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Biotech hits regulatory doldrums

Stacy Lawrence

Last year was poor in terms of biotech drug approvals; the Food and
Drug Administration (FDA) approved only 6 biologics, down from 16
in 2003 and well below the average of about 12 since 1999. Development
times for biologics are also increasing (up to 7 years for 2000-2004),

Approval times for priority and standard BLAs

Priority approval times are steadily increasing, whereas standard approvals
have remained relatively consistent.
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No data available for priority approvals in 2004. Source: Center for Drug Evaluation and
Research, Center for Biologics Evaluation and Research

Small molecules versus biologics
Biologics are taking longer to develop, small molecules less time.
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US biotech pipeline by therapeutic area

Cancer and infectious disease treatments predominate the pipeline and
Biologics License Applications (BLAs)
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comparable with those for small molecules. On the bright side, standard
review time at the FDA has been trimmed down to 2 years over the same
period. Drugs tackling cancer, infectious disease and the central nervous
system predominate in the biotech pipeline

FDA biologic approvals by priority status

Only six Biologics License Application approvals in 2004; the industry’s
worst performance in 10 years.
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2004 Biologics License Application approvals

Review

Brand name Generic name Applicant Approval date classification
Erbitux Cetuximab ImClone Systems 12-Feb-04 Priority
Avastin Bevacizumab Genentech 26-Feb-04 Priority
Pegasys Copegus Peginterferon Hoffmann-La Roche 4-Jun-04 Standard
combination pack a-2a and ribavirin

NeutroSpec Technetium 99m Tc  Palatin Technologies 2-Jul-04 Standard

Fanolesomab

Tysabri Natalizumab Biogen Idec 23-Nov-04 Priority
Kepivance Palifermin Amgen 15-Dec-04 Priority

Source: Center for Drug Evaluation and Research, Center for Biologics Evaluation and Research

EMEA drug applications and outcomes

The increase in applications to the European Medicines Agency in 2004
was attributable to small molecules

40 30 - 40%

30 25 0 - 30%
17
17/ 22/ \-—- 24
|

17 1.
/ o R

//
10 I W — 10%
i LiLh

0%
1995 1996 1997 1998 1999 2000 2001 2002 2003 2004

Drug applications
with outcome
N
o
Failure percentage

Year
- Biologicals l:l New =M= percent
chemical with negative
entities outcomes

By application start year with outcomes by December 2004. Source: European
Medicines Agency

VOLUME 23 NUMBER 6 JUNE 2005 NATURE BIOTECHNOLOGY



2 © 2005 Nature Publishing Group http://www.nature.com/naturebiotechnology

ERRATA AND CORRIGENDA

Erratum: Japan investors shun biotech

Ichiko Fuyuno
Nat. Biotechnol. 23,516 (2005)

Nomura Research & Advisory was incorrectly said to be “the research arm of brokerage giant Nomura Securities.” It should have said it was “a
subsidiary of Nomura Holdings.”

Erratum: Julian Thurston

Sabine Louét
Nat. Biotechnol. 23,517 (2005)

The interview suggested that Julian Thurston was a nonexecutive director of The Cancer Research Campaign. Although Julian Thurston served as
a nonexecutive director of Cancer Research Campaign Technology Limited for several years and then of Cancer Research Ventures Limited (which
undertook technology transfer services on behalf of The Cancer Research Campaign, now carried out by Cancer Research Technology Limited)
until September 2002, he was never a director or trustee of The Cancer Research Campaign. The Cancer Research Campaign merged with the
Imperial Cancer Research Fund in February 2002 to form Cancer Research UK. In addition, the text mentions that Julian Thurston started his
career as general counsel for what was once the flagship of UK biotech—Celltech, now part of Belgian mid-sized pharma company UCB. It should
have read “Julian Thurston started his career at McKenna & Co. and during most of the 1980s with his team provided all the legal support to the
firm’s first biotech client, Celltech, once the flagship of UK biotech, now part of Belgian mid-sized pharma company UCB.”

Erratum: Navigating an ethical patchwork—human gene banks

Karen ] Maschke
Nat. Biotechnol. 23, 539545 (2005)

In Table 1, page 540, the source of funding for the Singapore Tissue Network was given as the “Singapore Biomedical Research Council, Agency for
Science, Technology and Research, Ministry of Health and the Genome Institute of Singapore.” It should have read the “Singapore’s Biomedical
Research Council of the Agency for Science Technology and Research.” In addition, the network does not, as stated, collect “genomic information from
Singapore population groups”; the network collects and distributes research biospecimens including tissues and DNA with informed consent.

Erratum: Biotech hits regulatory doldrums

Stacy Lawrence
at. Biotechnol. 23, 644 (2005)

On the x-axis of the graph “Approval times for priority and standard BLAs,” the years should have ranged, from left to right, from 1995 to 2004.
In addition, the colors of all but the last number are incorrect. The upper numbers should have been brown and the lower blue. The corrected

graph is below.
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