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Topamax
(topiramate)

COMMON BRAND NAMES
Topamax Sprinkle

THERAPEUTIC CLASS
Sulfamate-substituted monosaccharide antiepileptic

DEA CLASS
RX

ADULT DOSAGE & INDICATIONS
Epilepsy
Monotherapy: 
Partial Onset/Primary Generalized Tonic-Clonic Seizures:
Week 1: 25mg bid (am and pm)
Week 2: 50mg bid (am and pm)
Week 3: 75mg bid (am and pm)
Week 4: 100mg bid (am and pm)
Week 5: 150mg bid (am and pm)
Week 6 & Onward:  200mg bid (am and pm)

Adjunctive Therapy: 
Partial Onset Seizure/Primary Generalized Tonic-Clonic Seizures/Lennox-Gastaut Syndrome:
≥17 Years:
Initial: 25-50mg/day
Titrate: Increase in increments of 25-50mg/day every week

Partial Onset Seizures: 
Usual: 200-400mg/day in 2 divided doses

Primary Generalized Tonic-Clonic: 
Usual: 400mg/day in 2 divided doses

Migraine
Prophylaxis:
Week 1: 25mg qpm
Week 2: 25mg bid
Week 3: 25mg qam and 50mg qpm
Week 4 & Onward:  50mg bid

PEDIATRIC DOSAGE & INDICATIONS
Epilepsy
Monotherapy:
Partial Onset/Primary Generalized Tonic-Clonic Seizures:

2-<10 Years:
Initial: 25mg qpm for the 1st week
Titrate: May increase to 50mg qd in the 2nd week, then by 25-50mg qd each subsequent week. Titration to the
minimum maint dose should be attempted over 5-7 weeks; additional titration to a higher dose (up to the max
maint dose) can be attempted in weekly increments by 25-50mg qd, up to the max maint dose for each range of
body weight

Up to 11kg:
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Minimum Maint Dose: 150mg/day
Max Maint Dose: 250mg/day
12-22kg:
Minimum Maint Dose: 200mg/day
Max Maint Dose: 300mg/day
23-31kg:
Minimum Maint Dose: 200mg/day
Max Maint Dose: 350mg/day
32-38kg:
Minimum Maint Dose: 250mg/day
Max Maint Dose: 350mg/day
>38kg:
Minimum Maint Dose: 250mg/day
Max Maint Dose: 400mg/day

Administer in 2 equally divided doses; refer to PI for titration instructions

≥10 Years: 
Week 1: 25mg bid (am and pm)
Week 2: 50mg bid (am and pm)
Week 3: 75mg bid (am and pm)
Week 4: 100mg bid (am and pm)
Week 5: 150mg bid (am and pm)
Week 6 & Onward:  200mg bid (am and pm)

Adjunctive Therapy:
Partial Onset Seizure/Primary Generalized Tonic-Clonic Seizures/Lennox-Gastaut Syndrome:
2-16 Years:
Week 1: 1-3mg/kg/day (≤25mg/day) qpm
Titrate: Increase dose at 1- or 2-week intervals by increments of 1-3mg/kg/day (administered in 2 divided
doses)
Usual: 5-9mg/kg/day in 2 divided doses

Migraine
Prophylaxis:
≥12 Years: 
Week 1: 25mg qpm
Week 2: 25mg bid
Week 3: 25mg qam and 50mg qpm
Week 4 & Onward:  50mg bid

DOSING CONSIDERATIONS
Renal Impairment
CrCl <70mL/min: Administer 50% of usual adult dose
Patients Undergoing Hemodialysis: May require a supplemental dose

ADMINISTRATION
Oral route

Take w/o regard to meals

Sprinkle Caps
May be swallowed whole or administered by carefully opening the capsule and sprinkling entire contents on a
small amount (tsp) of soft food; swallow drug/food mixture immediately and do not chew or store mixture for later
use

HOW SUPPLIED
Cap: (Sprinkle) 15mg, 25mg; Tab: 25mg, 50mg, 100mg, 200mg

WARNINGS/PRECAUTIONS
Acute myopia associated with secondary angle-closure glaucoma reported; d/c immediately to reverse
symptoms. Elevated IOP of any etiology may lead to serious adverse events (eg, permanent loss of vision) if left
untreated. Visual field defects (independent of elevated IOP) reported; consider discontinuing therapy if visual
problems occur. Oligohidrosis and hyperthermia reported, mostly in pediatric patients. Hyperchloremic, non-
anion gap, metabolic acidosis reported; d/c or reduce dose if metabolic acidosis develops/persists. If decision is
to continue therapy, consider alkali treatment. Conditions or therapies that predispose to acidosis (eg, renal
disease, severe respiratory disorders, status epilepticus, diarrhea, ketogenic diet, specific drugs) may be
additive to the bicarbonate lowering effects. Increased risk of suicidal thoughts/behavior. Cognitive-related
dysfunction, psychiatric/behavioral disturbances, and somnolence or fatigue reported. May cause cleft lip and/or
palate in infants if used during pregnancy. D/C gradually to minimize the potential for seizure or increased
seizure frequency; appropriate monitoring is recommended when rapid withdrawal is required. Sudden
unexplained deaths in epilepsy reported. Patients with inborn errors of metabolism or reduced hepatic
mitochondrial activity may be at an increased risk for hyperammonemia with or without encephalopathy;
consider hyperammonemic encephalopathy and measure ammonia levels in patients who develop unexplained
lethargy, vomiting, or changes in mental status associated with therapy. Kidney stone formation reported;
hydration is recommended to reduce new stone formation. Paresthesia may occur. Lab abnormalities may
occur. Caution with renal/hepatic impairment and in elderly.

ADVERSE REACTIONS
Anorexia, anxiety, diarrhea, fatigue, fever, infection, weight decrease, cognitive problems, paresthesia,
somnolence, taste perversion, mood problems, nausea, nervousness, confusion.

DRUG INTERACTIONS
Phenytoin or carbamazepine may decrease levels. Increase in systemic exposure of lithium observed following
topiramate doses of ≤600mg/day; monitor lithium levels. May cause CNS depression and



cognitive/neuropsychiatric adverse events with alcohol and other CNS depressants; use with extreme caution.
May decrease contraceptive efficacy and increase breakthrough bleeding with combination oral contraceptives.
Concurrent administration of valproic acid has been associated with hyperammonemia with or without
encephalopathy, and hypothermia. Other carbonic anhydrase inhibitors (eg, zonisamide, acetazolamide,
dichlorphenamide) may increase the severity of metabolic acidosis and may also increase the risk of kidney
stone formation. Caution with agents that predispose patients to heat-related disorders (eg, carbonic anhydrase
inhibitors, anticholinergics).

PREGNANCY AND LACTATION
Category D, caution in nursing.

MECHANISM OF ACTION
Sulfamate-substituted monosaccharide; not established. Suspected to block voltage-dependent Na + channels,
augment activity of the neurotransmitter gamma-aminobutyrate at some subtypes of the GABA-A receptor,
antagonize the AMPA/kainate subtype of the glutamate receptor, and inhibit the carbonic anhydrase enzyme,
particularly isoenzymes II and IV.

PHARMACOKINETICS
Absorption: Rapid. Tmax=2 hrs (400mg). Distribution: Plasma protein binding (15-41%). Metabolism:
Hydroxylation, hydrolysis, glucuronidation. Elimination: Urine (70% unchanged); T1/2=21 hrs.

ASSESSMENT
Assess for renal/hepatic dysfunction, predisposing factors for metabolic acidosis, inborn errors of metabolism,
reduced hepatic mitochondrial activity, pregnancy/nursing status, and possible drug interactions. Obtain baseline
serum bicarbonate and blood ammonia levels.

MONITORING
Monitor for signs/symptoms of acute myopia, secondary angle-closure glaucoma, visual field defects,
oligohidrosis, hyperthermia, cognitive or neuropsychiatric adverse reactions, kidney stones, renal dysfunction,
metabolic acidosis, paresthesia, hyperammonemia, and other adverse reactions. Monitor serum bicarbonate
and blood ammonia levels.

PATIENT COUNSELING
Instruct to seek immediate medical attention if blurred vision, visual disturbances, periorbital pain, changes in
mood/behavior, or suicidal thoughts/behavior occur and to closely monitor for decreased sweating or
high/persistent fever. Warn about risk for metabolic acidosis. Advise to use caution when engaging in activities
where loss of consciousness may result in serious danger. Inform about risk for hyperammonemia with or
without encephalopathy; instruct to contact physician if unexplained lethargy, vomiting, or mental status changes
develop. Instruct to maintain adequate fluid intake to minimize risk of kidney stones. Inform of pregnancy risks.
Encourage to enroll in the North American Antiepileptic Drug Pregnancy Registry if patient becomes pregnant.
Instruct that if a single dose is missed, to take that dose as soon as possible, skip it if cannot be taken at least 6
hrs before the next scheduled dose, and not to double the dose. Advise to contact physician if >1 dose is
missed.

STORAGE
Protect from moisture. (Tab) 15-30°C (59-86°F). (Cap) ≤25°C (77°F).
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