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Drug Monograph

	Drug/Drug Class:
	Vanachol (Policosanol, Folic Acid, Vitamin B6, Vitamin B12 & Omega-3) Capsules / Vitamin

	
	

	Prepared for:
	Missouri Medicaid

	Prepared by:
	Heritage Information Systems, Inc.


 FORMCHECKBOX 
 New Criteria


 FORMCHECKBOX 
 Revision of Existing Criteria

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 capsule of Vanachol contains Policosanol 10 mg, Docosahexanoic Acid 200 mg, Eicosapentaenoic Acid 200 mg, Vitamin B6 12.5 mg, Cobalamin 200 mcg, Folic Acid 500 mcg.
GM Pharmaceuticals, Inc., Arlington, TX 76012

	
	

	Summary of Findings:
	Most Omega-3 containing products are available OTC at a significant savings.  Adding folic acid has made Vanachol a legend product and carries with it the chance of obscuring pernicious anemia.  The addition of folic acid may limit the number of potential patients that need this product.  Studies on the effects of Omega-3 fatty acids on the lipoproteins closely associated with atherosclerosis (LDL and HDL) show variable results and require further investigation.  Some studies have actually shown an increase in LDL-cholesterol levels in patients and healthy subjects receiving Omega-3 fatty acids at doses currently recommended by the manufacturers.



	
	

	Status Recommendation:
	 FORMCHECKBOX 
 Prior Authorization (PA) Required

 FORMCHECKBOX 
 Clinical Edit
	 FORMCHECKBOX 
 Open Access

	
	
	

	Type of Criteria:
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 Increased Risk of ADE
	 FORMCHECKBOX 
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	 FORMCHECKBOX 
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 PA Not Required


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, a clinical edit drug or an open access drug. 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
Omega-3 fatty acids may be used as dietary supplements for patients at early risk of coronary artery disease primarily because of effects on platelets and lipids.  They have also been studied as adjunctive treatment of rheumatoid arthritis and psoriasis (however, data is conflicting).  Omega-3 fatty acids may be beneficial in preventing early restenosis after coronary angioplasty in combination with dipyridamole and aspirin in high risk male patients.

Dosage Form(s)1
Each softgel capsule of Vanachol contains Policosanol 10 mg, Docosahexanoic Acid 200 mg, Eicosapentaenoic Acid 200 mg, Vitamin B6 12.5 mg, Cobalamin 200 mcg, Folic Acid 500 mcg. 
Manufacturer
GM Pharmaceuticals, Inc., Arlington, TX 76012
Indication(s)1
Vanachol capsules are indicated in addition to diet, for the distinctive nutritional requirements of individuals under the supervision of a physician for the treatment of hypercholesterolemia and hypertriglyceridemia and the management of optimal HDL levels.
Clinical Efficacy1,2 (mechanism of action/pharmacology, comparative efficacy)
Cold water fish oils contain large amounts of Omega-3 (N03) polyunsaturated fatty acids, eicosapentaneoic acid (EPA) and docosahexaenoic acid (DHA).  Diets high in Omega-3 fatty acids may lower very low-density lipoproteins (VLDL), triglyceride and total cholesterol concentrations; increase concentration of high-density lipoproteins (HDL); prolong bleeding times; decrease platelet aggregation; reduce plasma fibrinogen (data conflict) inhibit leukocyte function.  It is believed EPA is utilized by vessel walls to synthesize prostaglandin I3 and arachidonic acid is utilized by platelets to synthesize thromboxane A2.  Studies on the effects of Omega-3 fatty acids on the lipoproteins closely associated with atherosclerosis (LDL and HDL) show variable results and require further investigation.

Contraindications1
This product is contraindicated in patients with a known hypersensitivity to any of the ingredients.

Warnings and Precautions1
Folic Acid in doses above 0.1 mg daily may obscure pernicious anemia in that hematological remission can occur while neurological manifestations remain progressive.  If under a physician’s care or taking blood thinning or other medications, consult a health professional before using this product.  Discontinue use 2 weeks prior to surgery.

Adverse Effects1
Adverse reactions have been reported with specific vitamins and minerals, but generally at levels substantially higher than in this product.  However, allergic and/or idiosyncratic reactions to vitamins even at lower potencies or any ingredient are possible.

Drug Interactions1
Pyridoxine should not be given to patients receiving levodopa, because the action of the latter drug is antagonized by pyridoxine.  However, this vitamin may be used concurrently in patients receiving a preparation containing both carbidopa and levodopa.

Dosage and Administration1

Adults – Two capsules before bedtime daily or as directed by physician.
Cost3
Each Vanachol capsule is $0.64633 AWP

Conclusion

Most Omega-3 containing products are available OTC at a significant savings.  Adding folic acid has made Vanachol a legend product and carries with it the chance of obscuring pernicious anemia.  The addition of folic acid may limit the number of potential patients that need this product.

Recommendation

The Division recommends that Vanachol be given Prior Authorization status. 
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