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Drug Monograph

	Drug/Drug Class:
	Androgel (Testosterone) 1% Topical Gel / Hormone Replacement Agent    NEW DOSE FORM

	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, require a clinical edit or require prior authorization for use. 

	
	

	Dosage Forms:
	Androgel is clear, colorless, hydroalcoholic 1% testosterone gel supplied in a non aerosol, metered-dose pump. The pump consists of an LDPE/aluminum foil inner liner encased in rigid plastic with a resealable polypropylene cap. Each individually packaged 88g pump is capable of delivering 75g or 60 metered 1.25 g doses of Androgel 1%.  Androgel also comes in unit-dose aluminum foil packets in cartons of 30.  Each packet of 2.5g or 5g gel contains 25 mg or 50 mg testosterone, respectively. 

	
	

	Manufacturer:
	Laboratories Besins International, Montrouge, France for Unimed Pharmaceuticals, Inc., Marietta, GA 30062

	
	

	Indications:
	Androgel is indicated for the replacement therapy in males for conditions associated with deficiency or absence of endogenous testosterone: Primary hypogonadism (congenital or acquired); Hypogonadotropic hypogonadism (congenital or acquired). 

	
	

	Costs:
	Each Gram of Androgel is $1.39873 AWP.

	
	

	Summary of Findings:
	The division 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: August 24, 2004
	


PA Criteria Proposal

( 2004 Heritage Information Systems, Inc.  All Rights Reserved.
2
[image: image2.png]| Heritage Information Systems, Inc.



PA Criteria Proposal (  2
( 2002 Heritage Information Systems, Inc.  All Rights Reserved. 


