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Drug Monograph

	Drug/Drug Class:
	Limbrel (Baicalin & Catechin) capsule / Flavocoxid Medical Food Agent

	
	

	Prepared for:
	Missouri Medicaid

	Prepared by:
	Heritage Information Systems, Inc.


 FORMCHECKBOX 
 New Criteria
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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, require a clinical edit or require prior authorization for use. 

	
	

	Dosage Forms & Manufacturer:
	Each Limbrel 250 mg capsule contains 250mg of flavocoxid.

Each Limbrel 500 mg capsule contains 500 mg of flavocoxid.
PharmaFab, Grand Prairie, TX 75050 for Primus Pharmaceuticals, Inc., Scottsdale, AZ 85251

	
	

	Summary of Findings:
	Limbrel is an ethical medical food product to be used under physician supervision for the clinical dietary management of osteoarthritis, including associated inflammation.  It’s product flyer states that it is the first dual inhibitor for the clinical dietary management of osteoarthritis.  No clinical studies were listed in the product information.

	
	

	Status Recommendation:
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 Prior Authorization (PA) Required

 FORMCHECKBOX 
 Clinical Edit
	 FORMCHECKBOX 
 Open Access

	
	
	

	Type of Criteria:
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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 guide 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
Limbrel is an ethical medical food product to be used under physician supervision for the clinical dietary management of osteoarthritis, including associated inflammation.  It’s product flyer states that it is the first dual inhibitor for the clinical dietary management of osteoarthritis.  No clinical studies were listed in the product information.  

Dosage Form(s)1
Limbrel 250 mg capsules contain 250 mg of flavocoxid.

Limbrel 500 mg capsules contain 500 mg of flavocoxid.
Manufacturer
PharmaFab, Grand Prairie, TX 75050 for Primus Pharmaceuticals, Inc., Scottsdale, AZ 58251.
Indication(s)1
Limbrel is indicated for the clinical dietary management of osteoarthritis, including associated inflammation.  Limbrel has not been investigated for use in the clinical dietary management of rheumatoid arthritis, acute pain or primary dysmenorrhea.
Clinical Efficacy1 (mechanism of action/pharmacology, comparative efficacy)
Flavocoxid exhibits anti-inflammatory and analgesic properties in animal and human models. The mechanism of action is believed to be due to inhibition of prostaglandin synthesis, via the inhibition of cyclo-oxygenase (COX). Flavocoxid is not highly selective for the COX-2 pathway. However, in addition, flavocoxid has been observed to inhibit another important inflammatory pathway of arachidonic acid metabolism known as the 5-lipoxygenase (5-LO or 5-LOX) pathway. Inhibition of 5-LOX has been shown in cell-based assays to reduce the production of leukotriene-B4 (LTB4), an agent that fosters white blood cell chemotaxis and the subsequent release of reactive oxygen species and pro-inflammatory cytokines. Direct inhibition of the 5-LOX enzyme has been observed as well. Reactive oxygen species (ROS) have been shown to play a key role in the degradation of cartilage in osteoarthritis. Flavocoxid also is believed to act through an antioxidant mechanism by reduction of ROS including hydroxyl radical, superoxide anion radical and hydrogen peroxide. Flavocoxid has demonstrated an oxygen radical absorbance (ORAC) capacity of 5,650 mmolTE/g as compared to Vitamin E (1,100 mmolTE/g). Flavocoxid has also been found to reduce the pro-inflammatory cytokines interleukin-1-beta (IL-1b_ and tumor necrosis factor alpha (TNFa) in in vitro models. This mechanism may account for the anti-inflammatory action of flavocoxid beyond that of traditional COX and 5-LOX inhibition. Through these mechanisms, flavocoxid is beneficial for the specific dietary management of osteoarthritis.  No clinical studies were found on the International Ethical Laboratories website.

Contraindications1
Limbrel is contraindicated in patients with hypersensitivity to flavocoxid or any component of flavocoxid.

Warnings and Precautions1
· Limbrel cannot be expected to substitute for the use of corticosteroids or to treat corticosteroid insufficiency. 

· Limbrel is not recommended for patients with a history of stomach ulcers.

· Limbrel is not recommended for patients under 18 years of age. 

· Limbrel is not recommended for pregnant or lactating patients.

Adverse Effects1
No adverse effects were noted in product literature.

Drug Interactions1
No drug interactions were noted in product literature.
Dosage and Administration1

For osteoarthritis, take one 250 mg capsule every 12 hours for 500 mg total daily consumption.

Cost 2 
Limbrel capsules 250 mg are $1.21400 each  WAC.

Limbrel capsules 500 mg are $1.42333 each  WAC.

Conclusion

Limbrel is an ethical medical food product to be used under physician supervision for the clinical dietary management of osteoarthritis, including associated inflammation.  It’s product flyer states that it is the first dual inhibitor for the clinical dietary management of osteoarthritis.  No clinical studies were listed in the product information.
Recommendation

The Division recommends that Limbrel be continued on prior authorization status. 
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