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Bactroban Nasal is indicated for eradication of nasal colonization with

methicillin-resistant S. aureus (MRSA) in adult patients and healthcare
workers as part of a comprehensive infection control program _

) o ) ) ) ) L2 Single-use u_lbe
to reduce the risk of infection among high-risk patients (actual size)
during MRSA outbreaks.

May reduce costs associated with MRSA outbreak control

Excellent safety profile

wsactroban

Please see brief summary of prescribing information on adjacent page.

References: 1. Bactroban® Nasal prescribing information, 1995. 2. Costs based on 1935
Average Wholesale Price of regimens recommended in Special Feature: ASHP therapeutic
guidelines on nonsurgical antimicrobial prophylaxis. Clin Pharm. 1990,9:428.

2% ointment for intranasal use

SrmithKline Beecham
Pharrmaceuticals

BN4497  ©SmithKline Beecham, 1997  Philadelphia, PA
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BACTROBAN® NASAL (mupirocin calci i ), 2%
Brlef summary. For complete prescribing information, see
package insert.
INDICATIONS AND USAGE
Bactroban Nasal is indicated for eradication of nasal coloniza-
tion with methicillin-resistant Staphylococcus aureus in adult
patiants and health care workers as part of a comprghensive
tnfection control program to reduce the risk of infection
among patients at high risk of methicillin-resistant S. aureus
infection during institutional outbreaks of infections with this
pathogen.
NOTE:
(1) There are insufficient data at this time to establish that
this product is safe and effective as part of an intervention
rogram to prevent autoinfection of high-risk patients
rom their own nasal colonization with S. aureus.
There are insufficient data at this time to recommend use
of Bactroban Nasal for general prophylaxis of any infec-
tion in any patient population.
Greater than 90% of subjects/patients in clinical trials had
eradication of nasal colonization 2 to 4 days after therapy
was completed. Approximately 30% recolonization was
reported in one domestic study within 4 weeks after com-
pletion of therapy. These eradication rates were clinically
and statistically superior to those reported in subjects/
patients in the vehicle-treated arms of the adequate and
well-controlled studies. Those treated with vehicle had
eradication rates of 5% to 30% at 2 to 4 days post-thera-
py with 85% to 100% recolonization within 4 weeks.
CONTRAINDICATIONS
Bactroban Nasal is contraindicated in patients with known
hypersensitivity to any of the constituents of the product.
WARNINGS .
AVOID CONTACT WITH THE EYES. Application of Bactroban
Nasal to the eye under testing conditions has caused severe
symFtoms such as burning and tearing. These symptoms
resolved within days to weeks after discontinuation of the
ointment.
In the event of a sensitization or severe local irritation from
Bactroban Nasal, usage should be discontinued.
PRECAUTIONS
General: As with other antibacterial products, prolonged use
may result in overgrowth of nonsusceptible microorganisms,
including fungi. (See DOSAGE AND ADMINISTRATION in
complete prescribing information.)
Information for Patients: Patients should: apply approxi-
mately one-half of the ocintment from the single-use tube
directly into one nostril and the other half into the other nos-
tril; avoid contact of the medication with the eyes; discard the
tube after using; press the sides of the nose together and gent-
ly massage after application to spread the ointment through-
out the inside of the nostrils; and discontinue using Bactroban
Nasal and call a health care practitioner if sensitization or
savers local irritation occurs.
Drug Interactions: The effect of the concurrent application of
intranasal mupirocin calcium and other intranasal products has
not been studied. Do not apply mupirocin calcium ointment,
2% concurrently with any other intranasal products.
Carcl i '] Impairment of Fertility:
Long-term studies in animals to evaluate carcinogenic poten-
tial of mupirocin calcium have not been conducted. Results of
the following studies performed with mupirocin calcium or
mupirocin sodium in vitro and in vivo did not indicate a poten-
tial for mutagenicity: rat pnmarz hepatocyte unscheduled DNA
synthesis, sediment analysis for DNA strand breaks, Salmo-
nella reversion test (Ames), Escherichia coli mutation assay,
metaphase analysis of human lymphocytes, mouse lym-
Bhoma assay, and bone marrow micronuclei assay in mice.
eproduction studies were performed in rats with mupirocin
administered subcutaneously at doses up to 40 times the
human intranasal dose {approximately 20 mg mupirocin per
day) on a mg/m? basis and revealed no evidence of impaired
fertility from mupirocin sodium.
Pregnancy: Teratogenic Effects. Pregnancy Category B.
Reproduction studies have been performed in rats and rabbits
with mupirocin administered subcutaneously at doses up to
65 and 130 times, respectively, the human intranasal dose
{approximately 20 mg mupirocin per day) on a mg/m? basis
and revealed no evidence of harm to the fetus due to mupiro-
cin. There are, however, no adequate and well-controlled stud-
ies in pregnant women. Because animal reproduction studies
are not always predictive of human response, this drug should
be used during pregnancy only if clearly needed.
Nursing Mothers: It is not known whether this drug is excret-
ad in human milk. Because many drugs are excreted in human
milk, exercise caution when Bactroban Nasal is administered
to a nursing woman.
Padiatric Use: Safety in children under the age of 12 years
has not been established. (See CLINICAL PHARMACOLOGY
in complete prescribing information.)
ADVERSE REACTIONS
Clinical Trials: n clinical trials, 210 domestic and 2,130
foreign adult subjects/patients received Bactroban Nasal oint-
ment. Less than 1% of domestic or foreign subjects and
patients in clinical trials were withdrawn due to. adverse
events. In domestic clinical trials, 17% (36/210) of adults treat-
ed with Bactroban Nasal ointment reported adverse events
thought to be at Ieast possibly drug-related. The incidence of
adverse events thought to be at least possibly drug-related
that were reported in at [east 1% of adults enrolled in domes-
tic clinical trials were as follows: headache, 9%; rhinitis, 6%;
respiratory disorder, including upper respiratory tract conges-
tion, 5%; pharyngitis, 4% taste perversion, 3%; burning/sting-
ing, 2%; cough, 2% and pruritus, 1%.
The following events thought possibly drug-related were
reported in less than 1% of adults enrolled in domestic clinical
trials: blepharitis, diarrhea, dry mouth, ear pain, epistaxis, nau-
sea and rash. All adequate and well-controlled clinical trials
have been performed using Bactroban Nasal ointment, 2% in
one arm and the vehicle ointment in the other arm of the
study.
OVERDOSAGE
Foilowing single or repeated intranasal applications of Bactroban
Nasal to adults, no evidence for systemic absorption of
mupirocin was obtained.
gllaazr;ngactured by DPT Laboratories, inc., San Antonio, TX
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HATS OFF TO FIRST CLASS SERVICE

At SLACK Incorporated we believe our subscribers are first
class people. That's why we do everything possible to
publish first class journals. And, that's why we maintain a
TOLL-FREE CUSTOMER SERVICE HOTLINE. For the first
class customer service you deserve, call:

1-800-257-8290

Talk to a SLACK Customer
Service Representative about:

9’ Subscriptions.

Subscribing by phone is quick
and easy: it only takes a minute
and Visa and Mastercard are
accepted.

g Renewals.

Early subscription renewal helps
avoid possible interruptions in
service,

g Change of Address.

Please notify us four weeks in
advance to assure prompt delivery
to your new address.

9' Questions or Problems.
Delivery problems or questions
about your subscriptions can be
handled instantly.

SMCK 6900 Grove Road, Thorofare, NJ 08086

9 out of 10 mice prefer the Consumer
Information Catalog online. Just point and
click your way to www.pueblo.gsa.gov
and you’ll find more than 250 free
publications ready to read or download.

U.S. General Services Administration
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. This bacterium
=== can cost a life.

The only antimicrobial catheter that
can reduce the risk of catheter-related

nosocomial infections.

Central venous catheter-related nosocomial infections

occur at a rate of 3% to 12%,* with a 10-20% fatality rate.'
Fortunately, there is a catheter that can help minimize this
risk and its associated costs in your hospital.

ARROWgard Blue®,
the only antimicrobial
CVC impregnated with
chlothexidine and
silver sulfadiazine, has been

save 1t.,/

-
&

i

shown to reduce the incidence of
catheter-related bloodstream infection
(CRBSI) by as much as 80%.*

Don’t take unnecessary chances.

For more information, call your Arrow
representative or contact us directly

by calling 800 523-8446
or610 378-0131.

. Corona ML et al. Infections related to central venous catheters.
Mayo Clin Proc. 1990;65:979-986.
Elliot TS). Intravascular-device infections. | Med Microbio. 1988;27:161-167.
Maki DG, Stolz SM, Wheeler S, Mermel LA. Prevention of central venous
catheter-related bloodstream infection with an antiseptic-impregnated
catheter: a prospective randomized controlled trial.
An Int Med. August 15, 1997.
Maki DG. Infections due to infusion therapy. In: Bennet |V,
Brachman PS, eds. Hospital Infections.
Boston, Mass: Little, Brown and Co; 992:849-898.

________________ ARROW
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Improving outcomes through catheter technology.

This product is indicated for specific procedures only.
Please contact your Arrow representative for indications,
cautions and contraindications.

2400 Bernville Road, Reading, PA 19605, USA.
Distribution worldwide.
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