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Introducing ERBITUX, a New Targeted Therapy for Metastatic Colorectal Cancer

The first IgG1 monoclonal antibody that binds specifically to the EGF receptor (HER1 or c-ErbB-1)
(The clinical significance of this has not yet been established)
Indications

ERBITUX, a chimeric IgG1 monoclonal antibody used in combination with irinotecan, is indicated for the treatment of EGF receptor-expressing metastatic colorectal carcinoma in patients who are refractory to other irinotecan-based chemotherapy regimen.

ERBITUX administered as a single agent is indicated for the treatment of EGFR-expressing, metastatic colorectal carcinoma in patients who are intolerant to irinotecan-based chemotherapy

Important Safety Information
Serious Warnings and Precautions

Infusion Reactions: Severe infusion reactions occurred with the administration of ERBITUX in approximately 3% of patients, rarely with fatal outcome (< 1 in 1000). Approximately 90% of severe infusion reactions were associated with the first infusion of ERBITUX. Severe infusion reactions are characterized by rapid onset of airway obstruction (bronchospasm, stridor, hoarseness), urticaria, and hypotension . Severe infusion reactions require immediate interruption of the ERBITUX infusion and permanent discontinuation from further treatment.
· 
· 
· 
· Most reactions (90%) were associated with the first infusion of ERBITUX despite the use of prophylactic antihistamines

· Caution must be exercised with every ERBITUX infusion, as there were patients who experienced their first severe infusion reaction during later infusions

· Following the ERBITUX infusion, a 1-hour observation period is recommended. Longer observation periods may be required in patients who experience infusion reactions
· Premedication with an H1 antagonist (e.g., 50 mg of diphenhydramine IV) is recommended. Appropriate medical therapy including epinephrine, corticosteroids, intravenous antihistamines, bronchodilators, and oxygen should be available for use in the treatment of such reactions. Patients should be carefully observed until the complete resolution of all signs and symptoms

ADVERSE EVENTS
The most common adverse events in patients receiving ERBITUX in combination with irinotecan (n=354) were: acneform rash (88%), asthenia/malaise (73%), diarrhea (72%), nausea (55%), abdominal pain (45%) and vomiting (41%)

The most common grade 3 or 4 adverse events seen in patients (n = 354) receiving ERBITUX plus irinotecan were diarrhea (22%), leukopenia (17%), asthenia/malaise (16%), and acneform rash (14%). 

The most common adverse reactions seen in patients receiving ERBITUX monotherapy (n=420) were: acneform rash (90%), asthenia/malaise, (48%), nausea (29%), fever (27%), constipation (26%), abdominal pain (26%), headache (26%) and diarrhea (25%)

The most common grade 3 or 4 adverse events seen in patients (n = 420) receiving ERBITUX monotherapy were asthenia/malaise (10%), abdominal pain (9%), acneform rash (8%), and dyspnea (7%)1.

How Supplied
· Sterile, preservative-free, injectable liquid

· Single-use 50-mL vial

· 100 mg of Cetuximab in a 2-mg/mL solution of phosphate-buffered saline

· Each carton contains 1 vial of ERBITUX

	UPC Code 
	6 23131 00279 0

	DIN 
	02271249

	Product Number
	094822

	Terms
	Net 30 days

	individual carton   
	2" 1/64  x  2" 1/64  x  3" 5/16

	shipper caisse      
	15" 11/16  x  11" 1/4  x  9" 11/16


Orders should be made directly with and will be shipped directly by BMS Canada, Inc. No minimal order is required. Product is not returnable. To order: Tel: (800) BMS-0005 Fax: (800) 463-6334
Storage and Stability
· Store vials under refrigeration (2°C to 8°C; 36°F to 46°F )

· DO NOT FREEZE

· Preparations in infusion containers are stable for up to 12 hours when refrigerated and up to 8 hours at controlled room temperature (20°C to 25°C; 68°F to 77°F)

· Discard any unused portion of the vial after this time
· Storage of ERBITUX in the infusion container is not recommended
· This product contains no preservatives – prepare using appropriate aseptic technique and administer as soon as possible
Reference:

1. Erbitux (cetuximab) product monograph
Reference:

1. ERBITUX (cetuximab) product monograph.

Please see full prescribing information including boxed Warning regarding infusion reactions in pocket.
*ERBITUX is a  trademark of ImClone Systems Incorporated.
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