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e On March 27, 2017, the the approval of for the
maintenance treatment of adult patients with recurrent epithelial ovarian, fallopian tube, or primary
peritoneal cancer who are in a complete or partial response to platinum-based chemotherapy.

e According to the , approximately 22,280 new cases of ovarian cancer were
diagnosed in 2016 and an estimated 14,240 women died of this disease.

— Despite high response rates to platinum-based chemotherapy in the second-line advanced
treatment setting, approximately 85% of patients will experience recurrence within 2 years.

e Zejula is an orally available poly (ADP-ribose) polymerase (PARP) inhibitor that blocks an enzyme
involved in repairing damaged DNA. Inhibition of PARP activity results in DNA damage, apoptosis
and cell death.

— Unlike other currently marketed PARP inhibitors, Zejula does not require BRCA mutation or
other biomarker testing.

e Other currently available PARP inhibitors include and
Both are approved for use in patients with certain types of BRCA mutations associated with
advanced ovarian cancer. Refer to the drug labels for specific indication information.

e The safety and efficacy of Zejula were based on data from a placebo-controlled trial of 553 patients
with recurrent epithelial ovarian, fallopian tube, or primary peritoneal cancer who had received at
least two prior treatments of platinum-based chemotherapy and achieved a complete or partial
response with their most recent chemotherapy treatment. The primary outcome measure was
progression free survival (PFS).

— The trial demonstrated a statistically significant improvement in PFS in patients with or
without germline BRCA (gBRCA) mutations randomized to Zejula vs. placebo.

— The median PFS for those taking Zejula with deleterious or suspected deleterious gBRCA
mutations was 21 months vs. 5.5 months for those with gBRCA mutations receiving placebo
(HR =0.26 [95% CI: 0.17, 0.41]; p < 0.0001).

— The median PFS for those taking Zejula who did not have gBRCA mutations was 9.3 vs. 3.9
months for those patients without gBRCA mutations receiving placebo (HR = 0.45 [95% CI:
0.34, 0.61]; p < 0.0001).

e Warnings and precautions of Zejula include myelodysplastic syndrome/acute myeloid leukemia,
bone marrow suppression, cardiovascular effects, and embryo-fetal toxicity.

e The most common adverse reactions (= 10%) with Zejula use were thrombocytopenia, anemia,
neutropenia, leukopenia, palpitations, nausea, constipation, vomiting, abdominal pain/distention,
mucositis/stomatitis, diarrhea, dyspepsia, dry mouth, fatigue/asthenia, decreased appetite, urinary
tract infection, aspartate aminotransferase/alanine aminotransferase elevation, myalgia, back pain,
arthralgia, headache, dizziness, dysgeusia, insomnia, anxiety, nasopharyngitis, dyspnea, cough,
rash, and hypertension.

e The recommended dose of Zejula as monotherapy is 300 mg (three 100 mg capsules) taken orally
once daily.
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https://www.fda.gov/Drugs/InformationOnDrugs/ApprovedDrugs/ucm548487.htm
http://files.shareholder.com/downloads/AMDA-Z6KN1/4159631324x0x934849/52B39B23-4A61-475B-955F-2F9C99645F81/Zejula_FDA_approval_news_release_032417.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/208447lbl.pdf
https://seer.cancer.gov/statfacts/html/ovary.html
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=5e31a6a9-864f-4aba-8085-37ee1ddcd499
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=a6d46c03-bb1d-417b-b8e5-3bffe352fe29

— Patients should start treatment with Zejula no later than 8 weeks after their most recent
platinum-containing regimen.
— Zejula treatment should be continued until disease progression or unacceptable toxicity.

e Tesaro plans to launch Zejula as 100 mg capsules in late April 2017.

o

4 »
L ;
K“SOPTUM optumrx.com
OptumRx® specializes in the delivery, clinical management and affordability of prescription medications and consumer health products.

We are an Optum® company — a leading provider of integrated health services. Learn more at optum.com.

All Optum® trademarks and logos are owned by Optum, Inc. All other brand or product names are trademarks or registered marks of their
respective owners.

This document contains information that is considered proprietary to OptumRx and should not be reproduced without the express written
consent of OptumRXx.

RxNews® is published by the OptumRx Clinical Services Department.

©2017 Optum, Inc. All rights reserved.


file://nas01762pn/RXSOL_Clinical/Drug%20Safety%20and%20Pipeline/RxNews/Resources/Templates/optum.com?elq_mid=10136&elq_cid=1812792&elq_ck=&elq=c94ed081f75e412faa0d967642a61572&elqCampaignId=&elqaid=10136&elqat=1&elqTrackId=ef980a4a60b140cc8022fa389df09caa
https://www.optumrx.com/

