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Anecdotes and Controversies on Generic 
Antiepileptic Drugs (AEDs)

“Many physicians and patient groups are insufficiently 
reassured by current definitions of similarity between 
generics and innovator brands.”

“Physician surveys, case reports, and "switchback" 
rates from large-scale generic conversions imply 
that all generic formulations may not be equal to 
the brand drug for all patient groups.” 

“the society opposes formulation substitution of antiepileptic drugs for the 
treatment of epilepsy w ithout physician and patient approval”

www.fda.gov
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www.fda.gov
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“Clearly, this well designed study represents a 
major step forward in addressing the epilepsy 
community’s concerns and provides valuable 
insight regarding AED PK variability.”

“While encouraging, these observations do 
require confirmation in other patient 
populations. This issue of individual outliers 
certainly merits further study.” 

“Final data analysis from the EQUIGEN study 
group (EQUIvalence among GENeric AEDs) is 
near completion and should help further 
clarify this issue.”

www.fda.gov



5

The safety of generic substitution in epilepsy
Emilio Perucca
Lancet Neurology, Feb 2016

“The EQUIGEN trial by Michael 
Privitera and colleagues published in 
The Lancet Neurology provides 
strong evidence that, at least for 
lamotrigine, concerns about generic 
substitution are largely misplaced.”

“Overall, Privitera and colleagues’ 
findings are quite reassuring, and 
organisations with a negative 
attitude to generic antiepileptic 
drug substitution should consider 
reviewing their position.”

www.fda.gov
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Session 3: Generic Substitution Studies in Patients[Recording]

Moderator: Jodi Segal, M.D., M.P.H.
Johns Hopkins University
Bioequivalence in Epilepsy Patients and Assessment of Generic Brittleness
Jim Polli, Ph.D.
University of Maryland School of Pharmacy, Baltimore

Tricia Ting, M.D.
University of Maryland Medical Center, Baltimore
Slides

Pharmacokinetic Studies of Epileptic Drugs in Patients [EQUIGEN], Multiple-dose 
Studies and Single Dose Studies
Timothy  Welty, Pharm.D.
Drake University
Slides

Welcome and Introduction
Robert M. Califf, M.D., MACC
Commissioner
Food and Drug Administration (FDA)

Closing remarks
Caleb Alexander, M.D., M.P.H.
Johns Hopkins University

www.fda.gov

https://collaboration.fda.gov/p40zd0pks4v/?launcher=false&fcsContent=true&pbMode=normal
https://www.jhsph.edu/research/centers-and-institutes/center-of-excellence-in-regulatory-science-and-innovation/news-and-events/slides-generics-workshop/Polli%20Ting_Generic%20Substitutability_Nov%202016.pdf
https://www.jhsph.edu/research/centers-and-institutes/center-of-excellence-in-regulatory-science-and-innovation/news-and-events/slides-generics-workshop/Welty_Generic%20Substitutability_Nov%202016.pdf
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https://www.fda.gov/drugs/science-research-
drugs/impact-story-addressing-concerns-about-
quality-generic-drugs-treating-epilepsy

September 22, 2017

www.fda.gov
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• The AES acknow ledges that drug formulation 
substitution w ith FDA-approved generic products 
usually reduces cost, and does not compromise 
eff icacy.

• The AES supports ongoing research by the FDA to 
study factors (e.g., extended-release products, 
tablet or capsule color and shape, nocebo effect) 
related to the generic substitution of AEDs in adults 
and children.

• When dispensing medications to patients, 
healthcare professionals should ensure that a 
bioequivalent FDA-approved generic product is 
substituted for the brand or another generic AED. 
For example, an immediate-release generic product 
should not be dispensed as a substitute for a 
delayed-release or an extended-release product.

……2007 2016www.fda.gov
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