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Drug Monograph

	Drug/Drug Class:
	G-P 1200 mg / 75 mg (guaifenesin/pseudoephedrine) / Cough and Cold

	
	

	Prepared for:
	Missouri Medicaid

	Prepared by:
	Heritage Information Systems, Inc.
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Executive Summary 

	Purpose:
	The purpose of this monograph is to provide a review of a new dosing strength 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:
	12 Hr Sustained Release Tablet (guaifenesin 1200 mg and pseudoephedrine 75 mg)

Cypress Pharmaceuticals 

	
	

	
	

	Summary of Findings:
	G-P 1200 mg / 75 mg is indicated for the symptomatic relief of nasal congestion and cough associated with respiratory tract infections.  Although the Cypress Pharmaceuticals product is less expensive there are numerous products with the same ingredients different strengths that are less expensive.

	
	

	
	

	Status Recommendation:
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 Prior Authorization (PA) Required
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 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 provide a review of a new dosing strength 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 guiding 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

G-P is an expectorant/decongestant combination, available as a sustained release tablet.
Dosage Form(s)

12 Hr Sustained Release Tablet (guaifenesin 1200 mg and pseudoephedrine 75 mg)
Manufacturer

Cypress Pharmaceuticals

Indication(s)

G-P is indicated for the symptomatic relief of nasal congestion and cough associated with respiratory conditions.
Clinical Efficacy 1-3 (mechanism of action/pharmacology, comparative efficacy)
Guaifenesin is an expectorant.  It loosens 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.
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.

Adverse Effects 1-3

Pseudoephedrine – mild CNS stimulation may occur.  Symptoms can include nervousness, excitability, dizziness, and insomnia.

Guaifenesin – emesis (possible at higher than required doses), gastrointestinal upset (rare at recommended dosage levels).
Drug Interactions 1-3
Pseudoephedrine  – 

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

Guaifenesin – none identified
Dosage and Administration 1-3

One sustained release tablet every 12 hours.  Not to exceed 2 tablets in a 24 hour period.

Cost Comparison 4 (at commonly used dosages)

	PRODUCT
	STRENGTH
	AWP

	G-P
	1200 mg / 75 mg
	$0.87

	Aquatab
	1200 mg / 75 mg
	$0.97


Conclusion

G-P 1200 mg / 75 mg is indicated for the symptomatic relief of nasal congestion and cough associated with respiratory tract infections.  Although the Cypress Pharma product is less expensive there are numerous products with the same ingredients different strengths that are less expensive.
Recommendation(s)

It is recommended that G-P continue with prior authorization status.
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