Amiodarone HCl (Cordarone) Therapy May Necessitate Lower Doses of Certain Statins 
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On April 21, the FDA approved safety labeling revisions for amiodarone HCl (Cordarone tablets; Wyeth Pharmaceuticals, Inc) to advise of recommended dosing adjustments when administering certain 3-hydroxy-3-methyl-glutaryl-CoA (HMG-CoA) reductase inhibitors, also known as "statins."

Statins are linked to an exposure-related risk for myopathy that presents as muscle pain, tenderness, or weakness, with elevated creatine kinase levels greater than 10 times the upper limit of normal. Myopathy may also take the form of rhabdomyolysis with or without acute renal failure secondary to myoglobinuria, with a potential for fatal outcome.

The FDA warns that amiodarone is an inhibitor of the hepatic cytochrome P450 isoenzyme 3A4 (CYP 3A4), and coadministration of HMG-CoA reductase inhibitors that are CYP 3A4 substrates (eg, simvastatin and atorvastatin) may lead to elevated statin plasma levels and related toxicity. Because of the potential for myopathy/rhabdomyolysis, lower starting and maintenance doses for these agents should be considered.

Amiodarone is a class 3 antiarrhythmic agent indicated for the treatment of recurrent ventricular fibrillation or hemodynamically unstable ventricular tachycardia that has not responded to adequate doses of other available antiarrhythmics or when alternative agents are not tolerated.

HMG-CoA reductase inhibitors are indicated for the treatment of dyslipidemias in patients with or at risk for cardiovascular disease.
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