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Labeling on the packages of over-the-counter (OTC) drugs contains very important information to help consumers select
and use them safely and effectively. In the present study, we investigated the differences in drug information and risk man-
agement given for OTC nasal decongestants and sprays between the United States and Japan. The American products had
the new standardized Drug Facts label demanded by the Food and Drug Administration, but there was still no standardized
label in Japan. The Drug Facts list the active ingredients, uses, warnings, inactive ingredients, purpose, and directions. They
use plain language so that consumers may easily understand the benefits and risks. There were “Specific Warnings” consist-
ing of one telling people under what circumstances they should consult a doctor or pharmacist, a pregnancy/nursing warn-
ing, and those concerning accidental overdose and side effects. For the Japanese labeling, “Precaution” was used instead of
“Warning”, and there were no specific precautions. While age limits were given on all of the American labeling to prevent
overdosing in infants, some of the Japanese labels did not provide such information.

In addition, the American labeling included emergency contact numbers that consumers could phone in case of accidents.
There were 65 poison control centers, which could be called 24 hours a day toll-free. In contrast, numbers were only given
for 2 such centers in Japan, and they were not toll-free, deterring wide use due to the cost involved.

We found many differences in the labeling of OTC nasal decongestants and sprays between the U.S. and Japan, which
would depend on consumers’ rights and product liability. The results of this study suggest that OTC drug labeling in Japan
must be improved and a standardized format established for this purpose.
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(a)SHFERE

IMPORTANT. RETAIN CARTON FOR FUTURE REFERENCE

ON FULL LABELING AND WARNINGS.

Drug Facts

Active ingredient Purpose

Oxymetazoline HCI, 0.05% ......cc.coccceenn. Nasal
decongestant

Uses

m for the temporary relief of nasal congestion
due to the common cold, hay fever, or other
upper respiratory allergies, or associated with
sinusitis

m reduces swelling of nasal passages; shrinks
swollen membranes

m temporarily restores freer breathing through
the nose

Warnings

Do not use this product for more than 3 days

Ask a doctor before use if you have

® heart disease  m high blood pressure

m thyroid disease m diabetes

u difficulty in urination due to enlargement ot
the prostate gland

Ask a doctor before use in a child who has
m heart disease  m high blood pressure
m thyroid disease ® diabetes

When using this product

m use only as directed

® do not exceed recommended dosage

m this product may cause temporary
discomfort such as burning, stinging,
sneezing, or an increase in nasal discharge

m the use of this container by more than
one person may spread infection

| frequent or prolonged use may cause
nasat congestion to recur or worsen.
If symptoms persist, consult a doctor.

If pregnant or breast-feeding, ask a health

professional before use.

Keep out of reach of children. If swallowed,

8et medical help or contact a Poison Control
enter right away.

(b) SHFEMRIE

Drug Facts

(Continued)

Directions

adults and children 6 to

under 12 years of age

(with adult supervision):

m 2 or 3 sprays in each
nostrit not more often
than every 10 to 12 hours

m do not exceed 2 doses in
any 24-hour period

m children under 6 years of
age: consult a doctor

® {0 spray, squeeze bottle

quickly and firmly

m do not tilt head backward
while spraying

W wipe nozzle clean after

use

Other information
Store between 2° and
30°C {36° and 86°F).

Lot No. & Exp. Date: See
label, bottom of container
or box.

Inactive
mgrecylents
benzalkonium chloride,
edetate disodium,
polyethylene glycol 1450,
povidone, propylene
glycol, sodium phosphate
dibasic, sodium phosphat
monobasic, water el

TAMPER EVIDENT. DO NOT USE I
SEAL OVER BOTTLE CAP
IMPRINTED WITH A DISTINGTIVE
L0GO: FA A s CuT, TORN.
MISSING OR BROKEN. TAMPERING
MAY HAVE OCCURRED.
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EMERGENCY

SALT LAKE CITY
AND VICINITY

Unher emergancy muambers &an be found in your town's 'White Pages under
Aibulance, Fre, Polie, Sherifl. Or. see *Arbulance’ ir te Yodlow Pages.

% Highway Patrol

YA Ambulance/ Utah un
Salt Lake City 4 Rescue 9 Control Center
581-2151
Saft Lake Connty 1800 4567707
Davis County

Non-emergency numbers are listed
in the White and/or Blue Pages

Warning: it Is unlawful under penalty of fine or

amprisonment for any person willfully to retuse to

immediately yield or surrender the use of a party line or a3 Other emergency numbers:

public telephone 10 another person for the purpose of

permitting such other person to report a fire of UMM Ses “Community Service™ sectian for other emergency numbers
police or medical aid. Likewise, it is unlawtui for any
person 1o ask for, or request the use of. a party line on
the pretext that an emergency exists. 4816 © U S WEST Direct 1985
Published by U S WEST Direct,

198 invarness Drive West, Englewood, CO
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