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Biotech products accounted for 35%
of all new FDA approvals in 2000-16
More than 400 biotech products were in Phase III trials at the end of 2016
m Biotech products in Phase III clinical trials spanned a broad range of molecules, with

monoclonal antibodies (mAbs) accounting for 34.5% of the total.
m Whereas one-third of all biotech products in Phase III trials focused on oncology, bio-

tech products spanned a large number of disease areas.
m Biosimilars accounted for more than 60 products in Phase III trials in 2016.
m Worldwide, 220 major pharmaceutical and biotechnology firms were pursuing Phase

III trials for biotech products at the end of 2016.
m The recent pace of biotech product approvals is likely to continue for the next decade.

B

y any measure, the biotechnology revolution has significantly benefited both
patients and industry, in terms of numerous new life saving and life extending
treatments that address unmet medical needs, and hundreds of innovative new
products that have fostered dramatic growth in the biotech sector. From 1980
through 2016, the United States Food and Drug Administration (FDA) approved more
than 300 biotech products spanning 267 indications, accounting for about one-third of
all new drug approvals. In 2015, worldwide sales of biotech products exceeded $200 billion, about 25% of all prescription drug sales. Of the 330 biotech products introduced
since 1980, 225 were approved during 2000-16. The pace of new approvals, an average of
13 per year, in fact, accelerated in 2014-16, surpassing an average of 20 per year.
Given the historically high Phase III-to-approval success rate of biologicals in late stage
development (74%), the extensive biotech product pipeline—429 candidates in Phase III
trials at the end of 2016—suggests that the high pace of biotech product approvals will
continue through the next decade. Although mAbs will be by far the most common
product category going forward, new biotech products will span a broad range of categories, including molecularly engineered proteins, peptides, vaccines, and cell therapies.

