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OVERVIEW

Introduction

Miglitol is an alpha-glucosidase inhibitor which decreases intestinal absorption of carbohydrates and is used as
an adjunctive therapy in the management of type 2 diabetes. Miglitol has not been linked to instances of
clinically apparent acute liver injury.

Background

Miglitol is an inhibitor of intestinal alpha-glucosidase which results in a decrease or delay in intestinal
absorption of starch, disaccharides and dextrin. The inhibition of glucosidase activity in the intestinal brush
border blocks the breakdown of starch and disaccharides to absorbable monosaccharides, leading to
carbohydrate malabsorption and blunting of the postprandial rise in blood glucose. Miglitol was approved for
use in the United States in 1996 and was the second a-glucosidase inhibitor (after acarbose) introduced into
clinical practice. The current indications are for management of glycemic control in type 2 diabetes used with
diet and exercise alone or in combination with other oral hypoglycemic agents or insulin. Miglitol is available
generically and under the brand name Glyset in tablets of 25, 50 and 100 mg. The typical initial dose in adults is
25 mg with each meal (with the first bite) followed by a gradual increase to a maximum of 100 mg three times
daily. Miglitol causes malabsorption and gastrointestinal side effects are most common and flatulence, diarrhea,
abdominal boating and rash. Severe adverse events are rare. Hypoglycemia may occur with combinations of
miglitol with other oral hypoglycemic agents.

Hepatotoxicity

In several large clinical trials, serum aminotransferase elevations were no more common with miglitol than with
placebo, and all elevations that occurred were asymptomatic and resolved rapidly with stopping therapy. Neither
during these studies nor since approval and wide clinical use have reports of clinically apparent liver injury due
to miglitol been published. Thus, liver injury from miglitol must be very rare if it occurs at all. There also have
been no reports of patients who developed liver injury while on acarbose being switched to miglitol.

Likelihood score: E (unlikely cause of clinically apparent liver injury).

Mechanism of Injury

The reason why miglitol rarely causes liver injury is not known, but is likely related to its rapid renal clearance
and absence of hepatic metabolism. While similar to acarbose (which does cause liver injury) in its mechanism
of action, miglitol is a structurally distinct synthetic pseudopolysaccharide.
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Drug Class: Antidiabetic Agents

Other Drugs in the Subclass Alpha Glucosidase Inhibitors: Acarbose

PRODUCT INFORMATION
REPRESENTATIVE TRADE NAMES
Miglitol - Generic, Glyset®

DRUG CLASS

Antidiabetic Agents

COMPLETE LABELING

Product labeling at DailyMed, National Library of Medicine, NIH

CHEMICAL FORMULA AND STRUCTURE

DRUG CASREGISTRY NUMBER MOLECULAR FORMULA STRUCTURE
Miglitol 72432-03-2 C8-H17-N-O5
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