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AGENDA

The committee will discuss, in general, the use of historical-controlled trials for the approval of anticonvulsant
monotherapy for seizures of partial origin for antiepileptic drug products that are already approved for
adjunctive therapy. The committee will also discuss how this may specifically apply to the approval of the
supplemental new drug application (SNDA) 022115/S-006, LAMICTAL XR (lamotrigine extended-release tablets),
sponsored by SmithKline Beecham Corporation d/b/a GlaxoSmithKline, for monotherapy in patients 13 years of
age and older with partial seizures who are receiving therapy with a single antiepileptic drug (AED).
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INDUSTRY PRESENTATION (cont.)
Brief Review of the Historical John Messenheimer, M.D.
Control Studies Epilepsy Consultant

John Messenheimer, PLLC

LAM30055 - Design, Efficacy, John Messenheimer, M.D.
and Safety Results

Comparisons Between LAM30055, John Messenheimer, M.D.
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Summary and Conclusions Thomas Thompson, M.D.
Statistical Considerations Eugene M. Laska, Ph.D.
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