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Immunotherapy drug becomes first therapy
approved by FDA for rare skin cancer

March 24 2017

Dr. Paul Nghiem, affiliate investigator of the Clinical Research Division at Fred
Hutch, and the George F. Odland Endowed Chair in Dermatology at the
University of Washington School of Medicine, is a senior investigator on the
clinical trial that led to yesterday's fast-track FDA approval of the checkpoint
inhibitor Bavencio (avelumab) for the treatment of patients with metastatic
Merkel cell carcinoma (MCC. Nghiem was also the senior author on the Lancet
Oncology article that preceded the approval. He is a leading expert on MCC and
a pioneer of immunotherapy for the disease. Credit: Fred Hutch News Service
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The U.S. Food and Drug Administration yesterday granted accelerated
approval to the checkpoint inhibitor Bavencio (avelumab) for the
treatment of patients with metastatic Merkel cell carcinoma (MCC),
including those who have not received prior chemotherapy. Avelumab is
the first FDA-approved treatment for metastatic MCC and the first
disease that the drug has ever been approved to treat.

A rare and aggressive form of skin cancer, MCC, is 35 times less
common than melanoma, but on average, it is about three times more
likely to be deadly. Until now, there were no systemic therapies
approved by the Food and Drug Administration for this cancer, and no
approved therapies once the cancer had spread.

Tom Judd, who lives near Portland, Oregon, knows what it is like to be
diagnosed with a deadly cancer for which there is no approved drug.
After being diagnosed with MCC in 2013, his cancer jumped from a
small pimple on his nose throughout his body, growing until it interfered
dangerously with organ function.

By early 20135, the disease had nearly killed him, despite surgery,
radiation and chemotherapy. Then he enrolled in a clinical trial and
received his first of many infusions of the new immunotherapy
drug—avelumab. Within six weeks of that first infusion, more than one-
third of the cancer throughout his body was gone, and today, more than
90 percent of his tumor mass has disappeared.

Because of the data from this clinical trial, avelumab (brand name
Bavencio) has become the first systemic therapy approved by the FDA
for MCC, and the first treatment of any kind approved for metastatic
MCC.
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Dr. Paul Nghiem, affiliate investigator of the Clinical Research Division
at Fred Hutch, and the George F. Odland Endowed Chair in
Dermatology at the University of Washington School of Medicine, is a
senior investigator on the clinical trial that led to the FDA approval and
the senior author on the Lancet Oncology article that preceded the
approval. He is a leading expert on MCC and a pioneer of
immunotherapy for the disease.

The approval as a first- and second-line therapy "is a really big deal,"
said Nghiem. His team foundational work on the role of immune cells in
MCC paved the way for immunotherapy trials in the disease, including
one he leads of another immunotherapy drug with a similar mechanism
of action (Merck's Keytruda), whose results were published last year and
changed the field overnight.

A practicing physician, he treats patients with MCC and other skin
cancers at Seattle Cancer Care Alliance, Fred Hutch's clinical care
partner. He is a consultant for EMD Serono Inc. and receives funding
from Bristol-Myers Squibb to perform biomarker studies in MCC
clinical trials.
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