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Article 18.53: Measures Relating to the Marketing of Certain
Pharmaceutical Products

1. If a Party permits. as a gondition of approving the marketing of a
pharmaceutical product, persons, other than the person originally submitting the
safety and efficacy information, to rely on evidence or information concerning the
safety and efficacy of a product that was previously approved, such as evidence of
prior marketing approval by the Party or in another territory. that Party shall
provide:

(a)  a system to provide notice to a patent holder™ or to allow for a
patent holder to be notified prior to the marketing of such a
pharmaceutical product, that such other person is seeking to market
that product during the term of an applicable patent claiming the
approved product or its approved method of use:

(b)  adequate time and opportunity for such a patent holder to seek,
prior to the marketing® of an allegedly infringing product,
available remedies in subparagraph (c): and

{c)  procedures, such as judicial or administrative proceedings, and
expeditious remedies. such as preliminary injunctions or equivalent
effective provisional measures, for the timely resolution of disputes
concerning the validity or infringement of an applicable patent
claiming an approved pharmaceutical product or its approved
method of use.

2. As an alternative to paragraph 1. a Panty shall instead adopt or maintain a
system other than judicial proceedings that precludes, based upon patent-related
information submitted to the marketing approval authority by a patent holder or
the applicant for marketing approval, or based on direct coordination between the
marketing approval authonity and the patent office, the issuance of marketing
approval to any third person seeking to market a pharmaceutical product subject
to a patent claiming that product. unless by consent or acquiescence of the patent
holder.
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e Regulations Amending the Patented Medicines (Notice of

Compliance) Regulations, 2017

Vol 151, No. 28 — July 15, 2017
Regulations Amending the Patented Medicines (Notice of Compliance) Regulations, 2017

Statutory authority
Patent Act

Sponsoring department
Department of Industry

REGULATORY IMPACT ANALYSIS STATEMENT

(This statement is not part of the Regulations.)

Issues

The Patented Medicines (Notice of Compliance) Regulations [the Reguiations] creale a patent linkage regime, which ties regulatory approval of “genenc”
medicines (i.e. medicines for which regulatory approval is sought on the basis of a comparison with, or reference to, a drug approved by the Minister of Health) to
the protection of patent nghts. Under the previous varsion of the Regulations, innovative drug companies could commence legal proceedings for an order
prohibiting the Minister of Health (the Minister) from granting regulatory approval—in the form of a Natice of Compliance (NOC)}—for a genernic version of a
patented medicine. If legal proceedings were dismissed and the innovator failed fo obtain a prohibition order, the Minister was free to issue the NOC, provided
the regulatory requirements of the Food and Drug Regelations were met. Innovators could appeal a court decision refusing to grant a prohibition order. However,
such appeals could be dismissed as moot if the NOC had already issued. This raised concem thal mnovators lacked effective appeal nghts under the regime

The issue of appeals under the Regulations was raised in nagotiations leading to the Canada-European Union Comprehensive Economic and Trade Agreement
[CETA]. In agreeing to CETA, Canada committed lo affording all liigants equivalent and effective rights of appeal under the linkage regime. Consistent with its
right under CETA fo delermine the appropriate methad of implementing the provisions of the Agreement, Canada is affording all parties equivalent and effective
appeal rights under the Regulations by replacing summary prohibition applications with full actions resulting in final determinations of patent infringement and
validity This approach resolves the problem of mootness thal previously arose in appeals. Al the same time, it allows for more robust scrutiny of issues and
greater overall efficiency
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- Article 18.37.2 and 18.37.4 (Second Sentence): Patentable Subject
Matter

- Article 18.46: Patent Term Adjustment for Unreasonable Granting
Authority Delays

- Article 18.48: Patent Term Adjustment for Unreasonable Curtailment

- Article 18.50: Protection of Undisclosed Test or Other Data

- Article 18.51: Biologics

18)

http://www.international.gc.ca/trade-commerce/trade-agreements-accords-commerciaux/a
gr-acc/cptpp-ptpgp/annex2-annexe?.aspx?lang=eng
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- Article 18.53: Measures Relating to the Marketing of Certain

Pharmaceutical Products

19)
https://www.mfat.govt.nz/en/trade/free-trade-agreements/free-trade-agreements-conclude
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Article 18.53: Measures Relating to the Marketing of Certain
Pharmaceutical Products

1. If & Party permits, as a condition of approving the marketing of a
pharmaceutical product, persons. other than the person originally submitting the
safety and efficacy information, to rely on evidence or information concerning the
safety and efficacy of a product that was previously approved, such as evidence of
prior marketing approval by the Party or in another territory, that Party shall
provide:

(a) a system to provide notice to a patent holder * or to allow for a
patent holder to be notified prior to the marketing of such a
pharmaceutical product, that such other person is seeking to market
that product during the term of an applicable patent claiming the
approved product or its approved method of use;

(b)  adequate time and opportunity for such a patent holder to seek,
prior to the marketing ™ of an allegedly infringing product,
available remedies in subparagraph (c); and

ic) procedures, such as judicial or administrative proceedings, and
expeditious remedies, such as preliminary injunctions or equivalent
effective provisional measures, for the timely resolution of disputes
concerning the validity or infringement of an applicable patent
claiming an approved pharmaceutical product or its approved
method of use.

2. As an alternative to paragraph 1, a Party shall instead adopt or maintain a
system other than judicial proceedings that precludes, based upon patent-related
information submitted to the marketing approval authority by a patent holder or
the applicant for marketing approval, or based on direct coordination between the
marketing approval authority and the patent office. the issuance of marketing
approval to any third person seeking to market a pharmaceutical product subject
to a patent claiming that product, unless by consent or acquiescence of the patent
holder.

" For the purposes of this Article, a Party may treat “contain™ as meaning utilise.

* For greater certainty, for the purposes of this Article. a Party may provide that a “patent holder™
includes a patent licensee or the autherised holder of marketing approval.

* For the purposes of paragraph 1(b), a Party may treat “marketing™ as commencing at the time of
listing for purposes of the reimbursement of pharmasceutical products pursuant (o o national

healthcare programme opérated by a Party and mscribed in the Appendix o Annex 26-A
(Transparency and Procedural Fairness for Pharmaceutical Products and Medical Devices),
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32) 71& Al=9 A a2 A

Government of Canada., Regulations Amending the Patented Medicines (Notice of
Compliance) Regulations, 2017.
http://www.gazette.gc.ca/rp-pr/pl/2017/2017-07-15/html/regl8-eng.html
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33) Al 782 a2 AL

Government of Canada., Regulations Amending the Patented Medicines (Notice of
Compliance) Regulations, 2017.
http://www.gazette.gc.ca/rp-pr/pl/2017/2017-07-15/html/regl18-eng.html

34) o]d HA PMNOC 6 (1) A first person may, within 45 days after being served with a
notice of allegation under paragraph 5(3)(a), apply to a court for an order prohibiting the
Minister from issuing a notice of compliance until after the expiration of a patent that is
the subject of the notice of allegation.

35) 7§ #+4 PMNOC 6.01 No action, other than one brought under subsection 6(1), may be
brought against the second person for infringement of a patent or a certificate of
supplementary protection that is the subject of a notice of allegation served under
paragraph 5(3)(a) in relation to the making, constructing, using or selling of a drug in
accordance with the submission or supplement referred to in subsection 5(1) or (2)
unless the first person or the owner of the patent did not, within the 45-day period
referred to in subsection 6(1), have a reasonable basis for bringing an action under that
subsection.
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36) PMNOC 5(1)
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6. (1) A first person may, within 45
days after being served with a notice
of allegation under paragraph 5(3)(a),
apply
prohibiting the Minister from issuing a

to a court for an order

notice of compliance until after the

expiration of a patent that is the

6 (1) The first person or an owner of
a patent who receives a notice of
referred to
5(3)(a) may, within 45 days after the
the
served with the notice, bring an action

the

allegation in paragraph

day on which first person is

against the second person in

subject of the notice of allegation.

The court shall make an order

(2)

Federal Court for a declaration that

the making, constructing, using or

selling of a drug in accordance with

pursuant to subsection (1) in respect

of a patent that is the subject of one
it finds that
none of those allegations is justified.

or more allegations if

the submission or supplement referred
(2) would
infringe any patent or certificate of

to In subsection 5(1) or

supplementary protection that is the

subject of an allegation set out in that

notice.
(3) The second person may bring a

counterclaim for a declaration.
(4) If the Federal Court makes a

declaration referred to

(1),

that is available under the Patent Act,

in subsection

it may order any other remedy

or at law or in equity, in respect of

infringement of a patent or a

certificate of supplementary protection.

L]
o
i3
1o
12
o

ol

17} 249 712

o 7]1& 1+4-& prohibition order?] thito] =

oHES 8 7heHA) ReEE

I REE

- =
21—

53)9) SHURAA FRYTES SArtehA S50

38) (f) the expiration of any patent that is the subject of an order pursuant to subsection

6(1).

39) PMNOC 7 (1) (a) the day after the expiry of all of the patents and certificates of supplementary
protection in respect of which the second person is required to make a statement or allegation
under subsection 5(1) or (2) and that are not the subject of an allegation:
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7.

a

(1) The Minister shall not issue

notice of compliance to a

second person before the latest of

(a) [Repealed, SOR/98-166, s. 6]
(b) the day on which the
second person complies with
section 5,

(c) subject to subsection (3),
the expiration of any patent on
the register that is not the
subject of an allegation,

(d) subject to subsection (3),
the  xpiration of 45 days after
the receipt of proof of service
of a notice of allegation under
paragraph 5(3)(a) in respect of
any patent on the register,

(e) subject to subsections (2),
(3) and (4), the expiration of 24
months after the receipt of
proof of the making of any
application under subsection
6(1), and

(f) the expiration of any patent

that is the subject of an order

pursuant to subsection 6(1).

7 (1) The Minister shall not issue a notice
of compliance to a second person before
the latest of

(a) the day after the expiry of all of the

patents and certificates of supplementary

protection in respect of which the second

person is required to make a statement

or allegation under subsection 5(1) or (2)

and that are not the subject of an

allegation,
(b) the day on which the second person

complies with paragraph 5(3)(e):
(c) the 46th day after the day on which a
notice of allegation under paragraph
5(3)(a) is served;
(d) the day after the expiry of the
24-month period that begins on the day
on which an action is brought under
subsection 6(1):
(e) the day after the expiry of all of the
patents and certificates of supplementary
protection in respect of which a
declaration of infringement has been
made in an action brought under
subsection 6(1); and
(f) the day after the expiry of all of the
certificates of supplementary protection,
other than any that were held not to be
infringed in an action referred to in
paragraph (e), that
(i) set out a patent referred to in
paragraph (a) or (e),
(ii) are not the subject of a statement
or allegation made under subsection
5(1) or (2), and
(iii) are included on the register in
respect of the same submission or

supplement as the patent.
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O the date when the NOC would have issued
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+ Paragraph Il $A190] Q& alg clopEe] 58] W %x70] 371414

713kl wks = g

* Paragraph IV: sA&o] 3= 9okme S87F FaskA 7y ey

o
A g A9

O F% APA7} Paragraph IVE AAsHE 4% 53 49 7hsA4ol
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712 A4
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40) 21 U.S.C. § 355(b) (2) (A) (D).
41) 21 U.S.C. § 355() (2) (B) il).
42) 21 U.S.C. § 355() (5) (B) (iil).
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(iii) If the applicant made a certification described in subclause (IV) of
paragraph (2) (A) (vii), the approval shall be made effective immediately unless,
before the expiration of 45 days after the date on which the notice described
in paragraph (2) (B) is received, an action is brought for infringement of the
patent that is the subject of the certification and for which information was
submitted to the Secretary under subsection (b) (1) or (c)(2) before the date
on which the application (excluding an amendment or supplement to the
application), which the Secretary later determines to be substantially complete,

was submitted. If such an action is brought before the expiration of such days,

the approval shall be made effective upon the expiration of the thirty—month

period beginning on the date of the receipt of the notice provided under

paragraph (2) (B) (i) or such shorter or longer period as the court may order

because either party to the action failed to reasonably cooperate in expediting

the action, except that—

(D if before the expiration of such period the district court decides that the
patent is invalid or not infringed (including any substantive determination that
there is no cause of action for patent infringement or invalidity), the

approval shall be made effective on—

(aa) the date on which the court enters judgment reflecting the decision;

or

(bb) the date of a settlement order or consent decree signed and

entered by the court stating that the patent that is the subject of the

certification is invalid or not infringed

o 30704 Fredle 7abA

ANDA 4 TA& &

NDA H&37 d9 837 505(0b) (2)1

43) 21 U.S.C. § 355(3)(5)(B)(iii).
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(iv) Contents of notice.—A notice required under this subparagraph shall—

(I) state that an application that contains data from bioavailability or
bioequivalence studies has been submitted under this subsection for the
drug with respect to which the certification is made to obtain approval
to engage in the commercial manufacture, use, or sale of the drug

before the expiration of the patent referred to in the certification; and

(II) include a detailed statement of the factual and legal basis of the

opinion of the applicant that the patent is invalid or will not be

infringed.

44) 21 US.C. § 355() (2) (B (iv).

45) 3

53 ABoIHE F2ol “AAY 970 A 2o WA 24"S P2 Wast Yojug
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the first commercial marketing of the drug) %
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. “applicant that, on the first day on which a substantially complete
application containing a [paragraph IV] certification':- is submitted
for approval of a drug, submits a substantially complete application
that contains and lawfully maintains a [paragraph 196 IV]

certification --+ for the drug.”
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Paragraph 1! SAjElo] Qe s ooFEo] £3] &4 7|7t0] WaES

Paragraph Il SAIElo] 9l 3G obEe] £3) 9 SAo] 57114 7|7 W F oy
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S1809 EHAS AFHW Foolt AT £ 8. vk, 1809 HHWo|
HAE FE Qe B9 1809 SANS A9 AvAE g4 %e

[e)

o
59 #dste] e st Hal| Aol A7 =
Hdste] Al lo] &l#4 (declaratory judgment)
Heol 587F FacolAY Hawx] et HAX S 345 U™ E

O A= 2eke] E3A R 7 NDA A A BGQle] oste] H3ld &
- ANDA A1 Ao A3
e %X AlA<lo] paragraph IVel w2} 59l ZHo] FTHEA Eive=
Secretary® ZAAo| wg} Hx AlAelo] ANDA AAAME H3I| A
Secretary7} A A7 A3 H ot rF3 A

- Paragraph IVe] AA =2 3

lo
(E
o

A AEd Foll TR, AFAM QA 22
]

a
ARA AEd 5 30704

2
>

47) 21 U.S.C. § 355()(5)(D).
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O v 939 g5 35 5 457 A4S 2AT 49 "dolales 4771 180¢
SAUE A . 0ok BE F50] AAE AT Af o= dAE 180Y
5488 g5 & 95 5, FDAE 1809 547 §lo] #3S wW5d e
FHFOJoRE-S & 7}5HS)
W} A= AR
O 71& Axe =A4
-ANDAE Ao = A=(first to file)std 180¥ =4HS €= & s,
=379 AR A ANDAZE 87Fs Wil SbAoRAr) SJokES Al adl

o A& FAAF FukoJokE AlHlo] 7| 5E & tlste] paragraph IV

T8 AL oF ANDA4DE A& 1809 =HAL AL 4+
o

o 2P 180Y HAALY A Al HE ARl T okES AlEE

o

(date of the first commercial marketing of the drug)

o FHx Aol 180Y S-S &7] S8k A or =5ET ANDA

30 lo o
e 12 32
T oo

o

B

48) Guidance for Industry 180-Day Exclusivity: Questions and Answers
49) 505(b)(2)9] A9 SMWUEE5|77} ofjet E7ke MBS Atao] thtel 3d0] Atrw s S W
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a) o= mLuel

ANDA A& FHOIUF &7t

A SuwolotE 87}

ANDA 41H

b) = maae

ANDA A% Y FEOAAF 57t

a) 788 A, b) 7 &

O A= 7178 a3 (OMB, 2018)
-E RIAE AR Ao vndel AgAEe] BAT Ao AU
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# 5. 0= A= 7ol et A 2L A= AF

FF 59 FF 104

2019 2020 2021 2022 2023 2024 2025 2026 2027 2028
2019-23  2019-28

-118 -130 -142 -169 -169 -165 -194 -209 =225 -267 -728 -1,788
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-39 FukoJokE: A A= 37} W (Therapeutic Goods Administration,

TGA) o 53] &= 4 (certificate) = 3lloF 3

o o

o FE5 7 (registration) W= Alal(listing) & 918 HAA (safety) -
&4 (efficacy) A} AEZ AZs ok ot A-Lo|HA, o83t o %7

= A7 S8 v ARAIE 57F Dol o] AlEek kA
Fad Axo 2FE50 (rely on) 3+ A9

- FYRY G, AY, Fol =, EF - &% 52 AW JFER ol
AZT A - fEA ARel oEstrhd 2ol viel €. F, 9

. AP AT BAske] S5)7F FHHo] Qi AATL 57I00]
297 Aol AFES Awsn s, oy 23%e] A% 7} wi
AILE F AR SSAAA AT Ug (29 26B(D (b) A7)

50 é 1017]_ o]o]: 4 o]—x-]ﬂ.%g/ﬁ X]— = ] o]—Oﬂ trHLo] %/] 01 Al
9] ANDAS} frAFet 71d Q). whek Fubojoki AI@XM ‘WW ~%;@ ARE AN
WSS AR A 8EA Fe. d Ll el
dobEel b - HEA ARE AT A9 B
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(] 7+

A EAR 2We 24% o] 94 wow A= 2L A%
U} Aok G Aol A B S0k 3
TGAE 2ol tieto] wel

A
99 @ £l e ol

T A oo thet A

SESEAE RS AR Al Ay Ee F A9 g
o

(attorney—general) o ©] ApAS Lo} sk 7

A7 517) 98 gt ddg A Gom e gAt |

-3

ZFA o] o] Foixl o] f-of ofefe] JFsto] AT AP WA AE F

=l A~ o)
3 s

O () S3daA7F e 9 glo] A &%S FststAn,
O (b) ¢ &Fe] 717 (dismissed) = il
O (o) (@& (el thate] HAo] vk o] A4 (declare) $F 745
o S5 AR A dEA BE ASE 18 o, S AR 58 &%
ol Fastelehe dEl A o7t Sle, e 5suAe] FAE
DE T o7t fla. e

oA flol olFojA HEHAAY B dElder F

. FAE Aol
Ao

TH A Zs)

AEHAA AR =R Al AR AP o A gt T,

gJ8Y A% £9 o]F AR Ao Z=71EaS

-wlgo] A= (o) 9k 2ol #AT A

ZHA R Al el dist dde A= the AFdro]l Festthy &
O AHAL 53] Hslle #AE Sust £A7F A5S HojoF &

O ARAE AARe] FoluA ehthd, %3] wabd & gl Ealrt

ST S Bojof &

O 7} o]dlo] #Ho|7} Qlojof 8+ (The balance of convenience

must favour the granting of the injunction sought.)

4 2 AR atel Mol AT & 9
2L et 28, AR FANA Wge 29l we v 2
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- 49 26B(1) (a) &
o 7hAEo Ay=EA YgA #H v]goly &3l (any damages sustained, or
costs incurred) wol W AW A, F(state) HF+= I AY
(territory) o] BA}ajoF st
- 49 26B(1) (b) &1
o Tk OokE AT} AA EAS AAHSAY 35 st A glo] 53
|

Axh &3 A AR A7 B AFES zuﬂ—a—}w Qe Folo)

(gross profits) o]l ZASEAY Wdo] Adsitta ddst & LAs
o 7k tiide] ¥ 3 oJokE A1Fd A}l -4°H:§ H7yskar HAgEof
5

o 7lAE9 AyEA YA ¥ v]golr}t =3 (any damages sustained, or

costs incurred) ol ois] AW HH, F(state) ExE= I AY

(territory) ol XHAFslof &+

2) R0l Cigt =

-EFE EHEES 294 93 QS ol met FuAohbe FuoekE
R 53] jsto] AEAoR 2ARo} . S Ak o] ZHelA
W olEe Aow FHA Ue
. EFe 53 520l o) BRSO 24 Adpt BHA AT B
- CopEs AAE SHE o B, BE SHE BE 300} 94

Moz olel g

O A A A B =]

SEAE GRIE oY) WEe] SHAR TS ARAHAE T okE FHoh
H S A A RS AAA R 9
o vFAAE 9 ARl dste] A%Hos AFdtu
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pacs
ale
c
05}
(@)
5
Q
8
o
@
~

-3 S 7FE = (TGA) o] 3= A2 A JF-E Aty o] Q2

_92_



O

I
)

-4
T

IR

o

A uA; FA o] v Z A Q)

=

ulol A= 9] AREe giste] A &Aoo w AFetal ¢l (US Chamber

of Commerce, 2014). &, &

_93_

=z =
- T

4 HEE
A YFo thste] BrA Engs o 3

A% =AY Fe
sha gvka FFekn As



V. SIISSAARSE JMuor

O &2 Bl =M sI7ISAAAE = a3s AR, ol 7

AR RS ARl dE ARA FrhE o sof 57 BEY

-

1. 7155 AAAI =) 3¢

O 375 AAA L] 229 J&
- Aleke] EF S B A FA o7 B3I E FH A (TRIPS plus)

.« (53 Fa o¥rt wEAH AR 559 Farksy wow

o
1©

SABE FAEIE, A, R AT £FEAD, A &
BHE A7 Q) W] AR Ev W gl v

A
=

o[\
o

o
lo

e 2

=

1
R

=Y

o~

e FL Son et al.(2018B)5D = 3tarol A 7SS AAAE =919 ayE
AzHor RS

[] Son et al. (2018) ¥44-29] 7H&

SIS AAAE E]lo] Aleke] =TIt mlH PTE AFHAREA] (event
history analysis) < ©]g&3lo] 4313
-dEd AAYH § Axe o ekE o AAXYS AT & 7] WEd

51) Son KB, Bae SJ, Lee TJ]. Does the patent linkage system prolong effective market
exclusivity? Recent evidence from the Korea-U.S. Free Trade Agreement in the Korean
Market. International Journal of Health Services. 2018.
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O SEsQAE AEnsst FR ¥ 453

i

o 20164 1€ FZojokFo] 37tE Woks
O & Agolxe Alekat kojokn 3{7td el Apolg frast Ad=47]
ZH(effective market exclusivity) &2 2|33
O $ojekd 87k 7] Aol 584lado] o]Fold 4 5. & A7l
Aok s7tda 5 Fde AolE Ssrd 7zt
(litigation gap) &2 A 23RS

)

2

o SFSSAAARES] dArfEA et s-AddriEEs 7k 20159 39 159
oY= =
O AleFe] AR T 7130} A% 9] 7I3ke aste] & ATelr=
20073 200849 S|7pEE AlokE AR = 2, 20099 %
20119 3f7F W Aok Ak =Y F2 F oSS

o
=
o

¢ 20079 37} 22 Ak 20139W/HA AEHRTI 48
¢ 20089 37} W& Aok 2014974 ARHSIL A4
¢ 20099 F7F W2 AlekS 2015W7HA] A EHSVF A EH
¢ 20109 B7F W2 Aleke 2016W7HA] A EHS7F A &%
¢ 2011 37F We 2ok 2017@7HA ARRIIF A 88
O ol& ar#ste] 2007493 20089 37k 22 Aok A= “&=q) A7
O 20099 ~ 2011 F7F W Aok AE (TS ¥ =2 Aot
A

effective market exclusivity

litigation gap

>
+ — =

Timeline

Data exclusivity (6 years)

.

Originals Patent Follow-on drugs

challenges

Jan 2008 Jan 2016

3 5. Son et al. (2018) A9 7jQ
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-AE £ A (20079 2008 o= Aok FA] o]F EF - Ao] =1
AZ =9 (20099 ~ 2011@) o= Aok Az HF 7|7t EFEHO]
NSRS

-FAHOE ok BE AAm Y E
2007 2008 2009 2010 2011 Total
Total  substance 24 21 13 17 19 94
Challenged 8 6 6 5 7 32
First  litigation
Average 7.8 7.2 5.6 4.5 3.7 5.9
Distribution
< 4 year - - 1 1 5 /i
4-5 year - - - 2 2 &
5-6 year - - 4 2 - 6
6-7 year 1 3 - - - 4
7-8 year 4 2 = - ~
8-9 year & 1 1 - - 4
> 9 year 1 - - = = 1
- 20074
+ 2007 B7F W Aok 2470101, o] F 87 Aleke] SIS Wk

[e)

. 87) Alote] Salw
1

AL Aok ZA] o]F 7.8d0] Ak Al A o] Fo
e (PMS £8 1.8

-20094
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2009 3)7b We Aok 1374903, o] % 67) Aleo] S =L W
o
=
67) Aokl S Aok &4 o]F 5.61d0] ABadt A A o] Fof
Fo_(PMS €5 044 )
) Aok fEEH Z17e ZA WSS FRE
-AR = A@007dR 2008 ell= Aleke] framEA Z|Zke] 6.94W ~
7.25 o], AE £9 (20099 ~ 2011 el 2 7|zl 6.21d
~ 7.334d °|3&
- FAR O ofd) £E A1 UHF
2007 2008 2009 2010 2011 Total
Total 24 21 13 17 19 94
On-going 17 16 7 13 16 69
(10+ yrs) (9+ yrs) (8+ yrs) (7+ yrs) (6+ yrs)
Terminated 7 5 6 4 3 25
Average 1.25 6.94 1.33 6.52 6.21 6.97
6-7 year 3 2 2 3 3 13
7-8 year 3 3 2 1 9
8-9 year 1 2 3
# of generics
Range 1-78 1-2 1-28 3-8 2-10 1-78
Mean 20 1.2 57 5.8 7 9.2
Median 13 1 1 6 9 3
- 20074
o 2007 B7F WE2 AloRE 2470031, o T TN Aleke] $Eookmo] &
A S
o T Aokl FrESAZIE 7.259 ollw
-20099
* 20094 &7F Wb Alek 1370%1aL, o] T 671 Alepe] FojerFo] &
A S
o 670 Aloke) FESAVIRES 7.339 o9+
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[0 Aeke] H4-77EE Alx =% A% foust zto]7F ISl
-Alekel f87 HA17IS FEWTE Y] cox regressions T3S
-Fe S5YHHSE U2 2

o AAF "9 9] o ¥ _(production types)

e 39 9% _(reimbursement)

o 5o AE_(route of administration) A7, A}, 7|
* 53 %4 o _(patent challenge)

e ATC #7F_(ATC classification) @A} 7] €}

o AA_(period) A% A (2007d3 20084)# A% F(2009d ~ 2011

)
-89 A%l 814
- R A

O
o)
oft
e
o
=
B
)
2
12
1o
iy
k)
~
N
ftlo
r
e
>,
S
v

O
o)
ofl
it
A
E
B
)
2
12
1o
it
X
N
&
o

S

o A A (period) 9 ¥ AF7F 0.67710]7] wEo] A% =glow Aleke]
A

3710l dEEATL = 5 9. 2u ol SAHCR FofskA

:

%S (p—value= 0.1178). &, Ax = Al
F7 gke
Variable Coefficient Standard p-Value
Emor
Production types: import (Ref. local production) -0.3322 0.5175 0.5209
Reimbursement: hon-reimbursed (Ref. reimbursed) 0.6503 1.247 0.2125
Route of administration: inject (Ref. oral route) -0.3637 0.5502 0.5086
Route of administration: others -1.7490 1.0811 0.1057
Patent challenge: challenged (Ref. non-challenged) 0.8783 0.4805 0.0676
ATC classification®: ATC J or L (Ref.others) -1.1513 05737 0.0448
Period®the second period (Ref. the first period) 0.6771 04329 0.1178

?Anatomical Therapeutic Chemical classification: ) (anti-infectives for systematic use); L (antineoplastic and
immunomodulating agents)

®Period: the first period (2007-2008); and the second period (2009-2011)
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