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Drug Monograph

	Drug/Drug Class:
	Coldmist® DM (Dextromethorphan, Pseudoephedrine and Guaifenesin) / Cough and Cold Agent

	
	

	Prepared for:
	Missouri Medicaid

	Prepared by:
	Heritage Information Systems, Inc.
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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:
	Coldmist® DM is available as a syrup with 15mg Dextromethorphan, 40mg pseudoephedrine and 100mg Guaifenesin per 5ml.

Coldmist® DM syrup is manufactured by Breckenridge Pharmaceutical, Inc., 1141 South Rogers Circle, Boca Raton, FL 33487

	
	

	Summary of Findings:
	Coldmist® DM is indicated for the symptomatic relief of nasal congestion and cough associated with respiratory tract infections.  Coldmist® DM is effective in both, a productive and a dry, nonproductive cough.  There are a variety of liquid dextromethorphan/pseudoephedrine/guaifenesin combination products available on the market.  Pricing of Coldmist® DM 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 can 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

Coldmist® DM is an antitussive/decongestant/expectorant combination, available as a syrup.
Dosage Form(s)

Coldmist® DM is available as a syrup with 15mg Dextromethorphan, 40mg pseudoephedrine and 100mg Guaifenesin per 5ml.1

Manufacturer

Breckenridge Pharmaceutical Inc., 1141 South Rogers Circle, Boca Raton, FL 33487

Indication(s)

Coldmist® DM is indicated for the symptomatic relief of nasal congestion and cough associated with respiratory conditions.  Coldmist® DM is effective in a productive, as well as a dry, nonproductive cough.1
Clinical Efficacy (mechanism of action/pharmacology, comparative efficacy)
Dextromethorphan is an antitussive agent.  It acts centrally on the cough center in the medulla.  Dextromethorphan is most effective in a chronic, nonproductive cough.2,8
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.6

Guaifenesin is an expectorant.  It looses and thins sputum and bronchial secretions, thereby easing expectoration.  It is particularly effective during the first four to six days of a productive cough.  There are no clinical studies documenting efficacy as an antitussive.3,7
Adverse Effects

Guaifenesin – emesis (possible at higher than required doses), gastrointestinal upset (rare at recommended dosage levels).7
Pseudoephedrine – mild CNS stimulation may occur.  Symptoms can include nervousness, excitability, dizziness, and insomnia.6
Dextromethorphan – (rare) nausea, gastrointestinal upset, slight drowsiness, dizziness.4
Drug Interactions

Guaifenesin – none identified

Pseudoephedrine6 – 

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

Dextromethorphan5 – 

Monoamine Oxidase Inhibitors – concurrent administration may cause serotonin syndrome

Quinidine – concurrent administration may cause elevation of dextromethorphan levels

Terbinafine – concurrent administration may cause elevation of dextromethorphan levels

Fluoxetine – concurrent administration may cause hallucinations 
Sibutramine – concurrent administration may cause serotonin syndrome

Cost Comparison (at commonly used dosages)

Selected Product Comparison:

	Product
	B/G
	Strength
	ML
	AWP

	Panmist DM Syrup
	B
	40-15-100
	5
	$0.45

	Ru-Tuss DM Syrup
	B
	45-15-100
	5
	$0.32

	Coldmist DM Syrup
	B
	40-15-100
	5
	$0.41

	Tri-vent DM Syrup
	B
	40-15-100
	5
	$0.40

	PSE/GG/DM Syrup
	G
	45-15-100
	5
	$0.41

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


 Dosage and Administration

Coldmist® DM syrup1
Adults and children over 12 years:  Up to 2 teaspoonfuls 3 to 4 times daily.

Children 6 to 12 years:  Up to 1 teaspoonful 3 to 4 times daily.  Not to exceed 4 mg/kg of body weight of pseudoephedrine in 24 hours.

Children 2 to 6 years:  Up to ½ teaspoonful 3 to 4 times daily.  Not to exceed 4 mg/kg of bodyweight of pseudoephedrine in 24 hours.
Children under 2 years:  Usage not recommended except under the advice and supervision of a physician.

Conclusion

Coldmist® DM is indicated for the symptomatic relief of nasal congestion and cough associated with respiratory tract infections.  Coldmist® DM is effective in both, a productive and a dry, nonproductive cough.  There are a variety of liquid dextromethorphan, pseudoephedrine and guaifenesin combination products available.  Pricing of Coldmist® DM is not favorable when compared to other similar agents.

Recommendation(s)

It is recommended to continue Coldmist® DM as a PA drug.
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