Final Results of a Phase Ib/11a Study of Oral Phenoxodiol in Patients
with Late-stage, Hormone-Refractory Prostate Cancer
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to determine what anti-tumor effect PXD
would have as a monotherapy 1n men with late-
stage prostate cancer.
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METHODS

Subjects: Twenty-six (26) patients with late-
stage, hormone-refractory prostate cancer.

Treatment: PXD was administered orally, 8-

double from baseline

Time to progression: Time (weeks) between
commencement and withdrawal of PXD

RESULTS - Toxicity

Toxicity:

No drug-associated toxicities or intolerances
were observed or reported.

RESULTS - Efficacy

Data 1s summarized in Table 1.

Table 1:

Efficacy end-points

*One patient remaining on PXD therapy with stable PSA levels at 88 weeks
** Three patients remaining on PXD therapy with stable PSA levels at 40, 72 and 80 weeks.

therapy due to disease progression _ _ _
The PSA doubling times and time to

progression were significantly (P < 0.01)
oreater 1in the 200 and 400 mg dose strata than
in the 20 and 40 mg dose strata.

CONCLUSIONS

OBJECTIVES

1. PXD 1s well tolerated and can be administered in continuous treatment cycles

The primary objectives were: at dosages up to 400 mg for up to 80 weeks without side-effects.

DEMOGRAPHICS
No. of patients: 26

2. PXD given on an 8-hourly basis achieves steady-state blood levels with no

e to establish the safety and PK profile of _ _
evidence of accumulation.

oral PXD in men with late-stage prostate

Canccer

Age: range 56-85 years (mean 72.1) 3. PXD provides a significant anti-cancer effect as a monotherapy in patients with

® to confirm an anti-tumor effect of oral HRPC at dosages of 200 and 400 mg.

PXD in late-stage HRPC

® to 1dentify a suitable dose of PXD to take
into the next stage of trialing

Gleason Score: range 7-9 (mean 8.1)

Baseline PSA (ng/mL): mean 59.5
Anti-androgen therapy: 24/26 (during study)



