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selective to specific antigen
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chemical linker p_.'nyload
connects antibody and payload cytotoxic compound
cleavable or non-cleavable with high potency
Light cnaln Heavy chaln

affects stability, efficiancy and
bicavailability of ADC

Insert gene for CAR

|

DMIDIN

Inactivated

Live attenuated

< >

CRISPR/Cas9 Base Editor Prime Editor
oepeor (CARD. EL
DNA
receptor (CAR)
Antigen- %
. Douhle Stranded Breaks
Pe———— recognition S
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\ |
signaling T olodous Directed Repar naf.ilf.’ﬁése
domains Temflale l / }
U
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Uncontrolled Mix of indels nucleotide isk of
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756 (Fec i 1997
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BRI EN S _ { Regulatory Review
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Kadcyla (Fo]5-BHZIk B EIBF{BELY), ado-trastuzumab emtansine) F20135E3K4HL

US7097840B2 (F20265F78B25HEH, ©682KPTA
K2 1275KPTE)

1 —ATEILSEERNAE, EEUTER:
(i) HREFMAMYBHNSINErbB2ZNT ERIX

. BEiZheERG 55 4D55R 7. FXISK-BR-34HEE
BN ERRTErbB2H AT ATT AT 4E R
LERWEANE; DR (i) BEEEmAEEHIIE
FEWIFER BT BEN. HES4DSRAAI
ErbB2IURSEBARKRLEYIE (maytansinoid) {8
BT R A EBERYD .

PTEEFERIBFRNAIERKL, 3. 6-17, 20-26, 28, 29

K2 42-44TRZXTAPHSE RT3 ERIRCFI Z SR R

- BNFIEKL7TTAT R R FRIREIZ LR
WHIZER22IPRE 7 B3 E " (payload)
WFIER24IRE TIEE T (linker)
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ENHERTU (EZRIFZIRBENEEE R, fam-trastuzumab deruxtecan-nxki) F201955kiHt,

Deruxtecan -

sl T
— L o ={ I | .
mAb @ n,cg?%ﬂa

Linkar

F

per maAb

Topoisomarasa | inhibitor W;ma n = B deruxtecan

~

US10155821B2 (F2033%F12H20H[E#H, &0
FPTAN; 71KPTE)
- 205FHABRAS A F20355F1 B 28 H i

. BEX19872924E 598085372 EF] (fBiF
H20335F10H10H) R#RHEIEGFER (
terminal disclaimer)

PTEERISARE BPAZERITFT I IZAPI
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1. An antibody-drug conjugate, wherein a linker and an antitumor compound
represented by the following formula and anti-HER2 antibody are connected:

-(Succinimid-3-yl-N) —CHyCHoCHoCHoCHy—C(=0)-GGFG (SEQ 1D NO: 3) —
NH—CH,—0—CH,—C(=0)—(NH-DX)

wherein

-(Succinimid-3-yl-N)— has a structure represented by the following formula:

0
dx_
(o]

which is connected to the antibody at position 3 thereof and is connected to
a methylene group in the linker structure containing this structure on the
nitrogen atom at position 1, and (NH-DX) represents a group represented by
the following formula:

wherein the nitrogen atom of the amino group at position 1 is the
connecting position.

20
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per datopotamaly

E5tUS10195288B2 S EFIIRAIPTERIE
IZERIEEINAIZERKL, 2. 49, 13-16, 25%31-33TFIAEEN (readingon) iZ/= @, F&
NREK L1 7IF ENEFER A A
EIASFIE RIS R EARLE HiAFS
20265E6H16H, USPTORTIRAZFE, INTE288SEFIF K EIAREHFIEfEE AFIE KR
2 A B SFPTESAHS
1ES 5 M EREH (Orange Book) EZEiA)@iAYTeva v. Amneal Pharmaceuticals, 124 F.4th 898
(Fed. Cir. 2024)—2

Hoechst-Roussel Pharms., Inc. v. Lehman, 109 F.3d 756 (Fed. Cir. 1997) —Sf17 " “FRFIZEKA(R
P2 AR NEF Nz e =i

KPRl E—— RS EE RS EIAMEE? ? 2
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The invention claimed is:
1. An antibody-drug conjugate wherein an antitumor
compound represented by the following formula:

[Formula 1]

is conjugated to an antibody via a linker having a structure
represented by the following formula:
LD L NH—(CH w12 L

wherein the antibody is connected to the terminal of L°,
the antitumor compound is connected to the terminal of
L7 with the nitrogen atom of the amino group at
position 1 of the antitumor compound as the connecting
position,

wherein

L' represents -(Suceinimid-3-yI-N)—(CH,n*-C(—0)
wherein n® represents an integer of 2 1o &,

L* represents —NH—(CH,—CH,—O0)n*-CH,—CH.
C{=0) or a single hond, wherein n® represents an
integer of 1 1o 6,

" represents a tetrapeptide residue of GGFG,
NH—{CHn'-L"-L%L% s NH—(CH,),—
(=0 NH-—CH,—O-—CH,—C{—0)—,  or

NH-—(CH,),— 0, C(—0)—.

-{Succinimid-3-y|-N}— has a structure represented by the

following formula:

which is connected to the antibody at position 3 thereol
and is connected to a methylene group in the linker
structure containing this structure on the nitregen atom
at position 1.
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. “HEHIFIZS” (biosimilar) HIENHAEREHTZEIER

- (A) ZEYHIRESSEFREERN, REEIRARIEEMAS TS EFEHME
5, B

(B) BRSBTS, SR IR
=

© 2026 Wolf, Greenfield & Sacks, P.C. All rights reserved. 23



| EFIES R

SREYH

© 2026 Wolf, Greenfield & Sacks, P.C. All rights reserved.

24



||| REVHImBEFIES R

*ﬂ?ﬂ?ﬂ =1 S oN

SINDFEHIAE, W TFEREZSYIMS, PTEEITFHIESCINERIE SHA
RAMARIREIER
- BZREYIHImBINITR

- IR/ ?G%?*UZEAH'JLIEEP BAEERESH —FNAE =
- EZIMERPTERIE. BINFIEXRFIFEEZENER
- BEGFEFEEEFRS RS =R EZENE, SLIXELEFIPTERAREIS AW
- ZEEHEMBIEEEER] (obviousness-type double patenting) [BJRR
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{RIFHIEAIE)

- EERRERT, BT I EYSRIASHIEHIRS
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