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XRPGZEE Plus Prednisone Compared o Mitoxanirone Plus
Pradnisona in Hormone Refractory Metlastatic Frostate
Cancer {1 ROPIC)

Oifficial title Randomized, Open Label Multi-Center Study of XRPSE258
in Combination With Prednisone Compared (o Mitoxanirons
in Combination With Prednisone For The Treatment of
Hommone Refractory Metastatic Prostate Cancer Previously
Treated With A Taxoigre®-Containing Hegimen

B LY L e oo s
ESriert z-:‘»s.un;;mxy

e?fsca{,y of KRP&»J&:& pi.u\ prwmserc te mitoxanimone plus pre
treatiment of hormone refractory metasiatic progiate cancer previcus
with a Taxotere-containing regimen. The primary objective is averall
Secondary objectives inclide progression free survivai, overs) respo
prostate-specific antigen (P8A) response/progression, pain
responseiprogression, overall safety, and phanmacokinetics. Patients will be
reated uniil dissase prngmssion death, Hnar,r‘epfahia, toxicity, or for a maxamum
of 10 cycles. Patients will have iong-term follow-up for a masdrum of up io 2
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Recruiiment intormauoen
Blatus Recrufting
Start date 2006-12
Criteria
nclusion Criteria
1. Histologically or rvtuicqicaliv confirmed adenocarcinoma of ihe pros state.
2. Documented progression of disease (demonstrating at lsast one viscerat or
soft iasue metasiatic lesion, including a new lesion). Palients wilh non-
measuraple disease must nave documented rising PSA levels or appearante of
raw lesion,
3. Surgical or harmaone-inducad castration
4. Life expectancy » 2 months
5 Eggmm Cooperative Oncology Group {ECQG) performance status - 2
Exclusion orileria
1. Provious treatment ws%’t rnitoxanirons
2. Frior radioth Terapy to = 40% of hone marrow
2. Burgery, radis m;m chemotherapy, of other anti-cancer therapy within 4 weeks
arior o enroliment in the siudy
4. Other prior malignaney, @\'(‘Ph? for adeguaiely reated superficiat basal cell
=kin cancear, of any other cancer from which the patient has been disease-free for
less than 5 years
5. Knowin brain or leplomeningaal involvement
&. Other concument sericus inass or medical conditions
7. inadegualte organ function evidenced by unaccepiable laboratory resulis
The investigalor will evaluate whether there are other reasons why a patient may
not participale.
Gander Male
Binimiurn soe 18 Years
Haalthy volunisaers iy
Expaciod snvoibment Y
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Administrative Dats
Crrgantzation name Sanofi-Avents
Owrpanization study 1D EFCH193
Secondayy 9 ARPEIGE
Sponsor Sanoh-Aventis
Health Authority Untisd Siales: Food and Drug Administration
Hozlth Authority Linlted Kingdom: Medicines and Healtheare Products
Regulatory Agency
Heaith Authorily Canadar Health Canada
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