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e On March 23, 2017, the the approval of EMD Serono’s for the
treatment of adults and pediatric patients 12 years and older with metastatic Merkel cell carcinoma
(MCC).

— This indication is approved under accelerated approval. Continued approval for this
indication may be contingent upon verification and description of clinical benefit in
confirmatory trials.

e MCC is arare, aggressive form of skin cancer. Inthe U.S., approximately 1,600 people are
diagnosed with MCC every year. The majority of patients present with localized tumors that can be
treated with surgical resection; however, approximately half of all patients will experience
recurrence, and > 30% will develop metastatic disease.

e Bavencio is the first treatment approved for metastatic MCC and targets the programmed cell death
protein 1 (PD-1)/ programmed cell death ligand-1 (PD-L1) pathway. By blocking these interactions,
Bavencio may help the body’s immune system attack cancer cells.

e There are other PD-1/PD-L1 pathway inhibitors approved: .
, , and . Refer to drug labels for
indications for each agent.

e The efficacy and safety of Bavencio were demonstrated in the JAVELIN Merkel 200 trial, an open-
label study that enrolled 88 patients with metastatic MCC. The major efficacy outcome measures
were overall response rate (ORR) and duration of response (DOR).

— The ORR was 33.0% (95% CI: 23.3, 43.8) and the DOR (range in months) was 2.8 - 23.3+.
— The response lasted for > 6 months in 86% of responding patients and > 12 months in 45%
of responding patients.

e Warnings and precautions of Bavencio include immune-mediated pneumonitis, immune-mediated
hepatitis, immune-mediated colitis, immune-mediated endocrinopathies, immune-mediated nephritis
and renal dysfunction, other immune-mediated adverse reactions, infusion-related reactions, and
embryo-fetal toxicity.

e The most common adverse reactions (> 20%) with Bavencio use were fatigue, musculoskeletal pain,
diarrhea, nausea, infusion-related reaction, rash, decreased appetite, and peripheral edema.

e The recommended starting dose of Bavencio is 10 mg/kg administered as an intravenous infusion
over 60 minutes every 2 weeks until disease progression or unacceptable toxicity.

— Patients should be treated with an antihistamine and prior to the first 4
infusions of Bavencio.

— Premedication should be administered for subsequent Bavencio doses based upon clinical
judgment and presence/severity of prior infusion reactions.
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https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm548278.htm?source=govdelivery&utm_medium=email&utm_source=govdelivery
http://www.accessdata.fda.gov/drugsatfda_docs/label/2017/761049s000lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=9333c79b-d487-4538-a9f0-71b91a02b287
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=f570b9c4-6846-4de2-abfa-4d0a4ae4e394
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=f570b9c4-6846-4de2-abfa-4d0a4ae4e394
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=6fa682c9-a312-4932-9831-f286908660ee
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=2265ef30-253e-11df-8a39-0800200c9a66
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=fd24d0e0-4f36-42d3-9149-2fb957690305

e EMD Serono’s launch plans for Bavencio are pending. Bavencio will be available as a 200 mg/10
mL (20 mg/mL) solution in a single-dose vial.
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