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WHAT IS CLAIMED 1S:

ff

1. A method for treating a subject having a cancer, wherein the method /

comprises orally administering to the subject a pharmaceutical composition compfisigg
) /

a cytidine analog, or a pharmaceutically acceptable salt, solvate, or hydrate thercof;/and the
method optionally further comprises administering at least one additional therapgltic agent.

2. The method of claim 1, wherein the cancer is a relapsed or g@'fractow solid
tumor.

»’/
3. The method of claim 1 or 2, wherein the cancer is bladder cancer, ovarian
"

cancer, [ung cancer, pancreatic cancer, or colorectal cancer. f

4. The method of any one of claims 1 to 3, whqr‘éin the additional therapeutic
agent is an anti-cancer agent.

5. The method of claim 4, wherein the giiditional therapeutic agent is a platinum
agent, ’

6. The method of claim 3, wher_,e’in the additional therapeutic agent is carboplatin.

7. The method of claim 4,/v’éherein the additional therapeutic agent is a taxane.

/
. ,‘f
8. The method of cla@rﬁ 7, wherein the additional therapeutic agent is paclitaxel.
9. The method of claim 7, wherein the additional therapeutic agent is paclitaxel

protein-bound particles.
/ v

£
10.  The méthod of claim 7, wherein the additional therapeutic agent is Abraxane,
‘{.f
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11.  The method of any one of claims 1 to 10, wherein the method comprises the
sequential steps of:
(i)-administering the cytidine analog to the subject for 1, 2, 3, 4, 5, 6, ;1"/7

days; and

(ii) administering the additional therapeutic agent to the subject f?/one or
more days. /

¥y ; /

12. The method of claim 11, wherein the additional therapeut;c«:’fagent is
administered parenterally.

13, The method of claim 11, wherein the additional thg:ffépeutic agent is
administered orally. ' /,f‘

/
14, The method of any one of claims 11 to 13, 4vherein step (ii) further comprises

administering the cytidine analog orally for 1, 2, 3, 4, §.»;:5'6, 7,8,9,10, 11, 12, 13, or 14 days.
/:v-‘

£

15.  The method of any one of claims %fsto 13, wherein the method comprises the
sequential steps of:
(1) administering the cytidinc;_,;éilalog to the subject for 7 days,
(i) administering the add%;iénai therapeutic agent to the subject for 1 day;
(iii) administering the cytldmc analog to the subject for 6 days; and

(1v) after 7 days of rqsf‘fing period, repeat steps (1) to (if1).

16.  The method of any one of claims 11 to 13, wherein the method comprises the
sequential steps of’ 4
Q) admini§{éring the cytidine analog to the subject for 7 days;
(i1) adn}:i’iiistering the cytidine analog and the additional therapeutic agent to
the subject ﬁorl day;
(i}i’ﬁ;administering the cytidine analog to the subject for 6 days; and
f(w) after 7 days of resting period, repeat steps (1) to (iii).
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17.  The method of any one of claims 11 to 13, wherein the method comprises the /
sequential steps of:

(i) administering the cytidine analog to the subject for 7 days; /
(i1) administering the cytidine analog and the additional therapeutic a{géfnt to

#

the subject for 1 day; /

4

&

(iif) administering the cytidine analog to the subject for 6 days; | 4

(iv) adrninistering the additional therapeutic agent to the subj_,,cfét for 1 day; and
7
(v) after 6 days of resting period, repeat steps (1) to (iv). /’f

18.  The method of any one of ¢laims 11 to 13, wherein thc method comprises the

5
7

sequential steps of: )
(1) administering the cytidine analog to the Subject for 7 days,
(it) administering the cytidine analog and thg_.:-éaditional therapeutic agent to
the subject for 1 day;
(i11) administering the cytidine analog tpf{hc subject for 6 days;
(iv) administering the additional thegai;eutic agent to the subject for 1 day;
{v) after 6 days of resting period, g-&h}i,nistering the cytidine analog and the
additional therapeutic agent to the subi@’éf for 1 day,
{vi) administering the cytidigkéfanaiog to the subject for 6 days; and
(vil) repeat steps (i) to (Vi)
19.  The method of any q,rﬁg of claims 1 to 10, wherein the method comprises
administering the cytidine anaiog/{:) the subject for at least [, at least 2, at least 3, at least 4, at
least 5, at least 6, or at least 7 jgiféys, before administering the additional therapeutic agent to

the subject, /

/
20.  The method of claim 19, wherein the additional therapeutic agent is

g
administered parenterally for one or more days.
/,f

Iy

Ve
21. /ﬁf he method of claim 19, wherein the additional therapeutic agent is

administered orally for one or more days.
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22, The method of any one of claims 1 to 21, wherein the pharmaceutical

composition comprising the cytidine analog 1s a tablet.

23, The method of any one of claims 1 to 21, wherein the phamaaceuticalg/

composition comprising the cytidine analog 1s a capsule. /

24, The method of any one of claims 1 to 23, wherein the pham?;‘éutical

composition comprises about 100 mg, about 200 mg, about 300 mg, aboupAOO mg, about 500
mg, or about 600 mg of the cytidine analog, / '
xf.
25.  The method of claim 24 wherein the pharmaceuticej;l‘ ({éomposition comprises
y

about 200 mg of the cytidine analog. /

;

/

i

26.  The method of claim 24, wherein the pharn;ééeuticai composition comprises
s

about 300 mg of the cytidine analog. /
/

/
27.  The method of any one of claims 1 td 26, wherein the subject is a human.
/

i
4

28.  The method of any one of claig:fé 1 to 27, wherein the cytidine analog is 5-

azacytidine. /./ !
/ff’
29, The method of any 0nc;,~(§f claims 1 to 27, wherein the cytidine analog is
.
decitabine. f/
£
Jffﬁ
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WHAT IS CLAIMED IS:

1. Use of a cytidine analog, or a pharmaceutically acceptable salt, solvate, or hydrate
thereof and optionally at least one additional therapeutic agent in the manufacture of a
medicament for treating a subject having a cancer, wherein the cytidine analog, or a

pharmaceutically acceptable salt, solvate, or hydrate thereof is to be administered orally.

2. The use of claim 1, wherein the cancer is a relapsed or refractory solid tumor.

3. The use of claim | or 2, wherein the cancer is bladder cancer, ovarian cancer, lung

cancer, pancreatic cancer, or colorectal cancer.

4, The use of any one of claims 1 to 3, wherein the additional therapeutic agent is an

anti-cancer agent.

5. The use of claim 4, wherein the additional therapeutic agent is a platinum agent.
6. The use of claim 5, wherein the addi?ionai therapeutic agent is carboplatin.

7. The use of claim 4, wherein the additional therapeutic agent is a taxane.

8. The use of claim 7, wherein the additional therapeutic agent is paclitaxel.

9. The use of claim 7, wherein the additional therapeutic agent is paclitaxel proteimn-

bound particles.

10. The use of claim 7, wherein the additional therapeutic agent is Abraxane.

11. The use of any one of claims 1 to 10, wherein the use comprises the

sequential steps of:
(i) administration of the cytidine analog to the subject for 1,2, 3,4, 5,6,0r 7

days; and
(ii) administration of the additional therapeutic agent to the subject for one or more

days.
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12. The use of claim 11, wherein the additional therapeutic agent is to be administered

parenterally.

13. The use of claim 11, wherein the additional therapeutic agent is to be administered

orally.

14, The use of any one of claims 11 to 13, wherein step (ii) further comprises the

cytidine analog to be administered orally for 1,2, 3,4, 5, 6,7, 8,9, 10, 11, 12, 13, or 14

days.
15. The use of any one of claims 11 to 13, wherein the use comprises the sequential
steps of:
(1) administration of the cytidine analog to the subject for 7 days;
(i1} administration of the additional therapeutic agent to the subject for I day;
(111) administration of the cytidine analog to the subject for 6 days; and
(iv) after 7 days of resting period, repeat steps (i) to (iii).
16.  The use of any one of claims 11 to 13, wherein the use comprises the sequential
steps of:
(1) administration of the cytidine analog to the subject for 7 days;
(ii) administration of the cytidine analog and the additional therapeutic agent to the
subject for 1 day;
(111) admimistration of the cytidine analog to the subject for 6 days; and
(iv) after 7 days of resting period, repeat steps (i) to {iii).
17. The use of any one of claims 11 to 13, wherein the use comprises the sequential
steps of:

(1) administration of the cytidine analog to the subject for 7 days;

(i1) administration of the cytidine analog and the additional therapeutic agent to the
subject for 1 day;

(ii1) administration of the cytidine analog to the subject for 6 days;

(iv) admimistration of the additional therapeutic agent to the subject for 1 day; and

(v) after 6 days of resting period, repeat steps (1) to (iv).
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18. The use of any one of claims 11 to 13, wherein the use comprises the sequential
steps of:
(1) administration of the cytidine analog to the subject for 7 days;
(ii) administration of the cytidine analog and the additional therapeutic agent to the
subject for 1 day;
(iii} administration of the cytidine analog to the subject for 6 days;
{(iv) administration of the additional therapeutic agent to the subject for 1 day;
(v} after 6 days of resting period, administering the cytidine analog and the
additional therapeutic agent to the subject for 1 day;
(vi) administration of the cytidine analog to the subject for 6 days; and

(vii) repeat steps (ii) to (vi).

19. The use of any one of claims 1 to 10, wherein the use comprises administration of
the cytidine analog to the subject for at least I, at least 2, at least 3, at least 4, at least 5, at
least 6, or at least 7 days, before administration of the additional therapeutic agent to the

subject.

20. The use of claim 19, wherein the additional therapeutic agent is to be administered

parenterally for one or more days.

21. The use of claim 19, wherein the additional therapeutic agent is to be administered

orally for one or more days.

22. The use of any one of claims 1 to 21, wherein the pharmaceutical composition

comprising the cytidine analog is a tablet.

23. The use of any one of claims 1 to 21, wherein the pharmaceutical composition

comprising the cytidine analog is a capsule.

24, The use of any one of claims 1 to 23, wherein the pharmaceutical composition
comprises about 100 mg, about 200 mg, about 300 mg, about 400 mg, about 500 mg, or
about 600 mg of the cytidine analog.

25.  The use of claim 24 wherein the pharmaceutical composition comprises about 200

mg of the cytidine analog.
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26. The use of claim 24, wherein the pharmaceutical composition comprises about 300

mg of the cytidine analog.

27. The use of any one of claims 1 to 26, wherein the subject is a human.
28. The use of any one of claims 1 to 27, wherein the cytidine analog is 5-azacytidine.
29.  Theuse of any one of claims 1 to 27, wherein the cytidine analog is decitabine.
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