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DRUG Watch

PREVENTING INJURIES FROM OTC 
EYEDROPS AND NASAL SPRAYS

 •  Young children can be injured if 
they ingest over-the-counter eye-
drops or nasal sprays. The Food 
and Drug Administration has re-
ceived 96 reports of such acci-
dental ingestions, many requiring 
hospitalization.

The Food and Drug Adminis-
tration (FDA) is encouraging 

health care providers to educate 
parents and caregivers of small 
children concerning the safe use 
and storage of over-the-counter 
eyedrops and nasal sprays. From 
1985 through October 2012, the 
FDA received 96 case reports of 
accidental ingestion of eyedrops 
and nasal sprays containing tetra-
hydrozoline, such as Visine Origi-
nal or Visine A.C.; naphazoline, 
such as Visine-A or All Clear Oph-
thalmic Solution; or oxymetazo-
line, such as Afrin Original Nasal 
Spray, Dristan 12-Hr Nasal Spray, 
or Visine L.R. (For the FDA Drug 
Safety Communication regard-
ing this risk and a listing of prod-
ucts containing these drugs, go to 
http://1.usa.gov/RlFKUE.) These 
drug products achieve their thera-
peutic effects through vasocon-
striction. 

The children involved in these 
96 case reports were five years of 
age or younger. Fifty-three children 
required hospitalization. Symp-
toms included nausea, vomiting, 
lethargy, tachycardia, decreased 
respiration, bradycardia, hypo-
tension, hypertension, sedation, 
somnolence, mydriasis, stupor, hy-
pothermia, drooling, and coma. 
No deaths have been reported. 
The children were found either 
chewing or sucking on a bottle, 
next to an empty bottle, or play-
ing with a bottle. The FDA warns 
that ingesting as little as 1 mL 
of liquid can produce serious ad-
verse effects in children. Height-
ening the risk to children is the 
fact that these products aren’t 

 required to be in child-resistant 
packaging.

Nurses working with pediatric 
populations should be sure to pro-
vide appropriate education regard-
ing this risk. Instruct parents and 
caregivers to keep these products 
out of the reach of children and 
not to leave them around the 
house or where children can gain 
access to them. Provide parents 
and caregivers with the toll-free 
Poison Help Line ([800] 222-
1222), and instruct them to seek 
immediate emergency medical care 
if their child accidentally swallows 
these eyedrops or a nasal deconges-
tant spray. 

NEW ANTISEIZURE MEDICATION 
 APPROVED

 •  Perampanel (Fycompa) has been 
approved to treat partial-onset 
seizures (with or without gener-
alized seizures) when other anti-
epileptic therapy hasn’t been 
sufficient.

 •  Perampanel, which is used in ad-
dition to other antiepileptic med-
ications, can induce serious or 
even life-threatening psychiatric 
or behavioral changes. These ad-
verse effects are more likely to oc-
cur during dosage escalation or 
when larger doses are prescribed. 

Perampanel (Fycompa) is a 
newly approved medication 

used to help control partial-onset 
seizures (with or without general-
ized seizures) when multiple drug 
therapy hasn’t been successful. 
The drug should be added to ex-
isting therapy. Perampanel blocks 
specific glutamate receptors (glu-
tamate is a neurotransmitter that 
stimulates the nervous system). It 
is the first antiepileptic drug that 
works solely in this manner, al-
though precisely how it controls 
seizures isn’t clearly understood. 
Clinical trials of perampanel, 
which is now approved for use in 
patients 12 years of age or older, 
showed a statistically significant 
reduction in seizures. 

The most common adverse 
 effects of the drug are dizziness, 
somnolence, fatigue, irritability, 
falls, nausea, weight gain, vertigo, 
ataxia, gait disturbance, and bal-
ance problems. Perampanel carries 
several serious warnings, includ-
ing a boxed warning regarding 
the possibility of serious or life-
threatening psychiatric and behav-
ioral reactions such as aggression, 
hostility, irritability, anger, and 
homicidal ideation and threats. 
Patients are especially vulnerable 
during dosage escalation or when 
high doses of the drug are used. 
Common adverse neurologic ef-
fects, such as dizziness, gait distur-
bance, somnolence, and fatigue, 
may pose problems when the pa-
tient is driving or operating ma-
chinery and increase the likelihood 
of falls or injuries. Like all antiep-
ileptic drugs, perampanel carries 
a warning that it may induce sui-
cidal thoughts or behavior. There 
were four suicides in the active-
treatment arms of the clinical trials 
studying perampanel and none in 
the placebo arms, but that number 
was too small for the Food and 
Drug Administration (FDA) to 
draw conclusions about the drug’s 
effect on suicide. Perampanel has a 
very long half-life (105 hours), and 
the risk of adverse effects or drug 
interactions therefore persists for a 
while after discontinuation of the 
drug.

Perampanel is extensively 
 metabolized through two isoen-
zymes in the cytochrome P-450 
(CYP) enzyme system: CYP3A4 
or CYP3A5. It can also weakly 
inhibit or induce other CYP iso-
enzymes. Several drug interac-
tions related to the isoenzymes 
involved in the metabolism of 
perampanel are possible. Drugs 
that induce CYP3A, including 
other antiepileptic drugs such as 
carbamazepine, phenytoin, and 
oxcarbazepine, can decrease the 
circulating levels of perampanel 
by 50% to 67%. Higher doses 
of perampanel may be required, 
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