The Medical Letter

on Drugs and Therapeutics

Volume 59 July 17, 2017

IN THIS ISSUE

ISSUE No.
In Brief: Avelumab (Bavencio) for Metastatic Merkel Cell Carcinoma..................cccccevveeeniinnnen.. online

1525

Important Copyright Message

FORWARDING OR COPYING IS A VIOLATION OF U.S. AND INTERNATIONAL COPYRIGHT LAWS

The Medical Letter, Inc. publications are protected by U.S. and international copyright laws.
Forwarding, copying or any distribution of this material is prohibited.

Sharing a password with a non-subscriber or otherwise making the contents of this site
available to third parties is strictly prohibited.

By accessing and reading the attached content | agree to comply with U.S. and international
copyright laws and these terms and conditions of The Medical Letter, Inc.

For further information click: Subscriptions, Site Licenses, Reprints
or call customer service at: 800-211-2769

Published by The Medical Letter, Inc. « A Nonprofit Organization » medicalletter.org


http://medicalletter.org/sub-prods
http://medicalletter.org/sitelicense
http://medicalletter.org/copyright

The Medical Letter publications are protected by US and international copyright laws.
Forwarding, copying or any other distribution of this material is strictly prohibited.
For further information call: 800-211-2769

The Medical Letter

on Drugs and Therapeutics

Volume 59 (Issue 1525)

July 17,2017

IN BRIEF

Avelumab (Bavencio) for Metastatic
Merkel Cell Carcinoma

The FDA has approved the fully-human programmed death
ligand 1 (PD-LT) blocking antibody avelumab (Bavencio —
EMD Serono/Pfizer) for treatment of metastatic Merkel
cell carcinoma (MCC) in patients >12 years old. Avelumab
is the first drug to be approved in the US for this rare skin
cancer. About 1600 people in the US, most commonly older
adults (mean age at presentation is 75 years), are diagnosed
each year with MCC. Most of these patients can be treated
with surgical resection, but ~50% will have a recurrence
and >30% will eventually have metastatic disease. Median
progression-free survival in patients with metastatic
disease has been about 3 months with chemotherapy. MCC
tumors, which often express PD-L1, have been treated off-
label with the PD-1 inhibitors pembrolizumab (Keytruda)
and nivolumab (Opdivo).?

In an ongoing single-arm trial (JAVELIN Merkel 200), 88
patients with metastatic MCC (58 with PD-L1 positive
tumors, 16 PD-L1 negative, 14 not assessable) who were
previously treated with at least one chemotherapy regimen
received at least one dose of avelumab; 75% of patients
were 65 years or older. An objective response occurred in
28 patients (32%); 8 patients had a complete response.
Tumor PD-L1 expression did not affect response rates. The
duration of response was >6 months in 92% of responders.?

The most common adverse effects of avelumab in clinical
trials were fatigue (50%), musculoskeletal pain (32%),
diarrhea (23%), nausea (22%), rash (22%), and infusion-
site reactions (22%). Serious treatment-related adverse
events occurred in 6% of patients. Grade 3 or 4 adverse
events (lymphopenia, elevation of creatine kinase,
transaminase increases) occurred in 5% of patients. As
with PD-1 inhibitors, immune-mediated adverse effects
including pneumonitis, colitis, nephritis, hepatitis, and
endocrinopathies (hypothyroidism, adrenal insufficiency,
type 1 diabetes) can occur.

The recommended dosage of Bavencio is 10 mg/kg infused
IV over 60 minutes every 2 weeks. The cost of one 10-mL
vial containing 200 mg of the drug is $1504; three months’
treatment for a 60-kg patient would cost $27,072.*
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