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Introduction and analysis on new drugs approved by FDA in 2012
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Abstract: The US Food and Drug Administration (FDA) approved 39 new drugs in 2012. There were 20 first-in-class agents in the
2012 FDA approvals. Particularly noteworthy first-in-class products include ivacaftor, the first cystic fibrosis drug to target the gene
defect underlying the disease: bedaquiline, the first new drug to treat multi-drug-resistant pulmonary tuberculosis in the last 40 years;
raxibacumab, the first product approved under the FDA’s animal efficacy rule; crofelemer, the first drug approved for HIV-associated
diarrhea, and also the first oral botanical drug product. The profile of some exciting products and the trends of drug R&D are provided.
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Table 1 First-in-class agents approved by FDA’s Center for Drug Evaluation and Research in 2012
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Table 2 New drugs approved by FDA’s Center for Drug Evaluation and Research in 2012
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