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which may be in base form or in the form of a hydrate or a
solvate, in combination with prednisone or prednisolone, for
its use as a medicament in the treatment of prostate cancer,
particularly metastatic prostate cancer, especially for patients
who are not catered for by a taxane-based treatment.

Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Patent Application Publication  Nov. 29,2012 Sheet 1 of 7 US 2012/0301425 A1

1001 e Symbols=Censors

o—e—e MTX+PRED
90-_ ©——e CBZ+PRED

80
70-.
60-.
50-.
40-.
30-.
20-
10-
0-

Proportion of Overall Survival

0 6 12 18 24 30

Number at Risk Time (Months%
MTX+PRED 377 300 188 7 1 1
CBZ+PRED 378 321 231 90 28 4

(230CT2009—16:27)

FIG. 1

DOC KET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Patent Application Publication  Nov. 29,2012 Sheet 2 of 7 US 2012/0301425 A1

100 Symbols=Censors
1 oo MIX+PRED
90'_ e—e—e CBZ+PRED
80
70
LU)I- J
o 60 4
%5 |
c 50'
2 ]
S 40-
e o
[a 8 30 i
20+
104
0 L 1 v T M 1 M T ' 1 M 1 v 1 M 1
0 3 6 9 12 15 18 21
Number at Risk Time (Months)
MIX+PRED 377 105 92 27 9 6 4 2
CBZ+PRED 378 168 90 o2 15 4 0 0
2009-13:54

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Patent Application Publication  Nov. 29,2012 Sheet 3 of 7 US 2012/0301425 A1

Patient  Hazard ratio

Factor number (95% CI)  qmFovors Cabazitaxel | Favors Mitoxantrone mp
Al randomized patients 755 0.0 {0.59-0.83) —o—

ECOG status: 0,1 694 088 (0.57-0.82) ——

ECOG status: 2 61 081 (0.48-1.38) —_——
Measurable disease: No 30 072 (0.55-093) ——
Measurable disease: Yes 405 068 (054-089) ——

No. of prior chemotherapies: 1 528 0.67 (0.55-0.83) ——

No. of prior chemotherapies: >2 227 075 (055-1.09) —e—1

Age: <65 years 295 081 (061-1.08) ——

Age: 265 years 460 062 (0.50-0.78) ——

Rising PSA at baseline: No 159 (.88 (0.61-1.26) ——
Rising PSA at basefine: Yes 583 0485 (0.53-080) —e—

Total docetaxel dose: <225 mg/mZ 5 036 {0.49-1.86) o

Total docetaxel dose: 3225 to 450 mg/m2 206 060 {0.43-0.84) ——

Total docetaxel dose: 2450 to 675 mg/m2 217 083 (0.60-1.16) ——
Total docetaxel dose: 675 to 900 mg/mZ 131 0.3 (0.48-1.10) ——
Total docetaxel dose: 900 mg/m?2 134 053 (047-0.90) ———
Progression during docetaxel treatment 219 068 (057-0.82) ——
Progression <3 months after docetoxel 338 070 {055-091) —-—
Progression >3 months after docetaxel 192 075 (0.51-1.11) ——
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