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Investment required for one successful
drug launch (discovery through launch)

1.5 $1.1B
c (1210{%M)
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E Discovery B Preclinical BPhase | B Phase Il OO Phase IlI/File B Launch

FDA: White Paper March 2004
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Figure 1| FDA drug approvals. New molecular entities and biologic licence applications approved
by the US FDA's Center for Drug Evaluation and Research by year.
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Table: Phase lll trials of targeted agents combined with standard cancer treatments

Chemotherapy
Agent Cancer Concurrent Preclinical support Outcome

administration for combination?

Gefitinib Lung (two trials) Y Y CFailed (no difference in RR and OS

Erlotinib Lung (two trials) Y Y @no difference in RR and OS
Pancreas Y Y Improved survival

Trastuzumab  Breast/HER2+ Y Y Improved survival

Bevacizumab Colon (2 trials) Y Y Improved survival
Breast: first line i i Improved survival with paclitaxel
Breast: scond/third line v v @proved RR bED

) ifference in PFS))

Lung Y % Improved survival

Oblimersen Melanoma % ” @d to improve OS

alled (improved RR but no
atistically significant differe

DPEC))

Radiation Y Improved survival
OS, overall survival; PFS, progression-free survival; RR, response rate.

Cetuximab Head and neck Y Y

Head and neck

J. E. Dancey & H. X. Chen, Nature Rev. Drug Discovery 5, 649 (2006) 10711
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