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Paclitaxel 
Injection, USP
30 mg per 5 mL         |    NDC 70860-200-05

100 mg per 16.7 mL   |    NDC 70860-200-17

300 mg per 50 mL   |    NDC 70860-200-50

ATHENEX AccuraSEESM PACKAGING AND LABELING 

BIG, BOLD AND BRIGHT —  
TO HELP YOU SEE IT, SAY IT AND PICK IT RIGHT

DIFFERENTIATION IN EVERY LABEL,  
DESIGNED TO HELP REDUCE MEDICATION ERRORS

PLEASE SEE FULL PRESCRIBING INFORMATION, INCLUDING BOXED WARNING, FOR PACLITAXEL INJECTION, USP, ENCLOSED.
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 Our proprietary, differentiated 
and highly-visible label designs  
can assist pharmacists in  
accurate medication selection.  

With a unique AccuraSEE label 
design for every Athenex  
product, we’re helping your 
pharmacy to reduce the risk  
of medication errors. The idea 
is simple: “So what you see  
is exactly what you get.”
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DESCRIPTION Glass Vial

CONCENTRATION 6 mg per mL

CLOSURE 13 mm

UNIT OF SALE 1 vial

BAR CODED Yes

30 mg per 5 mL
NDC  70860-200-05
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DESCRIPTION Glass Vial

CONCENTRATION 6 mg per mL

CLOSURE 20 mm

UNIT OF SALE 1 vial

BAR CODED Yes

100 mg per 16.7 mL
NDC  70860-200-17
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DESCRIPTION Glass Vial

CONCENTRATION 6 mg per mL

CLOSURE 20 mm

UNIT OF SALE 1 vial

BAR CODED Yes

300 mg per 50 mL
NDC  70860-200-50
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PACLITAXEL Injection, USP
INDICATIONS AND USAGE

•  Paclitaxel Injection, USP is indicated as subsequent therapy for the 
treatment of advanced carcinoma of the ovary. As first-line therapy, 
paclitaxel is indicated in combination with cisplatin.

•  Paclitaxel is indicated for the adjuvant treatment of node-positive breast 
cancer administered sequentially to standard doxorubicin-containing 
combination chemotherapy.

•  Paclitaxel Injection, USP is indicated for the treatment of breast 
cancer after failure of combination chemotherapy for metastatic 
disease or relapse within 6 months of adjuvant chemotherapy.  
Prior therapy should have included an anthracycline unless  
clinically contraindicated.

•  Paclitaxel, in combination with cisplatin, is indicated for the first-
line treatment of nonsmall cell lung cancer in patients who are not 
candidates for potentially curative surgery and/or radiation therapy.

•  Paclitaxel is indicated for the second-line treatment of AIDS-related 
Kaposi’s sarcoma.

IMPORTANT SAFETY INFORMATION

WARNING 
Paclitaxel Injection, USP should be administered under the supervision 
of a physician experienced in the use of cancer chemotherapeutic 
agents. Appropriate management of complications is possible only 
when adequate diagnostic and treatment facilities are readily 
available.

Anaphylaxis and severe hypersensitivity reactions characterized by 
dyspnea and hypotension requiring treatment, angioedema, and 
generalized urticaria have occurred in 2% to 4% of patients receiving 
paclitaxel in clinical trials. Fatal reactions have occurred in patients 
despite premedication. All patients should be pretreated with  
corticosteroids, diphenhydramine, and H2 antagonists (see DOSAGE 
AND ADMINISTRATION section). Patients who experience severe 
hypersensitivity reactions to paclitaxel should not be rechallenged 
with the drug.

Paclitaxel therapy should not be given to patients with solid tumors 
who have baseline neutrophil counts of less than 1,500 cells/mm3 
and should not be given to patients with AIDS-related Kaposi’s sarcoma 
if the baseline neutrophil count is less than 1,000 cells/mm3. In order  
to monitor the occurrence of bone marrow suppression, primarily 
neutropenia, which may be severe and result in infection, it is 
recommended that frequent peripheral blood cell counts be performed 
on all patients receiving paclitaxel.

CONTRAINDICATIONS 
•  Paclitaxel Injection, USP is contraindicated in patients who have 

a history of hypersensitivity reactions to paclitaxel or other drugs 
formulated in Polyoxyl 35 Castor Oil, NF

•  Paclitaxel Injection, USP should not be used in patients with solid  
tumors who have baseline neutrophil counts of <1,500 cells/mm3  
or in patients with AIDS-related Kaposi’s sarcoma with baseline 
neutrophil counts of <1,000 cells/mm3.

WARNINGS 
•  Anaphylaxis and severe hypersensitivity reactions characterized  

by dyspnea and hypotension requiring treatment, angioedema,  
and generalized urticaria have occurred in 2% to 4% of patients 
receiving paclitaxel in clinical trials

•  Fatal reactions have occurred in patients despite premedication. All 
patients should be pretreated with corticosteroids, diphenhydramine, 
and H2 antagonists

•  Patients who experience severe hypersensitivity reactions to  
paclitaxel should not be rechallenged with the drug.

•  Bone marrow suppression (primarily neutropenia) is dose-dependent 
and is the dose-limiting toxicity of Paclitaxel Injection. Frequent 
monitoring of blood counts should be instituted during paclitaxel 
treatment.

•  Severe conduction abnormalities have been documented in <1% 
of patients during paclitaxel therapy and in some cases requiring 
pacemaker placement

•  Paclitaxel can cause fetal harm when administered to a pregnant 
woman.

PRECAUTIONS 
•  Contact of the undiluted concentrate with plasticized polyvinyl 

chloride (PVC) equipment or devices used to prepare solutions for 
infusion is not recommended.

•  Paclitaxel should be administered through an in-line filter with a 
microporous membrane not greater than 0.22 microns.

•  The metabolism of paclitaxel is catalyzed by cytochrome P450  
isoenzymes CYP2C8 and CYP3A4. In the absence of formal clinical 
drug interaction studies, caution should be exercised when administering 
paclitaxel concomitantly with known substrates or inhibitors of the 
cytochrome P450 isoenzymes CYP2C8 and CYP3A4.

•  Paclitaxel therapy should not be administered to patients with 
baseline neutrophil counts of less than 1,500 cells/mm3.

•  Patients with a history of severe hypersensitivity reactions to 
products containing Polyoxyl 35 Castor Oil, NF (e.g., cyclosporin for 
injection concentrate and teniposide  
for injection concentrate) should not be treated with paclitaxel.

•  In order to avoid the occurrence of severe hypersensitivity reactions, 
all patients treated with paclitaxel should be premedicated with 
corticosteroids (such as dexamethasone), diphenhydramine and H2 
antagonists (such as cimetidine or ranitidine).

•  Hypotension, bradycardia, and hypertension have been observed 
during administration of Paclitaxel Injection, USP, but generally do 
not require treatment.

•  Injection site reactions, including reactions secondary to extravasation, 
were usually mild and consisted of erythema, tenderness, skin 
discoloration, or swelling at the injection site.

ADVERSE REACTIONS 
•  Bone marrow suppression was the major dose-limiting toxicity of  

paclitaxel. Neutropenia, the most important hematologic toxicity, was 
dose and schedule dependent and was generally rapidly reversible.

•  Other serious adverse events that occurred with use of paclitaxel 
were alopecia, anemia, arthralgia/myalgia, diarrhea, leukopenia, 
nausea/vomiting, peripheral neuropathy, thrombocytopenia,  
mucositis, hypersensitivity, renal impairment, hypotension. 

OVERDOSAGE 
•  There is no known antidote for paclitaxel overdosage. The primary 

anticipated complications of overdosage would consist of bone 
marrow suppression, peripheral neurotoxicity, and mucositis. 
Overdoses in pediatric patients may be associated with acute 
ethanol toxicity

You are encouraged to report negative side effects of prescription 
drugs to the FDA.  
Visit www.fda.gov/medwatch. Or call 1-800-FDA-1088.

Please see full prescribing information for PACLITAXEL Injection, USP.
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