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Drug Monograph

	Drug/Drug Class:
	Raniclor (Cefaclor) Chewable Tablets / Antimicrobial Agent    NEW DOSAGE 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:
	Each Raniclor 125 mg chewable tablet contains 125 mg of Cefaclor.  Each Raniclor 187 mg chewable tablet contains 187 mg of Cefaclor.  Each Raniclor 250 mg chewable tablet contains 250 mg of Cefaclor.  Each Raniclor 375 mg chewable tablet contains 375 mg of Cefaclor.

	
	

	Manufacturer:
	Ranbaxy Pharmaceuticals Inc., Princeton, NJ 08540

	
	

	Indications:
	Raniclor is indicated in the treatment of infections due to susceptible strains of the designated microorganisms in the conditions listed below:

Lower respiratory tract infections including pneumonia, caused by S. pneumoniae, H. Influenzae and S. pyogenes  (β-lactamase-negative, ampicillin-resistant (BLNAR) strains of H. Influenzae should be considered resistant to cefaclor despite apparent in vitro susceptibility of some BLNAR strains.)

Otitis media due to S. pneumoniae, H. influenzae, staphylococci,  and Streptococcus pyogenes. (β-lactamase-negative, ampicillin-resistant (BLNAR) strains of H. Influenzae should be considered resistant to cefaclor despite apparent in vitro susceptibility of some BLNAR strains.)

Pharyngitis and Tonsillitis, caused by S. Pyogenes. (Penicillin is the usual drug of choice in the treatment and prevention of streptococcal infections, including the prophylaxis of rheumatic fever.  Cefaclor is generally effective in the eradication of streptococci from the nasopharynx; however, substantial data establishing the efficacy of cefaclor in the subsequent prevention of rheumatic fever are not available at present.)

Urinary tract infections, including pyelonephritis and cystitis, caused by E. coli, P. mirabilis, or Klebsiella spp., and coagulase-negative staphylococci.

Infections of the skin and skin structure caused by Staphylococci aureus and Streptococcus pyogenes.

	
	

	Costs:
	Each Raniclor 125 mg chewable tablet is $1.07033 AWP

Each Raniclor 187 mg chewable tablet is $1.65055 AWP

Each Raniclor 250 mg chewable tablet is $1.90933 AWP

Each Raniclor 375 mg chewable tablet is $2.86400 AWP

	
	

	Summary of Findings:
	This new dosage form is unique in that no refrigeration of the product is required allowing it to be used in a variety of locations cefaclor suspension could not be used.  The division recommends Clinical Edit status for this pharmaceutical.

	
	

	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 10, 2004
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