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“CRITICAL” Trial
Treatment Strategy

&
. Cryoablation of the prostate, followed by

Intra-tumoral (into the cryoablated prostate)
injection of a known number of patients’ own
immature dendritic cells (VDC2008)

Pre- and post-cryoablation low dose
cyclophosphamide administration to reduce
regulatory T cells temporarily
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Treatment Strategy

Treatment Plan

Week 4to 6 —  Leukapheresis
(seattle, WA)

Day 3 — Cyclophosphamide, IV,
(Los Angeles, CA)

Day0 — Cryoablation & DC Injection
(Ventura, CA)

WMonthly for approx. 1 year

ﬁ Follow up visit with blood draw
Week +2 — (Los Angeles or Ventura, CA)

Cyclophosphamide, PO, bid,
@ Cycle1:28days (total 6 cycles) ﬁ
(athome)
PROSTATE

A A
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FDA Approved Selection Criteria
(Study Population)

« Men with known prostate cancer with metastasis
limited to three sites (Lymph nodes or Bones) who
have been determined to have cancer progression
under Androgen Deprivation Therapy.

+ Men who have had organ-preserving therapy (l.e.,
non-prostatectomy) for primary prostate cancer and
subsequent development of limited metastasis that
have been determined to be androgen-independent.

+ Chemo-naive men
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Primary study endpoint

« Safety: Data to be collected includes adverse events
related to cryoablation, DC product administration,
Cytoxan therapy.

« Efficacy: Objective measurements and actual counts
of all metastatic lesions based on imaging studies at
0, 6, and 12 months.

« Secondary study endpoint:
Efficacy: Biochemical control as determined by PSAs
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