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Drug Monograph

	Drug/Drug Class:
	Regenecare®/Topical Wound Care

	
	

	Prepared for:
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Executive Summary 

	Purpose:
	The purpose of this monograph is to provide an extensive review of new therapy 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:
	Topical hydrogel
MPM Medical, Inc

	
	

	
	

	Summary of Findings:
	Regenecare® is a topical wound care product containing collagen, aloe vera, vitamin E and lidocaine in a hydrogel vehicle. It is purported to promote wound healing and new tissue growth.

	
	

	
	

	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 provide an extensive review of new therapy 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

Regenecare is a topical wound care product containing collagen, aloe vera, vitamin E and lidocaine in a hydrogel vehicle.
Dosage Form(s)

Hydrogel

Manufacturer

MPM Medical, Inc

Indication(s)

Regenecare® is a topical wound care product.

Clinical Efficacy (mechanism of action/pharmacology, comparative efficacy)1
The hydrogel vehicle facilitates a moist wound environment.  The following is the proposed purpose of each component of Regenecare®:

Collagen - an excellent hemostatic agent is made up of chains of amino acids that form fibrils producing fibers that lead to tissue formation.

Vitamin E - enhances circulation by increasing formation of blood vessels. 
Aloe Vera - promotes a moist wound environment.

Lidocaine HCI 2% - local anesthetic.
Adverse Effects2

Adverse events that may occur with the lidocaine component:

Hypersensitivity:
Cutaneous lesions; urticaria;edema; contact dermatitis; bronchospasm; shock; anaphylactoid reactions. The detection of sensitivity by skin testing is of doubtful value.

Local:

Burning; stinging; tenderness; sloughing.
Contraindications include hypersensitivity to any component of Regenecare®.

Cost3 

The average wholesale price for a 90gram tube of Regenecare® is $15.77.

Conclusion

Regenecare® is a topical wound care product containing collagen, aloe vera, vitamin E and lidocaine in a hydrogel vehicle.  It is purported to promote wound healing and new tissue growth.

Recommendation(s)

It is recommended that Restasis remain on prior authorization approval status and be classified as ‘PA cpntinued’.
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