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Lartruvo™ (olaratumab) 05/04/2017

FDA approval: October 19, 2016
HCPCS: J9999
Benefit: Medical

Policy/Criteria:
Note: Requests must be supported by submission of chart notes and patient specific documentation.

A. Coverage of the requested drug is provided when all the below criteria are met:
a. Patient must be 18 years of age or older
b. Prescribed by or in consultation with an oncologist or hematologist
c. Histologically confirmed diagnosis of locally advanced or metastatic soft-tissue sarcoma NOT previously
treated with an anthracycline
i. Not amenable to curative treatment with radiotherapy or surgery
ii. Histologic subtype for which an anthracycline-containing regimen is appropriate
d. Used in combination with doxorubicin for the first eight cycles

B. Quantity Limitations, Authorization Period and Renewal Criteria
a. Quantity Limit: Aligns with FDA recommended dosing
b. Initial Authorization Period: 6 months
c. Renewal Criteria:
1. Treatment continued until unacceptable toxicity or disease progression occurs
d. Renewal Authorization Period: 1 year

A. Lartruvo is considered investigational when used for all other conditions, including but not limited to:
a. STSin combination with docetaxel and gemcitabine
b. STS amenable to curative treatment with radiotherapy or chemotherapy
C. Any diagnosis other than STS

“*Note: Coverage may differ for Medicare Part B members based on any applicable criteria outlined in Local Coverage
Determinations (LCD) or National Coverage Determinations (NCD) as determined by Center for Medicare and Medicaid
Services (CMS). See the CMS website at http://www.cms.hhs.gov/. Determination of coverage of Part B drugs is based
on medically accepted indications which have supported citations included or approved for inclusion determined by CMS
approved compendia

This policy and any information contained herein is the property of Blue Cross Blue Shield of Michigan and its subsidiaries, is strictly confidential, and its use is
intended for the P&T committee, its members and BCBSM employees for the purpose of coverage determinations.
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Therapeutic considerations:

A. FDA approved indication / Diagnosis
a. Lartruvo is a platelet-derived growth factor receptor alpha (PDGFR-a) blocking antibody indicated, in
combination with doxorubicin, 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.

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

*Please refer to most recent prescribing information.
https://www.lartruvo.com/

B. Background Information
a. STSs are a heterogenous group of rare malignant tumors originating from mesenchymal precursors, including
fibrous connective tissue, fat, smooth or striated muscle, vascular tissue, peripheral neural tissue and visceral
tissue. STS accounts for approximately 1% of all new adult malignancies.

b. PDGFR-a is a tyrosine kinase receptor expressed on cells of mesenchymal origin. Signaling through this
receptor plays a role in cell growth, chemotaxis, and mesenchymal stem cell differentiation. It has also been
detected on tumor and stromal cells, including sarcomas, where signaling can contribute to cancer cell
proliferation, metastasis and maintenance of the tumor microenvironment.

c. The National Comprehensive Cancer Network (NCCN) guidelines on STS (version 1.2017) have been updated
since Lartruvo was approved. It has been given a Category 2A recommendation as part of a combination
regimen to treat STS with non-specific histologies.

d. There are over 50 subtypes of STS and therapy depends on the histologic subtype, tumor characteristics and
performance status. Examples of first-line chemotherapy for liposarcoma and leiomyosarcoma (the most
common STS) may include anthracycline-based combination regimens or single agent therapy. All first-line STS
therapies have been given a Category 2A rating by the NCCN guidelines. Other therapies may include surgical
resection or radiation therapy

C. Efficacy
*Please refer to most recent prescribing information.

D. Medication Safety Considerations
Black Box Warning: No
*Please refer to most recent prescribing information.
E. Dosing and administration
a. Dosing:
i. 15 mg/kg on Day 1 and 8 of each 21-day cycle (administer with doxorubicin for the first 8 cycles)

ii. 190 mg/19ml vial size

*Please refer to most recent prescribing information.
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F. How supplied
a. 500 mg/50 mL (10mg/ml) single dose vial
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* The prescribing information for a drug is subject to change. To ensure you are reading the most current information it is
advised that you reference the most updated prescribing information by visiting the drug or manufacturer website or
http://dailymed.nim.nih.gov/dailymed/index.cfm
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