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Claims

elaim—31
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aa—Use of an antibody-drug conjugate in the manufacture

of a medicament for treating cancer, wherein the

antibody-drug conjugate is to be administered in

combination with amd—an anti-SIRPO antibody—are—

n

in—eombinatien, andwherein

EWA P RN MR —WNE VN
ottt et

~the antibody—-drug conjugate is an antibody-drug
conjugate in which a drug-linker represented by the

following formula is conjugated to an antibody via a

thioether bond:

[T yraa ] o
Tt oo

11
L]

wherein A represents the connecting position to am—the

antibody+




2.  The uscpharmaceuvtiecat—ecomposition according to claim
1, wherein the antibody in the antibody-drug conjugate is
an anti-HER2 antibody, an anti-HER3 antibody, an anti-
TROP2 antibody, an anti-B7-H3 antibody, an anti-GPR20
antibody, or an anti-CDH6 antibody.

teleaim—31

3. The use pharmacewgtiecal—ecemposition—according to

claim 2, wherein the antibody in the antibody-drug
conjugate is an anti-HER2 antibody.

telaim47

4. The use pharmaceuwticatl—ecomposition—according to
claim 3, wherein the anti-HER2 antibody is an antibody
comprising a heavy chain consisting of an amino acid
sequence consisting of amino acid residues 1 to 449 of
SEQ ID NO: 1 and a light chain consisting of an amino
acid sequence consisting of amino acid residues 1 to 214

of SEQ ID NO: 2.

T

5. The use pharmacewtiecal—ecemposition—according to

claim 3, wherein the anti-HER2 antibody is an antibody
comprising a heavy chain consisting of an amino acid
sequence represented by SEQ ID NO: 1 and a light chain
consisting of an amino acid sequence represented by SEQ
ID NO: 2.

telaim—61

6. The use pharmacewgtiecal—ecemposition—according to any

one of claims 3 to 5, wherein the average number of units
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of the drug-linker conjugated per antibody molecule in

the antibody-drug conjugate is in the range of from 7 to

8.
7. The use pharmacevtiecat—eempositien—according to

claim 2, wherein the antibody in the antibody-drug
conjugate is an anti-HER3 antibody.

telaim—S1

8. The use pharmacevticat—eompositien—according to

claim 7, wherein the anti-HER3 antibody is an antibody
comprising a heavy chain consisting of an amino acid

sequence represented by SEQ ID NO: 3 and a light chain
consisting of an amino acid sequence represented by SEQ

ID NO: 4.

9. The use pharmaecevticat—eompositien—according to

claim &7, wherein the anti-HER3 antibody Zeeks—a—+ysine

antibody comprising a heavy chain consisting of an amino

acid sequence consisting of amino acid residues 1 to 446

of SEQ ID NO: 3 and a light chain consisting of an amino

acid sequence represented by SEQ ID NO: 4.

+elaim36+

10. The use pharmaceuvticatl—eompositien—according to any

one of claims 7 to 9, wherein the average number of units

of the drug-linker conjugated per antibody molecule in
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the antibody-drug conjugate is in the range of from 7 to
8.

B e S

11. The use pharmaceuvticat—eompositien—according to

claim 2, wherein the antibody in the antibody-drug
conjugate is an anti-TROP2 antibody.

B

12. The use pharmaeceuvtiecat—ecompositien—according to

claim 11, wherein the anti-TROP2 antibody is an antibody
comprising a heavy chain consisting of an amino acid
sequence consisting of amino acid residues 20 to 470 of
SEQ ID NO: 5 and a light chain consisting of an amino
acid sequence consisting of amino acid residues 21 to 234
of SEQ ID NO: 6.

+edaim—33+

13. The use pharmaceuwtical—eomposition—according to

claim +211, wherein the anti-TROPZ antibody +aeks—a—

I szc 3 =
Ty oLt =
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ehainis an antibody comprising a heavy chain consisting

of an amino acid sequence consisting of amino acid

residues 20 to 469 of SEQ ID NO: 5 and a light chain

consisting of an amino acid sequence consisting of amino

acid residues 21 to 234 of SEQ ID NO: 6.

B
14. The use phoarmaceuvtiecat—eompositieon—according to any

one of claims 11 to 13, wherein the average number of

units of the drug-linker conjugated per antibody molecule
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in the antibody-drug conjugate is in the range of from
3.5 to 4.5.

B e

15. The use pharmaceuvticat——eompositien—according to

claim 2, wherein the antibody in the antibody-drug
conjugate is an anti-B7-H3 antibody.

B

16. The use pharmaeceuvtiecat—ecompositien—according to

claim 15, wherein the anti-B7-H3 antibody is an antibody
comprising a heavy chain consisting of an amino acid
sequence consisting of amino acid residues 20 to 471 of
SEQ ID NO: 7 and a light chain consisting of an amino
acid sequence consisting of amino acid residues 21 to 233

of SEQ ID NO: 8.

1 a3 1
i > g s

o 71
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17. The use pharmaceuvticat——ecompositieon—according to
claim +615, wherein the anti-B7-H3 antibody +aeks—a—

I szc 3 =
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ehainis an antibody comprising a heavy chain consisting

of an amino acid sequence consisting of amino acid

residues 20 to 470 of SEQ ID NO: 7 and a light chain

consisting of an amino acid sequence consisting of amino

acid residues 21 to 233 of SEQ ID NO: 8.

B
18. The use pharmaceuvtiecat—eompositieon—according to any

one of claims 15 to 17, wherein the average number of

units of the drug-linker conjugated per antibody molecule



- 182 -

in the antibody-drug conjugate is in the range of from
3.5 to 4.5.

telaim—35+

19. The use pharmaceuvticat—ecompositien—according to

claim 2, wherein the antibody in the antibody-drug
conjugate is an anti-GPR20 antibody.

telaim 20+

20. The use pharmaceuvticatl—ecomposittion—according to
claim 19, wherein the anti-GPR20 antibody is an antibody
comprising a heavy chain consisting of an amino acid
sequence consisting of amino acid residues 20 to 472 of
SEQ ID NO: 9 and a light chain consisting of an amino

acid sequence consisting of amino acid residues 21 to 234

of SEQ ID NO: 10.

t+en—according to

H

21. The use phormoceutical—compos

claim 2619, wherein the anti-GPR20 antibody Zaeks—a—

ehainis an antibody comprising a heavy chain consisting

of an amino acid sequence consisting of amino acid

residues 20 to 471 of SEQ ID NO: 9 and a light chain

consisting of an amino acid sequence consisting of amino

acid residues 21 to 234 of SEQ ID NO: 10.

telaim22+

22. The use pharmacevtiecatl—eompositien—according to any

one of claims 19 to 21, wherein the average number of

units of the drug-linker conjugated per antibody molecule
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in the antibody-drug conjugate is in the range of from 7

to 8.

14
i Sy > R g Y

el m D221
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23. The use phoarmaecevtiecatl—eompositien—according to
claim 2, wherein the antibody in the antibody-drug
conjugate is an anti-CDH6 antibody.

B

24 . The use pharmacevtiecat—eempositien—according to

claim 23, wherein the anti-CDH6 antibody is an antibody
comprising a heavy chain consisting of an amino acid
sequence consisting of amino acid residues 20 to 471 of
SEQ ID NO: 11 and a light chain consisting of an amino
acid sequence consisting of amino acid residues 21 to 233

of SEQ ID NO: 12.

o m DB
L ~ ]
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25. The use phoarmaecevtiecatl—eompositien—according to

claim 2423, wherein the anti-CDH6 antibody +aeks—a—tysin

Aaa P N PPN S, IO S £ o+ heavv—ehainis an
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antibody comprising a heavy chain consisting of an amino

acid sequence consisting of amino acid residues 20 to 470

of SEQ ID NO: 11 and a light chain consisting of an amino

acid sequence consisting of amino acid residues 21 to 233

of SEQ ID NO: 12.

B
26. The use pharmacevtiecatl—eompositien—according to any

one of claims 23 to 25, wherein the average number of

units of the drug-linker conjugated per antibody molecule
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in the antibody-drug conjugate is in the range of from 7

to 8.

telaim—27+

27. The use pharmacevticat—eompositien—according to any

one of claims 1 to 26, wherein the anti-SIRPQ antibody is
any one of the following antibodies (1) to (5):

(1) an antibody comprising a heavy chain consisting
of an amino acid sequence consisting of amino acid
residues 20 to 466 of SEQ ID NO: 13 and a light chain
consisting of an amino acid sequence consisting of amino
acid residues 21 to 234 of SEQ ID NO: 16;

(2) an antibody comprising a heavy chain consisting
of an amino acid sequence consisting of amino acid
residues 20 to 466 of SEQ ID NO: 13 and a light chain
consisting of an amino acid sequence consisting of amino
acid residues 21 to 234 of SEQ ID NO: 17;

(3) an antibody comprising a heavy chain consisting
of an amino acid sequence consisting of amino acid
residues 20 to 466 of SEQ ID NO: 14 and a light chain
consisting of an amino acid sequence consisting of amino
acid residues 21 to 234 of SEQ ID NO: 15;

(4) an antibody comprising a heavy chain consisting
of an amino acid sequence consisting of amino acid
residues 20 to 466 of SEQ ID NO: 14 and a light chain
consisting of an amino acid sequence consisting of amino

acid residues 21 to 234 of SEQ ID NO: 16; and
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(5) an antibody according to any one of (1) to (4),
lacking a lysine residue at the carboxyl terminus of the
heavy chain.

telaim—28+

28. The use phormaeceutical—eompositien—according to any

one of claims 1 to 27, wherein the antibody-drug
conjugate and the anti-SIRPO antibody are separately
contained as active components in different formulations,
and are to be administered simultaneously or at different
times.

telaim29+

29. The use pharmaceuvtical——ecom

—tt+en—according to any

P
q
[0)]
H

one of claims 1 to 28, wherein the ecompesition—is—Ffer
treatingcancer i1s at least one selected from the group
consisting of breast cancer, gastric cancer, colorectal
cancer, lung cancer, esophageal cancer, salivary gland
cancer, gastroesophageal junction adenocarcinoma, biliary
tract cancer, Paget's disease, pancreatic cancer, ovarian
cancer, bladder cancer, prostate cancer, uterine cancer,
sarcoma, head and neck cancer, hepatocellular cancer,
cervical cancer, brain tumor, glioma, eye tumor, thyroid
cancer, thymus cancer, gallbladder cancer, lymphoma,

leukemia, and myelodysplastic syndrome.
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