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= "The world is our laboratory”

e Paul Stoffels, MD, Worldwide Chairman of Pharmaceuticals, Janssen
Research & Development, LLC
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Table 2. FDA-Approved Drugs Discovered through Public-Sector Research, According to Type of Review and Chemical Type, 1990-2007.*
New New Ester,
Molecular  Salt, or New New New New Already
Type of Review Entity Derivative Formulation Combination Manufacturer Indication Marketed  Total
Priority review
Discovered by PSRI (no.) 44 1 17 3 0 17 0 66
All FDA approvals {no.) 209 6 99 20 14 0 0 348
Rate of PSRI discovery (%6) 21.1 16.7 17.2 15.0 0 NA NA 18.0
Standard review
Discovered by PSRI (no.) 20 0 36 6 7 8 0 77
All FDA approvals (no.) 274 33 631 26 137 10 12 1193
Rate of PSRI discovery (%) 7.3 0 5.7 6.3 5.1 80.0 0 6.5
All approvals
Discovered by PSRI (no.) 64 1 53 9 7 9 0 143
All FDA approvals (no.) 483 39 730 116 151 10 12 1541
Rate of PSRI discovery (%) 133 2.6 7.3 7.8 46 90.0 0 93

* NA denotes not applicable, and PSRI public-sector research institution.

T The second new-drug application approved for Pfizer's Sutent, in 2006, was classified as type 6 (new indication) and given a priority review.

However, the totals supplied by the FDA showed no priority reviews for new-indication applications in 2006 or any other year.
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