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Drug Monograph

	Drug/Drug Class:
	Gamunex (Immune Globulin Intravenous (Human) 10% / Immunoglobulins    NEW PREPARATION METHOD

	
	

	Prepared for:
	Missouri Medicaid

	Prepared by:
	Heritage Information Systems, Inc.


 FORMCHECKBOX 
 New Criteria


 FORMCHECKBOX 
 Revision of Existing Criteria

Executive Summary 

	Purpose:
	The purpose of this monograph is to provide a review of new therapy to determine whether the reviewed drug should be made available on an open access basis to prescribers, or require prior authorization for use. 

	
	

	Dosage Forms:
	Each 10 mL vial contains 1 g Immune Globulin, each 25 mL vial contains 2.5 g Immune Globulin, each 50 mL vial contains 5 mg Immune Globulin, each 100 mL vial contains 10 g Immune Globulin and each 200 mL vial contains 20 g Immune Globulin.

	
	

	Manufacturer:
	Bayer Corp., West Haven, CT 06516

	
	

	Indications:
	Gamunex is indicated for the treatment of Primary Humoral Immunodeficiency and Idiopathic Thrombocytopenic Purpura.

	
	

	Costs:
	Each mL of Gamunex is $10.12500  AWP

	
	

	Summary of Findings:
	The new caprylate/chromatography process is unique because Gamunex stays in solution at all times, the IgG proteins are not subject to heating, chemical or enzymatic modification and it yields a more purified product.  The department recommends Open Access status for this product. 

	
	

	Status Recommendation:
	 FORMCHECKBOX 
 Prior Authorization (PA) Required
	 FORMCHECKBOX 
 Open Access

	
	 FORMCHECKBOX 
 Clinical Edit
	

	
	
	

	Type of PA Criteria:
	 FORMCHECKBOX 
 Increased Risk of ADE
	 FORMCHECKBOX 
 Non-Preferred Agent

	
	 FORMCHECKBOX 
 Appropriate Indications


	 FORMCHECKBOX 
 PA Not Required



	

	Prepared By: Mark M. Roaseau, BS Pharmacy, MD

Date: March 9, 2004
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