
EFFECTIVE JANUARY 1, 2017
PERMANENT J-CODE J9352
NOW AVAILABLE
FOR YONDELIS® (trabectedin)

Please see Page 2 for Important Safety Information. 
Please click here to view the full Prescribing Information for YONDELIS® (trabectedin).

The information provided represents no statement, promise, or guarantee of Janssen Biotech, Inc., concerning levels of reimbursement, 
payment, or charge. Please consult your payer organization with regard to local or actual coverage, reimbursement policies, and 
determination processes. Information is subject to change without notice. Nothing herein may be construed as an endorsement, approval, 
recommendation, representation, or warranty of any kind by any plan or insurer referenced herein. This communication is solely the 
responsibility of Janssen Biotech, Inc.

Information is valid as of November 22, 2016, and is subject to change.

* Please check with individual payers and carriers for specific documentation and guidance when billing for a new drug.
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Services (CMS); May 16, 2016.

Effective on January 1, 2017, YONDELIS® may be reported using 
the permanent J-Code J9352 (Injection, trabectedin, 0.1 mg).1

Please note, the fact that a drug, device, procedure, or service is assigned an HCPCS code and a payment rate 
does not imply coverage by the Medicare program. An HCPCS code and a payment rate indicate only how 
the product, procedure, or service may be paid if covered by the program. Fiscal Intermediaries/Medicare 
Administrative Contractors determine whether a drug, device, procedure, or other service meets all program 
requirements for coverage.3

• J9352 replaces J9999 (Not otherwise classified antineoplastic agent) and 
C9480 (Injection, trabectedin, 0.1 mg), previously used to report YONDELIS® on 
claims.1,2 It also requires billing in units consistent with the new code's descriptor.*

• J9352 applies to most commercial and Medicare patients in both hospital 
outpatient and physician's office settings.

http://www.yondelis.com/shared/product/yondelis/yondelis-prescribing-information.pdf
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WARNINGS AND PRECAUTIONS
Neutropenic sepsis, including fatal cases, can occur. In Trial 1, the incidence of 
Grade 3 or 4 neutropenia, based on laboratory values, was 43% (161/378). Median 
time to the first occurrence of Grade 3 or 4 neutropenia was 16 days (range: 8 
days to 9.7 months). Median time to complete resolution of neutropenia was 
13 days (range: 3 days to 2.3 months). Febrile neutropenia (fever ≥38.5°C with 
Grade 3 or 4 neutropenia) occurred in 18 patients (5%). Ten patients (2.6%) 
experienced neutropenic sepsis, 5 of whom had febrile neutropenia, which was 
fatal in 4 patients (1.1%). Assess neutrophil count prior to administration of each 
dose of YONDELIS® and periodically throughout the treatment cycle. Withhold 
YONDELIS® for neutrophil counts of less than 1500 cells/microliter on the day 
of dosing. Permanently reduce the dose of YONDELIS® for life-threatening or 
prolonged, severe neutropenia in the preceding cycle.

Rhabdomyolysis — YONDELIS® can cause rhabdomyolysis and musculoskeletal 
toxicity. In Trial 1, rhabdomyolysis leading to death occurred in 3 (0.8%) of the 378 
patients. Elevations in creatine phosphokinase (CPK) occurred in 122 (32%) of the 
378 patients receiving YONDELIS®, including Grade 3 or 4 CPK elevation in 24 
patients (6%), compared to 15 (9%) of the 172 patients receiving dacarbazine with 
any CPK elevation, including 1 patient (0.6%) with Grade 3 CPK elevation. Among 
the 24 patients receiving YONDELIS® with Grade 3 or 4 CPK elevation, renal failure 
occurred in 11 patients (2.9%); rhabdomyolysis with the complication of renal 
failure occurred in 4 of these 11 patients (1.1%). Median time to first occurrence of 
Grade 3 or 4 CPK elevations was 2 months (range: 1 to 11.5 months). Median time 
to complete resolution was 14 days (range: 5 days to 1 month). Assess CPK levels 
prior to each administration of YONDELIS®. Withhold YONDELIS® for serum CPK 
levels more than 2.5 times the upper limit of normal. Permanently discontinue 
YONDELIS® for rhabdomyolysis.

Hepatotoxicity, including hepatic failure, can occur. Patients with serum bilirubin 
levels above the upper limit of normal or AST or ALT levels >2.5 x ULN were not 
enrolled in Trial 1. In Trial 1, the incidence of Grade 3-4 elevated liver function tests 
(defined as elevations in ALT, AST, total bilirubin, or alkaline phosphatase) was 
35% (134/378). Median time to development of Grade 3-4 elevation in ALT or 
AST was 29 days (range: 3 days to 11.5 months). Of the 134 patients with Grade 
3 to 4 elevations in LFTs, 114 (85%) experienced complete resolution with the 
median time to complete resolution of 13 days (range: 4 days to 4.4 months). In 
Trial 1, the incidence of drug-induced liver injury (defined as concurrent elevation 
in ALT or AST of more than three times the upper limit of normal, alkaline 
phosphatase less than two times the upper limit of normal, and total bilirubin at 
least two times the upper limit of normal) was 1.3% (5/378). ALT or AST elevation 
greater than eight times the ULN occurred in 18% (67/378) of patients. Assess 
LFTs prior to each administration of YONDELIS® and as clinically indicated based 
on underlying severity of pre-existing hepatic impairment. Manage elevated LFTs 
with treatment interruption, dose reduction, or permanent discontinuation based 
on severity and duration of LFT abnormality.

Cardiomyopathy, including cardiac failure, congestive heart failure, ejection 
fraction decreased, diastolic dysfunction, or right ventricular dysfunction can 
occur. In Trial 1, patients with a history of New York Heart Association Class II to 
IV heart failure or abnormal left ventricular ejection fraction (LVEF) at baseline 

were ineligible. In Trial 1, cardiomyopathy occurred in 23 patients (6%) receiving 
YONDELIS® and in four patients (2.3%) receiving dacarbazine. Grade 3 or 4 
cardiomyopathy occurred in 15 patients (4%) receiving YONDELIS® and 2 patients 
(1.2%) receiving dacarbazine; cardiomyopathy leading to death occurred in 1 patient 
(0.3%) receiving YONDELIS® and in none of the patients receiving dacarbazine. 
The median time to development of Grade 3 or 4 cardiomyopathy in patients 
receiving YONDELIS® was 5.3 months (range: 26 days to 15.3 months). Assess left 
ventricular ejection fraction (LVEF) by echocardiogram or multigated acquisition 
(MUGA) scan before initiation of YONDELIS® and at 2- to 3-month intervals 
thereafter until YONDELIS® is discontinued. Withhold YONDELIS® for LVEF below 
lower limit of normal. Permanently discontinue YONDELIS® for symptomatic 
cardiomyopathy or persistent left ventricular dysfunction that does not recover to 
lower limit of normal within 3 weeks.

Extravasation Resulting in Tissue Necrosis — Extravasation of YONDELIS®, 
resulting in tissue necrosis requiring debridement, can occur. Evidence of tissue 
necrosis can occur more than 1 week after the extravasation. There is no specific 
antidote for extravasation of YONDELIS®. Administer YONDELIS® through a central 
venous line.

Embryofetal Toxicity — Based on its mechanism of action, YONDELIS® can 
cause fetal harm when administered to a pregnant woman. Advise females of 
reproductive potential to use effective contraception during therapy and for at least 
2 months after the last dose of YONDELIS®. Advise males with female partners of 
reproductive potential to use effective contraception during therapy and for at least 
5 months after the last dose of YONDELIS®.

Adverse Reactions — The most common (≥20%) adverse reactions are nausea 
(75%), fatigue (69%), vomiting (46%), constipation (37%), decreased appetite 
(37%), diarrhea (35%), peripheral edema (28%), dyspnea (25%), and  
headache (25%).

The most common (≥5%) grades 3-4 laboratory abnormalities are: neutropenia 
(43%), increased ALT (31%), thrombocytopenia (21%), anemia (19%), increased 
AST (17%), and increased creatine phosphokinase (6.4%).

DRUG INTERACTIONS
Effect of Cytochrome CYP3A Inhibitors — Avoid using strong CYP3A inhibitors 
(e.g., oral ketoconazole, itraconazole, posaconazole, voriconazole, clarithromycin, 
telithromycin, indinavir, lopinavir, ritonavir, boceprevir, nelfinavir, saquinavir, 
telaprevir, nefazodone, conivaptan) in patients taking YONDELIS®. Avoid taking 
grapefruit or grapefruit juice. If a strong CYP3A inhibitor for short-term use 
(i.e., less than 14 days) must be used, administer the strong CYP3A inhibitor  
1 week after the YONDELIS® infusion, and discontinue it the day prior to the next 
YONDELIS® infusion.

Effect of Cytochrome CYP3A Inducers — Avoid using strong CYP3A inducers 
(e.g., rifampin, phenobarbital, St. John’s wort) in patients taking YONDELIS®.

Please click here to view the full Prescribing Information for YONDELIS®.
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INDICATION
YONDELIS® (trabectedin) is indicated for the treatment of patients with unresectable or 
metastatic liposarcoma or leiomyosarcoma who received a prior anthracycline-containing regimen.

IMPORTANT SAFETY INFORMATION
CONTRAINDICATIONS — YONDELIS® (trabectedin) is contraindicated in patients 
with known severe hypersensitivity, including anaphylaxis, to trabectedin.

http://www.yondelis.com/shared/product/yondelis/yondelis-prescribing-information.pdf

