CLAIMS

1. Use of a composition comprising nanoparticles comprising a paclitaxel coated with an
albumin in the manufacture of a medicament for treating bladder cancer in an individual in need

thereof, wherein the medicament is to be administered intravesicularly.

2. The use according to claim 1, wherein the bladder cancer is non-muscle-invasive bladder
cancer.
3. The use according to claim 1 or 2, wherein the bladder cancer is refractory fo ireatment with

BCG, mitomycin C, or mterferon.

4. The use according to any one of claims 1-3, wherem the medicament is to be administered at

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

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

paclitaxel of about 150 mg to about 500 mg.

6. The use according to claim 4 or 3, wherein the medicament is to be administered once

weekly.

7. The use according to claim 1 wherein 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.

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

combination with at least one other agent.

10. Use of a composttion comprising nanoparticles comprising a paclitaxel coated with an
albumin in the manufacture of a medicament for treating bladder cancer in 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.
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1. The use according to claim 10, wherein the bladder cancer is platinum-refractory bladder

cancer.
12. The use according to claim 10 or 11, wherein the cancer is locally advanced bladder cancer.
13. The use according to any one of claims 10-12, wherein the cancer is muscle-invasive bladder
cancer.

14. The use according to any one of claims 10-13, wherein the medicament is to be administered
intravenously.

15. The use according to claim 14, wherein the medicament is to be administered at about 260-

300 mg/m’ of paclitaxel.

16. The use according to any one of claims 10-15, wherein the platinum-based agent is
carboplatin.

17. The use according to any one of claims 10-16, wherein the antimetabolite is gemcitabine.

18. The use according to claim 16, wherein the carboplatin is to be administered intravenously at
AUC of about 5.

19. The use according to claim 17, wherein gemcitabine is to be administered intravenously at
about 800 mg/m?.

20. The use according to any one of claims 1-19, wherein the nanoparticles in the composition

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

21. The use according to claim 20, wherein the nanoparticles in the composition have an average

diameter of less than about 200 nm.

22. The use according to any one of claims 1-21, wherein the bladder cancer is urothelial
carcinoma.
23. The use according to any one of claims 1-22, wherein the bladder cancer is a high grade

bladder cancer.

24, The use according to any one of claims 1-23, wherein the individual 1 human.
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25, The use according to any one of claims 1-24, wherein the albumin is human albumin.
26. The use according to any one of claims 1-24, wherein the albumin is human serum albumin,

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 treatment of

bladder cancer, wherein the composition is to be administered intravesicularly.

28. The kit according to claim 27, wherein the kit comprises an effective amount of one other

agent.
29. The kit according to claim 28, wherein the agent inhibits microtubule assembly.

30. The kit according to any one of claims 27-29, wherein the nanoparticles in the composition

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

31. The kit according to any one of claims 27-30, wherein the albumin is human albumin.
32. The kit according to any one of claims 27-30, wherein the albumin is human serum albumin.
33. A kit comprising: 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 gemecitabine for treatment of bladder

cancer.

34. The kit according to claim 33, wherein the nanoparticles in the composition have an average

diameter of no greater than about 200 nm.
35. The kit according to claim 33 or 34, wherein the albumin is human albumin.

36. The kit according to claim 33 or 34, wherein the albumin is human serum albumin.
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1. Use of a composition comprising nanoparticles comprising & taxane and an albumin
in the manufacture of a medicament for treating bladder cancer in an individual in need

thereof -

/

2. The use according to claim 1, wherein the bladder cancer is non-muscle- }Waswe

bladder cancer. ) /

3 The use according to claim 1 or 2, wherein the bladder cancer is réfractory to

treatment with BCG, mitomyein C, or interferon. i

Vs

4. The use according to any one of claims 1-3, wherein thefnedicament is io be

administered intravesicuiarly.

5. The use according to claim 4, wherein the me@jgament is to be administered at the
dose of about 100 mg to about 600 mg. f,..f"
6. The use according to claim 5, Wheregyﬁxe medicament is to be administered at the

dose of about 150 mg to about 500 mg. y/’f

&
&

7. The use according to any onpf’(gf claims 4-6, wherein the medicament is to be

administered once weekly. /

&

&
8. The use according tspyéaim 1 wherein the bladder cancer is platinum-refractory

&

bladder cancer. /

i

#

&

9. The use a%g;‘f’ﬂrdmg 1o claim 8§, wherein the platinum-refractory bladder cancer is

metastatic biadder cancer.

e

10, The use according to claim 8 or 9, wherein the medicament is to be administered

intravenously.
f’f

11, The use according to claim 10, wherein the medicament is to be administered at the

/.»‘”';“dose of about 150 mg/m” to about 350 mg/m’,

h
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~iZ——The-use-secordingto-clam-Hr-wherein-the medicament-is-to-be-administered-at the-—nvyy

dose of about 260 mg/m? to about 300 mg/m”.

13.  The use according to any one of claims 10-12, wherein the medicament is to be

administered once every three weeks.

14, The use according to any one of ¢laims 1-13, wherein the medicament is to be

administered in combination with at least one other agent.

15, Use of a composition comprising nanoparticles comprising a taxane anhd albumin in
the manufacture of a medicament for treating bladder cancer in an indivighal, wherein the
medicament is to be administered concurrently with an effective amj}mt of a platinum-based

agent and an effective amount of an antimetabolite,

16.  The use according to claim 15, wherein the bladder jﬁmcer is platinum-refractory

bladder cancer. V4

/

17.  The wse according to claim 15 or 16, where:i}:&iﬁ(e cancer is locally advanced bladder

#
)

cancer., '/“/

ra
18. The use according to any one of clahj}}-éf 15-17, wherein the cancer is muscle-invasive
bladder cancer. /
S

P‘f
19.  The use according to any one0f claims 15-18, wheremn the medicament is to be
.

administered mtravenously. s

¢

20. The use according tggéiaim 19, wherein the medicament is 1o be administered at about
260-300 mg/m®. Ve

f’f
2i.  Theuse accgféing to any one of claims 15-20, wherein the platinum-based agent 1s
carboplatin. fﬁf

/'?j,

22, The;f"sc according to any one of claims 15-21, wherein the antimetabolite is

gemcitabine.
w’f - M * . . . "
23./ The use according to claim 21, wherein the carboplatin is to be administered

Jiaf&avcnously at AUC of about 5.

#
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il Phe-uge-according-to-claim- 22 wherein-gemeitabine-is-to-be-administered o e

intravenously at about 800 mg/m®.

-~
e

The use according to any one of claims 1-24, wherein the taxene is paclitaxel.

26.  The use according to any one of claims 1-23, wherein the nanoparticles mf@e

é

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

/
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f’”

27.  The use according to claim 26, wherein the nanoparticles in the tqﬁpesx’tion have an

average diameter of less than about 200 nm. 4

28.  The use according 1o any one of claims 1-27, wherein the tdxane in the nanoparticles
are coated with albumin. A

#
&

29. The use according to any one of claims 1-28, Wh%r’éin the bladder cancer is urothelial

carcinoma. ) /
30. The use according to any one of claims 1-29, wherein the bladder cancer s a high
grade bladder cancer. e

&

31, The use according to any one of gi‘éims 1-30, wherein the individual is human.

F

32.  Theuse according to any 01}@“ of claims 1-31, wherein the albumin is human alburin,

&
r

&
33, The use according 10 anv one of claims 1-31, wherein the albumin is human serum

albumin. f;’f*‘
fy
34. A kit campnsmg a) a composition comprising nanoparticles comprising 2 taxane and

an albumin, and b) msuuctmns for administering the nanoparﬂcle composition for treatment

of bladder Gam.‘,?f.

rd
#

r
35, Thedat according to claim 34, wherein the kit comprises an effective amount of one

other aggﬁt

/:

36 The kit according to claim 35, wherein the agent inhibits microtubule assembiy.

\,99’;37. The kit according to any one of claims 34-36, wherein the taxane is paclitaxel.




Ir—Fhekitaccording to-any-one-ofelaims-34-37;-whersin-the-nanoparticles in-the oo

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

3%, The kit according to any one of claims 34-38, wherein the taxane in the nanoparticle

are cogted with albumin.
40.  The kit according to any one of claims 34-39, wherein the albumin is humayp/albumin.
41, The kit according to any one of claims 34-39, wherein the albumin iylﬁnan serum

/

42. A kit comprising: 2} a composition comprising nanoparticies co/r/nprising a taxane and

albumin.

an albumin, b} a platinum-based agent, ¢) gemcitabine, and d} instrlictions for administering

7

the nanoparticle composition, the platinum-based agent, and the’ gemcitabine for treatment of
/

bladder cancer. //
//
43, The kit according to claim 42, wherein the taxgne is paclitaxel.
a”'/{}
44.  The kit according to claim 42 or 43, whergin the nanoparticles in the composition

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

43, The kit according to any one of 91 ims 42-44, wherein the taxane in the nanoparticles

are coated with albumin. yd

.fj
46.  The kit according to any;éile of claims 42-45, wherein the albumin is hurnan albumin,

r

47.  The kit according tg” any one of claims 42-45, wherein the albumin is human serum
E

albumin. /




