Newl Molecular Entities (J-an. 2007-May 2008)

APPROVED NMEs

INDUSTRY ALMANAC

The number of approvals of new molecular entities (NMEs) and new biologics license applications
(BLASs) by the US Food and Drug Administration’s Center for Drug Research and Evaluation
(CDER) is an important measure of innovation in the pharmaceutical industry. In 2007, CDER ap-
proved 19 new drugs (17 NMEs and 2 BLAs), which represented a recent low for the industry.

These levels represent a slight decline from approvals in 2006 and 2007 and a steep decrease
from 2004. CDER approved 22 new drugs in 2006 (18 NMEs and 4 BLAs), 20 new drugs in 2005
(18 NMEs and 2 BLAs), and 36 new drugs (31 NMEs and 5 BLAs in 2004), acording to FDA data.
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*New molecular entities and new biologics license applications approved by the Center for Drug
Evaluation and Research, US Food and Drug Administration.

Entereg is codeveloped and marketed by GlaxoSmithKline.

CV Therapeutics licenses North American rights to Lexiscan to Astellas Pharma US.
New River Pharmaceuticals was acquired by Shire in 2007.

UCB acquired Schwarz BioSciences in 2007.

Tibotec is a division of Johnson & Johnson’s Ortho Biotech.

Source: US Food and Drug Administration. Structures: PubChem of the National Center for
Biotechnology Information of the National Institutes of Health and US Food and Drug Administration.
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