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24) Merck KGaA v. Integra Lifesciences I, Ltd., 545 U.S. 193(2005)
25) A1&-A ksl 2001, 6. 15. A3 2001743107424 S8 2008, 12. 9. A3 2008
514936 #4.
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1987 Sl A, ook wElwl S AWl C22= A
AAlde] Fold 5 gl TIAbe AR Sasta, 5873k 204
o= g she ofeSele] wd WSlE st whdel, A wet
C-22%= ZHAIAA ] Fanell didE wgeole]e] A el HSste] dF
o] of7pH A A ZHE7|3kel PMPRB2E AAste] QlEeold &S Z¥)s}
© b S AEsta SR S Fosislnt o] ke m=
= 23 o2 A =7Ee] w7 AlebA & v ast
o o= AAFoEA Brand AlofAke] AAAEA A5 AA S o
&= ryssitt®

st Bolar ol &|(M @54 5344 ol 2))2)2k “Stockpiling il ¢ (53]
A B AAE o] 9])30E A sttt L 2] Bolar &2 Stockpiling ©l

26) S.C. [Statutes of Canada] 1923, c. 23, s. 17; S.C. 1986, c. 49.

27) Patented Medicine Prices Review Board

28) Food and Drug Act at ss. 79-100

29) Ay EAS 93 537173 wtm Ao S F SIS 7 glo] AHEE A5l
= deHez EA&e wHAE dAs= =9l wl=e] Bolar 2 (Roche
Products, Inc. v. Bolar, 733 F.2d 858, 863 (Fed. Cir. 1984))°] 53|77}t 5 F A]#g
obEe] el SAAAS A 58717 R A QALHL AR Generic 314}
o P95 SN B F AFEA g 55 FaddE AYsE o
abel EH o7 A9,

30) Stockpiling °f|®]+= W=l AE EAeA] ko, 53 utg F A AxIglS FH]sH]
el 53 wtr A 67hd Aol SFHANI dAEH= AFL AxE FHEshs o9
3l. See Food and Drug Act at s. 55.2(1).
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Bolar oll](A 354 S3{ntsAd AA9])7} vl=e| 4= Hatch-Waxman
Mol 2t vl 24 FHEF E}% Hell A Genericoll Al S A= o]
o] AlFetdcta HrF & 5 A, Ayrte A= o] A3 EAe &
A= EEH(Common Law)Ake] Wl wmel 5338 ofe& A
g dnbg sl #erh EAsksd 7] wiZell o] A =7} Genericoll Al frel &k Al
i S AE Y HAFA S AT AL oHER FrH o s, Ay
=313k Stockpiling ol €]+ wlafell EA3HA] = Zl o2 20004 34
179 EU $113]= sivbc}le] Bolare}l Stockpiling ] €]S WTO FFA 9]uke
2 A Askel o}, Stockpiling TFA RFe] WTO A o] $utEcty dokg e
24 o] 42> F5 #H A=A

2) 551517} HAMZe| ¢ SA DL XX

Muetell A S8 7tadA Awe] w9l AARZE =7t NAFTA A
Aol w2 Afz ool ojste] &rbudl =
okl %W A o]f+= "= Hatch-Waxman® o] =98] F43 3

>i
s
32
X
d
)
EY

= Aleke] y]e bRl -4 3 Generice] %7] A|AAIS] TS EFH
3l7] 913 HAolgtxm wREITHY 53], FUHARZE Ayt e

31) Food and Drug Act at s. 55.2(4).

32) Patented Medicines (Notice of Compliance) Regulations (SOR 93-133)

33) Micro Chems. Ltd. v. Smith Kline & French Inter-Am. Corp. [1972] S.C.R. 506, 520;
Edward Hore, “A Comparison of United States and Canadian Laws as They Affect
Generic Pharmaceutical Market Entry”, 55 Food & Drug L.J. 373, 383-4 (2000)

34) See Ron A. Bouchard, etc., “Structure-Function Analysis of Global Pharmaceutical
Linkage Regulations”, 12 MNJLST 391, 406 (2011); Regulations Amending the Patented
Medicines (Notice of Compliance) Regulations, 138 Can. Gaze. Part | 3718, 3723,
available at http:// www.gazette.gc.ca/archives/p1/2004/2004-12-11/pdf/g1-13850.pdf Last
visit, June 25, 2012.
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7F AdAg 537z wtm A AFEEA oJekEe A A s §
3l o7l Generic®] A|AAISIS BASIAL QISIAIRE, o] o ol2d =
A= A vl dWE Ay #Addde AReR dAFEE Ao 2A
Acle] #el FAL uZIke] FTA o] 35 fZ7b7t WAlE 2Eo o3l
AL st E B = k) EE, old il Avcles SR Fo
= Generic oFFo| A HAp witell A Aol HejE =] st vl
ge], 7HAl 2ol Z3bell o3le] Generic®] FEAIA Zsio] et
Eidelsla, A= AAAIE =9 F Generic®] AlAAlEo] AHT ZolA]
= dAE ErEElithe vl A Aol AS5H Al AAE AR
off Bked =] =] F-3}9dv}.36)

O

2

(3) 9| ME £9Q! A A|ZHALS gl olHHB|A

o o H -

L
T
=)

vl =2 ol Ao} 7 A| g5 A (Trans-Pacific Strategic Economic Partnership
Agreement; “TPP”) A&e] d3teo = 55 wAA=E v ZF, d& 24
o|#|o}, ArtEE, HlEMZ 5 FH7IAAA RS =81E A =gk
2011 7HA] o] & e f dAdt=vlell &Rt S FHE k3 25
o] 7% 2004 FFof vl=e| A @A e BREERAE 5353
ZhAA A 2] Eglo] o FAlste g A E o uwlel Therapeutic Goods Act
of 1989 (TGA of 1989)% S 7HA3le] Generice] ¢FE3]7} AIAA Fd
FHHUE AHEsle Ao S HUAL diste] 53 FE 5o FAWELES
Ast= AA7E i e FHdoh 22y Fsske ke o] 359 A
71E oFFel dE FE AIA FERAA e FA 8] A =

A

H
il J 5
&7 AAAE FoA] Genericd] AAZRIYS A A gst= AEE

fo o do ofm

35) Ron A. Bouchard, “I'm Still Your Baby: Canada's Continuing Support of U.S. Linkage
Regulations for Pharmaceuticals”, 15 Marqg. Intell. Prop. L. Rev. 71, 107-109 (2011)

36) Bouchard and etc., supra note 34, at 408-409.

37) Press Release, Trans-Pacific Partnership Leaders Statement, U.S. TRADE REP. (Nov. 2011),
http://www.ustr.gov/about-us/press-office/pressreleases/2011/november/trans-pacific-partnership
-leaders-statement  (listing countries currently in TPP negotiation); TRANS-PACIFIC
PARTNERSHIP INTELLECTUAL PROPERTY RIGHTS CHAPTER art. 9.5 (Sept. 2011),
available at http://www.citizenstrade.org/ctc/wp-content/uploads/2011/10/TransPacificlP1.pdf
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of 7l rbsd oEE AA AR ¢ =S 19539d4E AR

PBS Xﬂxﬂ °ﬂ W}E‘r i-zr A= Alokate] AAdow ofFe dAEINE A
= T F FEFEFe TF% TF5E dFel WA= AT oS
Bxehe AAS AL FAsed A9 =89S A gtk e AR
= 7Hx A7p oFFo] thAZ Generic FEoltE AHolA ZFEAF=
PBSe| 7| A &5 7HA] %= WA 5537 AAAEE EHF S
24 vl=3 Auckel wlad o vf- AlghA ddERkE =413 Ao
H7Hs o ol

ole} & PBSAA <tellA <FEFS TE3= AHuEAQl A AN
BxE 53 &l AR oFFY e 2 sEelA #FAs] AF
HAH o g A ofFAFAE oFFo] AN FEFFF FAHEE A4 F
A, 3T <FEH 7193 (the Australian Drug Evaluation Committee ; ©]
3} “ADEC")= & 3Hel-¢lZ d}39) ADECE | 8ofE 7+EH9 o
W2, o] 919lE] e okES A, A, B Helx] Frhske A 54

q
o s, ADECEYE 50 Wl Hu AEAb: oFES PBS F
Salx Qam dut Aol wed S glAR, o] A§ PBSZ-E
o oAlgE wE 7<l 23] W] dmbdo 4y oEREH SAE

QA3 7lo] oluba o]t} 40)

38) National Health Act, 1953, § 85 (Austl.).

39) Katherine M. Van Maren, “Bartering with a Nation's Health or Improving Access to
Pharmaceuticals? the United States-Australia Free Trade Agreement”, 14 Pac. Rim L. &
Pol'y J. 801, 806-807(2005)

40) ADEC %918 £ o3 #vjztal A|lekatEo] oFE2] PBS STAjell A& 7}111 %]
FHoR wAsE olfE, AA otEe] H2el AW A% PBIL /HAE BES

7] wtell ARale] FETbAE A oFEe] AR o Z v Fd s & o &
M = gl7] watolt}t, 53], PBSOl SFH A Eale] ofrf mxE Wb Eahe of
22 pPBS 5= okEZul A ¢ vxr] wlid ZFAE & Jlﬂ;q oF 7o)
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e pBSAA ST =E oo P 7pAL U%
t}43) o]} zro] PBS Azl A AgEE okE H5 ANAAFTY A
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2. AYHST 5359 A Y S5 E ALse
Generice] &7}A8k

(1) oj=29| ¢ef535 SAet ANDA Ats 37t wollx=

1) dlefs7RME (NDA) B MotEs{e| Soi=5 SAf A

E55)7h AAAES] A4S NDAIHESS /M)A Aok S5
A7 Aleke AT W2 T HEDY SAE FOAY SIS
(¢]3} “Orange Book”)ell %Xﬂ st A=) Orange Bookell 553 53&
o]
“

=
9l &3}l NDA A1 A A A FA R E Y483F= Generic 2FE<

HHN'

YAl S, PESE G2 SANEE W] dEa) Axd A A1
°]

41) Natlonal Health Act, 1953 §101 (3A) (Austl.)

42) See http:/lwww.health.gov.au/internet/main/publishing.nsf/Content/health-pbs-general-pricing.htm
(Last visit May 22. 2012)

43) Van Maren, supra note 39, at 808.
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53587 QAR =81& A% T8I} FAAAL v A=

gk Zlo] <FE3| 741X (the Abbreviated New Drug Application; ©]3}
“ANDA”) A 2t=Z 5},

7t ME=S{7HIFE(NDA) 2 A tEs{e S5{==(0range Book) SXY

AlekS EA8HE Brand 3] A= FDAS] £l xS B} AlRzoz zl
Btz s FEY ABERE IS5F Feol, 2% “New Drug
Application”(NDA) 3ls 7] #J3f] AlFA el 7|eAd R E A=3ste] 37}
A5 Alahstoof drha) NDA A6l slelA labdmel g, A1l
& oFEZS Ao HIWYR FAE FHHEIHES SAE Ao &
=) 45 o]71 4] Aleke] x3E W B9 &
A EFHEE SajES = F3 Generico]l g &

], Generic Xﬂ“’%"ﬂﬂl# S Fans] =4S T8 SEsjoF & "4:

[S) % % hES
WA s sl EabAel fube] k. olejgh Alekwa 5317k NDA Al
: F U9 vheel TR, ABAE 00 93

44) Shashank Upadhye, Generic Pharmaceutical Patent and FDA Law § 6:5 (2012 ed); ©] %
3 ARAL e re SR, Az EAuy, Sad 24wl oA, velk
ofe] g, =AY, A FEAANEE A3, A, 53 J% o ARE i?“ﬂ.

45) 21 US.CA. § 355(b)(1), (c)(2). See Apotex, Inc. v. Thompson, 347 F.3d 1335, 1338,
68 U.S.P.Q.2d 1725 (Fed. Cir. 2003)

46) 21 US.C.A. §355(j)(7), 21 C.F.R. § 314.53(e).

47) 21 US.C.A. § 355(c)(2).
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32 sHA Sl ¢lt}48) = Generice] FDAS] 32 Hlol NDA &gl

AES TS AxdAS W SIHMNE ARAAL F = Ak

535’2 g sle] ‘555 7F AAAIZ &sle] REE= 559 AAAH
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& A A7)
e} vle] Ag olsh e B3 52 a71e] 75t
q

R s h
d A7 S48t 7 $-ol= (Supplement to a new drug Application; ©]
3} “SNDA™)E AlAsled $3F-7Axe} dAH7d, 9 59 WHANWESS

F5 37k Aok o AR FLT dAEHE 7l Generic oFF

S AAE- Dty 98l Generic AFAFE S EE ] bEl Alekate A&
xS dSste A @A Al st SAE 54
of te] ok W& F o= shtE AdEste] Ad ASFFAAL &
) skeiof ghrisn

(i) 87k AR} fdsl ofF SsiAdne] viAE (A5 A

48) 21 U.S.C.A 8 355(b)(1), (c)(2)(“---and with respect to which a claim of patent
infringement could reasonably be asserted if a person not licensed by the owner engaged
in the manufacture, use, or sale of the drug.”); 21 C.F.R. § 314.53(b). 21 C.F.R. §
314.53(e).

49) 531, oFE) AEEA WA Sl Aol F2ARE AR Aol FDAS Fale] 27
= olo} FElEl FrRAA-S A9 304 Aol H53le] 3. (21 C.F.R. §314.70)

50) 21 U.S.C.A. 8§ 355(c)(2); 21 C.F.R. 88 314.53(d)(2); Apotex, Inc. v. Thompson, 347
F.3d 1335 (Fed. Cir. 2003).

51) 21 U.S.C.A. 8 355()(2)(A)(vii)(1), (1), (), or (IV).
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54) See FTC 2002 Study, supra note 19, at 10.

52) 21 U.S.C.§ 355())(2)(A)vii)(IV).
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61) Patented Medicines (Notice of Compliance) Regulations (SOR 93-133)(¢]3} ‘PM(NOC)
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62) PM(NOC) Regulations at s. 4(3)
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64) Biolyse, [2005] 1 S.C.R. at P 26; AstraZeneca, [2006] 2 S.C.R. at P 36; AstraZeneca
Canada Inc. v. Canada (Minister of Health), [2006] 2 S.C.R. 550, P 23 (Can.).
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& 4 olvka At o, 20121 AW Generic Al 2 AE 53U W
A7F AGAA Qe AR 5312 54 55 digt AAH S 875 94
T 9 A7 & F o)L FAAsY T}l See Caraco Pharmaceutical Laboratories, Ltd.
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(2) FHLbct

Ak 20009 8 NS B S AAARS EARL A7
7] 913 2AF Asle, o vl 20033 MMAHS] A=A A
& A9 ) ol web g Fo A WEe
S0, w15 ke Aok Selol EAskE eneric AR ol T8
&

Fe)13} “ANDS”) Al A o

0
N

a

25526 SAE Sewe gabew gk weba s okEw el

O
-

ANDS 1A o] Fol| EFEFof F7t SAlE 53¢ theliA= o5

43 d97) 9oba RSt gt} o] AL 55 H-2o] Generic®] ANDS

A A A2 izjﬂ{— S 3} (Frozen List)E 7FA <} Generico] Al Aol =14
3}

st H o] 5345 A el E 134k 383
o 24 Generic AleF B E=Ao oigt A=l wba|E A A= Hot
H

= o girhun

=4, vl=d A3 FE A 53E - NS wElste],
E3] %—%—‘?—Oﬂ SAE = 53= 1) E A E (Medical Ingredient)el] i
g A3, 2)Qekd A RS x3sle Al ¥ (formulation)ol] T3k X3, 3)
Al é(Dosage Form)ell ©igt A3, 4) k= 3o algulwo ohsk AT
o] 47kx] FHZ I Hohe) o 9] wkd Brand A Fr1H <l
535 S5l SAlslE Ao S 53] wheA] Hagk g )
ol Ay, ZA, e, AR e] W3tel| digk AF3E EFHsto{of g
t}119) o]2| 3+ W3}= }7]¢] NOC Regulationse] Brand 3]A}el|A] F7}4

v. Novo Nordisk A/S, 132 S.Ct. 1670 (2012).

116) 180 ®i¥ ¥} FHAMNA= B o] AAdE] AGEHAAe}t Hx S5 EA
Generic 7+e] #A% f{H = T AR FHE ADs] A A=7F adsdek
W g See ALY, F7N-5 AAAES] =43 FAAMEE AL, TLaw &
Technology, A7 #|53%, A<t 7| HAlE, 20 11.9, 71-73%.

117) PM(NOC) Regulations at s. 5(4).

118) Id., 4(2)
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121) PM(NOC) Regulations at s. 3(2)~(4).

120) 1d., 3(2)-(4).

119) Id., 4(3).
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53871 dAA RS =4E A7 FaI7F A AL v A=

(1) ol=

1) 015 SH2SL B SHEe| £ JHsA

58187} AAAEA wet AdEs S sAel S 53l 7%
Generic 3|7}l ol W& Abgoll Al o] HAAQl wAlE S E5Fl &
A= S37F AA Aeks AA A7 HaisE 238 4y
2 FAlAgd 3t Aok e Ade] drks AellA v EE) vl=e] A okl

Ro g F3- ol %—XH DH*POM Xﬂﬂs} } R i n o R s v
= AN AL AAEHY A 2 7heAdS oAs] S
%, 20030 MMAH ol ulet Aok 55 Ax7} 5355 B4 53
E AR SAEkE Aol SAEE e A’ Generic 3712 A}
FArolle = e B3 oz AgtEA| R o] 535 5 EE
o SasHA Hm E8]e =AsE Generic A AE SA1E RE 55
st FE-uAE o ASE AEFdh drhs AME W3 Yl
53], Hx 53=% Genericoll g 180 wiHAE Fofulr] Sl =
FE-v A lFE 3tdof spr] it Generic A|FAl= A diAtol
e 537F BETE o] 2z, o v AARIE $18F Genericd
A2 ofstE 4 vbell glok webx B 53 SAE 5 S5 A
ol Al AAE AR Generice] 53 EA Ao 5355 1%
t}2] 5352 Genericoll tigh ARz ql AAzIQIAgH o7 2Hg 3
otk L ¢, Generic AFAFe] FHx S A gk diriel 180 wi A
HE wiolr] S8 5AAIE S3HEFA SAE 53 E Genericd

=
Paragraph IV EXx]& Wta, AlA] A2 A4 w7} ¢lS-¢% Orange Book
N el E3)e AkA|E AF s S Qi) o|w] Generic =3 o] AF

A 7 el ZFALES W7 sto] Paragraph 122 A1A S WA sfo]o} &},

122) See supra I11.2(1)1)7}.
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Paragraph 1 A1 4] 180 w3 EH-2 AlA|Al Hr}h. 53] =A4317]
g 2gn]go] kel v=re] 9ol 180 Hl A o] S niEFe
24 Generic®] AAZYS AAH R A= WHoE AHE EH s
Aol =t

2) M EMEe] £ Jteyd & 1 #elel B4

Orange Bookell S thpe] F-47 S3fel o3 AR -9
od Xé

& BF3lal AA v=e] 53557} =
T2 FHx 53 xA Genericoll g 180 wiHAS Eux EAFAIS
o AFEIL & ¥ FEIe Avrtet 2 A AlokE 5359
S5 55 Sl o3k Adwts A= A vehbA] oda gtk 1
o3 #=E ¢4, vl=e] FDAE 53 A AR el A= $A
A 87 FEAMA F1A Al vbs s Folal 5SSl slolA &
S HUALe] Hzo] AA AHEFE g A, EFHe] 7]E $aH *L‘?ﬂk% HeH
el E3Fst=A] AHE AESA] ool $hrhi’d) webA vls FDAS &
3 E550 A= A 537F SAEA e AAA 9J?l°] =2 5
Ak o)A oF IV.1(2)2)0l A AF3E viAH syt 53 EEe] A
Aol digk AAA el ZAAS GFAI7] Tl Fo3ldSole sty &
S EES et wAIVE A|EA R At ol A Aot
o]e} Z+2 o]frell th3l, = A5 @ AFAES SAFAA
53518 SAlel olsle] FDAE 71k A f-oll AL = sl ek A A
Al FAFARAE A, o ot SAFAA S FAG AR &
71 $le 5333 i<>H1=‘H”°ﬂ Eﬂ?fWF AAZ FHFAHEAA] A AAD
o g Az FIE = AHAAY A S5 7P 88

123) %27] FDAE S8 A 32dejx] goels 4T3 A4S FHslo] Patent Liste] &
Ao gk oJudt ololx YUFHow <IASFA] dskrl. See Terry G. Mahn,
“Patenting Drug Products: Anticipating Hatch-Waxman Issues During the Claims
Drafting Process”, 54 Food & Drug L.J. 245, 250 (1999) (citing 59 Fed. Reg. 50, 345
(Oct. 3, 1994)); FTC 2002 Study, supra note 19, at 44.

124) 18 U.S.C.A. § 1001(False Statement; ®|=r¢] 73-%- v} A= 77|32 =4}
o &9 Aed e FWZ AWsle HEe Aol EAg), 53], 20034
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et ep1259) A A, T3t Auekel 2y e SAA
1S5S E3F Generice] A&z A gk tidle] In re Buspirone
Antitrust Litigation A}F71126) 58 3l A=l A% SHFAE 4
HEA QS Bogtar, ARQIZEY] A GFAIY SubS AR 3 3wl EafjulAk
e s AYEa glvhie) 53], vl FAATES AAA A S
218 &A% (Sham Litigation)128) &8 Alr] FHE3 EsH A
(Walker Process)129)e]] thale] ZAqpAe] A4S 33 3]s gk,
o] o|E2EX HAA Aok 53 E AL olF FAE HAidTE
A 7181+ ANDA A-gfrell & el A9AE FAHFAN ¢
Hlo g X 3 5

©

FAES 534

Y,
[o
oft

aodr
[
ofr

;

A

MMAHY 11123+ Brand 3]AF9} GenericZte] §e] Soll wigt Ao F-& 33l
a=dl, aeHern SHAANS THE A4S AIAle derr B3 "rh See
United States of America, v. Bristol-Myers Squibb Company, 07-140 filed: May 30,
2007. Available at http://www.justice.gov/atr/cases/f223800/223808.pdf.  Last  visit
Oct.10th, 2012.

125) oA ®l= u};w Aefate] S35A 5 HAste SAL HEAEel A3t
NAAQ A HE AR gt Aoz AA SHFAHLe] A
THA R RS :Lﬂi T AP el o] Al sHAl A7) =
S Aggh 53] WxbaFelA = A" &% 2V He 54 &
of gelEmd w3 3u] Edfuidl S A Esta Fov AFS TR Aol o
HolAut, o] A& TAR AAGT] FAF tate] H 2 gl

126) In re Buspirone Antitrust Litigation, 185 F. Supp. 2d 363 (S.D.N.Y. 2002); In the
Matter of Biovail Corp., File No. 011-0094 (April 23, 2002) (consent order), available
at http:// www.ftc.gov/OS/2002/04/biovaildecision.htm (last visited June. 10, 2012).

127) Teva Pharmaceuticals USA, Inc. v. Abbott Laboratories, 580 F.Supp.2d 345,
364(D.Del.,2008); Louisiana Wholesale Drug Co., Inc. v. Sanofi-Aventis, Not Reported
in F.Supp.2d, 2008 WL 169362(S.D.N.Y. Jan. 18, 2008)({ i+ <F& E3Axl7}
Generic®] ANDA AlA 9] £9l8 AAAZ HEHog 92 o]eA)|7|(Sham Citizen
Petitions) & FDAC A& 39S T4

128) Handgards, Inc. v. Ethicon, Inc. 743 F.2d 1282, 1289 (9th Cir. 1984); Professional Real
Estate Investors v. Columbia Pictures Industry, 508 U.S. 49, 60-61 (1993).

129) Walker Process Equip., Inc. v. Food Mach. & Chem. Corp 382 US. 172, 86 S. Ct
347 (1965); 7|wkH o2 HE3q EWUE T4 Falladd U SHFAY 9w
Aglo] 22 wk=A] 554 FH 5o A HA @, FDA'F:‘ 7IRbsto] A Alekg
W 5SS SAFOEA ANDA §)7F BAE AFfeld Brand AFAbAE 44

9 % gk

N

Y
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Y
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o] EAIE Walste A AA-sta AA| Generic 3| Al A E
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130) Crowne & Mihalceanu, supra note 65, at 711;
131) Id., at 712-13.
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B
'Line Extension drugs'e]z}a =] X =]

B MY F, SLEIE M FFeln 23e 2Ry Al

W 9o 24 e JuE 298 Savh Oag AP o5
Ao A AREe] AMAde] EASA gtk HolA, Brand
50 ARl Aze ARED F& e Anide] 45g
Aot WA AR AT Y wrk B Bale] £ARE Hes
Aepie AT 4 AsE sbesh Sasit AAAEe] 2
275} the

-

2

Ashe 2t ek wlke] faleian) o2 20034
} 3

of mlarellA wHAE AR, Aloks ATl = o
£S5 Orange Bookell S#j(Sham Patent)s}ar o]ell 23+ Hslis
1 o

o] Generic 3|7} A}E-foll 7] 7HS RSt ez} o E ukA]

<
<
>

b

A% AL kel o SNDSHF HEapl H4Hows 54 4
o FAoR st BUYT ST YA FASE Adsiw

132) Id., at 712-13.

133) Id., at 712-13.

134) ‘Me Too Drug’2 F+Z 4t -g- 7kt
= 7H FleEA e HEsiiv Alzuis 2Eld SdolA
Az ze] A EAFA G 57
olm] 7]|&ol &3l AFES] “do] A (Line Extension)” >z dzfx gl
A7 zo] WA T F A AFAAR), FFFEEl ] EAdA AeR),
A ¥ el(besylate to mesylate), =2 #-3-Z(indication)?] W7 EI3+
antidepressant(3H-%-2-5)l 4 anxiolytic(&-3t <k3tA) = WA= 7 -9).

135) Bouchard, supra note 35, at 130-1; Ron A. Bouchard, “Qualifying Intellectual Property
i: Harmonized Measurement of New and Follow-on Drug Approvals, Patents and
Chemical Components”, 18 B.U. J. Sci. & Tech. L. 38, 45-46 (2012)
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Generic®] A|A=]S wlalsle TAl= A= wh=3] Frozen List Al =RFS
2 I 2SS sHAE] miAsky] 3ve S A s alvhise) o
ghA o oslAuete g T hx wie] AAEEH AA, ALX 5 EE
of Akl 53de AT F, F7b 53U SA(‘Supplement
Submission)’S ¢33t LA o7 oF¥Eo] g R fAelte AAAH W

=552 SAW vhre oFEFE Sa)7} oprlsle Genericol o

= 2}
AR el AAFA]] Aol AT e Avicls 238 vlarRc o
HAAAQ AL F o=, IV.1Q2)2)el A dFE ‘Generice] A AAIY]
2ldel o|gh Ea At A A ook Ayt 79 o]9} 22 Brand 3]
Abel HA-A 5o SAE F3 AAAAWEE Agsts HEY A
o] EATE HFES ] o3t AlAxIYA|de] A== A HA o8|
57] ole dAfolrh. ey o] AL AAA ofrzt 20060 W WA
< 53l 23|y dA3] oA AGESHAAEY FAHH 55 5
Aol Al Frro] HA| Edbohs A o]ed A= wheddt Aolelw
g 5 gl

136) Bouchard, supra note 35, at 119-120.

137) Bouchard, supra note 35, at 111.

138) Crowne & Mihalceanu, supra note 65, at 713; wl=F<] 2003Wd NAHE 4] &
EolA FAAHZ} SAEHE AAStE AS SHE 29 HUdoE FAd=
& g3kA e S| adel tfakgt o mnk 1Askar glrh. See 21 US.

355()(G)(C)(ii)
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53871 dAA RS =4E A7 FaI7F A AL v A=

5, 19984 =9 ® ARl Adel AR et RS e
Genericoll Al zlj A Aol o]gt ‘=3, -2 zdA|d ez <ldle] Brand 3
APZE & ol & A" AT & = E 383 vbH 139 20069 7073
ol A= Generice] B3 5 sl= wiAdellA] Brand 3|AFe] 71 A|d7] 7t
Eokel colefrg AtAlste], Generico] ‘EdfmbE wiAdeE=SE qFA BFSA T
a2y} AA Generice Brand 3|4F2] o] A7|E F 77} A dE an wlol
2Fe S e dele] 2SS dste EdE FEEAR, F
Z 53 %=A Generice] A|AAIYo® AAo] AAAAE WHel= S o
o} Brand 3|A}7} H % E3 %A Generice] AAAIS Hgto g d=
o]} Generic®] &35 A I} webA o] Eajuiat AR
AA Genericd] Al Z71AYS 71U 5 dlx, &
b= Zlo] 3 gk vl gto] ) 140) whebx] s uj At F 3ol Generice] Al

As T3l 2> Brand 3|AFe] ‘ol s AFUHCE EFF b=
eldalth= vlgto] Al7]|E L 9lovh 14 shviet A e Ak 2006

w57} Frozen List2 ul# o] AA] Generice] <8¢} 5337} o

Avtctel A wi=z Fdgk walez 2006d 53855 A= A
—| G
= oolgg AL SAHAC] JAagy 5IE AT SAEH

shtz A%a & 9ok

3 %
E3 i} ARslEe] 3 FTCY DOJE o mE =

139) Regulations Amending the Patented Medicines (Notice of Compliance) Regulations,
SOR/98-166, March 12, 1998 § 8(4), amending § 8.

140) See Crowne & Mihalceanu, supra note 65, at 719-20.

141) See Id., at 719-20.

142) Regulations Amending the Patented Medicines (Notice of Compliance) Regulations,
SOR/2006-242 October 5, 2006.
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ATl A5 Wy A AAS AAEA med st vk, syt
o] A% ARA T E3|Ado] st oFF HEAo] J2 5 E T2
2 A S AAGTe] AH A Abele zetw | &
ol & 5o, 20061 7HA Aol i ARITA|Fo] 53 FFo Aok}
Hddo] AL 535 AEH R FA3t] AEfrelE HHEA R AT
5l+= Brand 3| AFe] 3o Generice] AlA=IYS wbsst o= o] =
Ayt AAG ] FAA el 225 278k At AR ETLE o]

el &L Apglel gk @

1=+ 7 =
A rAleh AR gEAde] lvkal wwkekglar, iRk, 534
Zl

qel e AAsHE ol APttt A
98 e v FIC, DO} AlekSaluate] B91% 2oael 54
9o fA09 Fo o BT FAd B9 FA U A,
Al B3 94D AL TE AT AR Aolrh o, o]l
Vel kS A Bt Abeke] wa tele] Aol wek Fo
q10e] & 5 glvh

(3) H|UH HEE St S35V AAMTZ| st= ZIAl Ate

o] 5337t dAAEE @0 FTA A olF 3d9 fell7|7he

143) FTC= Bristol-Myers Squibb ("BMSs")7} 37} <FE3 ## ¥ B3] %= Generice] A
ARl ASHes W FHo s FALAS AAF SIS AE SAsE

R olE F3 FHA ASNE AT SR AT F9NE AAs L, ¥

Al Tl ot %5 535 AME 53 Generic®] ANDA 4AlA el w3t 30
ML 2AE5Aed A4S E7|3}9cl. See Federal Trade Commission Press Release,
FTCs Charges Bristol-Myers Squibb with Pattern of Abusing Government Processes to Stifle
Generic Commission, March 7, 2003. Available at http://www.ftc.gov/opa/2003/03/bms.htm ;
In the Matter of Biovail Corp., File No. 011-0094 (April 23, 2002) (consent order),
available at http:// www.ftc.gov/OS/2002/04/biovaildecision.htm (last visited June. 10,
2012).

144) See Competition Bureau Information Notice and Backgrounder, Competition Bureau
Responds to Complaint Over Alleged Misuse of Canada's Drug Patent Rules, February
27, 2004. Available at http://www.competitionbureau.gc.ca/eic/site/cb-bc.nsf/eng/00843.html
Last visit, May 5, 2012.
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o] E3]o] A3t Generic A efAtel] AA Al QGRS Z et gl
ot 53], visedlA S84 A AAA ] Ut 5EIHE 5 EF &
ANet71E FA 8= R Brand A efARe] Al ks> o]v] 20034

W oAY ARE SARAA Sae

Al e vl SR AEe] dake] =k whehd o]s} e w7
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145) = A AErke v A olw] 2003 MAHE Fal o] digh
A3 Akl 7] wEell olefdt wAF ] el A A
AdE AAF7E i, B2, zedsta ICRAE 71E AV, A3
Alekakgdell 4 IPR Licensing2] A ##] - Reverse Payment 2 53|7]7F 3 %
FA 2. 2011, 4. 8). 18} v+ FDA @3 ~~R% 20039 ¥ /HAwte s
#H %z 53 =% Genericoll gk 180 wiHAUE &5 & 5 W= A AS
FAH o2 Aeldk Hv} glr}. See Letter from Gary J. Buehler, Dir., Office of
Generic Drugs, Ctr. for Drug Evaluation and Research, to Marc A. Goshko, Executive
Dir., Teva N. Am. 4 [hereinafter Buehler Letter] (Jan. 17, 2008) at 5. Last visit June
25, 2012. Available at www.fda.gov/ohrms/DOCKETS/DOCKETS/07n0389/07n-0389-1et0003.pdf.
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147) Bouchard, supra note 35, at 96.

148) Bouchard, supra note 35, at 100.
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S SAe] B AT AFA FAE 19} L& e FHa
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Comparative Study on the Patent Linkage System
of Major Countries

Oh, Seung-Han"

Following the FTA between Korea and U.S., Korea would adopt the linkage rule
for pharmaceuticals, which is modeled after the originating U.S. Hatch-Waxman
regime. The concept of “linking” means that the relevant patents covering innovative
pharmaceutical products, which was allowed by a regulatory body to market, could
be related to the decision of the pharmaceutical regulatory body, like FDA, to approve
or delay the approval of the generic version of drugs using the same patented
pharmaceutical ingredient. Actually, the linkage system had been devised to allow
the generic drugs to enter the market after the patents expires ASAP and also to
promote the R&D for new innovative drugs by preventing the generic business from
appropriating the patent of the new drugs without license from the patentees.

However, this linkage system has been used to make a market entry barrier
to the generic drugs by exploiting the automatic stay regulation for the generic
approval process. The brand drug companies usually devote themselves to devising
so called *me-to-drugs’, which are different from new drugs in the strength,
formation, and dosage, not a pharmaceutical effect. The flaws in the linkage could
lead to the result that the brand company can keep their monopoly position in
a relevant market by listing secondary revised patents in the patent list. Recently,
in 2003 and 2006, the U.S. and Canada amended their acts on the linkage regime
to correct the previous problems, but it was not successful. The success of the
linkage system can be granted by whole cooperation among social background
systems like the strict enforcement of antitrust law, the process for the generic
to claim to remove an incongruent patent form the patent list and etc.

In this article, we will study on the requirements allowing Korea to adopt the
patent linkage system in pharmaceutical industry successfully by comparing the
systems of U.S. with those of Canada. Moreover, the reason why Canada fails
to prevent multiple patents from being enlisted in the patent list can be illustrated
by comparing the role of competition agencies in the two countries.

Key Words : Patent Linkage, Generic License, Drug License,
Chemical Patent, Market Barrier of Drug, ANDA

* Associate Professor of Ajou University Law School

372



