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Executive Summary 

	Purpose:
	The purpose of this monograph is to provide a review of a new dosage 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:
	1 Gm, 5 Gm, 25 Gm Powder

Medisca

	
	

	
	

	Summary of Findings:
	Medisca is a company that supplies raw pharmaceutical product for compounding purposes.  Recently, Medisca has obtained new GCNs for Mercaptopurine Powder 100% although articles on use of the product in compounding were not found when searching the website of the International Journal of Pharmaceutical Compounding.  As per policy, any company wanting their product reviewed for open access must submit the required information, however in house review showed minimal program impact and the Division proposes open access for this product.
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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

Mercaptopurine is a potent drug.  It is one of a large series of purine analogues which interfere with nucleic acid biosynthesis and has been found active against human leukemias.  Mercaptopurine powder is used in compounding pharmaceuticals.

Dosage Form(s)

1Gm, 5 Gm and 25 Gm containers of Mercaptopurine Powder 100%

Manufacturer

Medisca

Indication(s)

Mercaptopurine tablets are indicated for remission induction and maintenance therapy of acute lymphatic leukemia and acute myelogenous leukemia.  Mercaptopurine powder is used in compounding a pharmaceutical product, however there are no specific FDA approved indications for the powder and a search at the International Journal of Pharmaceutical Compounding did not reveal an article or formulation on Mercaptopurine.

Clinical Efficacy (mechanism of action/pharmacology, comparative efficacy)
Mercaptopurine competes with hypoxanthine and guanine for the enzyme hypoxanthine-guanine phosphoribosyltransferase (HGPRTase) and is itself converted to thioinosinic acid (TIMP).  It is not known exactly which of any one or more of the biochemical effects of mercaptopurine and its metabolites are directly or predominantly responsible for cell death.

Adverse Effects

With mercaptopurine tablets the most common adverse effects reported were diarrhea and rash/hyperpigmentation.  The most serious side effects reported were hepatotoxicity, hyperuricemia, intestinal ulceration and myelosuppression.  If used topically this agent might cause a contact dermatitis or other skin disorder.

Drug Interactions

Drug interaction studies have not been done with mercaptopurine powder.  When allopurinol and mercaptopurine tablets are administered concomitantly, it is imperative that the dose of mercaptopurine be reduced to one third to one quarter of the usual dose.  Failure to observe this dosage reduction will result in a delayed catabolism of mercaptopurine and the strong likelihood of inducing severe toxicity.  There is usually complete cross-resistance between mercaptopurine and thioguanine.  The dosage of mercaptopurine may need to be reduced when this agent is combined with other drugs whose primary or secondary toxicity is myelosuppression.  Enhanced marrow suppression has been noted in some patients also receiving trimethoprim-sulfamethoxazole.  Inhibition of the anticoagulant effect of warfarin, when given with mercaptopurine, has been reported.  As there is in vitro evidence that aminosalicylate derivatives (e.g., olsalazine, mesalazine, or sulphasalazine) inhibit the TPMT enzyme, they should be administered with caution to patients receiving concurrent mercaptopurine therapy. 

Dosage and Administration

The usual initial dosage for pediatric patients and adults is 2.5 mg/kg of body weight per day.  If, after 4 weeks at this dosage, there is no clinical improvement and no definite evidence of leukocyte or platelet depression, the dosage may be increased up to 5 mg/kg daily.

Cost Comparison (at commonly used dosages)

1 Gm in a 1 Gm container is $43.55 AWP

5 Gm in a 5 Gm container is $167.99 or $33.598/Gm AWP

25 Gm in a 25 Gm container is $668.87 or $26.7548/Gm AWP

Conclusion

Medisca is a company that supplies raw pharmaceutical product for compounding purposes.  Recently, Medisca has obtained new GCNs for Mercaptopurine Powder 100% although articles on use of the product in compounding were not found when searching the website of the International Journal of Pharmaceutical Compounding.

Recommendation(s)

It is recommended that Mercaptopurine Powder 100% require prior authorization because there were no articles on use or formulations found when searching the website of the International Journal of Pharmaceutical Compounding.  As per policy, any company wanting their product reviewed for open access must submit the required information.
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