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Child Neurology
Soclety

e Founded 1973
e Located in St. Paul, Minnesota

* Organization representing 1533 child
neurologists in the United States and
Canada primarily



Infantile Spasms

Affects 1 in 2,000 infants
— One new case every 2 months at Johns Hopkins Hospital

Infants present with the abrupt onset of up to hundreds
of stiffening seizures per day

70-80% due to an underlying cause

80% have developmental delay

— Some evidence exists for early intervention (<1 month) being
protective
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« ACTH is “probably” effective
 Vigabatrin is “possibly” effective

 “Insufficient” evidence for any other
treatments
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recruiting Condition:  Infantile Spasms
Intervention:  Drug: Ganaxolone
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Vigabatrin

* A novel anticonvulsant with reported
benefits for infantile spasms

* Widely used outside the United States

* Primary use: infantile spasms



95% CONFIDENCE INTERVALS

Usually not appropriate

Equivocal

Usually appropriate
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95% CONFIDENCE INTERVALS

Usually not appropriate

Equivocal Usually appropriate

vigabatrin
ACTH
prednisone
valproate/divalproex
topiramate
clonazepam
clobazam
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phenobarbital
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levetiracetam
phenytoin
zonisamide
ketogenic diet
oxcarbazepine
carbamazepine
felbamate
methsuximide
gabapentin
vagus nerve stimulation
ethosuximide
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Vigabatrin: 2009

e Child neurologists interested in exploring its
benefits as well as risks

e 809 human research studies in PubMed

— Several studies comparing vs. steroids and reporting
benefits for tuberous sclerosis

— UK study (ICISS) underway — steroids alone vs.
steroids in combination with vigabatrin

— Recent identification of T2-bright MRI abnormalities
— Continued visual field data



Child Neurology Soclety: Position

 The Child Neurology Society strongly supports
exploring new options for infantile spasms

— Vigabatrin may have a role
* A drug of interest for child neurologists in the US

« Appreciative to the FDA for their thorough review
process of the benefits as well as risks of
vigabatrin in this devastating condition
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