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2. CUSMA Article 20.50°

Article 20.50: Measures Relating to the Marketing of Certain Pharmaceutical Products

1. If a 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 sufficient 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. Further to paragraph 1, that Party may also provide:

(a) effective rewards for a successful assertion of the invalidity or non-infringement of the applicable patent;
and

4 J1F & WTO - i@k (Y= ey =7%A 1)
https://www.jetro.go.jp/world/n_america/ca/trade_01.html

5 Canada-United States-Mexico Agreement (CUSMA) — Chapter 20 — Intellectual Property Rights (Government
of Canada 7 = 7% A 1)
https://www.international.gc.ca/trade-commerce/trade-agreements-accords-commerciaux/agr-acc/cusma-
aceum/text-texte/20.aspx?lang=eng
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(b) procedures, consistent with its obligations under this Chapter, to promote transparency by providing
information regarding applicable patents and relevant periods of exclusivity for pharmaceutical products that
have been approved in that Party.
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Avrticle 20.50: Measures Relating to the Marketing of
Certain Pharmaceutical Products

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

8 TPP e (Fn30) % 18 & (RIAUMPE) UMEE Y =7 %A 1)
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(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. Further to paragraph 1, that Party may also
provide:

(a) effective rewards for a successful assertion of the
invalidity or non-infringement of the applicable
patent; and

(b) procedures, consistent with its obligations under
this Chapter, to promote transparency by providing
information regarding applicable patents and
relevant periods of exclusivity for pharmaceutical

products that have been approved in that Party.
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2. kPR EEBWE Article 1.11%°

Article 1.11: Effective Mechanism for Early Resolution of Patent Disputes

1. If China permits, as a condition of approving the marketing of a pharmaceutical product, including a
biologic, 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 China or in another territory, China shall provide:

(a) a system to provide notice to a patent holder, licensee, or holder of marketing approval, 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 for 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. China shall establish a nationwide system for pharmaceutical products consistent with paragraph 1,

8 Economic and Trade Agreement between the Government of the United States of America and the Government
of the People's Republic of China  (Office of the United States Trade Representative ™ =7 A )
https://ustr.gov/sites/default/files/files/agreements/phase%20one%20agreement/Economic_And Trade Agreemen
t Between The United States And China Text.pdf
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https://www.jetro.go.jp/biznews/2020/01/64d4£6d398b53d5f. html

10 Economic and Trade Agreement between the Government of the United States of America and the Government
of the People’s Republic of China (Office of the United States Trade Representative 7 — 7 %1 )
https://ustr.gov/sites/default/files/files/agreements/phase%20one%?20agreement/Economic_And_Trade Agreemen
t Between The United States And China Text.pdf
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including by providing a cause of action to allow the patent holder, licensee, or holder of marketing approval
to seek, prior to the marketing approval of an allegedly infringing product, civil judicial proceedings and
expeditious remedies for the resolution of disputes concerning the validity or infringement of an applicable
patent. China may also provide for administrative proceedings for the resolution of such disputes.

3. The United States affirms that existing U.S. measures afford treatment equivalent to that provided for in this
Article.
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Article 1.11: Effective Mechanism for Early
Resolution of Patent Disputes

1. If China permits, as a condition of approving
the marketing of a pharmaceutical product, including
a biologic, 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 China or in another territory, China shall
provide:

(a) a system to provide notice to a patent holder,
licensee, or holder of marketing approval, 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;
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(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

WTPP WhE (Fns0) 5 18 & (RIRIME) UMEE U =7 A )
https://www.mofa.go.jp/mofaj/gaiko/treaty/pdfs/tpp/ip/tpp_jp_18.pdf

12 Economic and Trade Agreement between the Government of the United States of America and the Government
of the People’s Republic of China (Office of the United States Trade Representative 7 — 71 )
https://ustr.gov/sites/default/files/files/agreements/phase%20one%?20agreement/Economic_And_Trade Agreemen

t Between The United States And China Text.pdf
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https://www.mofa.go.jp/mofaj/gaiko/treaty/pdfs/tpp/jp/tpp_jp_18.pdf
https://ustr.gov/sites/default/files/files/agreements/phase%20one%20agreement/Economic_And_Trade_Agreement_Between_The_United_States_And_China_Text.pdf
https://ustr.gov/sites/default/files/files/agreements/phase%20one%20agreement/Economic_And_Trade_Agreement_Between_The_United_States_And_China_Text.pdf

(c) AR INTEHL T ZOEB I NIAEH
D HENFEROHPHICFTH SN TV H A S
D FEFOF M NTRFICET D5 4
RFZERT D7D D Ffe (FlE EXAIITBC RO
Fhoess) KO BEE (T2 L
KT 2 & R DD R 70 B E HEE )

(c) procedures for 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. China shall establish a nationwide system for
pharmaceutical products consistent with paragraph
1, including by providing a cause of action to allow
the patent holder, licensee, or holder of marketing
approval to seek, prior to the marketing approval of
an allegedly infringing product, civil judicial
proceedings and expeditious remedies for the
resolution of disputes concerning the validity or
infringement of an applicable patent. China may also
provide for administrative proceedings for the
resolution of such disputes.

3. The United States affirms that existing U.S.
measures afford treatment equivalent to that

provided for in this Article.

2 FEFIENE. 1 OBEDFEMIANZ T, Frithe
FAT L <M FE AR O HEEHIZ L0 IR KGR
ZAT O YRR SN RRFFICBIE T D 1
(ZHED & SUTIRFEAGE 21T 9 U L Frdr BT
& DR OEAZDOIEIIES & | LRSS O
HGE X IRGRZ ATV IR Y | FHSROHPHIZ FLH
SNTWDRFFORGETH D EH Mz 7 L
KO ETHHE A ITRIEAR T 5 2 e\ VElik
EOFGLUSNORIEZ LR L, SUTHERT 2,
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IV. XBEHESWE
1. InAE

2006 4E 2 A, K[H - sEE G BN N AZERRR A3 L, 2007 4£ 3 H £ TIC2 8 RO B AT 12
%12, 2007 4 4 HICAZ¥H3E L. 2007 4 6 HIZB4 0MTHhiL, 2012 45 3 HI23zh L=,

FA89 KT NNT U MY U —UHIENEES LTV,

2. XBEHEZWHE Article 18.9%

ARTICLE 18.9: MEASURES RELATED TO CERTAIN REGULATED PRODUCTS

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

(a) provide that the patent owner shall be notified of the identity of any such other person that requests
marketing approval to enter the market during the term of a patent notified to the approving authority as
covering that product or its approved method of use; and

(b) implement measures in its marketing approval process to prevent such other persons from marketing a
product without the consent or acquiescence of the patent owner during the term of a patent notified to the
approving authority as covering that product or its approved method of use.

NT U R ) U= URIEICOWT, B b THT, RIS O MRGERNC FFRHER (Za k9 5 il B
FORELFHENRE S LTS,

3. CPTPP & DL
INT RN U —USRIAICET 5 CPTPP Lk H HE S e (FTA) Db a# 3157,

18 K FTA OMEEE (B 24 423 H ANBEE) ANBEA T =7 %A 1)
https://www.mofa.go.jp/mofaj/gaiko/tpp/pdfs/tpp20120327 10.pdf

14 KRUS FTA Final Text (as of January 1, 2019) (Office of the United States Trade Representative 7 = 71 )
https://ustr.gov/trade-agreements/free-trade-agreements/korus-fta/final-text
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https://www.mofa.go.jp/mofaj/gaiko/tpp/pdfs/tpp20120327_10.pdf
https://ustr.gov/trade-agreements/free-trade-agreements/korus-fta/final-text

R INTU M) U —ULEICET S CPTPP LABHBEESWHE (FTA) & DMk

CPTPPL

KigHHRESWHE (FTA) 1

%5 18 - 53 &k FEE DEIEM DOIRIEIZBT D

1 HWERENL. BEIGEOIRGE 2 KRBT D5 L

Lf\iié&Uﬁ%’uﬁﬁé%ﬁ%ﬁﬂ

TR LIc B LSO D, AN AR S /- i

@ﬁ/}i‘iﬂ XA NEIZ BT 2 FEHL S (WJ
Z X, FATT HIFEAEAR TH - T, Yikhnii[E
ZED b OIFMOEF L < 13k IS
BITDHHD) ITEKILT 52 & 2O LG5I

. ROHLDOEED D,

(

(@) YEZHNCTEH L 7= LIS OF DY Y5470
SN X ZORGB SN TEH O EN
FHR O FPHICFUEL S LT D H S35 FERF
OWIMHFIZYZER L ZRTELE S L LT
52 LI ONT, MEEEIEGDRTE S D AT
2. REEMER () AL, XUXFRTHEE
W ZZ T Hd & HICT Al

H ZoLOHEOEM B, FOEZ. TREE
F ) TR O FE SR %??f_%XiEéilﬁﬁﬁ
KB BERAONEE LTI L2EDDL I &
NTE D,

ARTICLE 18.9: MEASURES RELATED TO
CERTAIN REGULATED PRODUCTS

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

(a) provide that the patent owner shall be notified of
the identity of any such other person that requests
marketing approval to enter the market during the
term of a patent notified to the approving authority
as covering that product or its approved method of
use; and

(b) HFtEE N, BEL WD E SN /D
78 () B, (CIWZHET DFIH RTEE 2 Rk
FBZ RO D104y 2 I KOS

ﬁz:@@@ﬁﬁ@ﬁ%i\ﬁﬁﬁﬁ [ 5E ]
“%Eﬁ@mbﬁvmWE%:+ﬁAw@

fi S OV RS2 2 B3 2 B B B OV Ffe D

ﬁ%%)@ﬁﬁ:ﬁﬁ#él@%%iﬁﬂ
FEIC S MEBO - DICEIR LD —E B
SNTERFCHIET 2D LTH S Z LN T
=5,

(b) implement measures in its marketing approval
process to prevent such other persons from
marketing a product without the consent or
acquiescence of the patent owner during the term of
a patent notified to the approving authority as
covering that product or its approved method of use.

15 TPP e (Fns0) 2 18 & (FNpMPE) (UNEE U =7 %A )

https://www.mofa.go.jp/mofaj/gaiko/treaty/pdfs/tpp/jp/tpp_jp_18.pdf

16 KRUS FTA Final Text (as of January 1,2019) Chapter Eighteen Intellectual Property Rights (Office of the United
States Trade Representative ™7 = 71 k)
https://ustr.gov/sites/default/files/uploads/agreements/fta/korus/asset_upload file273 12717.pdf
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(c) AR INTEHL T ZOEB I NIAEH
D HENFEROHPHICFTH SN TV H A S
DR OA N NIIRE T 284 % i
RFZERT D7D D Ffe (FlE EXAIITBC RO
Fhoess) KO BEE (T2 L
AT Z 4L & [R5 DN R 72 B E F )

2 FEROENL, 1 OREOFEMICAZ T, FETFHE
FHE L < ITIGE AR O HGEE I L 0 I ARR
AT O MRS S N R R BT B 1
IZHADE IR FEAE LT O YR ERTFET
EOMOEBEORBICHSE | Yk tEs o
TR XATBRGRZ G2 WER Y | §ER O SR I Gk
ENTWVWDHFFRFORRTH HIEIHKMZRFE L
£ 2 LT L8 =FITIRFGEARE 5 2 W aElE
FOFHRUNOHIEZRHA L, XUIHEFRFT 2,
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V. £¢®

NT 2 NY U=V, 1984 FIKE Ty F - Uy 7 A~ ERKIE SN Z &2 Z8)Y
(2, RRESEEEWE BV TIE, 1994 41258 %h L7 NAFTA (2020 4F 4 A1 CUSMA IZ&R B 2 LT3
W) . 2012 FEITHEN LTz ke H R S E . 2018 ARIZ 8% L 7= CPTPP, 2020 4EIZ55 1 B354 L
7o KR EE S € (Economic and Trade Agreement between the United States of America and the
People's Republic of China) TEA XL T\ %

RF v R U —=VHIEIZOWT, CPTPPIZEBWTIE, A FIEIK S O IR AT R HEE | @
THHIE, MR ERFHE] e (1853 5%5 11H) ShTwnb e e bic, L LTH
& EOFhe E LS ORIE OB - MR #lE (55 18-53 &5 2 H) ShTWwb, — /5T, CUSMA,
KhRFEE S E. KEHBESHEICB WO TIE, CPTPP M 18 « 53 545 1 IR Y M HE ST
Y., CPTPP ™5 18 « 53 545 2 A ORFRITHE STy,
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BIFE HEWE

I. XE
1. IEoTEES

(1) #EAE
1984 4 : Drug Price Competition and Patent Term Restoration Act of 1984 (Hatch-Waxman Act) (Hatch-
Waxman i£) Y7

1962 FE A SESRML R (Food and Drug Administration (FDA) (2B B EAGRICE MO RE
WA CTHDMEDFER & ME L 70> TLE, FiEKE £ TITE é ?(Léﬂ}qf'ﬁ DEHE L., #rikastt
OFRFFFHIMNMRRESND Z & LiroTe, 1963 F£IZ1X FDA %EEJJ 2RV BRI IE B S &
T2 Z ENBBEMT Tz, ABANZ XY FEERARUER, ‘% 1 *Hait%ﬁ\ % 2 tARABR, 25 3 HREA
BROSBUE S 4L, B HGERHCEEA O A DM, 2NN T 55 3B O K L7 — ¥ % FDA
(R 5 2 Ll o7, Fo. FDA TR FEERAAGIS &Sk & [RIRRICA L - Lt OFREA %
ZERLTERY ., 1970 FUE T, KREICEWT, BREEMTIT LA AN T RN T, F
7o, HEE ORI T RN EE L ORERAIT O 2 LIIRTFRE LML TV, BIEE
TN TGIIREE T, BREMEIOBENOHE L RWIRNTH -7, T 9 LICRILZ TR
DIeD. Ny TF o Uy I A AERHIE STV, R e IR BERHE, N—F7 —5H, T~V
= VI EE DB AT T,

2003 4 : Medicare Prescription Drug Improvement and Modernized Act?°
BIEIGO 30 7 H HEZAGMFIEOEED 1 BIZRE S, /o, AL V7 v 7I8#T 5
FrarHE OFERI DS AT L S Tz,

20214 1 H 5 H : Orange Book Transparency Act®!

FDARFEATT B EHRILICET 5T — & _R—AD Bl L EHMEZEH 5 Z LIk - T, kR
S K D %D TGN LRE L, S LA ERAGTIEOMEE T2 Z L2 BRE LT,
Orange Book Transparency ActZ3afar L7z, ARIEIZ K Y | EHEGAGEHFE LT O & HSFDAICTE it

7 Drug Price Competition and Patent Term Restoration Act of 1984 (U.S. Government Publishing Office 7 = 7'
HA )

https://www.govinfo.gov/content/pkg/STATUTE-98/pdf/STATUTE-98-Pg1585.pdf

18 OKIE] ANDA (fEWSHETSEHEE) BRSO K OFFEMC BT 2 BUIR & A Gnit &2 2004 4 8 1)

19 The South Korean Patent Linkage System: A Model for Reforming the United States Hatch-Waxman Act
(Kimberlee Thompson Raley, Emory International Law Review, Vol. 33(3), 459-492, 2019)
https://scholarlycommons.law.emory.edu/cgi/viewcontent.cgi?article=1215&context=eilr

20 Medicare Prescription Drug Improvement and Modernized Act of 2003 (7 X U WS R[EHES T = 7 A )
https://www.congress.gov/108/plaws/publ173/PLAW-108publ173.pdf

21 Orange Book Transparency Act of 2020 (7 A U B AR[EFES Y =7V A 1)
https://www.congress.gov/116/bills/hr1503/BILLS-116hr1503enr.pdf
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https://www.govinfo.gov/content/pkg/STATUTE-98/pdf/STATUTE-98-Pg1585.pdf
https://scholarlycommons.law.emory.edu/cgi/viewcontent.cgi?article=1215&context=eilr
https://www.congress.gov/108/plaws/publ173/PLAW-108publ173.pdf
https://www.congress.gov/116/bills/hr1503/BILLS-116hr1503enr.pdf

L7221 472 b 22 WRRFOFEEIE, SO ARy, AN 5T, K OVE 03O 5L B
TEHHEDOTHD I ERHMILENTZ, T2, LU P77 ITBEBENTZ T HOWT, KERF
Fé.%%r?%%%#l TP NT Y L— LD F ¥ B UTED A THE L2513, 148 UK

%@%ﬁ ZRAT B EHE L OAGRE Z T - HIIFDAICE O B2 L e 59, @inae s
j‘f_FDA RN L DTy 7 DR EHE R A EIE SUTHIE L2 T U2 &7 EElE &
iz,

(2) XT v MY U —THIEOHE
KEDONRT > Y =V E (Ko FEES) OMEZRL4ICELD D,

K AKEDOART N U —URIE (B FERM) OME
JeFEEHK A
Kar Y A B Orange Book: Approved Drug Products with Therapeutic Equivalence

Evaluations?®

FDA 2838 5% (New Drug Application (NDA)) & ER % # <0
(ZEEH ST FEFIE A Po#l - ABRT 2. NDA ZKGRIZICHF

TEROTRH ST, YRR Z N FDA LR 3

k- AR % (21CFR314.53(e))

REGRFRT WERETF. M2 R, AR EIEM B

(21CFR314.53(b)(1))

SSTRIE s, Rrarfefeiitl,  (21USC355(b)(2), 21CFR314.53, Form

FDA 3542, 3542a)

RTTZ 7 IV OD;J%J\T i T KGR A EE  (Abbreviated New Drug

Application (ANDA)) HF5EE N RGF & Lfﬁﬁﬁﬁfrﬁ@%ﬁ@ﬁl//

T v ﬁx%@‘ﬁlﬂﬁéun TEBHEPICEH R T 22N TED
(21USC355(j)(5)(C)(ii)

U R MR NDA H15%

U A b gk NDA 7&FZHI

NDA HIGERE, K& TN NDA #2H % NDA ARERINCFFFaek S -

BB D 30 AL (21CFR314.53(d)(1))

NDA 7%&Z84% :

NDA #&G82°5 30 HEAWN (21CFR314 53(c)(2)(ii)) . M T NDA 7K

RBICRHTFRERINTZHG AT Y% BE&ELD 30 HUN
(21CFR314.53(d)(3))

22 U.S. Food & Drug Administration 7 = 7 1 k
https://www.accessdata.fda.gov/scripts/cder/ob/index.cfm
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RIEE R A S

DIEFFIH

=N

R FHER 138k D5 75 7 IV %1 (Notice Letter) % 52fH L
7-t%. 45 HLANIZ ANDA HEEE 2% L CRIEFHER EiR A 2 1
T2 LN TXS (21USC355()(5)(B)(iii) -

TRIEEH A

FR R R S0 71 PR

KGR HHUEFHE (New Chemical Entity (NCE)) TH 5354
YELHTHUL I E OAGRN G 5 M, BRBERLPFHIZE I
RN, L, BT 7T T IV @i < B EEKN
REEIL. Ui B L E DK D 4 Ff%E % NCE Exclusivity
i 7O VERTLAE) Thiud, BRERMBFEEZITO 2N TE
% (21CFR314.108(b)(2)) .

ANDA HIFEF L, HEEICHTo 0| FeIEEIKN & DR —MEDFEH,
KOF V2T 7 PGl O Fe IR & ORERIZONWT T 75
T A~V OWTNOFERAEZEHT 5,

NTTZ7N: AL UT y IR EHE ST ey

INT T TN R T RIS LTV D

NT 7T 7 M R T RICRBRETETH D

XT T T T WV Pell ST RIS - MERATREAREE, E72I3IE
2ETHD (21USC355()(2)(A)(vii), 21CFR314.94(a)(12)(i))

ANDA HFEENEAREZRD TWDBEIGIEZ 7 L— L LW A

JFEORFFICRLCIX, 27 v g vii A7 — M AV b &4

My 22 &ENTE, ZoHA, BARITERI LR
(21USC355(j)(2)(A)(viii))

AGR O A Ehis 1k

30 » A (21USC355(j)(5)(B)(iii)(1)-(111), 21CFR314.107(b)(3)(i)(A))

TRIE I A R ER TR R OB

INT 7T 7 WV GEHFEOLGIL. ANDA HEEH TR D 20 H
LAINIZ NDA CRFEFE K OFFFFHEE 121 A0 (Notice Letter) %3 %44
5% (21CFR314.95(a), 21USC355()(2)(B)) »

ANDA HIFEFE L, FFADMEE SN -56. 2k 02D 14 HEWN
IZ FDAIZZ OB % EMIC Tl L b,

Notice Letter (2 L 2@ %114 45 H [, Frafted D aras 2 f2i L e
Yrtr. ANDA HEEF L, FiafEE 1T LT, AL o7y 712
SN RN ETH D, F721E ANDA HIFERI GO EHK A
LT T y ZITEE S NTERTFERE LN IOV THE
AR AR T D 2 &N TE 5, 723, ANDA HIFEE 21X, HEE
FICEENDIMEHFR~DOT 7 v A 2T 2 EmE2EET 5
ZEMKRDONTED, YT 7 v AORMIIHEFFAREOE
L 7p 5T 3 (21USC355()(B)(C)(i))

-18-




5 1 REEAGB R I ERMIC S
RSy WAY St

180 H (21USC355(j)(5)(B)(iv)(1), (1))

777U, LTOBEAICIE 180 H o SHEITELA SN D
(21UsC355(j))(5)(D))

(1) TARDIKEL, HWOHFEEIESTF AT FEA DR OV HU0E
WHE TICBRRBERMZ TR L T RWGE

- A OB EIRGFF A 22 7B 75 B, UM%
FEEH LTSS 30 A EB LB/ 75 B

- REFFIE) U IHR FEOPERFHIR S 75 B, UTRFFFHER)
XIIHREMR 2B EEORENRIEN RIS NTNG 75
H. XITHERDOREFFN AL T v I MBS - & &6 75
A

(2) BANDHIEEILLOFFATRFENTY T biicd

() HrroRtR (UXT 7T 7 IV) #EE, HEL-HE

(4) BRERLFFTHEFENS 30 AN, B2
(tentative approval) Z#EfRT 2 Z L IR LI5S

(5) BERATHAKRMER JUTRFFTHER L B EHK LS L DM D
BT 2 MEBER & D BAHFT O IRASHIR 2 2 T TR E D b -
ot rey

(6) /NT 7T T IV ZRH L 7o T OGN O e 51 A3
T LSS

(3) Fhe%E, FHHEHE
O Je3 ORFF R
WrarE SR Z A I 7

NDA 727 (Form FDA 3542)
NDA HIEERF, K& OV NDA #2 %% NDA AGRRN R G SN =5 AT s 8 ek 5 30 HLL

M (21CFR314.53(d)(1))

NDA 7587 (Form FDA 3542a)
NDA 778725 30 HEAN (21CFR314.53(c)(2)(ii)) . K& T* NDA /KB IS Rar s ek S -5
AITIR SR D 30 HLLA (21CFR314.53(d)(3))

Frar i Bl R II 85 TH 0  NDAAGRATIC T 5 ST FFFFHEIC BT~ D IE S A 48 HH L 72 WA 1T,
HEE ORGRIEGFH & 705 (21USC355(d)(6)) » F7=. NDA FKFEZ A5 S AV FFFFHEIZ DU T 30
H ARG 2 i T 722056 . NDA ZKGEOHHF I8 5 (21USC355(e)(4)) « & BT, ¥

THERPHIENIZIRE SN 25ATH, HO E NAED FDA BLHIZ 85 L7eWi4. FDA 1T

UHFFEAL A L U7y 712 L7 (21CFR314.53(c)(2)(ii)
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B O BIRNE

FDA [T NDA 7&GE 2 M/ IR SV RFF I (Frtf =, FratEmeiifl) 24 1oy 7y s
BIzPg#y - AT D, o, FBFFFIZ OV TIE, 21CFR314.53(c)(2)(ii) (P)R) T HLE S 412 Yk ik
FFFCZ L— A SNDHIBIZOW T HIEH - AR S5, NDA ABZICF GRS e S5
Bl MRk H NS FDA IXRFFIE A fedk - AB9 % (21CFR314.53(e))

FDA %, NDA fRFEE I LT, HBRFFHEN 7 L—A L CVWDHDHBED Y b, ARSI NT-HiEo
I BARAZHE T 25 K 918k 2% (21CFR314.53(b)(1)) . ZALi%. NDA fREFE R L 7453
TEHO 5 HOFRETHEC BT D @A, FDA I VARSI T Lo nFnot s v s
YEOH TR Y a VS SN TV A EREICT H 2 & A HIIZ LTV 5 (21CFR314.53(b)(1),

21CFR314.53(c)(2)(0)) ., F7=. NDA {RFFE ITITH BRI HE D RFFFRE R ORI BT DIEH & &
BIFFF— A a— RO EZIT I RBENH D, Hl 21X, NDA RFEFE X, AR S V72 Hik CHETHE
RV RESNTND b DIZOWT, YikheaFan R OFPHOMIRNZ Z2H 2 X 5 Z K E R T

(United States Patent and Trademark Office (USPTO)) . IR EHIAT. R m] X 4223k £ 1 A

(Court of Appeal for the Federal Circuit (CAFC)) . F 7213 m & IFTIC L 2 ¥ 3 72 S 7= 54A .
Z D% 30 HUWIZRFFL— A 2 — REZTH L2T UL 5720 (21CFR314.50(i)(4)(i), 21CFR314.
94(a)(12)(Vi)(A)(3)) . FDA HHNIZ LV, NDA fREFEICIZA L 7w 71T S VT Frar s .
BIOF LU PT 7 ~OBEEM 2T S0 TU 2 SO HIRT & | B O E T2 2R L
TW% (21CFR314.53(f)(2)(iii)) -

23 QOrange Book: Approved Drug Products with Therapeutic Equivalent Evaluations (U.S. Food and Drug
Administration 7 = 74 |)

https://www.accessdata.fda.gov/scripts/cder/ob/index.cfm
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M 1Ao7y 7 TORFHBEROARMBI (Merck #: JANUVIA (sitagliptin)) 2

Patent and Exclusivity for: N021995

Product 003
SITAGLIPTIN PHOSPHATE (JANUVIA) TABLET EQ 100MG BASE

Patent Data

& Patent Expiration 4 Drug Substance % T 4 Patent Use Code

003 6699871 07/26/2022 Ds DP u-774

003 6699871*PED 01/26/2023

003 7125873 07/26/12022 U-775 U-1036 U-1037 U-1038
003 7125873°PED 01/26/2023

003 7326708 1112412026 os DP u-802

003 7326708"PED 05/24/2027

Exclusivity Data

003 M-244 08/12/2022

003 M-244 *PED 02/12/2023
003 M-187 12/04/2023

003 M-187 *PED 06/04/2024

21USC355()(7)(A)@)(N-(NNIZ D= . FDA 1%, 212 21USC355(c)IT & 0 224tk & A2z
THARINIZEEGZOT VT 7 Xy MNEDO U 2 M EMPICEH L, ALy T v 7 & LTART
Do ZHAUTIE, AR E., EELOEXAFR, P4, KWinvitro b L <1 in vivo W) # RSV
RBR, F7IEZ ORI ANDA IZBWTHETH L0 E I BT 2 ERNEEND,

BRERAG A~ D HE
RT 7T 7 IV OFFFAT, ANDA HEEE NI E L TEBIROFFTFOA L T v 7 526 OHFIFR
e A BHFTICEER T 2 &8 T& 5 (21USC355())(5)(c)(ii) »

© HIEEIES HFE + R E ISt~ O A
BRERLBFEEICLDIES &5

ANDA HIFEF L, HEEICHT= 0| R ESKT & OR—IEDOFEH, RO L Y7y 7 f# o Je5s
FF & ORERIZOWT, RXT 7T 7 I~V OWTNNOFEHEZRET D,
NI TZT7N: AL TT y IR S TV Zen
NT 7T 7N KRR T RIS LTV D
NT 7T 7 M R TRICERTETH D
XT 7T 7 WV sl ST FFEF IR MR TE AR GE, 72 I3IERF Th 5 (21USC355())(2)(A)(vii),
21CFR314.94(a)(12)(i))

RT 7T 7 WV AEHEOY AL, ANDA HEEE X2 5 20 H LANIZ NDA (REFH K ORFTHES
(2@ (Notice Letter) 29 203234 5 (21CFR314.95(a), 21USC355(j)(2)(B)) . MaZimaniL, /3o
FTRATEVT 4 AW FNIREERBROT — & L &b, FFFOmEME - IHMREFICET S

24 QOrange Book: Approved Drug Products with Therapeutic Equivalence Evaluation — Patent and Exclusivity for:
N021995 Sitagliptin Phosphate (JANUVIA) (U.S. Food & Drug Administration 7 = 7 %4 ) (2022 4 6 H
22 AT 7 & AWKf)

https://www.accessdata.fda.gov/scripts/cder/ob/patent_info.cfm?Product No=003&Appl No=021995&Appl_type
=N
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ANDA HI55#H O RAEORILOFEM 72 Bk (detailed statement of the factual and legal basis) % & % 721
X7 B 7evy (21USC355(G)(Q)(B)(iv)(11) o F72. FFIEREFELFET 256, KO RMIZ
35USC505()(5)(C)IZ M-S < MERBARih R 547 > a U AR T D581, ANDA HIGEH 134
FPHES SRR LT, 35USC271(e) (I S < FRAAZ IR T 5 B & HIWT S 5 7212, ANDA HiGH
HAOEET 78R (77 2R INEROMER KOO0 T OFIBRET) mﬁé%%%—izﬁ g
I£72 5720 (21CFR314.95(c)(8)) -

RIGIED T HUCFE CTh D55 YA bW E OEGE G 5 4R, B EIELHFE X2 B
SN, 72720 \/\7777IV DIEFEN %oﬁié%&l:ﬁwuﬂﬂ I, YEHTHU L E OGRS

5 4 Ffm% (NCE Exclusivity 1ifi 700 1 FaLIE) ThiuE, BBEKNBFELITO 2N TED
(21CFR314.108(b)(2)) -

RI 77 IVIFAED Y 2 MIFDA V=7 A N TABISNTWAES,

%5 Patent Certifications and Suitability Petitions (FDA 7 =741 |)

https://www.fda.gov/drugs/abbreviated-new-drug-application-anda/patent-certifications-and-suitability-
petitions#List
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Paragraph IV Certifications

X 2 XZ 757 I\VIEHRED Y 2 NABREI®

o Paragraph IV Patent Certifications (PPIV) as of June 13, 2022 (PDF - 2.5 MB)

Drug Name Dosage Form Strength RLD/NDA Date of Submission
Aprepitant Intravenous Emulsion 130 mg/18 mL Cinvanti 4/29/2022
209296
Azilsartan Medoxomil and Chlorthalidone Tablets 40 mg/12.5 mg and Edarbyclor 4/19/2022
40 mg/25 mg 202331
Bupivacaine Liposome Injectable Suspension 133 mg/10 mL Exparel 12/28/2021
22496
Cladribine Tablets 10mg Mavenclad 4/7/2022
22561
Elrombopag Olamine For Oral Suspension 12. mg/packet and Promacta Kit ~ 4/22/2022
25 mg/packet 207027
Fosnetupitant Chloride Hydrochloride and Solution in SDV 233mg/0.25 mg per  Akynzeo 4/19/2022
Palonosetron Hydrochloride 20 mL 210493
Fostamatinib Disodium Tablets 100 mg and 150 mg Tavalisse 4/18/2022
209299
Ivacaftor Oral Granules 25mg, 50 mg and Kalydeco 4/13/2022
75 mg 207925
Sodium Thiosulfate Intravenous Injection 12.5g/50 mL Sodium 4/29/2022
Thiosulfate
203923
S S = N =, e N S -
RZ 77 \V EEBH O @ %szn‘tfﬁaﬁéﬁbx ANDA HIFFE 1Tx LT, 35USC271(e)(2)IC

. ANDA HIEE~DEET 72X (T 7 X ém:‘ra%&
X, FFHRE & BN

< FFRREIRET DG N2 W 5720
DAL R CALT DU T Ol FRAT) %%ﬂwé ZLRTE S, ANDA HiE
DIWIEFHZHIBRRET 2 Z LA TE 2 (21USC3553)(B)(C)@)(111))

ANDA HEEE 1L, FFRADMEE SN2 HA. 1Rk H S 14 HULNIZ FDAIZZE DO B 2 E I Cili

T IIUT T B Ru,
Notice Letter | WEIt 45 H LANIZRFFMES AR 4 L 72 W GA . ANDA HIEER 13, §F
THHEFIZHRI LT, AL U7y 7B SN RN CTHh D, £721% ANDA HIGERIRO RS

BN L DTy J I S NIRRT ARE LRV Z IOV TR IRET 5 2 LA TE

% Patent Certifications and Suitability Petitions (FDA 7 =7 %A ) (202246 A 22 A7 7 & A )
https://www.fda.gov/drugs/abbreviated-new-drug-application-anda/patent-certifications-and-suitability-

petitions#List
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5. 728, ANDA HEEHE 121X, HEEICE ENIMEER~OT 7 v A 2t 5 Em AT 5
TERRDOENTEY, YT 7 AORMIIMRFFRIEEOEI: L 75T D (21USC355())(5)
©)(@)(N(cc)) -

ANDA HFEE MWK Z RO TWDEIESR 7 L—D LZRVME A TIEORFRCR L Tk, Tk v
VI AT — M AU N ZBIRMTAHAZENTE, ZO%E, BANTERI R (21USC355())(2)
(A)(Viii))

LM L OEZMEOERAR (21USC355(1)(1))
FEEMEEFIC L VIR S, ARICHIHTEEIZ 72 > TR W22k & O ZiPEIC B9~ 2 16 #id.
FEBRDEENIRORY | FERICL Y, LTFTOHEICARIN S,
() FEFFFEE VKB TRE D Do A
(b) FDA B3GR E AT 720 > 1256
(c) FEHFENEY FIF bn=5a
(d) FDA 23, HIFEIEIHHL TIT v &l L7256
(e) 1D ANDA HIFEICHE S < BREIRMMPER I NIHA, F2i, HlcBG Ly — & 1ci
SEBRERMNEKRENTZHE

@ %IEEH S O B BAGRE L

RXT7Z 7 WV GE OB % 5 ) 7o FEHER 13, ANDA HIFEE 2% LT, 35USC271(e)(2)I2 &3
SFRAAEIRIETH 2 LN TE D, RrifpMEd 2Nz iH% 45 HUUNICFFAZ 4L L7854 . FDA X
XT 7T 7 IV EEB O Z NDA {REFE LK ORFEFHER 23588 L7 H 225 30 22 H X ANDA %743
L7uy (21USC355()(5)(B)(iii), 21CFR314.107(b)(3)()(A))

@ BBEERLZE~OAL 2T 4T
AN RS ST TR 2 B L 7= % R RS 2tk 180 H R SEGEHI 2 Bifs9 2 Z &8 C
& % (21USC3553)(B)B)Iv)(1), (1) . 7272 L, UL FOHAITIE 180 H oM EHIF XL I N D
(21USC355(j)(5)(D)) -
(1) THROKEL, B OZIEEESFFATHEGE AR RO WNTIEWH F TICHBEREL L TR LT
W WG
- RWIDOBIEIELFF AT ZZ T2 HNG 75 B, XUTEA)O%FEIEZELFF T H D 30 72 H 235880
L7ZH»B 75 H
- FFEFIES) SUTIHR F OPERF ARG 75 B, IR IR FMER 4 5 a8 B O fckEr)
RRENREINTHD 75 H, XIHEORFFRA L U7 v 7 b HIRE- L &6 75 H
(2) ADOBRBEILLOFFATHEERIY T b nizhs
() B oE (XZ 7T 7IV) ZEE, #HEL-5EE
(4) BRIEIEGFFATREE D 30 22 A LINIZ, —FpiY72FFA] (tentative approval) ZfEfR3 25 2 &1k
W L7=5A
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R EZ T TR EDR D - T25E

(5) BERHTHIKGIMERE SUTRFATHES L R EK ML L OHOK b T A MEERK & OFHIPT O

(6) /NT 7T 7 WV Zfg LIe T X T OB O FRe IR N0 T L7256

@) TV NY U —VREICET 5 CPTPP & DLLER

ST RY =Y

SRIEIZBA9 5 CPTPP & K[EE L DIl 2 3 5 127,

£ 52TV M) U —ULEICET D CPTPP LKERE & Dk

1 FEROENE, BN ORTE 2 AR T D50t
LC, BaEEOENEICET 28 ® % R
T LIc LSO DS LAATNZ AR Sz 5
DLV NIAINECBI T DR SUTEH (B
Z X, AT T HIWFEAER TH - T, YikhiiE
&2 60T ER U < Tk mEEIc
BIFD2H0) ITEKILT 5 Z L 2RO 5T
X, MOHLDEED D,

() URZRAMNTHRM LB LSO D Y%K
SR T2 DA S IR O 7LD
AR O IZREE STV 20 S0 2 Fer
O FICEZEELEZHREL LS L LT
D2 EIZOWNT, HFEERM DB IRTE S DRI
(2. FrFEE (TB) (2@ L. SUIKFRFHEE 28
W Z 32T 6D & 91T Dl

I ZOXROHEOE L, #REL, RFFE
H TR O SR E S A 7B UL IE S ITHRIE
AKReHGAONEEZzGL I LEEDD I L
MTE D,

CPTPPZ e[ 1528
%5 18 + 53 55 FEE D EMS OMRFEICBI T A i | 21USC355())(2)(B)

(B) Notice of opinion that patent is invalid or will
not be infringed.—

(i) Agreement to give notice—An applicant
that
subparagraph (A)(vii)(IV) shall include in the
application a statement that the applicant will give

makes a certification described in

notice as required by this subparagraph.

(i) Timing of notice.—An applicant that makes
a certification described in subparagraph
(A)(vii)(IV) shall give notice as required under
this subparagraph—

(1) if the certification is in the application,
not later than 20 days after the date of the
postmark on the notice with which the
Secretary informs the applicant that the
application has been filed; or

(11) if the certification is in an amendment or
supplement to the application, at the time at
which the applicant submits the amendment or

the

applicant has already given notice with respect

supplement, regardless of whether
to another such certification contained in the
application or in an amendment or supplement

to the application.

21 TPP WpiE (Fn30) 55 18 B (MBYMPE) OMFEE T =7 %A K)
https://www.mofa.go.jp/mofaj/gaiko/treaty/pdfs/tpp/ip/tpp_jp_18.pdf

28 21USC355 - New Drugs (U.S. Government Publishing Office 7 = 7 %A )
https://www.govinfo.gov/content/pkg/USCODE-2010-title2 1/pdf/USCODE-2010-title2 1 -chap9-subchap V-partA-

sec355.pdf
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(iii) Recipients of notice.—An applicant
required under this subparagraph to give notice
shall give notice to—

(I) each owner of the patent that is the
subject of the certification (or a representative
of the owner designated to receive such a
notice); and

(1) the holder of the approved application
under subsection (b) of this section for the drug
that is claimed by the patent or a use of which
is claimed by the patent (or a representative of
the holder designated to receive such a notice).
(iv) Contents of notice.—A notice required

under this subparagraph shall—

() state that an application that contains
data from bioavailability or bioequivalence

this
subsection for the drug with respect to which

studies has been submitted under
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

(1) 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.

(b) BFFMEE DN, REL VD E SN RGO
WRoe (F8) AC. (C)ICHLE T 2 FIH rTEe 72 Bok
FBZRD DO+ 7 I L OB

I ZobOoBEOREA E, FHOEE, THRTE)
 ORERENER L, ol EECR-A (B
FE G K OV E R ER B3 2 BB ME K Ve
INIEZRSENE) DT8R FAE T D [ OO PR P ]
S MEBEO DI EIR LN — BB
SHIRFICHIET 2D E LTHD ZENT
&2,

21USC355(j)(5)(B)(iii)

(5)(B) The approval of an application submitted
under paragraph (2) shall be made effective on the
last applicable date determined by applying the
following to each certification made under paragraph
(2)(A)(vii):

G)... (B ...
(iii) If the applicant made a certification described in
subclause (1V) 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
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is the subject of the certification and for which

information was submitted to the Secretary under
subsection (b)(1) or (c)(2) of this section 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. ... (F&) ...

(c) AR INTEHL T ZOEB I NIAEH
D HENFEROHPHICFTH SN TV H A S
D FEFOF M NTREFICET D54
RFZHERRT D7D DO FHe (FE EXAIITBL RO
Fhe ) KOEHRRFHE (TROZELaS
XiT 2 & RO R ERE )

21USC355(j)(5)(B)(iii)

(B) The approval of an application submitted

under paragraph (2) shall be made effective on the

last applicable date determined by applying the

following to each certification made under paragraph

(2)(A)(vii):

(i) ... (%) ...

(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) of this section 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—
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() 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;

(1) if before the expiration of such period
the district court decides that the patent has
been infringed—

(aa) if the judgment of the district court is
appealed, the approval shall be made
effective on—

(AA) the date on which the court of
appeals 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); or

(BB) the date of a settlement order or
consent decree signed and entered by the
court of appeals stating that the patent that
is the subject of the certification is invalid
or not infringed; or
(bb) if the judgment of the district court is

not appealed or is affirmed, the approval

shall be made effective on the date specified
by the district court in a court order under

section 271(e)(4)(A) of title 35;

(111) if before the expiration of such period
the court grants a preliminary injunction
prohibiting the applicant from engaging in the
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commercial manufacture or sale of the drug
until the court decides the issues of patent
validity and infringement and if the court
decides that such patent is invalid or not
infringed, the approval shall be made effective
as provided in subclause (I); or
(1V) if before the expiration of such period the court
grants a preliminary injunction prohibiting the
applicant from engaging in the commercial
manufacture or sale of the drug until the court
decides the issues of patent validity and infringement
and if the court decides that such patent has been
infringed, the approval shall be made effective as
provided in subclause (I1).

Lo () L

2. AR R

(1) &
2010 4 : Biologics Price Competition and Innovation Act?®

W) BLBITRIR OB 7 BT ST x5 4 2o T 4 7 R OVEW R RENGR Ol %
5 Z & &AM E LT 42USC262 Regulation of biological products D IEToH 5, FefTa0IC 12 0
Data Exclusivity Z#8® % & & Hi2, il S = RIAKIER T H 35T FDA 2> 5 it in D7KRZ 15
L ENHREIC IR o T,

2021 4 : Consolidated Appropriations Act, 2021%
Public Health Service Act (42USC262(k)) 23S iE 4L, FDAMWIEITT 534 FEH GO Y A~ (X—
TNT 7)), FIEFEMLICEET 22 TORFFE E ORI