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Biopharmaceutical product approvals
in the U.S. rose dramatically in 2000s
Recombinant proteins comprised the majority of new biotech approvals
 During the 2000-09 period, 65 biopharmaceutical products received U.S. marketing

approval, up from 39 in the 1990s and 13 in the 1980s.
 New biopharmaceutical approvals in the 2000s were more evenly distributed in six

therapeutic categories, compared to those of 1980-89 and 1990-99.
 Average combined clinical and approval phase lengths for new biopharmaceuticals and

NCEs approved during the 2000s were equivalent: 95 months.
 Average clinical phase length for biotech products approved in the 2000s was longest for

anticancer biologic products (94.5 months) and shortest for cardiovascular/hemostasis
treatments (65.8 months).
 Priority-reviewed new biopharmaceutical approvals increased after 2002.
 Orphan and fast track designations had little effect on phase lengths for recently approved

new biopharmaceuticals.

iotechnology is booming in the United States, as indicated by the near doubling
of new product marketing approvals awarded by the Food and Drug Administration
(FDA) in the 2000s, compared to the 1990s. With the U.S. biopharmaceutical
market expected to grow at about 11% annually—approaching $150 billion by
2016—developers should benefit, but they face significant challenges.

B

Biopharmaceutical development remains complex. Growth in total clinical and approval
phase time for biopharmaceuticals leveled off to an average of 95 months for the 2000s,
after lengthening from an average of 54 months in the 1980s. That increase in combined
clinical and approval time was a result of longer clinical phase lengths associated with
more complex development programs.
Moving forward, developers are likely to further streamline the development process to
assure greater consistency across compounds and within disease areas. With the establishment of a regulatory pathway for biosimilar products (i.e., follow-on biologics) in the U.S.,
the prospect of product competition will spur developers to even greater efficiency. For
an earlier analysis on biotech trends, see Tufts CSDD Impact Report 2003 Mar/Apr;5(2).

