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2 Bayer Inc. v. Canada (Attorney General), 155 F.T.R. 184, 84 C.P.R. (3d) 129
(1999). (F/3K Z{1H~) ; Bayer Inc. v. Canada (Attorney General), 243 N.R. 170, 87
C.P.R. (3d) 293 (1999). (g 2IHL) o ISR ) 1% [ Ruckelshaus v. Mon-
santo, 467 U.S. 986 (1984). ’Azja’n@??ﬁélgjl %ﬁfﬁi%ﬁ\al%@;iﬁyﬁggqrﬁa e
P [ B Y VR N S B VR B R B
THEBE - BRI O BLHL P o R o T R
YR e Fr118-128 > 2008F 15| -
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mpZ EWFFEE o mAEARER R E - BT E R
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RHE - RTMATAFZEEFERARESABERNF & - BEE
ML EREBRE e L ARLEARERNTUREZLENR - f
n : WTOFF & TRIPS 1 % %391k %3 °H M " kB F LA LB

B gy e W F;s%fgm J# i, (new method of use) Hie¥

*«]ﬂ%’mﬁ%‘b e EA %Fﬂ} UG E RN (8RR 5 fl‘/%ifrﬂlif PRy 55
U 5 53 ¢ vr@&mﬂ?ﬁu f%‘m% *ﬁ”ﬁﬁ# Yl P
@E'Jg@r_@ P oGRS T AR I A S [ RREE R R
ﬁﬁ%ﬂ»@ﬂ#@ﬁﬁ%ﬁ%mW%@ﬂfﬂwaﬁﬁﬂ T
Eﬁﬁﬁ VIRUE[PERRY ST E JF}E&’V: fEerR] o HEJRTRIPST 139K 33370 l’{f"&f“L
A R E SR~ RS I L 3 S P e
%Fﬁ[h?}’ﬂ ﬂ* W T FE
PR RN éﬁ?“" (‘subject matter) = fol tﬁfﬂjﬁiﬁ“ﬂ VTR o f“
:%&*EH? © BT ek (pre-clinical trials) - 17 R % FIHI RS ~ B
54 3 ;& Tl 2R 0 W 28 (clinical trials) ENF,: W%ﬁﬁ L
PEE"?ELEEJ%%%fﬁ#IPBﬂ" ol e R S VAEE - Fgfﬁ%‘ifﬁiﬁﬂ*@ ’ TFIJﬁ;}
25 F15-20 -
TRIPSH 38739 573 F/RLY T Members, when requiring, as a condition of

14

n

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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& K TIhEBEHE HE  (North American Free Trade Agree-
ment, NAFTA) Z1711{&%5E R 46 A & LA w2 L&
MEBZ o

AT BRI H AR TRIPSH R £39Mk $3HE T ER G A LLHE

HEBRE FRAREEL 2 RREH  HHTRZRME Pk

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. |
NAFTAZT1711 % 5‘55,@5? £ EFEJT WMERFFVH L QY 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°FI 1L ) Fﬁj\d[%&ﬁ.?n r4 > Fd £ ¢ 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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sharing approach ) ; s ZERIM A B RHE T AT - HATHEH WRE
NEEEZOIN o LR E R E B R ﬁﬁ(wwc
health exceptions to the data exclusivity approach ) & 7 5 o
BERTEHNEBREL L HOHBEAR  w£R® ®Y
£ MOBERFEAERITRAES > FRELANEEHER
HEE AW ERH L ERTRAT  flw : HAZ - EBFR 2

h3009ac.pdf (last visited: 2014.03.05). ¥ fielt + X E IR~ A%TRJPSF LT

3%5Ba”$T[ﬁﬂfﬁ@%wﬂﬂ@%?%ﬁﬂ’qﬂ\ I
o IR R BLIEY S R RYR 5 T 2T i
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). pl= flytped @*%TRIPSE?
Py B BB AT P B AR R
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.
T —HIFF e pATe E5Y17.100%
%W—'ﬁ%pﬁ@%%%ﬁmmﬁ

20
21

22
23
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24 FHS PV ETERY BL {523 (Central American Free Trade Agreement, CAFTA) 57
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Al s (unfair commercial use) Z & & » HATATFHEFE AL T
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BHRER X T o HAABRER 2 RE  TEXBREBITHE
B ERROABATLERY  AGHRMENERRER LI L
TAFHEERAN TR FHEEBRETRE - 52 FhH
HEEERRTHRGRENEERARHENELTHFMARRYE
HAFENT  TZMATAFZHECANRYE - HHABERA
RIAHE EWHTHE  RESZABRELR T2 UAT R ENRE
HEBEZELmEeETERAE  UABEATERBEEAER IR S
PHEARME o R MAZTERHERRBERAEAREN M
B TBEABRERZMATAFREEER - 1 —EHRIEH
BEGRERE - AL ERBAEEIZERR (REEETEHE)
FrieBATZ %%

HEZ ERMENEZBRREHNENBERT  —BEBRERW
FEHUREABERZABREHN - H—% "T#HFE, (non-
disclosure ) & - A RE A LRI ZATLEI) - HEFERET
BB B BERMRABRERZWNE o WEH 5 7 RT3 E R
MERFZELEREFHA N BRRERNZNE B4 T
#&# , (non-reliance) 5% " T 5|# | £ > WEH e EBEHEE
EMBARE TRE, KT AR ERAREABRER - AER

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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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-
wy&DwMVW%E@HmL2%Q(%%rTﬁﬂﬁiﬁﬂjTgﬁﬁgﬁ
g 2 ’E‘fﬁ*}‘%ﬁ@“ﬂ“@ﬁwlﬁ%ﬁﬁﬁgﬁﬁl °)
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mERAFRE (UTHTAX,) ) DTHAHERETHERREXR
AT EMAMERRN ZELER  AEFREERAREERTAE
(Bayer Inc.) %zt A b EX AR 2 XER Hhe k4t d &
( Minister of Health ) £ 4 ¥7% (new drug) ) Hm o EWAF
HAXELZHEE  BAERITEFERNZFE -  BRTE R
B —EE T e K B E R A A A B B R R 2 25 A [

% ¥ T RBGI TRIPSE L NAFTARS L Ffdﬂvl? R LD P o (P
AN FER WY NAFTAST1711 (% %'fi/ﬁfi%“ ﬂlwﬂdf”?l W
51 B FTA?H@IE Tt R AR P ?%krﬁ
T RE ﬁ%%ﬁbipl*’?ﬁ?& e | “‘ﬂ"rﬁ&}%?—” 'ﬁ‘f ‘/J%JTF AGINAD
I & F'J:}'\?PJ H TV T PE [E%PE’FLF l/%“j\]’fg il |J§kuyﬁn i (protectlve
order) ="I'| il ﬂﬁ@rfﬁﬁﬁﬁ*ﬁlmﬁq'WﬁinF [ i
. T fr“i’#‘j Jﬂi’ Fr IIF"?F‘J’ YHEEEE - IF“W%TT“ ti?&””?[fd?é

L A S ﬁc%om[%HgF@?r%ﬁg Wi A O P
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ZERRA MR Z B ST G RHRABRAERABRRZY
g BAYERT S hERERET  HERBASMRE ZHEL
WHHZXELFABRIERZABRRFEZYE DT IERE LT
Ao PEAXERAREZKBRENTEZENERRALEH 7
ARl ABAENERREEZLHBAN ZBEAERAWEN R X
FRE > VAR (Ministry of Health ) 2 #5045 5 B 973k ©
AEBRzEAAERPER "TEHEEZRHA L, (Food
and Drug Regulations ) % C.08.004. 1% F B 2 & £l & B R7& 2 H
EF(THR"AFEHNZEBRHEESL, ) - mERABRITLEEEH
GWMEFVINMERTRY R ANALFH R EERAA - I
RUZGREHBFEBREREL - RATHMAN Y - EXRFAEERLAL
HmEREAEARRBETE LT 2w TREHENLEZ "EHR
#HEE %, (Notice of Compliance, NOC ) i f& %A " L W #F 7 #
ok BRI ERFENREN B L HERREEERETA -
AR LA A 0 B R K A 5 C.08.002 # € 1) 4T
AMEREE "THZE LW #E , (new drug submission, NDS ) - i %
BEEWANREIUAENEL 2B BT EZER o B TFRHEFRE
TR ZEF L RAME "TEERAI A 5 (pre-clinical test) £ T g
R B 5 (clinical test) F kB % K} - B ik AU 2 L oF
AFEHEME MRS B RYE L AN B ERIGHELY
PP 23R o db b - BT AR RAE F AR F C.08.002. 15 K 2 - 2
WP B (b % £ B3, (abbreviated new drug submission,
ANDS) - EFRHEEFMAEN RO BN E LT T AN ZEG -

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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N %A T me kS #%E , (Canadian reference product) >* L #
A (comparative studies ) 2 U % ok} - 38 B AT LT 2T 2
R Tz "hERSEFEL, BREYEEBMEE KR
( bioequivalence ) BI ¥ o 4£1 - fi{L#T % L B 7 2 F & &
— MR LT EFELEF AR HLMATZHMEsSBEHED
% BB 5 B IAFATEE LW AR LR AR o

HI B AL B o SRR R SR B 2 1R 0 2 % C.08.004.1(1) i 2 A
FP o REBEAE - MANRRA ST ZHNRGHET - T4
PR ERANE LW ANNT AN EZL LT EELEN - 5
TR th R LA E LT R E LW
FEVEA o MEFZL B HELEANRTINEGEAGERBET AL
FHERRE

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

TV ] AR A A s A FE', DprEk > SRR L g SR 2 I
FEEPF e S B v U/%Fﬁ[}[ DI EREAGIE By Bk s
Pgﬁ'%f'ré;l/%ﬁg, o

R {;ﬁfﬁ#é‘?%ﬁ[},tﬂ F£7C.08.001.1f% 5T 1-Fi* ¢ © 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
WHE LT HFE BN ELTHARBEANEARNERLT CHZ W
%% (supplement) ;

OEFBE LT RGEE  HRFEF LT ZESTER (LS
RAEM KA L BTN KRBERERMERFNHE  EEHEATRE
2 (examines ) 37 %5 du B 352 FT 4% th 52007 2 2 (21T & R B UHF

O A HEFRLMER 2 LR - K#E (relies on) Bt
FHPTRE LW EFE R ZER -

AEFHRNWERUM ez BBERAR  REFRAABLHE
MANHUA T ZEERNTR Z LA LR EAETFE T 1
BWMSZ R RMBERAZA N 2R E LB 4
RERINFZHENZ - ZUBEETN AL - REBHETFD - F
ok LT B C.08.004. 1 2 & & K L i 2 vk AR B RE 1 ik B & )
# ( summary judgment ) o

o~ BB FRRRELARE R

RENERR BEEHMNAEEEANSIR L EELERAE
WT  ORFXERETA " RREEZHA , 5 C08.001 {5 Fr %
ZTHE, P RAFXERETRSEURS AT ERELETH
B B A R R 2 2 O P B ] T B B 2 C.08.004. 115 H B E R E B R
Mz B » POHBLEXRFRRERAS R EXE LN L
WA HANRETFEIHREENIE LT T HFEX
HREEZER DR 25 B U WA Es S bW
BFWEL 2 ZEREERM ) O TR AEHAN REEL b E
Mz ffeHELLwEFREEY  LHEBEE (examines) HF &

O TLPRE 4 R T [ AR T -
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FRR# B LR ATINSCHF BN R H LW @A T
RUEMEAXERZ AR E L TRFZLAMEN > @FLET KL
T RO T Fo A% B R R 6 R XOR R BT B 2 X5 i 2 £ T B T Ao
ZHRAFR  BEZEETFTERTREAEAXERZ AL
HE LT E s LR Y

AEBWERBMAMEF R REEFRASKSR - WEFEK
SHHAM AP RBOT % HRF2HEFH  ERALHE
AXEMBTHFEMOHE LT ZRE > BE AT EH M HE
ZABRER c ERFIRFH  FRAAMETERBLATRE
TEERINEH RN EZARER > RARERS T ERLFH
HEBRE wRELATEMWAEEFEHLHELTRFF
TAREREFEELFERABERAREZARE R BT E R A%
EHBERGREZAT - k> FAEFH  FRAHEEZTEMR
MEASHNLER A IREMM LT e FERZFIH REZS
BT REZERAF A MG LR 2 € B R A8 B e R
7 e

RAEMNE LR WA LRERMEFREA - A RFEAE
W o LRERERFNFE LB EHATH LM &5 4
HAFEHERELS LA LHERBALELEHHEHRERR
R E  ERLAGBETERNEERINBET R TEZ
ABREHN ATRYEFEHBFRRE  BE AL EER RS
TORPLERMGREERTRE LW HEAIFEAREN  MELE
BAREITREAREN  WEBREET AL TR BERLFZ

’ 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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ERAFRE - CHE  LHEREL  AFEHEEESERED
FEF 2R WL BERENNETELER - F A2 4%
HAEFE  TRHMEISRTET TR BTRLTEZARY
B BT EN R EREELERERBRE I R REARLT
HAGRE DHRAFESZHERE P

AT AERLEIRAFLEHABREZSERALHEN K
THEERTHZEH - MANAFTAY AT B2 ER - R
NAFTA 17152 %% « MALEER  UHme kR T4 RHE
SHLE E\F 4 (Division 8) 7T b H B R H E 2 H L
THANAFTASITIER 2Bk - BRAAFLET U o
BTy PMEFELER WMEACREELANAAETIZEHER
RS E REEEREFREAT AT RENAFTAE 17115 % 638
BERERz M Hik UEERERTAEY  RAKHINE
C.08.004.01 £ Fi 8 " % & | 2 B3 k# K i & K A NAFTA %
1711 82 %%  NAFTAM BB X E T EE KA A %
C.08.004.01 45K Bl " HE | X H2MBE - LHERTAELER
o

% - NAFTA % 17115 5 % 3 ok BT WF 9 28 78 26 70 3L 0 37
B HEEFREILE RGN E LT AT A m RS
2B RBHF P

K - RNAFTAZ 1TIES6ER 2 X HH 2 - WP EERKE
"HEE, (ERGEARERIBEINT 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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"El ¥, HAABERITRER Z R o HRENAFTAE1TIEES

ERE  BERTREBERTEZRYE  BRAHBEEHEEREF
MELTAHRABREHZMEE - RAEAEEBEZ - F6HHA
LA FNRBELLERTE LW TR ZHE  WERA
BREBERBEEBITHSHRERGHFLIREAE  WEEBTF A
NAFTAZ 1T IR E1H AR 8 B R EEERF 2 EERE &
FRAFHEERARAEZEE oV

%= KK A EC.08.003%F MRREZEE X2 g k&
RNAFTAE 1T E6EM < - MH > AEHANRIKBEER
NEFTRER - BR2LEBRITRAB(ETRTFE " 54, AEE
BTz e BB  ZEEBRTIEEFALESTHZ T
B A B o ( comparative studies ) T 4 88 F K X K B
( bioavailability tests ) © *?

0 WRNAFTAZITIEEWRERER AT M ERE EE
EHETEFE EAFERRLFREBAZ  RAKLEEGE
HHMFE o BANAFTAS 171 S TP ERLE EMT - 2
ERABEEHNEEREESR ETHFTEFZHER c WRFOHEH
FEEREZLERzZHNMETHF  ERELEREREX
j$44 o

41
42
43

See id., at 9§ 54.

See id. at § 55.

NAFTA{EET17118Y77H > 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 FOHEAB LT OABEN T AL KR K E BT
ER2 LT EHRT ) - ERRE2MBERTEMUHEL
THHRF LR RLEMREEN G LTHTANTELE
B EAER L BB A BB EY  WEMEHRE YRR o h—
AEHEHEER PRLT - EACEAGRELEREELEE
EEERR MEES  REESEREME RS T RZERN
%o BV A o A S B 4 C.08.004.01 2 HLE 3k R
NAFTA# 1T1EF3T 2 % F o %

Mz AEHRBBMERFERERFREES  REEAE
EMMETELERFRACHELTRH > T ERARERY
HEBREZAL - HRGRETFRAS L ER2 A 5 HER
BRI R EBWE B PEABMRBITEE (k) - D
BRI G R RS E R o AU HRERT Y
THBABMA LT AERE > A% T B E R AT 8 2
HEW  UWFARBESEHERRERIMBELSLE -

B IEAFREBHEASIBRFLZHERIRT

RWERAMELFRBL > THRRAGETRERLEER
HHEMAABREARERS > AXBRERAZF R EHERRE
HE TTEE AL EEMRER KA T c RWEEEASR
T EEHLwBE > PN TARRHABGEREELERZLYE -
HEZ WREZH R ENL T MEETHN  — TARH
THEEY > = MEEHTEIEREHE » = - (TREERT# ?

S See id. at 4 57.
6 See id. at § 58.
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BEBARTHNZETG AR ENERARRL AT RKRNFH
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R TEAEH K, TRHEEEEMME - AT > ARBEEEZEE40
ez 2 CRERZ BTN ER T AMEBER ) TR A EER
ZAREH HRARERERETHNEHETEMBES ZILEY
ZAR > BHEFNLE

Hib  WESEHRIXERZ XTI REHRLE ZER
HHRmEETERBMZEMEMA (ERH) - TH > FRARERZ
HthpFE  wELERMAL WA BRERE - IR EHER G ER
ENBERZARE R L RERFLELERZAER - Fib i
BLERTAIEAEERMERZEREN  FHELERYH
MBELWEEZSE BERedE o JLH  BMAEZERBARRBE
KEARFERERZ2MEARBEZ R > WETIHEHILIEH
DH R A EZEHME - Al mmEEEHE A2 - WEER
"TEE L RBMERNRZHZ o WF REER YA B
HELRZ LWEN ATNRELREEXZRR - AR EH
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Y FENBRLABLHTREELLE L LR aEEET
WATERE  wRABEIERETT T TIE, EH A
HELEHNERZRENESETREHMNEN - Bt - T3 HES
iz " g A s meETERBENZ THEMA (AL EH
FrBR) , cRH REMBSLE L WHAEEE TG
TR TR A AR ROE AR T IS B T B2 B
ZRAWETRHARBREH - TEHEBFERE  SEAHHAE
TEMBANEL L TEER I TANE  TEZMNTEREL - &
% - HLTRIPSH) % $39KE3AME X FH 2 hEHH2HEE
BAWTOE E - ST REG 2 R E T 8250 Y
Eb - R mATERANERSLE LT wE  FAE T3
¥R ERTRAREHUR TS LB 2o B RN - k%
ERERYBENER RN S AR EREA R R E
RERG B AR - AR TR T B A R R AR o

T DEIRERG L R

ER HREHBRERETIEKGAAELER - KRG
BERP AN EARLZ2ERABEARE N - WESHE T
BY - M HRREREZH R AR ST BB 5 5 BORt 74 5 FT R BRET A A
MERAMZ2WRRREZAREN - T REAFZREFE I
S B o fi oY 4% 2R R S B2 5 BE R 7 R TR O R B 2 2 M SR At
AREH (od o ALEARERTRARZEHERRE) @ HF
LEBARFMEMM A REZLERAREH -

R BEERBRFATA TTEIE ) R AXHEMEREEN

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 ERELMIHH
BSLBERFREAN CERR, N T AR SRR, 2
B BFRA R R R RSB ER T
AEXEBBF BRI TE T EH 2R o HH - BT
BEA TSR AR R LW TS L Y sl AR
Yo TOLZE ) 4R BB B A A S S BR DA A o LI 1
AT EHMEAMEI ML SRR R E R R R RRYE
B TGRARRAFECERE LT TEE,  MULSEER
LW TEE ) fFASEMRIE - B BRI 2 R
THEBRE R EH P ERULEARRNE  HEATBELAH
BWEBRARERAY  THAREHATRYER P

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

B il HE RvERARERL  WAWHAF
B - Bk RN TREMRIIELEE AHEEZERET &
AURBZEHT - 14 2 80 BRFT0 AT 2 24T 2 R 48 3B
FHzGlH # e AZWEZTERM LI BITHZ R KR
REEEEMBRFE LB ERATRITE LT HF20 > BER
B NFRELEETEREANERFLE L EMPTRA(CHE L &
HLEE BENEE MEL MATERMELAXCELARE
PRz #HELwwE LRERELT  ETERL—NELTEMS
ZATAHBVE B p A "5 P R BB BRERET L
TABRRERELS SRR LW mFm | 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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HAWMETERAREARERNERELTHTRMEES - #
THBHELTHTRD T LLENR - TAE%H R R EEHRH
FERH B LTRSS o kR R A
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0 See id. at § 41.
1 See id. at § 42.
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2 See id. at ] 60-61.

3 See id. at § 39. j%”'{lﬁ“‘\ﬁﬁ#é‘?%#,tﬂ EJ[J'EB‘IC.O8.OO4.OII‘§5’?§T§}I FFE o BI
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4 See id. at § 41.
> See id. at q 40.
6 See id. at § 41.
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57 See id. at § 59.

%8 See id. at § 42.

%

60 See id. at § 43.
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1 See id. at 9 30.
2 See id. at § 32.
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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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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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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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T2 WERBUFFEEE - & T6+2, ZEHEFHEE
W 2LERGAABERNGF T AFARELTH e
BELERENER T BRBDLEHT o W ERBEEBET A
HAREE TR BERENMETNBES 2 HEBEL IS o
B BB ERERRENME,> AWEREY  WTAEs T 14
3% P ) (no-filing period ) - BT %2 IR A 2 % 04 H B 7
% k= EA T TEMEYE , (no-marketing period ) - B % %
BT ZENEHERGE  BHES L EREEZEHRET
BAE B IR S L b A A o b (A (R R
MU R E WIS R B

B HEEGHNERREZNE  RRA: REFEHNE
ZEWHE O BEAEANES TEBRMEL LB, (direct or
indirect comparison ) - B4 T 7 BEME « $—  ERABER
TERSENEEECTEETRF L a®: 5= HEZERH
FTERNENRELLE FwarTdm (EAFI AR ERL
ABENEELLERRANERTRE AT E LT EF 2 ®
H) oMU BAEREFRELEICRNETEREER B
BEFEARE N UNA R LT R T EHERRET L $% o

B4k A E C.08.004. 1(4) e H 2 - BERRAE R W B A
POEZHEEN  MESHBEL AT E LB RARESEGEHR

84 - e . U L
2 LA g VP 9C.08.004. 115 T RTG53 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 AL B (pediatric populations ) 35 B - HL 4 H B 7 3 T 4
NEZWEREERE  ANEZTEEBHYMALRA/\EX
ANEA - PEFEEEERE  BLERARASENRBEE - 24
4B TR A3\ 4F O B0 I B o

Bt MR B E T A o BT 2 (R A R A
B EAAREREERUEELRR  HETTHAETRE S
Bz Hh HEELHAEREGREZHEZRA TAKE
B SHAFESARENEE  BEEEEAERT NS HE
TREREHNERRARABENLT HTFENERBEHE
BREZHALTETEAANNES - BE - REHERATR
AEE - DTERAFEREREGESFREN BRI RAE
HEERAHMMENESEA o

R FRAFERANMERBENHE  ATZLHEHER
Bz rs - PHhEy WERZAFERCTERN LR MRS 9%
GABERFEMERENEE ML BERAZEAES K

8 37C.08.004.1 X 5T4ZFi 5L ¢ T (4) The period specified in paragraph (3)(b) is
F

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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Hth ﬁ&%Tﬁf?“ﬂ%%ﬁ%zW%ﬁi’%@'Wﬁ
BB G g AR &Y ’%%%%w%%&%zﬁ*%%’%
LSBT BIT4T R 5 B RE A E R 2 R

OMEREHEBRENAAIHBRBEESEELEZEE

R REZZEFAOGZ2O0AERXATRRELEDMER
AREMITIRERGLAER R EHRBEE2HRFIANCE
NERZEE  BEFTIHEE&HLER  THRICBERERZAEE

8 lgp : 57C.08.004.1(£5T67F41 ¢ 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. [HJI*EJN 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% 577t © [ (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. |

Wﬂﬁ@m EARE 9 SV I LAY 0 T R s s
’f':?%{v]jéjl ETPF@EF i B % WPTERAE > 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. & POL’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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