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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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but there’s no specific recommen-
dation on how much to increase 
the dose. Coadministration with 
other inducers of CYP3A, such as 
the antitubercular drug rifampin 
and the over-the-counter herb 
St. John’s wort, should be avoided. 
When given at the 12-mg dose, 
perampanel can lower circulating 
levels of oral contraceptives con-
taining levonorgestrel enough to 
make them lose their therapeutic 
effectiveness.

The drug is taken once daily at 
bedtime. The recommended dos-
age (after titration) is 8 to 12 mg. 
A daily dosage of 12 mg greatly in-
creases the risk of adverse effects. 
In clinical trials, serious adverse 
psychiatric and behavioral effects 
occurred in 20% of those receiving 
12 mg, compared with 12% who 
received 8 mg, and 6% who re-
ceived placebo. The recommended 
dosage may vary depending on 
which other antiepileptic medica-
tion is being taken concurrently 
and the patient’s clinical respon-
siveness to the drug. Dosage in-
creases should be made at weekly 
intervals; in older adults and pa-
tients with mild-to-moderate he-
patic impairment, dosage increases 
should be made at two-week inter-
vals. Patients with severe hepatic 
or renal impairment or who are 
on hemodialysis shouldn’t be given 
perampanel.

Nurses should instruct patients 
to read the medication guide that 
accompanies each filled prescrip-
tion for the most current informa-
tion on potential serious adverse 
effects. Patients should be informed 
that perampanel can decrease the 
efficacy of oral contraceptives con-
taining levonorgestrel and that 
they should use another form of 
birth control along with the oral 
contraceptive. Patients should be 
cautioned about the risk of se-
dation and instructed to avoid 
driving and operating complex 
machinery until they know how 
perampanel will affect them. Older 
adults, in particular, should take 

steps to prevent falls. Patients who 
miss a dose of perampanel should 
only take the next prescribed dose 
and not double up on the dose. 
Instruct patients not to suddenly 
stop taking perampanel, which 
could induce more seizures.

To read the FDA news release 
regarding perampanel’s approval, 
go to http://1.usa.gov/Vw0hev.

PROTECTING CONSUMERS FROM FAKE 
ONLINE PHARMACIES

 •  The Food and Drug Administra-
tion has launched a national 
campaign aimed at protecting 
the public from fraudulent Inter-
net pharmacies. Fraudulent com-
panies may appear real but sell 
counterfeit or adulterated drugs, 
resulting in a failure to produce 
therapeutic effect or in adverse 
effects.

The Food and Drug Adminis-
tration (FDA) has launched a 

national campaign to help protect 
the public from fraudulent Inter-
net pharmacies. According to the 
FDA, approximately one in four 
Internet consumers has purchased 
a prescription medicine online. Al-
though there are reputable online 
sources, which are usually con-
nected to actual retail pharmacies, 
there are also fake online phar-
macies. These appear real to con-
sumers but may sell counterfeit or 
adulterated drugs. This could mean 
that the patients don’t achieve the 
therapeutic effect expected from 
the drug or that they experience 
adverse effects or become ill from 
the drug. Fake online pharmacies 
may also be scams to obtain per-
sonal and financial information 
about the consumers using the site. 
Signs that an online pharmacy isn’t 
legitimate include selling prescrip-
tion drugs without a prescription 
from a physician or NP, offering 
deep discounts or cheap prices (if it 
seems too good to be true, it most 
likely is), sending spam or other 
unsolicited e-mails offering cheap 

drugs, being located outside of the 
United States, and not being li-
censed in the United States. 

According to the FDA, the fol-
lowing individuals might be likely 
to buy medication from an online 
pharmacy: those without adequate 
prescription coverage, those with 
lower incomes, those who need 
long-term maintenance medicine, 
those who seek “lifestyle medi-
cines” (drugs that aren’t consid-
ered medically necessary and are 
therefore not covered by insurance 
plans, such as antiobesity or erec-
tile dysfunction agents), those who 
are looking for financial assistance 
with prescriptions for themselves 
or loved ones, and those who are 
accustomed to home delivery of 
medication but have met their in-
surance coverage limits for phar-
maceuticals.

Nurses and other health care 
providers should have discussions 
with patients about where they 
intend to purchase their medica-
tions. Patients who want to use 
online pharmacies should be 
taught how to confirm the legiti-
macy of any online pharmacy 
prior to purchasing medications. 
The FDA has a dedicated Web 
page (http://1.usa.gov/NVbCAC) 
where consumers can find their 
state board of pharmacy’s license 
database. In addition to confirm-
ing that a pharmacy has a state 
license, patients should confirm 
that it requires a valid prescrip-
tion, provides a physical address 
and telephone number in the 
United States, and has a licensed 
pharmacist to answer questions. 

Patient education materials re-
lated to the safe use of online phar-
macies are available on the FDA 
Web site and can be downloaded 
and printed for free by clicking 
on the health care provider link: 
http://1.usa.gov/SjrjOF. ▼
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