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                Between 2003 and 2006, biologic drugs represented about a quarter of the new molecular entities approved in the US and Europe. At the same time, these drugs now generate revenues to rival blockbuster small molecules (Table 1), especially where they are indicated for chronic conditions, such as rheumatoid arthritis, dialysis and multiple sclerosis. â€œAntibodies are resurrecting this business model. [That's why] billions of dollars are being poured into biologics developments,â€� says Jeff Morhet, chairman and CEO of antibody producer InNexus Biotechnology, based in Vancouver, British Columbia.
Table 1 Top-selling blockbuster biologics in 2007Full size table

The new study in JAMA follows a 2002 publication in the same journal (J. Am. Med. Assoc. 287, 2215â€“2220, 2002) that looked at safety concerns surrounding new chemical entities (small molecules). The figures showed that 8% of drugs approved by the US Food and Drug Administration (FDA) between 1975 and 1999 drew black box warnings within ten years of approval. About 3% were withdrawn from the market.
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