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Executive Summary 

	Purpose:
	The purpose of this monograph is to provide a review of new strength to determine whether the reviewed drug should be made available on an open access basis to prescribers, or require prior authorization for use. 

	
	

	
	

	Dosage Forms & Manufacturer:
	400mg tablets

Stewart-Jackson Pharmacal, Inc. and MCR American Pharmaceuticals

	
	

	
	

	Summary of Findings:
	Bidex( and Allfen Jr( are new dose strengths of guaifenesin.  Guaifenesin is an effective expectorant and is often a component of multi ingredient cough and cold products.  Using two 200mg generic guaifenesin with cost based on Missouri MAC of $0.0594 is still cheaper than the new 400mg dose strengths.
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Purpose

The purpose of this monograph is to provide a review of a new dosage strength to determine whether the reviewed drug should be considered a prior authorization drug or not (open access). 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

Guaifenesin has an FDA approved indication as a cough expectorant.  It can be found as the single main ingredient in some cough products and also as an active ingredient in cough and cold products with multiple active ingredients.  Recently two companies have marketed a single main ingredient cough product that contains 400 mg per tablet of guaifenesin.

Dosage Form(s) 1,2
400mg Tablets

Manufacturer 1,2
Stewart-Jackson Pharmacal, Inc. and MCR American Pharmaceuticals, Inc.

Indication(s) 1,2
The FDA approved indication is for expectoration.

Clinical Efficacy 1-7 (mechanism of action/pharmacology, comparative efficacy)
Guaifenesin is an expectorant, which is thought to act by irritating the gastric mucosa and subsequently stimulating respiratory tract secretions. This increase in fluid increases the volume and decreases the viscosity of bronchial secretions. Significant improvement in mucociliary clearance was reported in elderly volunteers and patients with chronic bronchitis who were receiving guaifenesin 600 milligrams daily. General improvement in subjective symptoms was also reported in patients with bronchitis who were receiving guaifenesin. Unpublished data from AH Robins, former manufacturer of Robitussin(, involving over 500 patients, demonstrated significant improvement in ease of expectoration, cough frequency, and global evaluation with the use of guaifenesin 200 milligrams 4 times per day when compared to placebo. Additionally, AH Robins submitted data to the FDA, which demonstrated that guaifenesin 190 milligrams 3 times per day produced significant improvement in the ease of expectoration of sputum, decrease in sputum viscosity, and earlier clearance of secretions when compared to placebo.

Adverse Effects 7
Nausea and vomiting are the most commonly occurring side effects of guaifenesin. Dizziness and headache have been reported rarely in patients using guaifenesin.  Abuse of medications containing guaifenesin may produce urolithiasis.  Rash, including urticaria has been reported rarely. 
Drug Interactions 1,2
None noted.

Dosage and Administration 7
The recommended dose for adults and children 12 years and older is 1 to 2 tablets (200 to 400 milligrams) every 4 hours, not to exceed 12 tablets (2400 milligrams) in 24 hours.

Cost Comparison 8,9 (at commonly used dosages)

	DRUG
	STRENGTH
	AWP COST

	Bidex(
	400mg
	$0.20

	Allfen Jr
	400mg
	$0.33

	Missouri MAC
	200mg
	$0.06


Conclusion

Bidex( and Allfen Jr( are new dose strengths of guaifenesin.  Guaifenesin is an effective expectorant and is often a component of multi ingredient cough and cold products.  Using two 200mg generic guaifenesin with cost based on Missouri MAC of $0.0594 is still cheaper than the new 400mg dose strengths.

Recommendation(s)

It is recommended that Bidex( and Allfen Jr( be continued as prior authorization required.
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