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New Drugs Approved in 2015
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Generic/Trade/Manufacturer

uridine triacetate
Xuriden™
Wellstat Therapeutics

trabectedin
Yondelis®
Janssen Biotech

lesinurad
Zurampic®
AstraZeneca

*Review Classifications

Category
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P = priority drug review: appears to represent an advance over available therapy.
S = standard review drug: therapeutic qualities similar to those of an already marketed drug.

O = orphan drug.

‘BBW (Black Box Warning)

REMS (Risk Evaluation and Mitigation Strategy)

The number of drugs approved by the U.S. Federal Drug Administration (FDA) continues to rise
as the Center for Drug Evaluation and Research (CDER) approved 45 new molecular entities
(NME) in 2015. This is a minor increase from last year’s 41 new approvals but significant
compared to the 30 new drugs approved in 2013 and the previous average approval rate of 28
new drugs per year. This rise in drug approvals has increased the number of unique drugs
available, as more than a third of these new approvals are considered “first-in-class” or drugs
that have a new mechanism of action for treating existing disease states.

The FDA approved more drugs to treat rare diseases in 2015 than any previous year in their
history. About 40% of these new drugs are meant to help improve the lives of patients living with
different cancers, cystic fibrosis, irritable bowel syndrome, and other uncommon medical
conditions. With the addition of several new drugs for diseases with few treatment options, the
United States has become a leader in approving new therapies for patients with life threatening
and serious medical conditions.

Programs designed to streamline the drug approval process without compromising the integrity
of it include designations for Fast Track, Breakthrough, Accelerated Approval, and Priority
Review. Of the drugs approved in 2015, 60% are a part of one or more of these programs.
Drugs approved through Fast Track and Breakthrough designations are required to fulfill an
unmet medical need for patients with a serious condition, and these programs aim to provide
therapy that will increase patient survival, daily functioning, and prevention of detrimental
disease progression. Accelerated Approval focuses on drugs that will provide a meaningful
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therapeutic benefit over current available therapies for serious diseases. Drugs in any of these
programs may be considered for Priority Review, which requires the FDA to review a drug within
a certain period of time.

Concerning warnings and approval classifications, two medications required a Risk Evaluation
and Mitigation Strategy (REMS) compared to four medications last year, and 13 medications
have a labeled black box warning (BBW) compared to 12 medications last year. This year 11 of
the approved medications had orphan drug status, 19 were approved via priority drug review,
and 16 were approved via standard review.
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% The last “dose” ...

“Wherever the art of medicine is loved, there is also a love of humanity.”
-Hippocrates [Greek Physician, 460 to 370 BC]
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