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Drug Monograph
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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 to prescribers, or require prior authorization for use. 

	
	

	Dosage Forms & Manufacturer:
	Sudal SR Tablets (pseudoephedrine hydrochloride 50mg/guaifenesin 1200mg)

Manufactured for: Atley Pharmaceuticals, Inc., Ashland, Virginia, 23005

Manufactured by:  PharmaFab(, Grand Prairie, TX, 75050

	
	

	Summary of Findings:
	Sudal SR is a decongestant/expectorant combination product. The decongestant component (pseudophedrine) exerts its action on the nasal mucosa, The expectorant component (guaifenesin) works by increasing respiratory tract fluid secretions and loosening phlegm and bronchial secretions.  Sudal SR is indicated for the temporary relief of nasal congestion associated with sinusitis and other respiratory allergies.

	
	

	Status Recommendation:
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	 FORMCHECKBOX 
 Increased Risk of ADE
	 FORMCHECKBOX 
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Purpose

The purpose of this monograph is to provide a review of new therapy 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

Sudal SR tablets are indicated for the temporary relief of nasal congestion associated with sinusitis and other respiratory allergies.  Sudal SR helps rid the bronchial passageways of bothersome mucus.

Dosage Form(s) 1
White tablets containing 50mg pseudoephedrine hydrochloride and 1200mg of guaifenesin.  

Manufacturer 1
Manufactured for: Atley Pharmaceuticals, Inc., Ashland, Virginia, 23005

Manufactured by:  PharmaFab(, Grand Prairie, TX, 75050

Indication(s) 1
Sudal SR tablets are indicated for the temporary relief of nasal congestion associated with sinusitis and other respiratory allergies. Helps rid the bronchial passageways of bothersome mucous.

Clinical Efficacy 1  (mechanism of action/pharmacology, comparative efficacy)
Mechanism of action/pharmacology

· Pseudoephedrine

· Is an orally active sympathomimetic amine, which exerts a decongestant action on the nasal mucosa.  it acts by vasoconstriction, which results in reduction of tissue hyperemia, edema, nasal congestion, and an increase in nasal airway patency.  The vasoconstriction action of pseudoephedrine is similar to that of ephedrine.  In the usual dose it has minimal vasopressor effects.  Pseudoephedrine is rapidly and almost completely absorbed from the GI tract. It has a plasma half-life of 6 to 8 hours.   

· Guaifenesin

· Is an expectorant, which increases respiratory tract fluid excretions and helps to loosen phlegm and bronchial secretions.  By reducing the viscosity of solutions guaifenesin increases the efficiency of the cough reflex and of ciliary action in removing accumulated secretions from the trachea and bronchi. Guaifenesin is readily absorbed from the GI tract and has a plasma half-life of one hour.  
Contraindications 1
Sudal SR tablets are contraindicated in patients with:

· Hypersensitivity or idiosyncrasy to sympathomimetic amines, which may be manifested by dizziness, weakness, tremor, or arrhythmias. Patients known to be hypersensitive to other sympathomimetic amines may exhibit cross sensitivity with pseudophedrine.

· Sympathomimetic amines are contraindicated in patients with severe hypertension, severe coronary artery disease, and patients on monoamine oxidase (MAO) inhibitor therapy.

Warnings 1
Sympathomimetic amines should be used with caution in patients with:

· Hypertension

· Ischemic heart disease

· Diabetes mellitus

· Increased intraocular pressure

· Prostatic hypertrophy

Sympathomimetics may produce central nervous stimulation with convulsions or cardiovascular collapse with accompanying hypotension.

Adverse Effects 1
Hyper reactive individuals may display ephedrine-like reactions, such as:

	· Tachycardia
	· Dizziness

	· Palpitations
	· Nausea

	· Headache
	


Sympathomimetics have been associated with certain untoward reactions including:

	· Fear

· Anxiety

· Nervousness

· Restlessness

· Tremor

· Weakness

· Pallor

· Respiratory difficulty
	· Insomnia

· Hallucinations

· Convulsions

· CNS depression

· Arrhythmias

· Dysuria

· Cardiovascular collapse with hypotension


Drug Interactions 1
Drugs that may potentate the pressor effects of pseudoephedrine:

· MAO Inhibitors

· Beta-adrenergic blockers

Concurrent use of digitalis glycosides may increase the possibility of cardiac arrhythmias. 

Sympathomimetics may reduce the hypotensive effects of:

	· Guanethidine

· Mecamylamine

· Methyldopa
	· Reserpine

· Veratrum alkaloids


Concurrent use of tricyclic antidepressants may antagonize the effects of pseudophedrine 

Dosage and Administration 1
Adults and Children 12 years of age and older

· 1 tablet every 12 hours

Children 6 to under 12 years of age

· ½ tablet every 12 hours

Children under 6 years of age

· Use only as directed by a physician

The elderly (>60 years of age) are more likely to experience adverse reactions to sympathomimetics.

Tablets maybe broken in half for ease of administration without affecting the release of the medication. Do not crush or chew.

Cost Comparison 2,3 (at commonly used dosages) 

	Product
	Pseudophedrine
	Guaifenesin
	Dosing Frequency
	AWP*per 10 days^

	Sudal SR(
	50mg
	1200mg
	1 tab every 12 hours
	13

	SINUvent PE Tablets(
	15mg
	600mg
	2 tabs every 12 hours
	22

	Entex LA Tablets(
	30mg
	600mg
	1 tab every 12 hours
	28

	Profen II Tablets(
	45mg
	800mg
	1 tab every 12 hours
	11


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

^Price based on the maximum daily adult doses as indicated for each product. Costs rounded to the nearest dollar.

Conclusion

Sudal SR is a decongestant/expectorant combination product and is indicated for the temporary relief of nasal congestion associated with sinusitis and other respiratory allergies. Among the available decongestant/expectorant combination products, Sudal SR is favorably priced.
Recommendation(s)

It is recommended that Sudal SR tablets require prior authorization for use.
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