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On October 19, 2016, the of in combination with

, for the treatment of adult patients with soft tissue sarcoma (STS) with a histologic subtype for
which an anthracycline-containing regimen is appropriate and which is not amenable to curative treatment
with radiotherapy or surgery.

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

The National Cancer Institute estimates that 12,310 new cases of STS and nearly 5,000 deaths are likely
to occur from the disease in 2016.

STS includes a wide variety of tumors arising in the muscle, fat, blood vessels, nerves, tendons or
the lining of the joints.

The most common treatment for STS that cannot be removed by surgery is treatment with
doxorubicin alone or with other drugs.

Olaratumab is a recombinant human IgG1 antibody that binds to platelet-derived growth factor receptor
alpha (PDGFR-a). Olaratumab exhibits in-vitro and in-vivo anti-tumor activity against selected sarcoma
cell lines and disrupted the PDGFR-a signaling pathway in in-vivo tumor implant models.

The efficacy and safety of Lartruvo were demonstrated in a clinical study of 133 patients randomized to
receive Lartruvo in combination with doxorubicin or doxorubicin as a single agent. The efficacy outcome
measures were overall survival (OS), progression-free survival (PFS), and objective response rate (ORR).

The combination group demonstrated a statistically significantly greater OS vs. doxorubicin alone
(26.5 vs. 14.7 months, respectively; HR = 0.52 [95% CI: 0.34, 0.79]; p < 0.05).

The median PFS was 8.2 months with combination therapy vs. 4.4 months with doxorubicin alone
(HR =0.74 [95% CI: 0.46, 1.19)).

The ORR was 18.2% with combination therapy vs. 7.5% with doxorubicin alone.

Warnings and precautions of Lartruvo include infusion-related reactions and embryo-fetal toxicity.
The most common adverse reactions (= 20%) of Lartruvo plus doxorubicin use were nausea, fatigue,
musculoskeletal pain, mucositis, alopecia, vomiting, diarrhea, decreased appetite, abdominal pain,

neuropathy, and headache.

The most common laboratory abnormalities (= 20%) were lymphopenia, neutropenia, thrombocytopenia,
hyperglycemia, elevated aPTT, hypokalemia, and hypophosphatemia.

The recommended dose of Lartruvo is 15 mg/kg administered intravenously over 60 minutes on days 1
and 8 of each 21-day cycle until disease progression or unacceptable toxicity. For the first 8 cycles,

Lartruvo is administered with doxorubicin.

Patients should be premedicated with diphenhydramine and dexamethasone prior to Lartruvo on
day 1 of cycle 1.
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http://lilly.mediaroom.com/index.php?s=9042&item=137595
http://www.fda.gov/newsevents/newsroom/pressannouncements/ucm525878.htm
http://www.accessdata.fda.gov/drugsatfda_docs/label/2016/761038lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=939cfd5f-a496-43b3-a883-dbf4651310d4

Eli Lilly plans to launch Lartruvo as a 500 mg/50 mL solution in a single-dose vial by the end of October
2016.
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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.

Rx News® is published by the OptumRx Clinical Services Department.

©2016 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/

