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1. Evolution of the Korean PTE System

EFHAPRAEL (PTE) BIERYG

 Koreaintroduced the Patent Term Extension (PTE) system on July 1, 1987, along with patent protection f
or chemical and pharmaceutical substances.

- HETHHARIER (PTE) HIEMECE R ESYIREFMRPHIENSIN, T198797F1BIERHE T,

* Korea was one of the earliest jurisdictions to adopt a PTE system, following the United States.

- FERHEEZERES INTHEPRIER (PTE) fIERERZ—.

* ThePTE system has evolved through a series of legislative amendments, with the most recent amend
ment taking effect on July 22, 2025.

- FETAEBRIELR (PTE) HIEHEZRIETT, Sb—RENEITT20255 75220434,

* Note:Since March 15,2012, Korea has operated a Patent Term Adjustment (PTA) system to compensat
e patentees for patent term loss resulting from delays in patent examination.

- F: HEBR201283H1583esOEEFHARRIEEE (Patent Term Adjustment, PTA) $IE, LIt MEEZER]E
BRI SEAIEFIRAPRIR,
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PTE Eligibility Requirements (1)
SE T AHARRAE (PTE) ERZEAE (1)

 Regulatory Requirements {TEES It {4

Lee International

PTE is available only for medicinal products that require marketing approval under the Pharmace
utical Affairs Act or the Narcotics Control Act, and agrochemical products that require registration
under the Agrochemicals Management Act.

PTE (ERTHIE (H555) o (MRREIEE) BSHOm IRz, LIRKGE (REGEE
i%) SEREICHIRET iR

PTE is limited to the first approved medicinal product or the first registered agrochemical product
whose active ingredient is a new substance.

PTE (NERTB R B T H YR E R SIS TR A,

Approval or registration of a salt, isomer, solvate, or crystalline form (polymorph) of a previously ap
proved or registered substance cannot serve as the basis for PTE, as such forms are not regarded a
S new substances.

ERENEEICYIRANRE, S, BHINWYERE S EEV T FTIR, EIEzS
T SHIRLESICECAMSA D PTE RIRKIE,

The regulatory approval or registration must have been obtained after the patent grant, thereby p
reventing the patentee from working the patented invention during that period.

Do LA SREGEICRIUREEEFIRENZ /G, BEETFRAEZHRERNT AT AR,




2. PTE Eligibility Requirements (2)
ESETAHAPRAE (PTE) IEFEM (2)

« Patent Requirements 7|44

- The patent must claim a substance, a manufacturing process, a use, or a composition relating to th
e approved or registered product.

- EXRTEARRRIEROIGE RSO mAYIR. SIS5E. FEEEHEEY,

- Patents directed to intermediates or catalysts used in the manufacture of the approved or register
ed product, or to manufacturing equipment, are not eligible for PTE.

- WTFEREEEICT REEI R ETERRRENE, EFIEEISREIIER], TSRS PTE

- The patent must be valid and in force.

- EERRIMERRUTESAEN.
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3. Key Considerations for PTE Eligibility (1)
PTE EH I EEFEER R (1)

*  Where multiple marketing approvals have been obtained for different active ingredients
covered by a single patent, only one approval may be selected as the basis for PTE, and o
nly one PTE may be granted per patent.

- R EARTREAI AN SO D BIRYS £ 2 mm EiTa], WNANEEEA
—Eizfg mo TR E A EFIHAIRIE (PTE) RUERIEHGE, BR—EFNEERME—XREFIHAR
SIES (PTE),

One patent

Approval A

Approval B

v

Approval C

PTE may be requested on the basis of one of Approval A, Approval B or Approval C.
AETHUEA, HUEBSHUECHRYESE 1 HISEAHARIEK (PTE),
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3. Key Considerations for PTE Eligibility (2)
PTE EHPTHEEEERE (2)

*  Where multiple marketing approvals have been obtained for the same active ingredient,
only the first approvalis eligible as the basis for PTE, and only one PTE may be granted pe
r patent.

- SXRE—ERD BUS T2 M A il (NEREUSHVZ e iR el LU EASFIEE
BREEIS (PTE) FYERIBHKE, HRE—EAUNABREG X EHIHBRIER (PTE),

One patent

st 2nd 3rd
Approval A —»  ApprovalB  —> Approval C
(tablet) (injection) (ointment)

PTE may be requested only on the basis of the first approval, Approval A.
(NI ETEXANEARSEFIRABRIEK (PTE),
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3. Key Considerations for PTE Eligibility (3)
PTE i& H I ZE B & (3)

*  Where multiple patents relate to a single marketing approval,

- MRS R LTRSS RSEER,

Before July 22, 2025 On or after July 22, 2025
20255E7 H22HHl 2025E7 H22H

PTE was available for multiple patents.  PTE is available for only one patent.

A ISHENERTHIRER (PTE), (NAFHI—HEHEREHEIRIER (PTE).

Patent B (Process) - Approval X

Patent C (Medical use)

PTE may be requested for one of Patent A, Patent B, or Patent C.

AEXIEFIA, THIBEEHCHRRI—IEE S A HARRAE (PTE),
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Extendable Term

AJFEIHARR

The patent term may be extended by up to 5 years.

CHEAPR A AR5,

Effective as of July 22, 2025, the total patent term, including the extended term, may not ex
ceed 14 years from the date of the relevant marketing approval or registration (14-year ca

P).
H2025F7H22HiEE, BEIH<HEIERNEFEHR, BfEXAR EmiFaaEcz HEAR
S84 (145 R,

The extendable term is calculated based on:
oJEERRLA R UERE A& I TR :

- The period of clinical trials conducted in Koreqg; and the period of the administrative rev
iew process required to obtain marketing approval or registration.

- EFERTRIEARUSHARR, LANEMSESm L el s Chrr Y TR EAE AR,

- Periods attributable to the applicant, such as the time required to supplement docume
nts, are excluded from the extendable term.

- RSB ARRFERVERE), BUaixNseERpBHAE), AT ARERER,

- Clinical trial periods conducted outside Korea are not counted.

- EFHERINA TR DEERA TR,
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5. PTE Filing Requirements
THIHAPRIEL (PTE) ERIEEEK

« Applicant EFHIEA
- The applicant for PTE must be the patentee.

- THHHBRSER (PTE) BB AR EF I,

- Timing EHEEAIR
A PTE application must be filed within 3 months from the date of the relevant marketin
g approval and at least 6 months before the original patent expiry date.

- THHARREER (PTE) ERIBRNEEXLm LT Bie3 M AWREL, HEVIERE
HMEPREFHHRIZE 6T HiRE,

« Marketing Approval Holder Z58_EiiFRIFFEA

Where the marketing approval holder is not the patentee, the marketing approval hol
der must be registered as an exclusive or non-exclusive licensee of the patent.

- WIRBHm EHTFAIRFAEAFHEEFIRA, WizZ5m EHiFaFs ARIeEic /i rny
JREVFR ABEEITA A

11
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6. Scope of PTE Protection
R EEFIRAIRIFSEE

« Article 95 of the Korean Patent Act {BEEESFIjE) F5955%

- The scope of an extended patent is limited to the approved product and its approved
use.

- IEERERTASEYRISER R TEAER RN ESHAIE,

Marketing Approval Underlying the PTE
Approved Product: Compound A
Approved Use: Treatment of Disease X

Claims of the Extended Patent

Claim 1: Compound A, B, or C

Claim 2: A pharmaceutical composition for treating Disease X, Y, or Z, comprising the
compound of claim 1

Although PTE has been granted for Claims 1 and 2 in their entirety, during the extended term, th
e scope of protection of both claims is limited to Compound A for the treatment of Disease X.

EBPATHHABRIER (PTE) EMNAZIIFINFZRBISRIGIRIN, (BEERIARA, FRIF]
KRR BRI R T AT e r BRmXEHECEHIA.
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Recent Korean Court Cases on PTE by Topic

EpE T AHAPRIER (PTE) A0SR

PTE Eligibility Requirement 1& &4
* Case 1: PEGylated Interferon Is Not a “New Substance” for PTE

22 1. B2 2, “ BV FHEFFE PTE BN _ERY SR’

Scope of PTE Protection: Products {R{FSBEl: ¥k
* Case 2: Salt Changes Do Not Avoid PTE Protection

o 2] 2: BV EAEN PTE {RIFEE
 Case 3: Solvates Do Not Avoid PTE Protection

=0 3. B A0 PTE {RIFSEHE

Scope of PTE Protection: Use {RFSEE: FHIE
* Case 4: PTE Protection Is Not Limited to the First Approved Indication

=1 4: PTE (RIFSEE PR T BERIRIE NAE
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Case 1: PEGylated Interferon Is Not a “New Substance” for PTE (1)
ZH1: RZOTEBUATIMEFIE PTEENX ERY "Fi#R" (1)

Supreme Court Decision 2021 Hu 11070 (Jul. 25, 2024)

«  Facts X5

- Interferon beta- 1a (Avonex®) had previously been approved for the treatment of relapsi
ng multiple sclerosis (RMS).

- THLZE beta- 1a (Avonex®) RIEAHLERTIATE R B S R IEEIEE,

- Subsequently, PEGylated interferon beta- 1a (Plegridy®) was approved for the same indic
ation.

- E, BZ TRV TFHE beta- 1a (Plegridy®) 35t B HEEIERAE,

- APTE application based on Plegridy® was rejected, and the applicant appealed to the courts.

- ET Plegridy® IR BRIEFHAPRIER (PTE) BHSHEXE], HISAMESRERA,

«  Keylssue SHNEER
- Whether PEGylated interferon beta-1a qualifies as a "new substance” for PTE purposes.

- BZTEETHE beta- 1a EBBETF PTE RN LR IR,
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Case 1: PEGylated Interferon Is Not a “New Substance” for PTE (2)
ZH1: RZTEBUATIMEFIE PTEENX LRY "Fi#R" (2)

Supreme Court Decision 2021 Hu 11070 (Jul. 25, 2024)

« Supreme Court Holding &= &BeFITE

PEGylated interferon beta- 1a does not qualify as a “new substance.”

R TIE beta- 1a ABF"HIE",

The Supreme Court reversed the IP High Court's decision, which had recognized
PEGylated interferon beta- 1a as a new substance.

i Abit J AR NS EERX TR ZEATINE beta- 1a BT #HIR"BIAE.

«  Supreme Court Reasoning Exi= ABe IRIEH

The therapeutic effect derives from interferon beta- 1q, not the PEG moiety.

HiQ TR KET UK beta- 1a, MIEPEGERS.

PEGylation merely alters the pharmacokinetic properties of interferon beta- 1q, including
its half-life.

RZTEUNKE T TEK beta- 1a FHESREINEEE, SIFEYSHE,

Therefore, PEGylated interferon beta- 1ais not a new substance distinct from the previou
sly approved interferon beta- 1a.

RHitt, BZTETINE beta- 10 FIEXEITEFKMERITIE beta- 1a BIFHIE,
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Case 2: Salt Changes Do Not Avoid PTE Protection (1)
2=l 2: BRBITE AN PTE FRIF5EE (1)
Supreme Court Decision 2017 Da 245798 (Jan. 17, 2019)

«  Facts X(F

==

PTE was granted based on the marketing approval of Vesicare® (active ingredient: solifen
acin succinate) for the treatment of overactive bladder symptoms.

EHT Vesicare® (GRS IRIHERZAFLHT (solifenacin succinate)) BT iaT BEROI EIEENEE
RV R EHFR], HEXERERE T EFHAREER (PTE),

A generic manufacturer obtained marketing approval for A-Care® (active ingredient: solif
enacin fumarate) for the same indication, after the original patent term had expired but
during the extended term.

Bz EERIERNAERS & A-Care® (BN = SERZF/BFFT (solifenacin fumarat
e)) WL m EMiF, ZFBSTREFEIREHE{ETEEREIRA,

The patent owner filed a patent infringement action against the generic manufacturer.

TR R % AHZEIEEERIEDIRA,

«  Keylssue FNEER

Lee International

Whether an extended patent covers a product containing a different salt form.

FEBREN RESENEKETFRAIRFTEE,
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Case 2: Salt Changes Do Not Avoid PTE Protection (2)
2=l 2: BRBITE AN PTE FRAF5EE (2)
Supreme Court Decision 2017 Da 245798 (Jan. 17, 2019)

« Supreme Court Holding Ex=ABHITE

The extended patent covers a product containing a different salt form.

BEARRENFRIFEAEREENNAFRFEE.

« Supreme Court Reasoning =& HIRIEH

The difference between solifenacin succinate and solifenacin fumarate is merely a chang
e in salt form that can be readily selected by a person skilled in the art.

ISIAES A BPHT (solifenacin succinate) 5SEEERZEFBRFT (solifenacin fumarate) Z[BJHYZE
FNETRETE, MxEFELEERTAMIIARARSZELBNEE,

The two products are substantially identical in their therapeutic effect and approved use,
both deriving from the same active moiety, solifenacin.

MEIIKIETHERRYEEERZRFARH (solifenacin), BEIAIr R NIRHLIRLEER.

Accordingly, a product containing solifenacin fumarate falls within the scope of the PTE g
ranted based on solifenacin succinate.

Hitt, 2BEEZEBREFBBHT (solifenacin fumarate) BIF- G NE T ISIHERZEFIBBHT (solifena
cin succinate) SRSHIEFIEAFREE (PTE) BURIFEE.,
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Case 2: Salt Changes Do Not Avoid PTE Protection (3)
22151 2: FRBVTTEATINN PTE (RIFSEE (3)
Supreme Court Decision 2017 Da 245798 (Jan. 17, 2019)

« Significance BN

Lee International

Before this decision, it was generally understood that, based on Article 95 of the Korean P
atent Act, a salt-changed product would fall outside the scope of an extended patent, an
d generic companies often launched such products after the expiration of the original pa
tent term despite the remaining PTE term.

EAZEHIRZE, BT (HEERZE) $955%, BEANIEREA B TEKEEFIN
%’JZEFF,B@ Eit, RE PTE BHiaEREHs, 175%J_ PABEEEREFHAREHSHEL S
ARo

In this decision, the Supreme Court clarified that a mere change in salt form does not avoi
d PTE protection where the products are substantially identical in their active moiety, the
rapeutic effect, and approved use. The decision significantly strengthened PTE protectio
n in Korea and marked a turning point in generic launch strategies.

EAETD, HEixbBEEY, MRBX~miYEERR. e MR RIAMARLRER, N
(VPR EVESER 3T AHE PTE R0, ZIREEIR T S EN S RIBAIRER (PTE) HOMRI,
FEAHIZS LRSI EEEIT S,

149



Case 3: Solvates Do Not Avoid PTE Protection (1)
=0 3 357 AS2 PTE £RIFSER (1)

IP High Court Decision 2023 Heo 13438 (Oct. 23, 2024)

* Facts

=I5
PTE was granted based on the marketing approval of Lixiana® (active ingredient: edoxab
an tosylate hydrate).

EFLixiana® (ﬁs&ﬁﬁ ARE D IR AR EN K S (edoxaban tosylate hydrate)HIZ5 5 £
iR, HEEEFRE T ERERIEK (PTE),

A generic manufacturer filed a defensive confirmation-of-scope action, seeking a declara
tion that edoxaban propylene glycol solvate (a solvate formed by edoxaban free base an
d propylene glycol at a 2:1 molar ratio) does not fall within the scope of the extended pat
ent.

Bz AREAEME (ER) NFSEEFIAEH, sRkBIAKE IR a7
(edoxaban propylene glycol solvate) (DB MR DT S — B2t 211 BE/RELFERRAOER)

W) =~ E?LkF%*UWE’Jﬁ}F,B@

The generic manufacturer also argued that the patentee had excluded solvates by amen
ding the claims from a solvate to a hydrate form during prosecution.

ZAAHIZEARER, TRNAERETETEISRBFZREATAY (solvate) #MEJIIK
&0 (hydrate), FAFIIHBFEERIRIFSTEEZI.

¢ Key Issue SHNER

Whether an extended patent covers a product containing a different solvate form.

FEBEFCR R MRS AR TR AIRIFEE.
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Case 3: Solvates Do Not Avoid PTE Protection (2)
=6 3. 33K AF N PTE (RIFSERE (2)

IP High Court Decision 2023 Heo 13438 (Oct. 23, 2024)

« IP High Court Holding IR NEE ERHE

Edoxaban propylene glycol solvate falls within the scope of the extended patent.

EDPIR "EEA5tY) (edoxaban propylene glycol solvate) BT IERK /G HNHIRIFEE.

 IP High Court Reasoning AR S A FiRIEH

Propylene glycol is a well-known solvate-forming agent.

A _EE (propylene glycol) 2 ZA8MiE A XNAA M2 R

Edoxaban propylene glycol solvate has substantially the same therapeutic effect and use
as edoxaban tosylate hydrate, and could be readily selected by a person skilled in the art
as an alternative solid form of edoxaban.

KEDIER —EEA571LY) (edoxaban propylene glycol solvate) S{KE DI ERREERER/K S
(edoxaban tosylate hydrate) fEi5 T RN ARIESESLRER, BATHERARAREZHEE
ERKE DIV EREE R IILOEEE,

The prosecution history does not show that solvates were intentionally excluded from the
scope of the patent. The amendment to a hydrate form was made for claim clarity, not to
exclude other solvate forms.

NEERERE, ALIEEREATNCISREEHIRESTIIRIPSEEZ N, BIRRZERANESN
IKEIRA T HENFERBRERNESR, MIFRBREMBETIR.
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Case 4: PTE Prc?tection Is Not Limited to the First Approved Indication (1)
Z45 4: PTE {RAP VOISR T & YSRHE MAE (1)

IP High Court Decisions: 2024 Heo 13541 (Jan. 23, 2025); 2024 Heo 13824 (May 27, 2025); 202
4 Heo 12890 (Aug. 13, 2025); etc.

*  Facts E[5
- PTE was granted based on the marketing approval of K-CAB® (active ingredient: tegopra
zan) for the treatment of the initial indications of erosive and non-erosive gastroesophag
eal reflux disease (GERD).

- ETK-CAB® (FHpLS: EXIUZE (tegoprazan)) A TIETr BRI IERIFBEICIE B RE R
(GERD) X—E/RIRHENEER S an EHIFR], HBREFIERE 7 TRIHABREE K (PTE),

- Later, the marketing approval of K-CAB® was expanded to include additional indications,
such as gastric ulcer and maintenance therapy following treatment of erosive GERD.

- JH:)}JE[]' F_?_AB@ R9Zm LT R —2 T AE B a7 AN BE=tE GERDISY T[RRI a7 &
=]

- A generic manufacturer filed a defensive confirmation-of-scope action, seeking a declara
tion that a pharmaceutical composition comprising tegoprazan for the treatment of a su
bsequently approved indication does not fall within the scope of the extended patent.

- BEpHRIAAREREME CGER) NRSEEBIAEFH, B RAS BRI (tegoprazan) B
BFa7 R ENENSFHEEY A B TFEKEEFINFRFEE.

«  Key lssue FHNEER

-  Whether the scope of an extended patent covers later-approved indications that were no
t included in the marketing approval on which the PTE was based.

- EREEFNAFRFEERE R T RE A PTE KA R LHIF PR EERMIENE.,
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Case 4: PTE Prc?tection Is Not Limited to the First Approved Indication (2)
ZH 4: PTE Or4P 70 BIASBR T & R HEE MTE (2)

IP High Court Decisions: 2024 Heo 13541 (Jan. 23, 2025); 2024 Heo 13824 (May 27, 2025); 202
4 Heo 12890 (Aug. 13, 2025); etc.

* IP High Court Holding FlIRF IS5 X HIE

A later-approved indication may fall within the scope of an extended patent if it is substa
ntially identical in therapeutic effect and use.

R REERIENETE BT IR N RIS S ESLRER, NEAREETEREEANEMRIFEE,

 IP High Court Reasoning FIR NS A HIRIE R

The "medical use” under patent law is not equivalent to the approved indications under t
he Pharmaceutical Affairs Act.

THZERX L' EBBR AAREFRT (BFE) NErRINENIE.

The scope of PTE protection should not depend on which indication was included in the m
arketing approval underlying the PTE, because this would result in different levels of prot
ection for the same patented invention.

PTE (RIFSEEANEVRTEA PTE BV m LT A E P —FHENE, BNESHE—
TR R BRIR S EREERIRIF.

The later-approved indication was substantially identical to the initial indications underly
ing the PTE in terms of therapeutic effect and use, both involving the treatment of acid-rel
ated diseases through gastric acid suppression.

[EERIS R B PR N RS TSR0 PTE (KIERYER/RERMESERRER], W& SETH)
e e Y e
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Ill. Key Takeaways
g5 5 ca4t

ZZ W ONET




Key Takeaways
EhRst

W ON=A

« Choose the patent for PTE strategically ¢ Traditional design-around strategies, s
under the 2025 amendments (14-year ¢ uch as changing the salt form, solvate f
ap and one-patent-per-approval rule). orm, or indication, may not be sufficient

- TRIE20255 (&%, SKEEMEMEIEIRFAIEER)  to avoid PTE protection.
HABRZEL (PTE) RUEF (14FHAR EBRAZ  » (BERBIANEARITIRES, HIaNsEmil, i3
‘—IA ERVFRIXI R —HEF]" BIRN), jaf).‘:IJI{M%EJZJ‘EF\_\iTE‘, a[BEABLARIEE PTE {7
* Recent court decisions may provide bro
ader PTE protection than previously ex
pected.

 IEERERRAIGIE R, PTE BYSRIFSEERT6E
FELATEFREAEET .
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