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“Doc, What happened to that ProVenge
you promised me?”

www.fda.gov



“Do you think it’s SAFE?”

www.fda.gov



“Don’t you think Immunotherapy is 
BETTER than Chemotherapy?”

www.fda.gov Δ = 4.5 Months



“Chemo? ….  I’ve heard chemo is bad 
bad bad”



“If it’s not so bad – then why doesn’t 
anyone want it?”

www.fda.gov



From the back of my napkin ….

www.fda.gov

50% of ASYMPTOMATIC HRPC 
Patients = 29,000

X 3 months EACH

= 87,000 months of life saved

= 7000 patient years



Conclusions
• IMPACT (D9902B) Closed to Accrual in August

• Interim analysis next year
• End of survival discussion …

• Inappropriate for biologics to “Dis” conventional therapy
• Docetaxel has documented survival benefit in asymptomatic HRPC
• Sipuleucel T benefit is similar (4.5 versus 3.2 months)
• Unclear whether Sipuleucel alone would achieve same benefit

• About 50% of patients in D9901 got both sipuleucel T + chemo

• INSTEAD
• Clinical Reality = many patients will get BOTH

• Sipuleucel T -> Docetaxel or other way?
• Co-administration
• More creative combinations

• Sipuleucel + Ipilimumab
• Sipuleucel + Immunomodulatory Cyclophosphamide


