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Executive Summary 

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

	
	

	Dosage Forms & Manufacturer:
	Palgic®-D is available as a 12 hour sustained release tablet with 8mg carbinoxamine and 80mg pseudoephedrine.

Palgic®-D is manufactured by Sovereign Pharmaceuticals, Inc., Fort Worth, TX for Pan American Laboratories, Covington, LA.

	
	

	Summary of Findings:
	Palgic®-D is indicated for the symptomatic relief of seasonal rhinitis, perennial allergic rhinitis, and vasomotor rhinitis.  There are a variety of sustained release carbinoxamine/pseudoephedrine combination products available on the market.  Pricing of Palgic®-D is not favorable when compared to other similar agents.

	
	

	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


Purpose

The purpose of this monograph is to review a new drug therapy option, and to determine if this drug should be made available on an open access basis to prescribers or require prior authorization for use.  Because prescription expenditures continue to increase, payers are evaluating ways to control drug costs through influencing prescribing patterns.  Drug related expenditures could be reduced by restricting usage of certain drugs and through increasing usage of therapeutically equivalent, less expensive drugs.  This review is intended to assist in achieving respective clinical and economic goals.

Introduction

Palgic®-D is an antihistamine/decongestant combination, available as a sustained release tablet.
Dosage Form(s)

Palgic®-D is available as a 12 hour sustained release tablet with 8mg carbinoxamine and 80mg of pseudoephedrine per tablet.1

Manufacturer

Sovereign Pharmaceuticals, Inc., Fort Worth, TX for Pan American Laboratories, L.L.C., Covington, LA.

Indication(s)

Palgic®-D is indicated for the symptomatic relief of seasonal rhinitis, perennial allergic rhinitis, and vasomotor rhinitis.1
Clinical Efficacy (mechanism of action/pharmacology, comparative efficacy)
Carbinoxamine is a first generation antihistamine.  Carbinoxamine blocks H1 receptors, thereby preventing histamine actions on the cell. 2
Pseudoephedrine is a nasal decongestant.  It acts directly on alpha adrenergic receptors in the respiratory tract mucosa.  The resulting vasoconstriction causes shrinkage of swollen nasal mucous membranes.  Pseudoephedrine stimulates beta-2-adrenergic receptors, thereby possibly relaxing bronchial smooth muscle.3

Adverse Effects

Carbinoxamine – CNS depression commonly occurs.  Symptoms can include sedation (ranging from mild drowsiness to deep sleep), dizziness and muscle weakness.  Anticholinergic effects include dryness of mouth, nose and throat.2
Pseudoephedrine – mild CNS stimulation may occur.  Symptoms can include nervousness, excitability, dizziness, and insomnia.3
Drug Interactions

Carbinoxamine2 – 

CNS depressants (e.g., tranquilizers, barbiturates, alcohol) – concurrent administration may result in additive CNS depression

Pseudoephedrine3 – 

Monoamine Oxidase Inhibitors – concurrent administration may result in hypertensive crisis

Sympathomimetic agents – concurrent administration may result in additive effects and toxicity

Beta blockers – concurrent administration may result in increased pressor effects

Reserpine – concurrent administration may result in reduced antihypertensive effects

Methyldopa – concurrent administration may result in reduced antihypertensive effects

Mecamylamine – concurrent administration may result in reduced antihypertensive effects

Veratrum alkaloids – concurrent administration may result in reduced antihypertensive effects

Cost Comparison (at commonly used dosages)

Selected Product Comparison:

	Product
	B-G
	Strength
	QTY
	AWP

	Palgic-D 12HR SR Tab
	B
	8-80MG
	1
	$0.54

	Coldec-D 12hr SR Tab
	B
	8-90MG
	1
	$0.48

	Rondamine TR
	B
	8-120MG
	1
	$1.09

	Rondec TR
	B
	8-120MG
	1
	$1.61

	Coldec TR
	B
	8-120MG
	1
	$1.30

	EX-DEC-TR
	G
	8-120MG
	1
	$0.76

	Average Wholesale Price: Facts and Comparisons (Medi-Span), St Louis, MO; October 2002. 


Dosage and Administration

Palgic®-D1
Adults and children over 12 years:  1 tablet every 12 hours

Children 6 to 12 years:  ½ tablet every 12 hours

Children under 6 years:  Usage is not recommended.

Conclusion

Palgic®-D is indicated for the symptomatic relief of seasonal rhinitis, perennial allergic rhinitis, and vasomotor rhinitis.  There are a variety of sustained release carbinoxamine/pseudoephedrine combination products available on the market.  Pricing of Palgic®-D is not favorable when compared to other similar agents.
Recommendation(s)

It is recommended to continue Palgic®-D as a PA drug.
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