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New Drugs Approved in 2017
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Summary:

The FDA's Center for Drug Evaluation and Research (CDER) is responsible for evaluating and
approving all new drug products for US market. New Molecular Entities, novel drugs with active
ingredients brand new to FDA evaluation, seek approval for innovative use in meeting unfulfilled
needs or providing valuable alternatives to current therapy. In 2017, 46 novel drugs (or NMES)
were approved. This is a rebound to previous rates following only 22 novel drugs being
approved in 2016. This rises back above the average of 31 new drugs approved annually in the
last decade. This year was comparable to 45 novel drugs in 2015 and 41 novel drugs in 2014.
Novel drug approval in 2017 broadened healthcare’s arsenal in meeting the needs of the
general public. Novel drug approvals provided new treatments for conditions such as the first
therapy for Chagas Disease, an antiviral for cytomegalovirus prevention, and two treatments for
Tardive Dyskinesia. Additionally, new therapies were approved for incorporation into established
treatment schemes of disease states such as osteoporosis, Hepatitis C, and Type 2 diabetes
mellitus. Finally, 12 novel therapies were approved for neoplastic conditions ranging from breast
cancer to Merkel cell carcinoma.

Other key findings:
e Only eighteen of the 2017 novel drugs (39%), compared to 73% in 2016, received a fully
expedited approval to bring them to the market as quickly as possible.

o Fifteen of the 46 novel drugs approved (33%) were identified as First-in-Class, having a
mechanism different from any existing therapies.

o Eighteen (39%) were approved to treat rare or “orphan” diseases, affecting 200,000 or
fewer Americans who otherwise would have limited-to-no available treatment options.

o Fourteen (30%) of the novel agents had an associated Black Box Warning.
0 BBWs for Hepatitis B reactivation and suicidal ideation were most common at
two drugs with each.

e Thirteen (28%) carried significant risk for fetal harm.
o All but two of these agents were approved for a neoplastic condition.

¢ Nine (20%) of the novel agents approved were monoclonal antibodies, expanding the
field of novel biologic therapies in modern medicine.

e Only one novel therapy was approved with REMS.
o Silig™ (brodalumab), a SQ injection for plaque psoriasis, has a REMS program to
educate patients and prescribers about the significant risk of suicidal ideation
associated with therapy.

Improvements are continually being made to the process of drug approval. Approval during the
“first cycle” of review, meaning novel drugs approved without requests for additional information
leading to delayed approval and a secondary review cycle, decreased to 85% in 2017 from an
impressive 95% the previous year. Additionally, 2017 saw an increase in foreign drug approval
with 78% of drugs being approved in the United States before being approved in other
countries, compared to 86% in 2016.
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