A LE ST A F R B R RC R EA A A ZE SR
oA UHNERRUESERBERLF EHRRE AT AZLR
E o MRRANZANBRE SR ALETHREZFE - RiL% R
BT AR M2 B BE - BTG R R A R
B oo JRET 0 W R EB A TS B L A DU ST R 1 RSB A
TEMBHETE VST EdE e T FHERRE A ARE
Pl Z 5 2R% E o BER ik - M HFNE LA AR E Az Bl
ZEAREHABUN  FBL SLBERIELHNLELEEEY

24 FHSCPVETERY Bh {5238 (Central American Free Trade Agreement, CAFTA) 57

15.10f% -

S PHEEEE ST40fE D IBT AP 0 Tl 2 RS R AR S 4 L F I
B SAURY » H2 BHARE) LS i S S ARV S
o3 ~ [ HISAHREERR] - (LSS gy IR Prae h BT @ B R ol
Tl o 5 RS2 E 0 T 2 B i e 0 H Rk
gt 2 ﬁ%%%ﬂ’ °

BRLFS K B L &%“%HEJI A ARANEETE > 215 51 > FI1-3 5 20055 5
EJ °

25

26
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ITEATZ W EA M H W2 A - BT B & LW AT iR
Fort e Bt BT E ARG R E R BB R A O
AR W T N A

WA —MHAELERBERREFESL " EXEMRTE ) (trade
secret) 3 " ki FE 2 & #M , (undisclosed information ) =~ {3 - |
EREMNEE L XEEREENTLIRETRMF - — MW
T OEHEBRE T AT ENE R st e B E A
ECHEEXERTENR EMEEREEERT EF2RIEZREM
TUOLHE - AT - AR EZER EWRE - RELARE
TERBABAREN  UWEEEFMEFLTHEZLZ2BERR
Mo ARENZRENER LT 2 EEFREGRYE - Rz —EX
RE EEXENRTRAEFATRCABRELNEUREA DT
MAE - EXRFHAAVORMAREARATELERALT 8 E
B AR T ERM AL TS WAERHTHE -
EHRHERBREZABREN NES R ETHIXEZEREEN - EHK
BB REREERBEALTREDZKE - 2R —EERT
REBRAEFETRAEEERUMERL AN EEEENT -

Mz BAMATEMBEMREARERKRENE AR RS
Z2EW BEHERREE—MEXIRNFMATIHTRZIE : F
— WEAREHNFTAAREERRFEZEHN  MEZFFHE
AENFRALEITHIERTREEZAN LR —EEMRF R
MU EMERE  RERZERAFEEENTLER  AXEEM
FHEZRE AT EHBEBREFH — S MM RY - EREE
BN G BERATREZARER  FERE  ATFIE
ABREREFER LWL ERERL o
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T AR L

BE SR - TRIPSH & F39ME F3H L KA £ A58 " T AFHEME
Al 4 (unfair commercial use ) Z & & - BT A TR EEHZEEH
EEHERBEREHERRETE  MAFH% - EEROM -
BHRER X T HAABRER 2R HTEXBREBITHE
%o EREMMBATUERY  RARRENEBRER LI L
TATHEFRAN T FHEEBFETRE - M52 #FHFMR
HEEERRTHRGRENEERARHENE LT HFARRYE
HEFERE  TZMATAFZHEFRANERD - BABERA
RIAHE EWHTH  RESZABRELZ2UHARRMENRE
HEELEETERRNER  UAHATERNETAER IR S
WEFRME - R - WEAFERRAERRGERAFARE N ZH
FhH o TBEABRENTUATATFHEEFEA - w—BEHRIREH
BEGRERE - AL ERBAEEIZERF (REEETEHRE)
FrieBATZ %%

HEZ ERBMEHAZBGAEHENEZRT  —BERFEFAW
FEGUAGREFBERZAREN - L — % " T4 %, (non-
disclosure ) &% - MR A RE AL F @b ES - HEETERBT
B BT EERATRARE I ZWE o RF B 77 R ILHT 3 2 i
MEB P2 L4 EREZFHRENMBAREHZNE 25 "3
& # , (non-reliance) 2, " 5|4 , &% WRBEEBAHEE
EMBARS TARE, KT TBRERARABRER - A UES

27 . .. .
See Meir Perez Pugatch, Intellectual Property, Data Exclusivity, Innovation and

Market Access, in NEGOTIATING HEALTH: INTELLECTUAL PROPERTY AND ACCESS TO
MEDICINES 97, 100 (Pedro Roffe, Geoff Tansey & David Vivas-Eugui eds., 2006).
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B4 NP S T 2 AL S AR o % A TRIPSH 52 4639
BEIERER G ERBHABREH &N T TALHEERA, - I
LEHEEEASUHE THERE R T, B RERFEE
EBUTREREZ TR SFRAER -T2 AKIKE
REERIE R BB EEE BT AT TES o B 4wk - 36
ABERMBEBREHERREHNE  DUTHEFAEHER RS
ZREHG o EHEEER (WEE - mEKR) HAMAHE T R5H
A T 2 R A

REWE  BETIEEHZABERENELE  REMAEL
HUETHMEL > RAMEZEHRBRE LS L ER » (16
BRI HEHZER » b2 4 BRI 2 F 5 F4015 2243
AR N ECR IR G RE - E R B ER LT EREE 2 W
H oA TERTINHEG » AT ERMDBEUEEL LB R
FriEmAT I NH  ERERTIEES » TEABREH T3
BEGHBEREZ BT » MRGFRNEELTAHLTEE T 5
W RFERMETERE THRER, BIRABRERLEE T
P RERE THBH, REFNBERMEEZARES  ®Y
BB, U BETHABEMEREN P EEEFNE
EHE M ABERENATH LB A B EL ZZH
o

Fih - AXEUNERBALAT O RALEHAERLEHE

2

See Jerome H. Reichman, The International Legal Status of Undisclosed Clinical
Trial Data: From Private to Public Goods?, in NEGOTIATING HEALTH: INTELLEC-
TUAL PROPERTY AND ACCESS TO MEDICINES 133, 141-43 (Pedro Roffe, Geoff Tan-
my&DwMVW%E%MeMWN%)(%%rjﬁfﬂﬁiﬁﬂjjéﬁﬂﬁgﬁ
it = ’E‘f’%}‘%ﬁf!‘i@ﬁ‘?ﬂl%%&?ﬁﬂ ° )
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BAREHET "IRKM ) & T 151 ML TReMBRE ZHE
o BEEE A KOS J%ﬁ%zm$ﬁﬂﬂ$%ﬁ & ik 4 KNAFTA %
1771 %M - PHEUBREE T T, MARBL LR - #A g
BRI S A LR 2 2 H & i”%%ﬁﬁz%ﬁ%%&ﬁ
BAMAT ARERM G ZALREEN s REENEWEE -

ﬁ%*?@%wﬁ%%ﬁﬁQA%%@ﬁZ%EE%’ﬁﬁ%ﬁ%
FUWREFHZA AR B HEEE L L4002 22 SRR ER -

Vg

\

NEAFBEERENEBIHZKIE
—~ HEERIEERSRHH

mERAFRE (UTHTAX,) ) DTHAHERETHERREXR
AT EMAMERRN ZELEN  REFREERAREETAE
(Bayer Inc.) ¥t R BEXE R 2 XER e AL &
(MmMMdeM)&&ﬁ%(mw&%)wjﬁ$%’ﬁﬁﬁﬂ
BAXELZ ML BAERITAEFERNZRE -  BRTE R
SR —RECEMERLETHARERM M SRR ZZ% AR

0 b R TRIPS T €0 NAFTAR ¢ Wﬂﬂ;ﬁw%@iv 1% i
mﬁi%@iﬁwmwmﬁnnl$fV%@ PRI AR R p s T

9 1 R R R L R R I o B
R YRS L L) @wﬁﬂ fil s 7L
Iy i HJ?\Q{/_} E J[—Hﬁﬁgkr‘gﬁlfl‘y%‘}jﬁ il I«Fkuy}:]” ] (protectlve
order) “-I'J ¥ }H"FLF KR A ﬁﬁH”’ﬁEﬂL[h/ﬁi@ (Ferl s FEH;‘
rb’f/ o 5 N/ = L BT

. iﬁ wﬁw%ﬁ RE B - PR i -

m;«eﬁ 8t i ﬁc%om[%HgF@?r%ﬁg Wi A O P

AN %FEHWJ@W Pl R PR PR PR ERE S E T R

%ﬁrmﬁ«@{m@HVﬁW?yﬁ TR S T F e
SR P 3t
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ZEMRRA MR ZEER ST G AR BRAERAZERRZY
g BAYERT S hEREARET  HERBASMBREZHEL
WHFZXELBRIERZABRRFEZYE DATEIERE LT
Ao PEAXERAREZRABRENTEZEHERRELEH 7
ARl HBRAENERREELHBAN ZBEAERAWENR X
F|EE > F LM A (Ministry of Health ) 251 45 % H 37 74 o
RERG Rz EAHEAPER "R EERAA , (Food
and Drug Regulations ) % C.08.004.11%F B 2 % £ & B R 2 #
F(THTAFERERREESL, ) - hERBBETXEEDH
G EFVINMERTRY  R—ANAFH R REERHA - I
RyZmEHBERREH L - AAHAMA T - ERATHEMLA L
HmEREAERRBETE LT 2w TREHEILEZ " EHR
#HEE %, (Notice of Compliance, NOC ) s f& %A " L ¥ #F 7] #
otk BRI ERFINRENELHERREEERETA -
IR LA A 0 BRI A 5 C.08.002 # 2 1) 4T
AMEREE "THZE L dE , (new drug submission, NDS) - i %
HEAENRRURZHER2BRAHUZERN - B FHFRE
TRz EFE X RAME TR RAE B L (pre-clinical test) H T Ef
Rt B o (clinical test) 3B d A} - 036 bk R ANVAF T2 L 3F
AR LR ES B ZRYE B AN B ERNENELY
FEE Z 3R AR o db A - BRI RIE B AL AL % C.08.002. 15 F - 7
Y T B fb#r % £ s, ( abbreviated new drug submission,
ANDS) @ EFREEMAEN RO BN E LT T AN ZER -

3 See Bayer Inc. v. Canada (Attorney General) 155 F.T.R. 184, 84 C.P.R. (3d) 129
(1999), at g 16.
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H ks T e kS #%E , (Canadian reference product) >* b #
A (comparative studies ) 2 U % ok} - 3B B AT B a LT 2 T 2
BEEZ " PERSEE L  BHEY R E BN SF N
( bioequivalence ) BI ¥ o 4£1 - fi{L#T % L B 7 2 F & F &
— MR LT HEREF AR HLMATZHMEsSERED
% BB G B RIAFAE LW A LR A% o

HI B AL B o SRR R PSR B 2 1R 0 & % C.08.004.1(1) i 2 AL
FP REABRAE - WAEHRREATI ZHNRGEHT - T4
P EERANE LW T AN T I AN EZ LT ERALEN - 7
TRH M ERZ M E LT AR E LT R SEE RN ELY
AR A MEL B ELAATIHEHEEGHEEFRLFZ
FHER R

34 U AR P HISTC.08.00 L TR TG S B Wi ¢

TV ] AR A s A FE'I DprEk > SRR L Erae SR 2 A
FEEPF e S B v U’%Fﬁ[}[ DI EREARIE By pErEk s
PETE'%“I‘??L'/ﬁfﬁ#I o

R {;ﬁfﬁ#é‘?%ﬁ[},*ﬂ F£7C.08.001.1f% 5T 1-Fi*f ¢ © T Where a manufacturer files

a new drug submission, an abbreviated new drug submission, a supplement to a

35

new drug submission or a supplement to an abbreviated new drug submission for
the purpose of establishing the safety and effectiveness of the new drug for which
the submission or supplement is filed, and the Minister examines any information
or material filed with the Minister, in a new drug submission, by the innovator of a
drug that contains a chemical or biological substance not previously approved for
sale in Canada as a drug, and the Minister, in support of the manufacturer’s sub-
mission or supplement, relies on data contained in the information or material filed
by the innovator, the Minister shall not issue a notice of compliance in respect of
that submission or supplement earlier than five years after the date of issuance to
the innovator of the notice of compliance or approval to market that drug, as the
case may be, issued on the basis of the information or material filed by the innova-
tor for that drug. |
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OFRELRETHFLHENT 2T HMN  ERAR
HHMELTEF AU ELT R AT ARNERLF X2
%% (supplement) ;

OEFBE LT RFR  HBFMEFLTZESTERZLE
BRAEMBRS L RLARBERERNERTNHE  HEHETNKE
2 (examines ) 3% %8 Jn BT 35 2 FT 42 tH 52087 8 Z (211 & R SO0

OMERAEELMER L LT EF - K (relies on) HF
BrETRE EWHE LT RZEA

AEFHRNWERPUM ez BBERAR  REFRAARLHE
MANHUA T ZMERNT R Z LM EHEEINE "1
WAL AM REBERZAT N a2 e HEBENZE
RERINEZHERNZ - ZUEET AL - REBHETAFDR - F
75 BT AT H F C.08.004. 1 1R 2 B & KO3 A 2 AR R 1F ik i 7 #
# ('summary judgment ) o

o~ BB FRRRELARE R

RENERR BEEHMNAEEEANSIR L EELERAE
WTORBXEGETS " HREERHAA, #C.08.001 1471
ZTHE, P RAFXERETRSELERS AL ERELETH
Al Bl 400k G 2 B 5 BT R Tk B 55 C.08.004. 1 {51 Bl & 4L B R
Mz B A » POHMLEXRRRRERAS R EXE LN L
WA WANREGTFEIHREENIE LT T HFX
HREl 2 ER DR 2 B U AT ERF bW
RFWNEL ZEREEEM ) O TR AEHAN REEL b E
Mzt HELLwEFEEd LHEBEE (examines) HF &

36 YIRS 4 %ﬁsﬁ%ﬁﬁﬁggj\ @Igﬁl%g T Tﬁgﬁ .
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BRARATE LW AT R E A BB LR E LTS TR T
B AR X 5 2 LTS B 2 L A R R
TRAELMRE SR EXIAR A 2 XE B2 LT8Rk
2 HAEE S AR LT TR TR b RXE R 2 A
WL K o

AEEDEABANEERHARRERTATRE - WEAR
HHNMBBMEREDT ¥4 HHFIAFH  2RAAME
AT EHMMTEEE NS w2 BN RS R H
IHRBEH c EREIAEL  ARNAME TSR L AT
HEERN R AA FELARBREH - BFRENA TEAEEE
HEREH o wRAETERMAEEEE M LA E L TR
Bk T EE LG R R E R R AR AR - BT A
AHERGHLAL - Ml RFIRIH  RREAAME TR
BBASHAEFAATRBEL T AERZHTE  RELY
SR AR 2 R A B L0 B A2 2 B BT BB b
2

EEMAT LH K WA LRAREERA - FAERA
B o LR ERARNERR L EHETARM B4 4
HASEHARASZHE  LHARBATEFHNEHEER
B RE  ERLAREA T SREEE R BRI FE
HEEH  ATRTEFEHERRE  HAHT LA ERER
& RLLERARELTAN FFEHRERREH  HBsE
BAE T RERRES  AEHE L ETALTARERE 2

’ See Bayer Inc. v. Canada (Attorney General), 155 F.T.R. 184, 84 C.P.R. (3d) 129
(1999), at § 20.
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ERAFGRE - CHE  LHEREL  AFEHEREESERED
FEF 2R WS LBERENNETELER - F A2 4%
HAEFE  TRHMEISRTES TR BTRLTEZARY
HoRMASERLEZEREEFEE WX RESRNET
HAGRE DHRAFESZHERE

AT AERLEIRAFLEHEBREZSERALHEN K
THEERTHZEH - MINAFTAY R AT B 2 ER - R
NAFTAZ 17162 %% c MA R EER  HEhek ToREE
AL E\F 4 (Division 8) F7T 4 b H B R H E 2 H K2
THANAFTASITIER E 2Bk - B RAAFTLET LR o
WEz  MESELEY hERRBEESHAFETZEHER
RS REEEREFEEETN T RENAFTAE 171115 % 650
BEEaz /s Hik UEERERTAEY  RAKHNE
C.08.004.01 £ Fi 8 " %% | 2 B3 k% K fn & K A NAFTA %
171 fr & 2 % % - NAFTARMT B XL T % %8 K # 4] %
C.08.0040116 A M "FE , XEx2HMB LFHEZRTEAZLER
o

4% - NAFTA% 171146 3 % 3 oK IR T 5 9 28 78 55 74 3L 0 37
B HEREFREIEE MG E LA TR A E
ZHBRBHF P

K - RNAFTAZ ITIES6ER 2 X HH 2 - WP EERE
"HEE, (ERGEARERIBENT WELERTS)

38 See Bayer Inc. v. Canada (Attorney Genera), 243 N.R. 170, 87 C.P.R. (3d) 293

(1999), at § 10-11.

See Bayer Inc. v. Canada (Attorney General), 155 F.T.R. 184, 84 C.P.R. (3d) 129
(1999), at 9 16.

See id. at § 53.

39

40
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"EI ¥, HAABERATRER Z R o HRENAFTAE 17145

ERE BEFRTREBERFZEZY  BEAHBENEEREF
MELTAHRABRERHZMEE - RAEAELEBEZ - F6HA
LA FNRBEZLERTE LW TR ZHE  WERA
BREBERBEEBITSSHERERGHFLIREAE  WEEBTFA
NAFTAZ 1T E1H ARk 8 B EREEERF 2R ERE &
FIAAFHEERARAEZEE oV

%= KK A C.08.003%F MRRMEFEE X2 Mg k&
RNAFTAE1TIMEE6EM T o MH > AEHAHNRIKBEEER
NEFTIRER - BR2LEBRITRAB(ETRTFE " 54, AHAEE
BTz ER c RBE2  ZEEBRTIBEEFALESTHZ "
B A B o ( comparative studies ) T 4 88 F R X K B
( bioavailability tests ) © *?

S0 WRANAFTAE1TIGEWREARAG A ERE £E
L ETHF  EAENRNEIFGEBRAZ  BIKLEREEE
EHMEE o BANAFTAS 171 S 7P AL EEMT - 2
ERABEEHRNEEREER ETHFTHEFZHER c WRFOHEH
FEEREZLERzZHMLETHF  ERELEREREX
j$44 o

41
42
43

See id., at 9§ 54.

See id. at § 55.

NAFTA{EET17118Y77F > FUd 41 ¢ T Where a Party relies on a marketing
approval granted by another Party, the reasonable period of exclusive use of the
data submitted in connection with obtaining the approval relied on shall begin with
the date of the first marketing approval relied on. |

See Bayer Inc. v. Canada (Attorney General), 155 F.T.R. 184, 84 C.P.R. (3d) 129
(1999), at § 56.

44
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Kt FOEAB LT OHBERA TAGL KR KA EEFT
ERL B ETEHRT ) - ERRE 2 MBERTEMUHEL
THHARF LR RLEMREEN G LTHTANTELE
B EAER L HB A B EREY  WEMEHRE YRR h—
AEHEHEEER PRLT - EACEANGELEREELEE
EEERR - MEES  REESBFREMERZSHTRZERHN
%o BV A o A S B 4 C.08.004.01 2 HLE 3k R
NAFTA# 17T1EF 3T 2 % 8 o %

Mz AEHRBBMERFERERFREES  REEAE
EMMETELERFRACHELTIH T ERARERY
HERFRELHAE - hHESEREAANLE L E R Fl B HBR
RATE LB 5B KRBT R EATE S (Balk) o M
2 G 0 H R R R R 2 o R SUB AT R E AT B
TR H A ZATA B - 28 T 7 T 4R 5 A VT 8 2 AR R
BEF UFAREEREIRERGENTMBELEE -

B IEAFREBHEASIBRFLZHERIRT

RWERAMELFRBL > THRRAGETRERLEER
HHEMAMABREARERS > AXBRRAZF R EHERRE
HE TTEE AL A EMRRER KA T c RWEEEAYR
T EEHLwBE > PN TAERHABEREELERZLYE -
HEZ WREZH R ENL T MEETHN  — AR
TIEEH» = MEEHTEIIESRM ? = FIEEEREIE

S See id. at 4 57.
6 See id. at § 58.
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FERAFHEETERBARBEEEE LW E» I 8 " 3
W P METARARGI ) I HEZTERBAEHNERFREHNH
WEEELE LT R  ETERERTIIERY » Lol Hw
T °

— ~ PNEREH L HE T

MRTE HEH2E—ERERE NEAZRRERETT
FHEHZAEEIRAR  TZL KR "TMA ) BXARH L
R AREAHELERIEHEZTEMN > ERXRL AH T3 A
BEBARTHNZET » AR ENERAFARRL AT KRFH
BMERRFEHNBERREECHBAXAL > WEHZHAEZR
R AR K,  TRHEEEEMME - AT > RBEEEEF40
ez 2 CRERZ - BTN ER T AMEBER ) TR AR ER
ZAREH HREARERERECTNEHETIERBES ZLED
ZAR > BHEFNLE

Hib > WESEHRXIXEBRZ  ITIEEAHRLE ZER
BIFMETEMMLAMEMA (EH) - TR FRABERZ
HtuwdEd wELERIAMABRERST - HREHFZE B AR
ENBERZARERN AL RARFLELERZER - Fbifh
BLERTAIEABERMERZEREN  FHELERYF
MBELWELZSE BERedE JLH  BAEZERBARRBE
KEAREEERZ M RARBEZET > WETIHERF LA
DH R A EEHME c Al mmEEEHEAZ  WEER
"TEE L RHEMRLHER c WEFRABER R EE T E MM
HELEZ TWEN ANRBELEEXZRER - BEAAAEH
WMEXTERBANTIHEAGZAE  wHEEHERRENER
RS BEEWT
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Y FENBRLABLHTREELLE L LR aEEET
WAETERE  WRAMATEHBETE T T, BHIAE
HEREHERZ RENEFERTAHWEY - Bl T HES
iz HE A S mEZERBENL TEMA (SLMMEH
FrBR) , cNH REMBSLE L WHAEIEE TG
TR T A AR AR T IS R Y B L
ZREMEFRERBRER  THEEBFERY  sAREHA
TEMBMANEL L TEEE I TANE  TEZMNTEAREL - &
% - HETRIPSH % $39K$3AME LT - hEH#H2HE =
BAWTOEE - ST REE 2 R E T 8258 Y
Eob - B R AT ERANERSLE LT HE  FAE T3
¥R ERTRAREHUR DL E L 2o B RN o L%
ERERYBENERREN S AR EREA R #
KRG R AR - R TR T B A R R AR o

T DEIRERG L R

ER HREHBRERETIEKGAAELER - KRG
BERA AN EARLZ2ERABEARE N - WESHE T
BY - EHHRREREZH L AR ot BB 8 5 BOst 74 5 FT R GRET LA
MBERRMZ2ERAREZAREN - T HAHLREETE - XL
S B o fi oY 4% B8 R S B2 5 BE R 7 R T HR O R B 2 2 M SR At Y
AREH (o ALEFERENTARZERERRE) 22
LREBARFMEMM WA REZLBRAREH -

R BEERBRFATA TTEIE ) R AXHEMERELEN

47 See G. Lee Skillington et al., The Protection of Test and Other Data Required by

Article 39.3 of the TRRIPS Agreement, 24 Nw. J. INT’L L. & Bus. 1, 22 (2003).
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FEREFEEREHE L TR ERF BT R HH
BSLBERFREAN ChERR, N T AR SRR, 2 Y
B SRR R R ER A B E R  BE L
AEXEBBF BRI EEH 2R o HH - R
BEA T AR AR R LN TS L Y g sl B
Yoo TIOL/A S B BB S A S B DL G R o L
A AR B R ERT R G RRYE
B TGRSR ECERE LT TEE,  MUALEEER
W TEE fEASIHERE - BN RERELITEE 2R %
THEBRE R EH P ERULEARRNE  HEETBELAH
BWEEERER AN THARSHATENER P

=~ fAlRARE R (952 2 R SRR A% b riat ]38 2

B il HE RvERARERL  WAWHAF
BB - Bk RN TRERIIEZLEE EHEEZERET &
AURBZEHT - 14 2 80 BR 0T 0 AT 2 24T 2 iR 48 3B
Rz #e AEHEZEMBLIIEITHZLEE KR
REEEEMBRFERMBERMEHNE LT EF20 o RE# T
B NFRELEETERMARAERFLE L EMPTRA(LHE LT &
HLEE WENEIE MEL MAZTERMEALAXCELARE
Rz #HELwmeE LREHRELT  ETERL—HELTEMR
ZATAHBVE B et "5, P AR HEIEMBERE L
TABRREREL S SRR LW Fm i e

8 See Bayer Inc. v. Canada (Attorney General), 155 F.T.R. 184, 84 C.P.R. (3d) 129
(1999), at § 31-32.
See id. at § 33-34.
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hEFHRGERA N EAERERAXRIIET AL - A
ERENER  HATEHWIBTAREZSE  RAREHR
RGN THE LW, 2 PHEA ISR EERAE
ERE L EETBEWER B, BT A
BEERTAEET WA ERBTTAERL SRR E L
Lo Fl o THELETERBENETE L B LTk
EEEBERNT R ERITIR ARG R - F b % R 2 B L 5
¥ BTTERTEEET - AT FRETRELSE LM A B
BT RN ER T H L E LT, 2§
BERTHETEREA M ETRFY - HETEHEARER
BT 42 5B R 1F 2 B > it o

B AT EMEARGUNRRSLE L VT RN S
o WK AR T A M T P W P o 2 R B
A TERE TBRTRA N BT AR RN LS H AR
BERATE,  El o WSS BRI R FE T A
BABE  BAZERTTARYE N B RS MBS RS TR
BRHTRAE L ER o

ARAMEABETETY S HEEAHUHMEIEH 4% - BE
MAWMETERPREA R ERNERELTHTREMEES - #
THRBHELTHATRERTLLER - TAEEHEREEHRY
FEBRH R LIRS L o kR R A
TEMBE SR ERRANE LW ETRANALES  EAK
BOSLE L HHTEY REMAIERNEELLENL LTS
FHHEARE  WENHEEHEREEHME LD AR DY

0 See id. at § 41.
1 See id. at § 42.
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HUR LR RSB EAERBEY  TERAR
RAEMLETERRFT  MANERRETEEREE FTE
9B B MR AT R A o 0k RO 4 A 43R AR 0 M b
THRLHEA RS RESRAFTER  THAFER e
KEHER ) BH EWE R, BT ARBEE,  HENEY
ER RIS LT A B RE RN - AT B
Ao P —BREMERBEL  HALHREDAZLE &
% BRI () o

VY ~ et T Rtk 195 2

TIERHFHRETIE ) 2BERAMT BYRTIERHZ
WH > HXETUER - AHEBEZTERBTAFTTIEREH L
BT WEFTERMZMAE "1T4H, BRFIHE AP EHEES
HHETTER AT RS MENERFRETY  ELVRER
REFHAEFEHNBRREZRENS  MFAEZERZNE  T57
e HBEL AXMYHBEER  HAZERHESFTRFL X
"I BT R AR E A IR S BT R L
RzzeWHAZRE  wARA "5H MERTIHEHLE
&P53

Hib > REFWAGBuSEHAN TR TE LA - K& L%k
EHBERRERE "G, EFHETERMNFELENELT

2 See id. at  60-61.

3 See id. at § 39. j%"'{lﬁ“‘\filﬁ[l[%?%#,tﬂ EJ[J%‘IC.OS.OO4.OI[’§5”TFETTEI il I
At 2 ﬁ%%?fﬁﬁﬁﬁ FY A AR B i YR ?F'iﬁif‘?:i'*g}’ﬂgj' B
V¥ B PSR TR B S - PR A ¢
B F@’f, figh A (R PR AR 2 ORI SR B A i
7 9 L R B L
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haEuE - RN, T BT M 53R HT I BT IR SRR G A
To A TERENEATREEREN AL ERAERRLE A
RS e L ST 23 R A
MR T AT, BRTEHEL P HEETREEHERTS
BEHZARNGE  AAMBERARZES - R wEHEY
EERGHEBEESFHE 3, LAEATERERAER
BAHE L TEEN, - THER, THREELEINT
BEBARARER  BAREZ ez HAZERHLERES
LB LA MEARBRENES LR LART R
ZATE - B KT B R TR 2 ARG R T3
B o mBMATEREATRETSLE L THEEME T4
HUERBEEARERLAREH2ITE LT eRREHER
REFTTAEZES - U ERFEERG T BEHZER K
B HARSLEELBR

HEANT R HEIERMABENS  REBEELY
Bz AR EEAN  FESLE AT REAME
WAL EF RS B BB B S R AR G At B S > H
Gabo Eb - Banf] o REATA E MBI RO TR B A B
BLW RLBERARAAEILASEERS LY e A REE
BUBEHFEINRELABRER - DEEL I THEZ 22 B A
HHE - MAFESFE TEE,  DEEATERE T EE A
BEBTRTBAANELTHETE DL 4 EM v
o ORT  AZERTAEREMH IR MR AHEN LA

4 See id. at § 41.
> See id. at q 40.
6 See id. at § 41.
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FREEHE L THHEZEH BT AFEHERREELBLE
THBLTHTRAMEB AR R wEESEATRES
MR BB RARLEH B ERERRER T AR -

MEEGHAERDT  XETE - ERRHESETREX
Bt TEE, TRFELTEFZLEET - EWRBEL M AR
WHsT "B ZERRHEE - BEATEEHR A - VAR
EEEHBBERTENE LW H AN AT R EMEHE £
TR A o b KT T EE, 2 EH - BIERBNDSZ Y
BTR A c PEE  RREE LR ARG T
x 2 FIE R Bk R 2 v (past tense) o A4 AT E
o OMARELFLERFELTHERFTY TR, HREHR
A ANSEEETALEBANHANRER LT EL T v iR
Fald gl ET 2w - Bk - REAEHEN T8, &
"B 45, FEEWGE B R (present tense) 41 0 KM A2
REFAANE T RE B TBH, 20A NEATEABEM
CHEL T EHEEF AR ENREZTA ORE BARR IR
AL A % C.08.003.0 153, 2 4 B - R IR T £ 20 K37
EEREE  RBERKELTEEEMT AR C M ET RS2
FHAREH o AT - R FEAZBEHED  HET RS EER
Bl XHRTELT SR URBLLER LT TR
kg o 00

57 See id. at § 59.

%8 See id. at § 42.

%

60 See id. at § 43.
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1L~ BRI LR CEE R T EIRENAT [5G 7

MATEHEHZHE SREHEAZMEL  HETEHH
HARLBE L THE2EE ETEREREHEREEH Tz
TEEEG ) WA ERBETEFERE Bl s 2T E3
FEEBHEAN ¢ 74 AR F A 5] 9 SR T A B R R
HELTEFZ RN RREH  UBRS L ERA R LT
Bz R AR ET I AR RSB EE AR T EARE
BBTIEEHZLSE  WERFWT -

Wi BEERAARAEEIERAARTESLEN (L LY
hEE BT RARFEN AR ERTRELRRLE T
TR TR EHANNBETERME  TEHBWT - ¥4
WEHANERAN AR TN B M LT HE R F 2 LW HTA
Raw  REBELERAMM TR ERFAREE G FAR
BZfk¥E SRS EFREAFBERFTRZXGREH - T2
MAEEMBTE G R %%hﬁ%&i?ﬁ# LR BRL A
EE NI a-N: -2 o

BE WEEIROENBHBEREZHEL LT TR
R A ERANERSEER R RIS R EREN A
A A B R o B RIER B R A 45 C.08.001 i FT % T
%J’%%%i%%%iﬁz&ﬁ’K%%ﬁﬁﬁ#ﬁ%mﬁ’%
RGN KBWE EE T R W2, (sufficient time) o
%E%%ﬁﬁ%ﬁi%z&ﬁ IR F A4 H A m$kﬁi%i

ﬁTzEt%&ﬁﬁtﬁ ERLEBEI TR A ER LR
z THE ) o Hik i%%#%m%wliﬁu AERFEHEZ

1 See id. at 9 30.
2 See id. at § 32.
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FAWBA RN VEAUFELELWEEE  BEURE - B
BoWhERRRENEL VTR RANERSEE L 2 H#
BB A s R B Bl R R
BESEER L TR ZEAERRAGERS 2 2o BT RH o %
Bl MEHAENRAT — R FEBASABER I TEELY
B FT 4R B {b b T R o

AT RN AREN EASBER TR R ®E 9 ik
WED TN B PTRITE o R E S  E R
Mok LW A AN TATRIEZ b S EBR YRR B R
R EEIBEER RN B R R EE
BEZ HRALRASEANRSLERE AT E LT L ENER
DU 7 B B — M A RIUGEE 5 2 BR o Bk - B IUR &
ZAM RENEEABUBHE L TRL T 2L ER - K eRE
BALHE LW R F 2 o P - RIBFC.08.004.01 155 % 2
X% BEEGWEEFEIRZAE  DREARNZOUHEZE
g REHEZERE TR EEAEEFEE RIS
JE R 2 WIS R R o

HIHNZTHEE  EREIURNZ T EHBEI
( Regulatory Impact Analysis ) - #1437 B % C.08.004.01 1% = 1# JH
B TERUAPEEAR B KT R
AFES 2 TR o 00 ¢ BRI A BT B 2 AZE S A BT MR — A
REEEY TR SR ENRSZAZ S - 3 EwF TR
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° See id. at § 34-35.
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See Meir Perez Pugatch, Intellectual Property and Pharmaceutical Data Exclusiv-
ity in the Context of Innovation and Market Access, ICTSD-UNCTAD Dialogue
on Ensuring Policy Options for Affordable Access to Essential Medicines Bellagio
14 (12-16 Oct. 2004), available at http://www.iprsonline.org/unctadictsd/bellagio/
docs/Pugatch_Bellagio3.pdf (last visited: 2014.03.05).
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5 See id. at 13.
6 See Pugatch, supra note 74, at 9-10.
! See Pugatch, supra note 74, at 12-14.
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See Weissman, supra note 19, at 175-77.
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Correa, Protecting Test Data for Pharmaceutical and Agrochemical Products un-
der Free Trade Agreement, in NEGOTIATING HEALTH: INTELLECTUAL PROPERTY AND
ACCESS TO MEDICINES 81, 94 (Pedro Roffe, Geoff Tansey & David Vivas-Eugui
eds., 2006).
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’7‘77 » SRR Y ) ’V@’ﬁ"" r),C 08.004. 1["?571,@4_ LI ES 0 [ innova-
tive drug means a drug that contains a medicinal ingredient not previously ap-
proved in a drug by the Minister and that is not a variation of a previously ap-
proved medicinal ingredient such as a salt, ester, enantiomer, solvate or
polymorph. |
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57C.08.004. 1% 5Y37FHI © T (3) If a manufacturer seeks a notice of compliance

82

83

for a new drug on the basis of a direct or indirect comparison between the new drug
and an innovative drug, (a) the manufacturer may not file a new drug submission, a
supplement to a new drug submission, an abbreviated new drug submission or a
supplement to an abbreviated new drug submission in respect of the new drug be-
fore the end of a period of six years after the day on which the first notice of com-
pliance was issued to the innovator in respect of the innovative drug; and (b) the
Minister shall not approve that submission or supplement and shall not issue a no-
tice of compliance in respect of the new drug before the end of a period of eight
years after the day on which the first notice of compliance was issued to the inno-
vator in respect of the innovative drug. |
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BAEM B IR S L b A A b (A (R R
MU TR WIS R

B HEEEHERREZNE  RRA: REFEHNE
Z P FENEAFES T HBERHE L, (direct or
indirect comparison ) - B4 T 7 MR« $—  ERAMER
TERNENEEECTEETRF L a®: 5= HEZERH
FTERNENRRELLE P warTda (EAFIEAEERL
ABENEELLERRANERTRE AT ELTEF S
#H) U BAEREFRELEICRNEATEREER I B
BEFFRABRTHUREE TR T LN AR RS EZFH -

B9 o AR EC.08.004. (NI =2 - R i s R
POEZHEEN - W ESHBEE A E 2 RARESEGERR

84 - e . U L
B LA g TP I 9C.08.004. 115 TR 53 AR ff ) (Regulatory

Impact Analysis Statement) -+ Canada Gazette, SOR/2006-241 October 5, 2006,
available at http://www.gazette.gc.ca/archives/p2/2006/2006-10-18/html/sordors
241-eng.html (last visited: 2013.04.27).
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N A B (pediatric populations ) Z 35 B - H 4 H B 7 3 T 4
NEZPERFERE  INEZ TS EREEMMASERENEX
ANEA - PEFEEEERE  BLERARASENRBEE - 24
B TR A3\ 4F O B0 I B o

Bt AR B E A T A o BT Y 20 1R T A PR A
B EAANEREERUBEELRR  HETTHAETRE S
BRz s ok HEBLHNEREGEZHEZRA TAKE
B SHAFELARENEE  BEEEEAERT MO HE
TREREHNERRARABENLT HTFENERBEHE
BREZHALTETEAANNES - BE - REHERAFTR
AEE - DTERAFEREREGESFREN BRI RRE
HEERAHMMENESEA o

R FRAFERANERBENHE  ATZLHEHER
Bz rs - PHhTy WERZAFERCTERN LR MRS 9%
BABRFEMERENEE  HEABERIZRDER U S

8 57C.08.004.11% 5742 Fi4 £ © T (4) The period specified in paragraph (3)(b) is

lengthened to eight years and six months if (a) the innovator provides the Minister
with the description and results of clinical trials relating to the use of the innova-
tive drug in relevant pediatric populations in its first new drug submission for the
innovative drug or in any supplement to that submission that is filed within five
years after the issuance of the first notice of compliance for that innovative drug;
and (b) before the end of a period of six years after the day on which the first no-
tice of compliance was issued to the innovator in respect of the innovative drug, the
Minister determines that the clinical trials were designed and conducted for the
purpose of increasing knowledge of the use of the innovative drug in those pediat-
ric populations and this knowledge would thereby provide a health benefit to mem-
bers of those populations. |

57C.08.004.1{% 57524 © T Subsection (3) does not apply if the innovative

drug in not being marketed in Canada.
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AWHTH - BRI E R 2R G R T T DR o db i 2 H o
BEFEEDZ TR EGRE PG FRERA L B
BRHMAZREAB W ZE  EMEBLAE  SENLRER
2L AF 2 BEAR o

ﬁﬁvﬁ&%ﬁﬁ%?mﬂ%%ﬁﬁzW%ﬁi’%@'W%
B sG g AR &Y ’%%%%m%%&%zﬁ*%%’%
W EBEHBI T 4T R G B G REE 2 R%

OMEREHEBRENAAIHBBEESEELEZEE

R REZZEFAOGZ2OAERXTRRELEDIER
AREMITIRAGLABER R CEHREE2HRFIANLE
PERZEE  BEFTIHER&HLER  THRICBERERZAEE

8 Wlgp : 57C.08.004.1(£5767F41 ¢ 1 T (6) Paragraph (3)(a) does not apply to a

subsequent manufacturer if the innovator consents to the filing of a new drug sub-
mission, a supplement to a new drug submission, an abbreviated new drug submis-
sion or a supplement to an abbreviated new drug submission by the subsequent
manufacturer before the end of the period of six years specified in that para-
graph. [HJ[*%TS Fifi © T (8) Paragraph (3)(b) does not apply to a subse-
quent manufacturer if the innovator consents to the issuance of a notice of compli-
ance to the subsequent manufacturer before the end of the period of eight years
specified in that paragraph or of eight years and six months specified in subsection
(CN

57C.08.004.1f% 5y7-FiI %t © [ (7) Paragraph (3)(a) does not apply to a subsequent

manufacturer if the manufacturer files an application for authorization to sell its

88

new drug under section C.07.003. |

W#ﬁﬁi&%iﬁﬁTJ I RSO R E e g
”':?%H;Jl Lt Gl NS e == % WFTERE > 691 > F123-24 5> 2005F 35| -

Pei-Kan Yang, Current Development of Canada’s Data Exclusivity Regime: How

Does Canada React to NAFTA, TRIPS and Dangle Between Pharmaceutical Inno-

vation and Public Health, 4 ASIAN J. WTO & INT’L HEALTH L. & PoOL’Y 65, 65-91

(2009).
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Exploring the Concept of
Non-Reliance Obligation under
Pharmaceutical Data Exclusivity
Regime with Emphasis on the
Implications of Bayer v. Canada

Pei-Kan Yang

Abstract

Data exclusivity is designed to protect undisclosed clinical data
from disclosure and unfair commercial use for a certain exclusive pe-
riod of time. Generated by innovators, such test data are submitted to
the health authority for the examination of the safety and effectiveness
of a new drug before marketing. Data exclusivity is granted to the inno-
vators for their considerable efforts put forth in generating those test
data. Generally, no one can rely on those submitted data for a subse-
quent application for a new drug approval. Such new type of intellectual
property firstly appeared in Article 1711 of the North American Free
Trade Agreement, and was incorporated under Article 39.3 of the

TRIPS Agreement and subsequent bilateral free trade agreements.
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However, the concept of “unfair commercial use” has never been
clearly defined under the TRIPS Agreement, and the meaning of “non-
reliance” has been interpreted differently from country to country. As a
leading case on data exclusivity, the Canadian case, Bayer v. Canada,
offered useful resources to clarify the issues surrounding the meaning of
“non-reliance”. This study attempts to explore the concept of “non-
reliance” under the pharmaceutical data exclusivity regime based on
Bayer v. Canada. This study suggests a possible compromised interpre-
tation of “non-reliance” with a view to balance pharmaceutical innova-
tion and public health, and argues that Article 40-2 of the Pharmaceuti-
cal Affairs Act is consistent with the above compromised interpretation.

This study also proposes several options for amendments.

Keywords: Data Exclusivity, Unfair Commercial Use, Non-Reliance, Undis-
closed Information, Test Data, Generic Drugs, Patent Drugs,
Bioequivalence Test, Comparative Test
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