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FIPC=Monopoly Model in 20" Century
Fully-integrated Pharmaceutical Company (FIPC) || Biotech

Research Development Manufacturing Marketing Sales CRO

b o

Research, and Drug Research in particular, will, of course,
continue. But in the twenty-first century it will no longer be a
monopely of a single industry, certainly not the monopoly of the
classical pharmaceutical industry. Many partners will play a
variety of roles in this new game: the biotechnology industry as
the actual discoverer, the universities as important providers of
ideas and preincubated projects, the classical pharmaceutical
firms as developers, manufacturers, and distributors, and,
increasingly, contract research organizations (CROs) as supporters
of development. (In Quest of Tommorow‘s Medicines, Springer

New York, 2000) juergen Drews

Eco-system=Network Model in 21" Century Reality

- l,.-"' . ""\.I r T
4 N\ Biotech ]J Big Pharma SO

- An integrator, and negotiator to o |
Academia ; government and payers » :
| CROfor |, >t ' ~ , Web
: CRO MO Market e
\_ /| Biotech || Analyzer | | )
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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 1t 0 66
All FDA approvals (no.) 209 6 99 20 14 0 0 348
Rate of PSRI discovery (%) 21.1 16.7 17.2 15.0 0 NA NA 19.0
Standard review
Discovered by PSRI (no.) 20 0 36 6 7 8 0 77
All FDA approvals (no.) 274 33 631 96 137 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 4.6 90.0 0 9.3

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

Stevens AJ, NEJM 2011;364:535-41
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