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CLAIMS

Use of a composition comprising nanoparticles comprising a paclitaxel coated with an
albumin in the manufacture of a medicament for treating bladder cancer 1n an individual,
wherein the medicament is to be administered concurrently with an effective amount of a

platinum-based agent and an effective amount of an antimetabolite.

The use according to claim I, wherein the bladder cancer is platinum-refractory bladder

cancer.
The use according to claim 1 or 2, wherein the cancer is locally advanced bladder cancer.

The use according to any one of claims 1-3, wherein the cancer is muscle-invasive bladder

cancer.

The use according to any one of claims 1-4, wherein the medicament is to be administered

intravenousty.

The use according to claim 5, wherein the medicament is to be administered at about 260-

300 mg/m* of paclitaxel.

The use according to any one of claims 1-6, wherein the platinum-based agent is

carboplatin.
The use according to any one of claims 1-7, wherein the antimetabolite is gemcitabme.

The use according to claim 7, wherein the carboplatin is to be administered intravenously at

AUC of about 5.

The use according to claim 8, wherein gemcitabine is to be administered intravenously at

about 800 mg/mz.

The use according to any one of claims 1-10, wherein the nanoparticles in the composition

have an average diameter of no greater than about 200 nm.

The use according to claim 11, wherein the nanoparticles in the composition have an

average diameter of less than about 200 nm.

The use according to any one of claims 1-12, wherein the bladder cancer is urothehal

carcinoma.
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14.

15.

i6.

17.
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15.

20.

21.

The use according to any one of claims 1-13, wherein the bladder cancer is a high grade

bladder cancer.

The use according to any one of claims 1-14, wherein the individual is human.

The use according to any one of claims 1-15, wherein the albumin is human albumin.

The use according to any one of claims 1-15, wherein the albumin is human serum albumin.

A kit compriging: a) a composition comprising nanoparticles comprising a paclitaxel coated
with an albumin, b} a platinum-based agent, ¢} gemcitabine, and d) instructions for
administering the nanoparticle composition, the platinum-based agent, and the gemcitabine

for treatment of bladder cancer.

The kit according to claim 18, wherein the nanoparticles in the composition have an

average diameter of no greater than about 200 nm.
The kit according to claim I8 or 19, wherein the albumin is human albumin.

The kit according to claim 18 or 19, wherein the albumin is human serum albumin.
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CLAIMS
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1. Use of a comiposition comprising nanoparticles comprising a paclitaxel coated with an
albumin in the manufacture of a medicament for treating bladder cancer in an individual in ﬁéed
&

thereof, wherein the medicament is ¢ be administered intravesicularly. ﬁf‘

A
y
2. The use according to claim 1, wherein the bladder cancer is non-muscle-invasive bladder

cancer. ‘,/

&
A

&
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3 The use according to claim 1 or 2, wherein the bladder cancer is rgrf;actory 10 treatment with
A

e

BCG, mitomycin C, or interferon. /

P
£

&
4, The use according to any one of claims -3, wherein the P%dicment is to be administered at

A
&

the dose of pachitaxel of about 100 mg to about 600 mg.

&
o
7
/

5. The use according to claim 4, wherein the mediqaiﬁent is to be administered at the dose of

/
paclitaxe] of about 150 mg to about 500 mg. ﬂfﬂ

».“'(. . . P
6. The use according to claim 4 or 5, wherein the medicament is to be administered once
weekly. A

fe‘?

£
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7. The use according to claim | ngerein the bladder cancer is platinum-refractory bladder

cancer.
8. The use according to claim 7, wherein the platinum-refractory bladder cancer is metastatic

§

bladder cancer. S

.‘f:
£

9, The use according to any one of claims 1-8, wherein the medicament is to be administered in

combination With_ﬁ‘i least one other agent.
i

10. Usef‘g‘fa composition comprising nanoparticles comprising a paclitaxel coated with an
albumin rm the manufacture of a medicament for treating bladder cancer in an individual, wherein the

medig;&?nent is to be administered concurrently with an effective amount of a platinum-based agent

& . . .
and’an effective amount of an antimetabolite.
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1] Thense Anom’ding to.claim. 10 _wherein.the bhladder cancer.is plnf{nnm..ref‘mpmw bladder

cancer.
12. The use according to claim 10 or 11, wherein the cancer is locally advanced bladder c/qﬁéer.
[,/'(’J
13. The use according to any one of claims 10-12, wherein the cancer is muscleuinvasfi’{{e bhladder
cancer.
/
14. The use according to any one of claims 10-13, wherein the medicament ;s’fto be administered
s
intravenously. ,f’f
/
15. The use according to claim 14, wherein the medicament is to b@féd1ninistered at about 260-
300 mg/m® of paclitaxel. |
16. The use according to any one of claims 10-15, W]nx:re:itiK the platinum-based agent is

f

carboplatin. /

7. The use according to any one of claims 10-16 yﬁerem the antimetabolite is gemcitabine.
£

18. The use according to claim 16, wherein thé carboplatin is to be administered intravenously at
AUC of about 5.
19. The use according to claim 17, \?;k{érein gemcitabine is to be administered intravenously at
about 800 mg/m”. J../I

J-“ﬁ:'
20. The use according to an}f"gne of ¢laims 1-19, wherein the nanoparticles in the composition

. /
have an average diameter of yo greater than about 200 nm.

A
&
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21. The use accord}ﬁ% to claim 20, wherein the nanoparticles in the composition have an average

diameter of less thagf’ébout 200 nm.

#

g

22, The uﬁ;@*according to any one of claims 1-21, wherein the bladder cancer is urothelial
carcinomj; f*"f

/
23, ;,f"’The use according to any one of claims 1-22, wherein the bladder cancer is a high grade

o
bladder cancer.

24, The use according to any one of claims 1-23, wherein the individual is homan.
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25 Theuse according to.any.one.of claims.f-24, wherein- the albumin-is human-albumin———

26. The use according to any one of claims 1-24, wherein the albumin is human serum albung,i\{
.Jff
/
27, A kit comprising: a) a composition comprising nanoparticles comprising a paclitaxel‘coated

with an albumin, and b} instructions for administering the nanoparticle composition for tréatment of

bladder cancer, wherein the composition is to be administered intravesicularly. Vs
28. The kit according to claim 27, wherein the kit comprises an effective a%}f;unt of one other
agent. g

29 The kit according to claim 28, wherein the agent inhibits micrcg,ti"'fbuie assembly.
ﬁjﬂ
30. The kit according to any one of claims 27-29, wherein th/e«"ﬁanopartie}es m the composition

have an average diameter of no greater than about 200 nm.
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31, The kit according to any one of claims 27-30, wpérein the albumin is human albumin.
32 The kit according to any one of claims 27-3 G, wherein the albumin is human serum albumin.
33. A kit comprising: a) a composition cgniprismg nanoparticles comprising a paclitaxel coated

with an albumin, b) a platinum-based ageptf ¢) gemcitabine, and d) instructions for administering the

nanoparticle composition, the piatinun}ﬁl}ased agent, and the gemcitabine for treatment of bladder

P

Cancer.

&
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34, The kit according to c}_}é’gm 33, wherein the nanoparticles in the composition have an average

diameter of no greater tha;pf“éibout 200 nm.
e

&
#

35. The kit accogdhlg to claim 33 or 34, wherein the albumin is human albumin.
36. The I{it«af‘;réording to claim 33 or 34, wherein the albumin is human serum albumin.
/u..“
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