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MEMORANDUM OF SUPPORT

A6574 (Aubry) / S2590 (Hannon)
For the more than three million Americans living with epilepsy, medication is the most common and cost-effective treatment for controlling or reducing seizures.  Generic substitutions are available for a number of widely used antiepileptic drugs and can offer substantial cost savings.  However, there can be significant differences between brand name and generic antiepileptic medications, and between various generic equivalents.  Studies have documented that the FDA’s allowable variation for generic versions of drugs may be too broad for antiepileptic medication.  Of particular concern is the different rate and extent of absorption (bioavailability) between different generic versions of branded products.  
The FDA’s standard for bioequivalence of generics to brand name allows a range of 80 to 125 percent of the mean level of therapeutic product.  For antiepileptic drugs and other drugs with a narrow therapeutic index, small variations in concentrations between name brands and their generic or between different generic equivalents can cause breakthrough seizures or toxic effects.  Switching from one generic to another generic could potentially result in a 45 percent difference in mean level of therapeutic product, dramatically increasing the risk for breakthrough seizures or potentially life threatening toxicity.  The problem can be more acute for the many patients on multiple antiepileptic drugs, where drug interactions and changes in serum concentration of one drug may lead to changes in serum concentrations of other medications.
Epilepsy is unique in light of the grave consequences of therapy failure. Seizures can result in harm to the individual and others, including significant injury or death.  Breakthrough seizures result in dramatic increases in cost due to ambulances, emergency room visits, and doctor visits, all of which far outweigh the monthly cost of keeping the individual on their prescribed medication.  Because the FDA policy is global and does not address the unique issues associated with narrow therapeutic index drugs, New York State must act to protect those with epilepsy from potential harm.
It is therefore critically important that individuals with epilepsy have access to all the available antiepileptic medications through prescription drug formulations, including both established and new formulations of brand and generic products.  In addition, any change from one formulation to another exposes patients to significant risk unless physicians and patients properly maintain the right to determine and monitor their course of medication therapy.  Current “Dispense As Written” legislation only prevents switching from brand name to generic and not from generic to generic where the greatest potential for variance exists.

In this time of escalating costs, healthcare systems are encouraging the substitution of generic medicines whenever they are available and, due to supply shortfalls or financial pressures, pharmacies may switch to different manufactures of generic antiepileptic products more frequently than they have in the past.  A6574/S2590 does not prohibit substitution, nor does it promote name brand medications over generic ones.  It simply prevents switching among various formulations of the same epilepsy medication without both physician and patient informed consent.  In doing so, the patient can be monitored by their physician, protecting the health and safety of the individual and the public.  That is why the general concept behind this legislation is supported by such national organizations as the American Epilepsy Society, the American Academy of Neurology and the National Hispanic Caucus of State Legislators.  
For the reasons cited above, the Epilepsy Foundation of Northeastern New York strongly supports A6574/S2590.
Please contact Julie Eisele at (518) 456-7501 for additional information.
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