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You are cordially invited to attend a Speaker Program:
Clinical Updates on FYCOMPA® and an overview of BANZEL®

Please see additional Selected Safety Information  
and Compliance Guidelines on the following page.  
Please see accompanying full US Prescribing Information  
for FYCOMPA and BANZEL.

BANZEL Indication:
BANZEL is indicated for adjunctive treatment of seizures  
associated with Lennox-Gastaut syndrome (LGS) in pediatric  
patients 1 year of age and older, and in adults.

Selected Safety Infomation for BANZEL

Contraindication:
BANZEL is contraindicated in patients with Familial Short  
QT syndrome.

FYCOMPA Indication:
FYCOMPA is indicated in patients with epilepsy 12 years of  
age and older for the treatment of partial-onset seizures (POS)  
with or without secondarily generalized seizures and adjunctive 
therapy in the treatment of primary generalized tonic-clonic  
(PGTC) seizures.

Selected Safety Information for FYCOMPA 
 
WARNING: SERIOUS PSYCHIATRIC AND BEHAVIORAL REACTIONS
•  Serious or life-threatening psychiatric and behavioral adverse  

reactions including aggression, hostility, irritability, anger, and 
homicidal ideation and threats have been reported in patients 
taking FYCOMPA

•  These reactions occurred in patients with and without prior  
psychiatric history, prior aggressive behavior, or concomitant use  
of medications associated with hostility and aggression

•  Advise patients and caregivers to contact a healthcare provider 
immediately if any of these reactions or changes in mood, behavior, 
or personality that are not typical for the patient are observed while 
taking FYCOMPA or after discontinuing FYCOMPA

•  Closely monitor patients particularly during the titration period and  
at higher doses

•  FYCOMPA should be reduced if these symptoms occur and should be 
discontinued immediately if symptoms are severe or are worsening

FYCOMPA is approved for use as monotherapy
in partial-onset seizures

http://rsvp.esi-speakerprograms.com/
https://www.fycompa.com/sites/all/themes/fycompa/pdf/Fycompa_Prescribing_Information.pdf
https://www.banzel.com/areas/banzel/pdfs/BanzelPI.pdf


Selected Safety Information for BANZEL® (rufinamide)
Warnings and Precautions:
•  Suicidal behavior and ideation: AEDs increase the risk of suicidal thoughts or behavior in 

patients. Patients, their caregivers, and families should be informed of the risk and advised to 
monitor and report any emergence or worsening of depression, suicidal thoughts or behavior, or 
any unusual changes in mood or behavior, or thoughts of self-harm. If these symptoms occur, 
consider if it may be related to the AED or illness because epilepsy itself can increase these risks.

•  Central nervous system reactions: Use of BANZEL has been associated with central nervous 
system -related adverse reactions, such as somnolence or fatigue, coordination abnormalities, 
dizziness, gait disturbances, and ataxia.

•  QT shortening: Formal cardiac ECG studies demonstrated shortening of the QT interval (mean  
= 20 msec, for doses ≥ 2400 mg twice daily) with BANZEL. Caution should be used when 
administering BANZEL with other drugs that shorten the QT interval.

•  Drug Reaction with Eosinophilia and Systemic Symptoms (DRESS): Multi-organ 
hypersensitivity syndrome, also known as DRESS, has been reported in association with BANZEL 
therapy. In clinical trials, hypersensitivity reactions occurred in children less than 12 years of age 
and within 4 weeks of starting BANZEL therapy. In addition, rare cases of DRESS and Stevens-
Johnson syndrome have been reported in association with rufinamide therapy post marketing. If 
any of these reactions are suspected, BANZEL should be discontinued and alternative treatment 
started. All patients who develop a rash while taking BANZEL must be closely supervised.

•  Withdrawal of AEDs: As with all AEDs, BANZEL should be gradually withdrawn to minimize the 
risk of increased seizure frequency.

Adverse reactions:
•   In the pooled, double-blind, adjunctive therapy studies in adults and pediatric patients ages 3 

and older, the most commonly observed (≥10%) adverse reactions with BANZEL vs placebo, 
respectively, were headache (25% vs 20%), dizziness (17% vs 10%), fatigue (15% vs 9%), 
somnolence (12% vs 9%), and nausea (11% vs 7%).

•  In a multicenter, parallel group, open-label study in pediatric patients (1 year to less than 4 years 
of age) the most commonly observed (≥10%) adverse reactions and with a higher frequency with 
BANZEL vs any other AED, respectively, were vomiting (24% vs 9%), somnolence (16% vs 0%),  
a higher frequency with BANZEL vs any other AED, respectively, were vomiting (24% vs 9%), 
somnolence (16% vs 0%), constipation (12% vs 9%), cough (12% vs 9%), bronchitis (12% vs 
0%), rash (12% vs 9%), and decreased appetite (12% vs 9%).

Please see accompanying full Prescribing Information for 
FYCOMPA and BANZEL. 

© 2018 Eisai Inc. All rights reserved. 
FYCO-US2009 February 2018

FYCOMPA® is a registered trademark of Eisai R&D Management Co., Ltd 
and is licensed to Eisai Inc., Woodcliff Lake, NJ 07677

BANZEL® is distributed by Eisai Inc., 
Woodcliff Lake, NJ 07677

Speaker Program Guidelines
Vermont law prohibits, Minnesota law restricts, and Department of Veterans Affairs and Department of  
Defense policy prohibits Eisai from offering meals at speaker events to certain health care professionals.  
If you are licensed in either of those states, or employed by either agency, Eisai regrets that due to 
these restrictions, we will not be able to offer a meal in conjunction with this event.  

The state of New Jersey limits the value of meals that NJ licensed prescribers may accept to $15.    

Eisai is required by Massachusetts, Vermont, Washington, DC, and the Federal Physician Payment 
Sunshine Act, and European Federation of Pharmaceutical Industries and Associations (EFPIA)  
codes to disclose certain value transfers, eg, meals, provided to certain health care professionals. 
If you have questions regarding how Eisai tracks and reports this information, please contact  
Eisai at 1-855-643-4328.

This invitation is intended for the recipient only. Spouses or other guests are not permitted to attend 
Speaker Programs.

This promotional event is sponsored by Eisai, and the speaker is a paid consultant presenting on 
behalf of Eisai. Eisai complies with all relevant laws, regulations, and codes of conduct.

Selected Safety Information for FYCOMPA® (perampanel) CIII
Serious Psychiatric and Behavioral Reactions
In the partial-onset seizures clinical trials, hostility- and aggression-related adverse reactions  occurred 
in 12% and 20% of patients randomized to receive FYCOMPA at doses of 8 mg and 12 mg per day,  
respectively, compared to 6% of patients in the placebo group. These effects were dose-related and  
generally appeared within the first 6 weeks of treatment, although new events continued to be observed  
through more than 37 weeks. These effects in FYCOMPA-treated patients led to dose reduction, interruption,  
and discontinuation more frequently than placebo-treated patients. The combination of alcohol and  
FYCOMPA significantly worsened mood and increased anger. Homicidal ideation and/or threat have 
also been reported postmarketing in patients treated with FYCOMPA. Patients taking FYCOMPA should 
avoid the use of alcohol. Patients, their caregivers, and families should be informed that FYCOMPA may  
increase the risk of psychiatric events. Patients should be monitored during treatment and for at least one 
month after the last dose of FYCOMPA, and especially when taking higher doses and during the initial few 
weeks of drug therapy (titration period) or at other times of dose increases. Similar serious psychiatric  
and behavioral events were observed in the primary generalized tonic-clonic (PGTC) seizure clinical trial.

Suicidal Behavior and Ideation
Antiepileptic drugs (AEDs), including FYCOMPA, increase the risk of suicidal thoughts or behavior in  
patients. Anyone considering prescribing FYCOMPA or any other AED must balance the risk of suicidal 
thoughts or behavior with the risk of untreated illness. Epilepsy and many other illnesses for which 
AEDs are prescribed are themselves associated with morbidity and mortality and an increased risk of 
suicidal thoughts and behavior. Patients, their caregivers, and families should be informed of the risk and 
advised to monitor and immediately report the emergence or worsening of depression, suicidal thoughts 
or behavior, thoughts about self-harm and/or any unusual changes in mood or behavior. Should suicidal 
thoughts and behavior emerge during treatment, consider whether the emergence of these symptoms 
in any given patient may be related to the illness being treated.

Dizziness and Gait Disturbance
FYCOMPA caused dose-related increases in events related to dizziness and disturbance in gait or  
coordination. Dizziness and vertigo were reported in 35% and 47% of patients in the partial-onset seizure 
trials randomized to receive FYCOMPA at doses of 8 mg and 12 mg per day, respectively, compared to 10% 
of placebo-treated patients. Gait disturbance related events were reported in 12% and 16% of patients  
in the partial-onset seizure clinical trials randomized to receive FYCOMPA at doses of 8 mg and 12 mg per 
day, respectively, compared to 2% of placebo-treated patients. These adverse reactions occurred mostly 
during the titration phase. These adverse reactions were also observed in the PGTC seizure clinical trial.

Somnolence and Fatigue
FYCOMPA caused dose-dependent increases in somnolence and fatigue-related events. Somnolence 
was reported in 16% and 18% of patients in the partial-onset seizure trials randomized to receive 
FYCOMPA at doses of 8 mg and 12 mg per day, respectively, compared to 7% of placebo patients. 
Fatigue-related events were reported in 12% and 15% of patients in the partial-onset seizure trials 
randomized to receive FYCOMPA at doses of 8 mg and 12 mg per day, respectively, compared to 
5% of placebo patients. These adverse reactions occurred mostly during the titration phase. These  
adverse reactions were also observed in the PGTC seizure clinical trial. Patients should be advised 
against engaging in hazardous activities requiring mental alertness, such as operating motor vehicles  
or dangerous machinery, until the effect of FYCOMPA is known.

Falls
Falls were reported in 5% and 10% of patients in the partial-onset seizure clinical trials randomized to receive 
FYCOMPA at doses of 8 mg and 12 mg per day, respectively, compared to 3% of placebo-treated patients.  
Drug Reaction with Eosinophilia and Systemic Symptoms (DRESS)
DRESS, also known as multiorgan hypersensitivity, has been reported in patients taking AEDs,  
including FYCOMPA. These events may be fatal or life-threatening. DRESS typically, although not  
exclusively, presents with fever, rash, lymphadenopathy, and/or facial swelling, in association with other  
organ system involvement.  If signs or symptoms are present, immediately evaluate the patient and  
discontinue FYCOMPA if an alternative etiology for signs or symptoms cannot be established. 

Withdrawal of AEDs
A gradual withdrawal is generally recommended with AEDs to minimize the potential of increased seizure 
frequency, but if withdrawal is a response to adverse events, prompt withdrawal can be considered.

Most Common Adverse Reactions
The most common adverse reactions in patients receiving FYCOMPA (≥5% and ≥1% higher than  
placebo) include dizziness, somnolence, fatigue, irritability, falls, nausea, weight gain, vertigo, ataxia,  
headache, vomiting, contusion, abdominal pain, and anxiety.

Drug Interactions
FYCOMPA may decrease the efficacy of contraceptives containing levonorgestrel. Plasma levels of  
FYCOMPA were decreased when administered with moderate and strong CYP3A4 inducers, including,  
carbamazepine, phenytoin, or oxcarbazepine. Multiple dosing of FYCOMPA 12 mg per day enhanced the 
effects of alcohol on vigilance and alertness, and increased levels of anger, confusion, and depression.  
These effects may also be seen when FYCOMPA is used in combination with other CNS depressants.

Pregnancy and Lactation
Physicians are advised to recommend that pregnant patients taking FYCOMPA enroll in the North  
American Antiepileptic Drug (NAAED) Pregnancy Registry. Caution should be exercised when FYCOMPA   
is administered to pregnant or nursing women as there are no adequate data on the developmental  
risk associated with use in pregnant women, and no data on the presence of perampanel in human  
milk, the effects on the breastfed child, or the effects of the drug on milk production.

Hepatic and Renal Impairement
Use in patients with severe hepatic or severe renal impairment is not recommended. Dosage  
adjustments are recommended in patients with mild or moderate hepatic impairment. Use with  
caution in patients with moderate renal impairment.

Drug Abuse and Dependence
FYCOMPA is a Schedule III controlled substance and has the potential to be abused and lead  
to drug dependence.

https://www.fycompa.com/sites/all/themes/fycompa/pdf/Fycompa_Prescribing_Information.pdf
https://www.banzel.com/areas/banzel/pdfs/BanzelPI.pdf

