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Drug Monograph

	Drug/Drug Class:
	Carbinoxamine PSE Syrup and P-ephed HCL/Carbinox Mal 15-2 mg/5 ml Syrup
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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, apply clinical edit or require prior authorization for use. 

	
	

	
	

	Dosage Forms & Manufacturer:
	Carbinoxamine PSE Syrup, manufactured for Boca Pharmacal, Inc., contains 2mg of carbinoxamine maleate and 25mg of pseudoephedrine hydrochloride per 5mL (one teaspoonful).1  

	
	

	Summary of Findings:
	Carbinoxamine PSE Syrup is an antihistamine/decongestant combination product used for the management and symptomatic relief of allergic rhinitis and vasomotor rhinitis. There are a variety of antihistamine/decongestant combination products available on the market.  Pricing of Carbinoxamine PSE Syrup is not favorably priced when compared to other similar agents.

	
	

	
	

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

	
	
	

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

	
	 FORMCHECKBOX 
 Appropriate Indications
	 FORMCHECKBOX 
 PA Not Required

	
	


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, apply clinical edit or require prior authorization for use.  While prescription expenditures are increasing at double-digit rates, payors are evaluating ways to control these costs by influencing prescriber behavior and guide appropriate medication usage. This review will assist in the achievement of qualitative and economic goals related to health care resource utilization. Restricting the use of certain medications can reduce costs by requiring documentation of appropriate indications for use, and where appropriate, encourage the use of less expensive agents within a drug class.

Introduction

Carbinoxamine PSE Syrup is an antihistamine/decongestant combination product available in a liquid formulation.1
Dosage Form(s)

Per 5mL (one teaspoonful), Carbinoxamine PSE Syrup contains: 

· 2mg of carbinoxamine maleate and 

· 25mg of pseudoephedrine hydrochloride.1
Manufacturer

Boca Pharmacal, Inc., Coconut Creek, FL1
Indication(s)

Carbinoxamine PSE Syrup is used for the management and symptomatic relief of allergic rhinitis and vasomotor rhinitis.

Clinical Efficacy (mechanism of action/pharmacology, comparative efficacy)
Carbinoxamine maleate competitively inhibits histamine at H1 receptor sites, which leads to vascular, respiratory and gastrointestinal smooth muscle constriction.  In addition to antihistamine effects, carbinoxamine also has anticholinergic properties.2  The drying effect secondary to the anticholinergic properties is helpful with the post-nasal drip associated with some upper respiratory infections.  In general there are little clinical differences between carbinoxamine and other first generation antihistamines.3      

Pseudoephedrine hydrochloride is a sympathomimetic agent that causes nasal vasoconstriction, which leads to improved drainage.4
Adverse Effects

Carbinoxamine maleate – Sedation, CNS impairment, dry mouth and eyes, urinary retention2
Pseudoephedrine hydrochloride – Elevated blood pressure, palpitations, loss of appetite, tremor4
Drug Interactions

Carbinoxamine maleate2 –

CNS depressants – Additive CNS effects may occur.

MAO inhibitors – Patients may experience increased anticholinergic and sedative effects of carbinoxamine.  

Pseudoephedrine hydrochloride4  –

Methyldopa and reserpine – An increased pressor response may occur.

MAO inhibitors – Patients may develop severe headache, hypertension and hyperpyrexia, which may lead to a hypertensive crisis.

Dosage and Administration

(Dosing information is based on a similar product.5)

Adults and children over age 6:

2 teaspoonsful (10mL) 4 times daily

Cost Comparison (at commonly used dosages)

Selected Product Comparison:

	Product
	Price per 5mL
	AWP/HCFA 

per 10 days^

	Carbinoxamine PSE Syrup

· Carbinoxamine 2mg

· Pseudoephedrine 25mg
	$0.33
	$26.64

	Brofed Liquid

· Brompheniramine 4mg

· Pseudoephedrine 30mg
	$0.27
	$16.20


*Average Wholesale Price: Facts and Comparisons (Medi-Span), St Louis, MO; March 2003.    

^Price is based on the maximum daily doses for each product.

Conclusion

Carbinoxamine PSE Syrup is used for the management and symptomatic relief of allergic rhinitis and vasomotor rhinitis.  There are a variety of antihistamine/decongestant combination products available on the market.  Pricing of Carbinoxamine PSE Syrup is not favorably priced when compared to other similar agents.
Recommendation

It is recommended to continue Carbinoxamine PSE Syrup as a PA drug.
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