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Drug Monograph
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	De-Chlor HC Liquid (hydrocodone bitartrate/ phenylephrine HCl/Chlorpheniarmine maleate)
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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:
	De-Chlor HC is available as a syrup containing 2.5mg of hydrocodone bitartrate, 10mg of phenylephrine hydrochloride, and 2mg of chlorpheniramine maleate per 5 mL (one teaspoonful).  Manufactured by: Great Southern Laboratories, Inc., Houston, TX

Manufactured for: Cypress Pharmaceuticals, Inc., Madison, MS

	
	

	
	

	Summary of Findings:
	De-Chlor HC is a antitussive/decongestant/antihistamine combination product indicated Temporary relief of cough, nasal congestion, and other symptoms associated with colds, or seasonal or perennial allergic vasomotor rhinitis (hay fever).  Currently, there are numerous products similar to De-Chlor HC® available on the market. 

	
	

	
	

	Status Recommendation:
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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

De-Chlor HC® is an antitussive/decongestant/antihistamine combination product. 

Dosage Form(s) 1
Each teaspoonful (5 mL) for oral administration contains:

Hydrocodone bitartrate……………..2.5 mg

Phenylephrine hydrochloride……..…10 mg

Chlorpheniramine maleate……….......  2mg

Manufacturer 1
Manufactured by: Great Southern Laboratories, Inc., Houston, TX  77099

Manufactured for: Cypress Pharmaceuticals, Inc., Madison, MS  39110
Indication(s) 1
Temporary relief of cough, nasal congestion, and other symptoms associated with colds, or seasonal or perennial allergic vasomotor rhinitis (hay fever). 

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

Clinical trials have proven hydrocodone bitartrate to be an effective antitussive agents which is pharmacologically 2 to 8 times as potent as codeine. At equi-effective doses, its sedative action is greater than codeine. The precise mechanism of action of hydrocodone and other opiates is not known; however, hydrocodone is believed to act by directly depressing the cough center. In excessive doses, hydrocodone like other opium derivatives will depress respiration. The effects of hydrocodone in therapeutic doses on the cardiovascular system are insignificant. The constipation effects of  hydrocodone are much weaker than that of morphine and no stronger than that of codeine. Hydrocodone can produce miosis, euphoria, physical and psychological dependence. At therapeutic antitussive doses, it does exert analgesic effects.

Phenylephrine hydrochloride

Phenylephrine effects its vasoconstrictor activity by releasing noradrenaline from sympathetic nerve endings, and from direct stimulation of adrenoreceptors in blood vessels.

Chlorpheniramine maleate

Chlorpheniramine is a competitive H1-receptor histamine-blocking drug, thereby counteracting the effects of histamine release associated with allergic manifestation of upper respiratory tract inflammatory disorder. H1-blocking drugs inhibit the actions of histamine on smooth muscle, capillary permeability, and can both stimulate and depress the central nervous system.

Contraindications 1
De-Chlor is contraindicated in patients who are:

· Hypersensitive to any component of the drug and on concurrent MAO-I therapy 

· Known to be hypersensitive to other opioids, antihistamines, or sympathomimetic amines, may exhibit a cross-sensitivity 

Phenylephrine is contraindicated in patients with:

· Heart disease, hypertension, diabetes, or hyperthyroidism

Hydrocodone is contraindicated in:

· The presence of an intracranial lesion associated with increased intracranial pressure

· Whenever ventilatory function is depressed

Warnings 1
Hydrocodone

May be habit forming: 

Hydrocodone can produce drug dependence of the morphine type and therefore has the potential for being abused.  Psychic dependence, physical dependence, and tolerance may develop upon repeated administration of De-Chlor HC and should be prescribed and administered with the same degree of caution appropriate to the use of other narcotic drugs.

Respiratory depression:

Hydrocodone produces dose-related respiratory depression by directly acting on the brain stem respiratory centers. If respiratory depression occurs, it may be antagonized by the use of naloxone hydrochloride and other supportive measures when indicated.

Head injury and intracranial pressure:

The respiratory depressant properties of narcotics and their capacity to elevate cerebrospinal fluid pressure may be markedly exaggerated in the presence of head injury, other intracranial lesions or a pre-exiting increase in intracranial pressure. Furthermore, narcotics produce adverse reactions, which may obscure the clinical course of patients with head injuries. 

Acute abdominal conditions:

The administration of hydrocodone or other narcotics may obscure the diagnosis or clinical course of patients with acute abdominal conditions.

Phenylephrine

Hypertensive crises can occur with concurrent use of phenylephrine and monoamine oxidase (MAO) inhibitors, indomethacin, or with beta-blockers and methyldopa. If a hypertensive crisis occurs, these drugs should be discontinued immediately and therapy to lower blood pressure should be instituted immediately. Fever should be managed by means of external cooling.

Chlorpheniramine

Antihistamines may produce drowsiness or excitation, particularly in children and elderly patients.

Precautions 1
Before prescribing medication to suppress or modify cough, it is important to ascertain that the underlying cause of cough is identified, that modification of cough does not increase the risk of clinical or physiologic complications, and that appropriate therapy for the primary disease is provided.

Usage in ambulatory patients:

Hydrocodone, like all narcotics, and antihistamines such as chlorpheniramine maleate, may impair the mental and/or physical abilities required for the performance of potentially hazardous tasks such as driving a car or operating machinery. Phenylephrine may produce a rapid pulse, dizziness or palpitations; patients should be warned accordingly.

Adverse Effects 1
Respiratory System

Hydrocodone produces dose-related respiratory depression by acting directly on brain stem respiratory centers.

Cardiovascular System

Hypertension, postural hypotension, tachycardia, and palpitations

Genitourinary System

Ureteral spasm, spasm of vesical sphincters, and urinary retention has been reported with opiates.

Central Nervous System

Sedation, drowsiness, mental clouding, lethargy, impairment of mental and physical performance, anxiety, fear, dysphoria, dizziness, psychic dependence, mood changes, and blurred vision.

Gastrointestinal System

Nausea and vomiting occur more frequently in ambulatory then in recumbent patients 

Drug Interactions 1
Patients receiving other narcotic analgesics, general anesthetics, phenothiazines, other tranquilizers, sedative hypnotics or other CNS depressants (including alcohol) concomitantly with hydrocodone may exhibit an additive CNS depression. When such combined therapy is contemplated, the does of one or both agents should be reduced.  

The use of phenylephrine with other sympathomimetic amines and MAO inhibitors may produce an additive elevation of blood pressure. MAO inhibitors may prolong the anticholinergic effects of antihistamines.

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

· 2 teaspoonfuls (10 mL) every four hours, not to exceed 8 teaspoonfuls (40 mL) in 24 hours.

Children 6 to under 12 years of age:

· 1 teaspoonful (5 mL) every four hours, not to exceed 4 teaspoonfuls (20 mL) in 24 hours.

Children 2 to under 6 years of age:
· ½  teaspoonful (2.5 mL) every four hours, not to exceed 4 teaspoonfuls (20 mL) in 24 hours.

Children under 2 years of age:

· Use only as directed by physician.

Cost Comparison (at commonly used dosages) 2,3
	Product
	Dosing Frequency
	AWP* per  5mL
	AWP per 10 days^

	De-Chlor HC Liquid

· Hydrocodone bitartrate 2.5 mg

· Phenylephrine HCl 10 mg

· Chlorpheniramine maleate 2 mg
	10mL every 4 hours 

(max dose 40mL/24 hours)
	$0.33
	$27

	Atuss HD Liquid

· Hydrocodone bitartrate 2.5 mg

· Phenylephrine HCl 10 mg

· Chlorpheniramine maleate 4 mg
	10mL every 4 hours 

(max 40mL/24 hours)
	$0.47
	$38

	Maxi-Tuss HC Liquid

· Hydrocodone bitartrate 2.5 mg

· Phenylephrine HCl 10 mg

· Chlorpheniramine maleate 4 mg
	5mL every 4 hours 

(max 30mL/24 hours)
	$0.46
	$28

	Endal HD Plus Syrup

· Hydrocodone bitartrate 3.5 mg

· Phenylephrine HCl 7.5 mg

· Chlorpheniramine maleate 2 mg
	10mL every 4  hours 

(max 40mL/24 hours)
	$0.40
	$31

	Z-Cof HC Syrup

· Hydrocodone bitartrate 3.5 mg

· Phenylephrine HCl 10 mg

· Chlorpheniramine maleate 2.5mg
	10mL every 4 to 6 hours 

(max 40mL/24 hours)
	$0.51
	$41

	Atuss MS Liquid

· Hydrocodone bitartrate 5 mg

· Phenylephrine HCl 10 mg

· Chlorpheniramine maleate 2 mg
	10mL every 4 to 6 hours 

(max 40mL/24 hours)
	$0.42
	$34


*(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

De-Chlor HC is a antitussive/decongestant/antihistamine combination product indicated Temporary relief of cough, nasal congestion, and other symptoms associated with colds, or seasonal or perennial allergic vasomotor rhinitis (hay fever).  Currently, there are numerous products similar to De-Chlor HC available on the market

Recommendation(s)

It is recommended to continue De-Chlor HC as a PA drug.
 References

1. De-Chlor HC (hydrocodone bitartrate/phenylephrine HCl/Chlorpheniarmine maleate) Liquid package insert. Madison. MS: Cypress Pharmaceuticals; August 2002.

2. Facts and Comparisons (Medi-Span) St. Louis, MO: January 2003.

3. Short RM, Burnham TH, et.al., editors. Facts and Comparisions. Missouri: Facts and Comparisons.
Prepared by: Francine A. Farnsworth, Pharm.D.

Date: February 21, 2003

PA Criteria Proposal

( 2003 Heritage Information Systems, Inc.  All Rights Reserved.
2
[image: image2.png]| Heritage Information Systems, Inc.



PA Criteria Proposal (  6
( 2003 Heritage Information Systems, Inc.  All Rights Reserved. 


