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Now approved in patients as young as 6 ears.I..0

z Proven safe and effective at a new lower dose. ..a
Xopenexg 0.31mg
0- From one of the largest, well-controlled,

pediatric trials conducted with a P-agonist'
0- Now available in two doses, 0.31 mg

and 0.63 mg, for children
ages 6-1 1 years

z Devoid of the unnecessary
/eftisomer, (S)-albuterol

In patients aged 6 to I11 years, the adverse events occurring in 202% of patients and more frequently than with patients receiving placebo, were (0.31 mg Xopenex; 0.63 mg Xopenex; and placebo, respectively): headache (7.6%; I11.9%; 8.5%/),
pharyngitis (3%; 10.4%; 6.80%), rhinitis (6.1%; 10.4%; 1.70%), asthma (9.1%; 9%; 5.1%/), fever (9.1%; 3%; 5.1%/), viral infection (7.6%; 9%; 5.1%/), rash (NA*; 7.5%; NA*) accidental injury (6.1%; 4.5%; 3.40%), diarrhea (1.5%; 6%; NA*),
pain (3%; 1.5%; 3.40%), asthenia (3%; 3%; NA*), lymphadenopathy (3%; NA*; NA*), and urticaria (NA*; 3%; NA*).
In patients aged 12 years and older, the adverse events occurring in 202% of patients and more frequently than with patients receiving placebo, were (0.63 mg Xopenex; 1 .25 mg Xopenex; and placebo, respectively): viral infection (6,90%; 12.3%;
9.30%), rhinitis (11 .1%O/; 2.7%; 2.70%), nervousness (2.8%; 9.6%; NA*) tremor (NA*; 6.8%; NA*), sinusitis (4.2%; 1.4%; 2.70%), flu syndrome (4.2%; 1.4%; NA*), increased cough (I1.4%; 4.1%O/; 2.70/), tachycardia (2.8%; 2.7%; NA*), pain (2.8%;
1.4%; 1.30%), turbinate edema (2.8%; 1.4%; NA*) dizziness (1.4%; 2.7%; 1.30%), dyspepsia (1.40%; 2.70%; 1.30%), leg cramps (NA*; 2.7%; 1.30%), accidental injury (NA*; 2.7%; NA*), anxiety (NA*; 2.7%; NA*), and migraine (NA*; 2.7%; NA*).
*Less than 2% repor-ted.
Xopenex is contraindicated in patients with a history of hypersensitivity to levalbuterol HCI or racemic albuterol.
See next page for brief summary of Xopenex prescribing information and safety information concerning ,B-agonists.
Reference: 1. Milgrom H, Skoner DP, Bensch G, et al. Low-dose levalbuterol in children with asthma: safety and efficacy in comparison with placebo and racemic albuterol. JAllergyClinlImmunol. 2001;108:938-945. SRXP169 07102

,, !0 val uterol H( /}

Inhalation Solution, a3 1mg, O.63mgand 1.25mg*

*Potency expressed as levalbuterol.
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In the treatment of the nasal symptoms of allergic rhinitis with nasal inhaled steroids

Aqueous

(mometasone furoate monohydrate
Nasal spray, 50 mcg*

*calculated on the anhydrous basis

* The only nasal steroid indicated in
patients as young as 3 years of age

* Studied in geriatrics up to age 85

* Proven efficacy and safety profile
for all ages in between

Copyright 0 2002, Schering Corporation,
Kenilworth, NJ 07033. All nghts reserved.
Printed in U.S.A. NX1309 7/02

For more information, please see your
Schering representative.

Please see accompanying brief summary
of Prescribing Information on adjacent page.

ONE~~POERU CHOICE
COER THE ALL

A POWERFUL CHOICE
FOR ALL AGES

WARNING: The replacement of a systemic corticosterold with a topical
corticosterold can be accompanied by signs of adrenal insufficiency.
In clinical trials, using the recommended dose, the overall incidence of adverse events was comparable
to vehicle placebo. The most commonly reported adverse events, not necessarily drug related, were,
for NASONEX7 and vehicle placebo, respectively: headache (17-26% VS 18-22%), viral infection (8-14%
VS 9-11%), pharyngitis (10-12% vs 10%), epistaxis/blood-tinged mucus (8-11% VS 6-9%), and coughing
(7-13% VS 6-15%).
Note: Controlled clinical studies have shown intranasal corticosteroids may cause a reduction in growth
velocity in pediatric patients. The growth of pediatric patients receiving intranasal corticosteroids, includ-
ing NASONE)( Nasal Spray, 50 mcg, should be monitored routinely (eg, via stadiometry). The potential
of NASONEXC to cause growth suppression in susceptible patients or when given at higher doses cannot
be ruled out.

WWW.NASONEX.COM



Seven hundred and twenty (720) patients 3 to 11 years of age were treated
with mometasone furoate nasal spray, 50 mcg (100 mcg total daily dose) in
controlled clinical tnials. Safety and effectiveness in children less than 3 years
of age have not been established,
A clinica study has been conducted for 1 year in pediatric patients (ages

3 to 9 years) to assess the effect of NASONE)( Nasal Spray, 50 mncg (100 mcg
total daily dose) on growth velocity. No statistically significant effect on growth
velocity was observed for NASONEX Nasal Spray, 50 mnog compared to place-
bo. No evidence of clinically relevat HPA axis suppression was observed fol-
lowing a 30 minute Cosyntropin infusion.
The potential of NASONIDX Nasal Spray, 50 mcg to cause growth suppres-

sion in susceptible patients or when given at higlher doses cannot be ruled out.
GedWbc Use: A total of 203 patients above 64 years of age (age range

64 to 85 years) have been treated with NASONEX Nasal Spray, 50 mcg for up
to 3 months. The adverse reactions reported in this popubton were similar in
type and incidence to those reported by younger patients.
ADVERSE REACTIONS In controllbd US and International clinical studies, a
total of 3210 aduft and adolescent patients ages 12 years and older received
treatment with NASONEX Nasal Spray, 50 mcg at doses of 50 to 800 mcgtday.
The majority of patients (n = 2103) were treated with 200 mcg/day. In con-
trolled US and Internafional studies, a total of 990 pediatric patients (ages 3 to
11 years) received treatment with NASONEX Nasal Spray, 50 mcg, at doses of
25 to 200 mcg/day. The rnajority of pediatri pafients (720) were treated with
100 mog/day. A total of 513 adult, adolescent, and pediatric patients have been
treated for 1 year or longer. The overall incidence of adverse events for patients
treated with NASONE)t Nasal Spray, 50 mcg was comparable to patients treat-
ed with the vehicle placbo. Also, adverse events did not differ siglnificantl
based on age, sex, or race. Three percent or less of patients in clinical trias dis-
continued treatrnent because of adverse events; this rate was similar for the
vehicle and active comparators.

All adverse events (regardless of relationship to treatrnent) reported by 5%
or nnore of adult and adolescent patients ages 12 years and older who recfled
NASONE Nasal Spray, 50 mcg, 200 mcg/day and by pediatric patients ages
3 to 11 years who received NASONEX Nasal Spray, 50 mcg, 100 mcg/day in
clinical trials vs placebo and that were more common with NASONEX Nasal
Spray, 50 mcg than placbo, are displayed in the table below.

ADVERSE EVENTS FR0HI CONTROLLED CLINICAL TRIALS
IN SEASONAL ALLERGIC AND PERENNIAL ALLERGIC RHINMS

(PERCENT OF WmRENTS REPORTING)
Adult and Adolescent Patients Pedbiatc Patients

12 years and older Ages 3 to I11 years
NASONE)( VEHICLE NASONEX VEHICLE
200 mcg PLACEBO 100 mcg PLACEBO
(N = 2103) (N = 1671) (N = 374) (N = 376)

Headache 26 22 17 18
Viral Infection 14 11 8 9
Pharyngitis 12 10 10 10
EpistaxislBlood-
Tinged Mucus 11 6 8 9

Coughing 7 6 13 15
Upper Respiratory
Tract Infection 6 2 5 4
Dysmenorrhea 5 3 1 0
Musculoskeletal
Pain 5 3 1 1

Sinusitis 5 3 4 4
Vomiting I 1 5 4

Other adverse events which occurred in Ies than 5% but greater than or
equal to 2% of mometasone furoate adult and adolescent patients (ages
12 years and older) treated with 200-mcg doses (regardless of relationship to
treatment), and more frequertly than in the placebo group included: arthralgia,
asthma, bronchitis, chest pain, conjunctivtis, diarrhea, dyspepsia, earache,
flu-like symptoms, myalgia, nausea, and rhinitis.

Other adverse events which occurred in less than 5% but greater than or
equal to 20% of mometasonefturoate pediatric patients ages3to 11 yearstreat-
ed with 100 mcg doses vs placebo (regardles of relationship to treatment)
and more frequently than in the placebo group included: diarrhea, nasal irrita-
tion, otitis media, and wheezing.

Rare cases of nasal ulcers and nasal and oral candidiasis were also report-
ed in patients treated with NASONEX Nasal Spray, 50 mcg, primarily in patients
treated for longer than 4 weeks.

In postmarketing surveilvanc of this product, cases of nasal buming and
irritatin, anaphylaxis and angioedema, and rare cases of nasal septal perfora-
tion have been reported.
OVERDOSAGE There are no data available on the effects of acute or chronic
overdosage with NASONE)t Nasal Spray, 50 mcg. Because of low systemic
bioavailability, and an absence of acute drug-related systemic findings in
clinical studies, overdose is unlikely to require any therapy other than observa-
tion. Intranasal administration of 1600 mcg (8 times the recomniended dose
of NASONEX Nasal Spray, 50 mcg) daily for 29 days, to healthy human volun-
teers, was well tolerated with no increased incidence of adverse events. Single
intranasal doses up to 4000 mcg have been studied in human volunteers with
no adverse effects reported. Single oral doses up to 8000 mcg have been stud-
ied in human volunteers with no adverse effects reported. Chronic overdosage
with arry corticDsteroid may result in signs or symnptoms of hypercorticism
(see PRECAUTIONS). Acute overdosage with this dosage forrn is unlikely since
one bottle of NASONEX Nasal Spray, 50 mcg contains approximately 8500
mcg of mometasone furoate.

C}.Schering Corporation
C&4.t-Kenilworth, NJ 07033 USA

Copyright G) 1997, 1998, 1999, Schering Corporation. Rev. 2101
All nghts reserved. 2010988-JBS

one single-dose, parallel-group study of patients in an outdoor "parK' setting
(park study) and one environmental exposure unit (EU) study and within
2 days after the first dose in two randomized, double-blind, placebo-controlled,
parallelsroup seasonal allergic rhinitis studies. Maximum benefit is usually
achieved within 1 to 2 weeks after initiation of dosing. Patients should take the
medication asdirected and should not increasethe prescribed dosage by using
it more than once a day in an attempt to increase its effectiveness. Patients
should contact their physician if syrnptoms do not improve, or if the condi-
tion worsens. To assure proper use of this nasal spray, and to attain
maximum benefit, patients should read and follow the accompanying Patient's
Instrucfions for Use carefully.

Pafients should be cautioned not to spray NASONE)( Nasal Spray, 50 mcg
into the eyes or directly onto the nasal septum.
Persons who are on immunosuppresat doses of corticosteroids should be

warned to avoid exposure to chickenpox or measles, and pafients should also
be advise that Hfthey are exposed, medical advice should be sought without
delay.
Carcinogensk, Mubagenesis, Impairment of Feltift. In a 2-year carcino-

genicity study of Sprague Dawley rats, mometasoe furoate demostrated no
statistically signHficant increase of tumors at inhalation doses up to 67 mcg/lq
(approximately 3 and 2 times the maximum recommended daily intranasal
dose in adult and children, respectively, on a mcg/rm2 basis). In a 19-month
carcinogenicity study of Swiss CD-1 mice, mometasone furoate demonstrated
no statistically significant increase in the irncidence of tumors at inhalbton
doses up to 160 mcgf (approximately 4 and 3 times the maximum recom-
mended daily intranasal dose in adults and children, respectively, on a mcg/rn
basis).
At cytotoxic doses, mometasone furoate produced an increase in chromo-

some aberrations in v& in Chinese hamster ovary-cell cultures in the non-
activation phase, but not in the presece of rat liver S9 fraction. Mometasone
furoate was not mutagenic in the mouse-lymphoma assay and the Samo-
nelkv. coli/mammalian microsome mutation assay, a Chinese hamster lung
cell (CHL) chromosomal-aberrations assay, an in vivo mouse bone-marrow
erythrocyte-micronucieus assa, a rat bone-marrow ciastogenicity assay, and
the mouse male germ-cell clastogenicdy assay. Mometasone furoate also did
not induce unscheduled DNA syntesis in vim in rat hepatocytes.

In reproducfive studies in rats, impairment of tertility was not produced by
subcutaneous doses up to 15 mcWkg (les than the maximum recommended
daty intranasal dose in adutt on a mcgrr? basis). However, mometasone
turoate caused prolonged gestation, prolonged and difffcult labor, reduced
offspring surviva, and reduced maternal body weight gain at a dose of
15 mcg/kg.
Pregnancy: Tgatogeni Effaf Prognanc CWy C. Mometasone

furoate caused cleft palae in mice at subcutaneous doses of 60 mcglk and
above (approximately 2 times the maximum recommended daily intranasal
dose in adults on a mcg/ml basis). Offspring surv\la was reduced in the
180 mcgJkg group (approximately 4 times the maximum recoDmmended da4il
intranasal dose in adufts on a mcg/mr2 basis). No such effects were observed
at 20 mcglkg (less than the maximum recommended daily intranasal dose in
adults on a mcg/ml basis).

In rabbits, mometasone furoate caused flexed front paws at a topical dermal
dose of 150 mcgAg (approximately 14 times the maximum recommended
daily intranasal dose in adults on a mogtrr? basis).

In rats, mometasone furoate produced umbilical hemia, cleft palate, and
delayed ossification at a topical dem-nal dose of 600 mcg/kg (approximately
30 times the maximum recommended daily intranasal dose in adults on a
mcg/ml basis). At 1200 mcglk (approximnately 60 times the maximum
recornmended daily intranasal dose in adults on a mcg/ml basis), microph-
thalmia, umbilical hernias, and delayed ossification were ob.served in rat pups.

In these developmental studies, there were also reductions in matemal body
weight gain and effects on fetal growth (lower fetal body weights and/or
delayed ossificafion) in mice (60 and 180 mcgJkg), rabbits (150 mcg/kg), and
rats (600 mcg/kg).

In an oral developmental study in rabbits, at 700 mcgkg, (approximately 70
times the maxmum recommended daily intranasal dose in adults on a mcg/ml
basis), increased incidences of resorptions and mafforrnations, including cleftt
palate and/or head mnalformations (hydrocephaly or domed head) were
observed. Pregrnancy failure was observed in most rabbits at 2800 mcglkg
(approximately 270 times the maximum recommended daly intranasal dose in
adults on a mcg/mn2 basis).
There are no adequate and well-controlled studies in pregnant wornen.

NASONE)( Nasal Spray, 50 mcg, like other corticosteroids, should be used
during pregnancy only if the potential benefits justify the potentia risk to the
fetus. Experience with oral corticosteroids since their introduction in pharma-
cologic, as opposed to physiologic, doses suggests that rodents are more
prone to teratogenic effects from corticosteroids than humans. In addition,
because there is a natural increas in corticosteroid production during preg-
nancy, most wornen wAil require a lower exogenous corticosteroid dose and
many will not need corticosteroid treatment during pregnancy.
Nonteatogenic Effects: Hypoadrenalism may occur in infants bom to

women receiving corticosteroids during pregnancy. Such infants should be
carefully monitored.
Nuring Mother: It is not known if mometasone furoate is excreted in

human milk. Because other corticosteroids are excreted in human milk,
caution should be used when NASONEX Nasal Spray, 50 mcg is administered
to nursing women.

Pediafiic Use: Controlled clinical studies have shown intranasal coftico-
steroids may cause a reduction in growth velocity in pediatric patients. This
effect has been observed in the absence of laboratory evidence of hypothala-
mic-pituitary-adrenal (HPA) axis suppression, suggesting that growth velocity
is a more sensitive indicator of sysemic corticosteroid exposure in pediatric
paffents than some commonly used tests of HPA ax(is function. The long-term
effects ot this reduction in growth velocity associated with intranasal cortico-
steroids, including the impact on final adult height, are unknown. The potential
for "catch up" growth following discortinuation of treatment with intrdnasal
corticosteroids has not been adequatel studied. The growth of pediatric
patients receiving intranasal corticosteroids, including NASONEX Nasal
Spray, 50 mcg should be monitored routinely teg, via stadiometr). The poten-
tial growth effects of prolonged treatment should be weighed against clinical
benefit obtained and the availability of safe and effecfive noncorticosteroid
treatrnent altematnre. To minimize the systemic effects of intranasal cortico-
steroids, including NASONE)( Nasal Spray, 50 mcg, each patient should be
titrated to his/her lowest effective dose.

NASONEXO
(mometasone furoate monohydrate)
Nasal Spray, 50 mcg*
FOR INTRANASAL USE ONLY
*calculated on the anhydrous basis

BRIEF SUMMARY (For tull Prescribing Inforrnation, see packae insert.)
INDICATIONS AND USAGE NASONEX INbsal Spray, 50 mcg is inldicated tor
the treatment of the nasal syrnptoms of seasonal allergic and perennial allergic
rhinitis, in adults and pediatric patients 3 years of age and older. NASONEX
Nasal Spray, 50 mcg is indicated for the prophylaxis of the nasal syrnptoms of
seasonal allergic rhinitis in aduft and adolescnt pafients 12 years and older. In
patients with a known seasonal allbrgen that precipitates nasal syrnptoms of
seasonal allergic rhinifis, initaton of prophylaxis with NASONEX Nasal Spray,
50 mcg is recommended 2to 4 weeks priorto the anticipated start of the pollen
season. Safetyand effecfiveness of NASONE)t Nasal Spray, 50 mcg in pediattic
patients less than 3 years of age have not been established.
CONTRAINDICAllONS Hypersensitivity to any of the ingredients of this prepa-
rafion contraindicates its use.
WMRHNGS The replacemient of a systemic corficosteroid with a topical
corticoseroid can be accompanied by signs of adrenal insufficiency and, in
addition, some patients may experience syrnptoms of withdrawal; ie, joint
andtor muscular pain, lassibude, and depression. Careful attention must be
given when patients previously treated for prolonged periods with systemic
corficosteroids are transferred to topica corticosteroids, with careful monitor-
ing for acute adrenal insufficiency in response to stres. This is particularly
important in those patients who have associated asthma or other clinical
conditions where too rapid a decrease in systemic corticosteroid dosing may
cause a severe exacerbation of their symptoms.

If recommended doses of intranasal corficosteroids are exceeded or if indi
viduals are particularly sensitive or predisposed by virtue of recent sysemic
steroid therapy, symptoms of hypercorticism may occur, including very rare
cases of menstrual irregularifies, acneiform lesions, and cushingoid features.
ff such changes occur, topical corficosteroids should be discontinued slowly,
consistent with accepted procedures for discontinuing oral steroid therapy.
Persons who are on drugs which suppress the immune system are more

susceptible to infechons than heaffly individuals. Chickenpox and measles, for
example, can have a more serious or even fatal course in nonimmune children
or adults on corticosteroids. In such children or aduit who have not had these
diseases particular care should be taken to avoid exposure. How the dose,
route, ar;d duration of corticosteroid administration affects the risk of develop-
ing a disseminated infecfion is not known. The contribution of the undertfing
disease and/or prior corticsteroid treatment to the risk is also not known.
ff exposed to chickenpox, prophylaxis with varicella zoster immune glob)in
(VZIG) may be indicated. If exposed to measles, prophylaxis with pooled intra-
muscular immunoglobulin (IG) may be indicated. (See the respective package
inserts for complete VZIG and iG presc-ribing information.) ff chickenpox
develops, treatment with antiviral agents may be considered.
PRECAUTIONS General: Intranasal corticosteroids may cause a reduction in
growth velocity when administered to pediatric patients (see PRECAUllONS,
Pediatric Use section). In clinical studies with NASONEX Nasal Spray, 50 mcg,
the development of localized infectons of the nose and pharynx with Canddka
albkms has occurred only rarely. When such an infecfion develops, use of
NASONEX Nasal Spray, 50 mcg should be discontinued and appropriate local
or systemic therapy institued, it needed.

Nasal corticosteroids should be used with caution, if at all, in patients with
active or quiescent tuberculous infection of the respiratory tract, or in untreat-
ed fungal, bacterial, systemic viral infections, or ocular herpes simpJex

Rarely, immediate hypersensitiit reactions may occur after the intranasal
administration of mometasoe furoate monohydrate. Extreme rare instances
of wheezing have been reported.
Rare instances of nasal septum pertoration and increased intraocular pres-

sure have also been reported following the intranasal application of aerosolized
corticosteroids. As with any long-term topical treatmernt of the nasal cavity,
patients using NASONEX Nasal Spray, 50 mcg over several months or longer
should be examined periodicallyfor possible changes in the nasal mucosa.
Because of the inhibitory effect of corticosteroids on wourid healing, patients

who have experienced recent nasal septum ulcers, nasal surgery, or nasal trau-
ma should not use a nasal corticosteroid until healing has occurred.
Glaucoma and cataract formation was evaluated in one controlled study of

12 weeks duration and one uncontrolled study of 12 months' duration in
patients treated with NASONEX Nlasal Spray, 50 mog at 200 mcg/day, using
intraocular pressure measurements and slit lamp examinafion. No significant
change from baseline was noted in the mean intraocular pressure measure-
ments for the 141 NASONEX-treated pafients in the 12-week study, as com-
pared with 141 placebo-treated patients. No indiviual NASONE)(-treated
pafient was noted to have developed a significant elevation in intraocular pres-
sure or cataracts in this 12 wek study. Likewise, no significant change from
baseline was noted in the mean intraocular pressure measurements for the
139 NASONEX-treated patients in the 12-month study and again, no cataracts
were detected in these patients. Nonetheless, nasal and inhaled corticosteroids
have been associated with the development of glaucoma and/or cataracts.
Therefore, close follow-up is warranted in patients with a change in vision and
with a history of glaucorma and/or cataracts.
When nasal corticosteroids are used at excessive doses, systemic cortico-

steroid effects such as hypercorticism and adrenal suppression may appear. If
such changes occur, NASONEX Nasal Spray, 50 mcg should be discontinued
slowly, consistent with accepted procedures for discontinuing oral steroid
therapy.
Inlomnafon for Paients: Patients being treated with NASONEX Nasal Spray,

50 mcg should be given the following inforrnation and instructions. This infor-
maio is inene to ai in th saf In efetvIs of thi meiain ItIis1I---1----

not a disclosure of all intended or possible advrse effects. Patients should use
NASONEX Nasal Spray, 50 rncg at regular intersvals (once daily) since its effec-
fiveness depends on regular use. Improvement in nasal symptoms of allergic
rhinitis has been shown to occur within 11 hours after the first dose based on
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Fire Engine: 'W!
H35"W29"L68"
Options: Island or Wall, LocksElephant:

H 35" W 24" L 70"
Options: Pneumatic Tilt, 2 step back, Island or Wall
The Elephant will make your patients feel calm and comfortable.
A short climb and they are aboard the Elephant. Large cabinets
are lockable and include adjustable shelves.

Space RockQet:
H33"W26"L68"
Options: Tilt, 2 step back, Island or Wall, Locks
Blast off your exams with the Space Rocket. A two step
walk up back with a retractable bottom step makes
boarding fun and efficient. Lockable doors open to expose
the large cargo bay equipped with adjustable shelves.

Safari 4x4:
H 35"W 29" L 68"
Options: Island or Wall, Locks

7_9 s.l~~~~Hppo:
H 35" W 24" L 72"

Options: Ml'lt, 2 step back, Island or Wall, Locks
The Hippo is sure to make your patients smile and
feel relaxed. The walk up back reduces lifting and

the pneumatic tilt increases patient comfort.

Submarine:77 --
H35"W24" L70"-(72")
Options: Pneumatic T'ilt, 2 step back, Island or Wall, Locks
Your patients will feel like a captain aboard the Submarine.
It features a two step walk up back that will reduce
lifting and save you time. Below the 2" thick comfort
pad are large cabinets with adjustable shelves.l
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;Children's Seating.
Features: 13 Colors, Stackable, 3 sizes

H 54" W 28" L 43" *¢
Options: Paper Dispenser, No Scale, Fixed Base, Locks
T'he Inant Station makes weighing and measuring quick and easy.
The digital scale can be operated with the push of a button. Large
numbers are easy to read along the articulating infantometer.
Mobilize your Infant Station with lockable 5" non-marking wheels.
Order in any color or combination.

Sports Tables
H 33" W 30" L 72" or H 33"W 24" L 58"-(72")
Options: Mechanical T'ilt, Enclosed Cabinets,

Removable Stirrups, Shelves
Order your Sports Tables with the sport of your choice. Cabinets

can be added for more storage. We can also add your logo.

Goodtime Medical offers a variety ofpediatric and general treatment tables to meet your needs and put your patients at ease. All tables
are shippedfully assembled and are available in 14 different colors. Table pads can be ordered in White, Grey, or Slate Grey. Optional table

heights and locks are available. Stirrups available on most tables. Visit our web sitefor more products and information @ www.examtables.com.

PakPaetDES3B3543
Patents Pending

GOODTIME MEDICAL 5410 W. Roosevelt Chicago, IL 60644 773-626-5000 Fax 773-626-5015

66 AAP News www.aapnews.org August 2002
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associated with hypersensitivity reactions, even following a single dose. Discontinue use immediately and contact your
physician at the first sign of a rash or allergic reaction.
Otitis Externa
Prior to administration of FLOXIN(g Otic in patients with otitis externa, the solution should be warmed by holding the
bottle in the hand for one or two minutes to avoid dizziness which may result from the instillation of a cold solution. The
patient should lie with the affected ear upward, and then the drops should be instilled. This position should be maintained
for five minutes to facilitate penetration of the drops into the ear canal. Repeat, if necessary, for the opposite ear
(see DOSAGE AND ADMINISTRATION).
Acute Otitis Media and Chronic Suppurative Otitis Media
In pediatric patients (from 1 to 12 years old) with acute otitis media with tympanostomy tubes and in patients with chronic
suppurative otitis media with perforated tympanic membranes, prior to administration, the solution should be warmed by
holding the bottle in the hand for one or two minutes to avoid dizziness which may result from the instillation of a cold solu-
tion. The patient should lie with the affected ear upward, and then the drops should be instilled. The tragus should then be
pumped 4 times by pushing inward to facilitate penetration of the drops into the middle ear. This position should be main-
tained for five minutes. Repeat, if necessary, for the opposite ear (see DOSAGE AND ADMINISTRATION).
Drug Interactions: Specific drug interaction studies have not been conducted with FLOXINt) Otic.
Carcinogenesis, Mutagenesis, Impairment of Fertility
Long-term studies to determine the carcinogenic potential of ofloxacin have not been conducted. Ofloxacin was not muta-
genic in the Ames test, the sister chromatid exchange assay (Chinese hamster and human cell lines), the unscheduled
DNA synthesis (UDS) assay using human fibroblasts, the dominant lethal assay, or the mouse micro-nucleus assay. Ofloxacin
was positive in the rat hepatocyte UDS assay, and in the mouse lymphoma assay. In rats, ofloxacin did not affect male or
female reproductive performance at oral doses up to 360 mg/kg/day. This would be over 1000 times the maximum rec-
ommended clinical dose, based upon body surface area, assuming total absorption of ofloxacin from the ear of a patient
treated with FLOXIN(e Otic twice per day.
Pregnancy
Teratogenic effects: Pregnancy Category C. Ofloxacin has been shown to have an embryocidal effect in rats at a dose
of 810 mg/kg/day and in rabbits at 160 mg/kg/day.
These dosages resulted in decreased fetal body weights and increased fetal mortality in rats and rabbits, respectively. Minor
fetal skeletal variations were reported in rats receiving doses of 810 mg/kg/day. Ofloxacin has not been shown to
be teratogenic at doses as high as 810 mg/kg/day and 160 mg/kg/day when administered to pregnant rats and rabbits,
respectively.
Ofloxacin has not been shown to have any adverse effects on the developing embryo or fetus at doses relevant to the amount
of ofloxacin that will be delivered ototopically at the recommended clinical doses.
Nonteratogenic Effects: Additional studies in the rat demonstrated that doses up to 360 mg/kg/day during late gesta-
tion had no adverse effects on late fetal development, labor, delivery, lactation, neonatal viability, or growth of the new-
born.There are, however, no adequate and well-controlled studies in pregnant women. FLOXIN(EN Otic should be used during
pregnancy only if the potential benefit justifies the potential risk to the fetus.
Nursing Mothers: In nursing women, a single 200 mg oral dose resulted in concentrations of ofloxacin in milk which were
similar to those found in plasma. It is not known whether ofloxacin is excreted in human milk following topical otic adminis-
tration. Because of the potential for serious adverse reactions from ofloxacin in nursing infants, a decision should be made
whether to discontinue nursing or to discontinue the drug, taking into account the importance of the drug to the mother.
Pediatric Use: No changes in hearing function occurred in 30 pediatric subjects treated with ofloxacin otic and tested
for audiometric parameters. Although safety and efficacy have been demonstrated in pediatric patients one year and

FLOXINO Otic
(ofloxacin otic solution) 0.3%
Brief Summary. Please see product insert for complete prescribing information.
For otic use only.

INDICATIONS AND USAGE
FLOXINOE Otic (ofloxacin otic solution) 0.3% is indicated for the treatment of infections caused by susceptible strains of
the designated microorganisms in the specific conditions listed below:
Otitis Externa in adults and pediatric patients, one year and older, due to Staphylococcus aureus and Pseudomonas aenug-
inosa.
Chronic Suppurative Otitis Media in patients 12 years and older with perforated tympanic membranes due to
Staphylococcus aureus, Proteus mirabilis, and Pseudomonas aeruginosa.
Acute Otitis Media in pediatric patients one year and older with tympanostomy tubes due to Staphylococcus aureus,
Streptococcus pneumoniae, Haemophilus influenzae, Moraxella catarrhalis, and Pseudomonas aeruginosa.
CONTRAINDICATIONS
FLOXIN(Z! Otic (ofloxacin otic solution) 0.3% is contraindicated in patients with a history of hypersensitivity to ofloxacin,
to other quinolones, or to any of the components in this medication.
WARNINGS
NOT FOR OPHTHALMIC USE.
NOT FOR INJECTION.
Serious and occasionally fatal hypersensitivity (anaphylactic) reactions, some following the first dose, have been reported
in patients receiving systemic quinolones, including ofloxacin. Some reactions were accompanied by cardiovascular col-
lapse, loss of consciousness, angioedema (including laryngeal, pharyngeal or facial edema), airway obstruction, dysp-
nea, urticaria, and itching. If an allergic reaction to ofloxacin is suspected, stop the drug. Serious acute hypersensitivity
reactions may require immediate emergency treatment. Oxygen and airway management, including intubation, should be
administered as clinically indicated.
PRECAUTIONS
General: As with other anti-infective preparations, prolonged use may result in overgrowth of nonsusceptible organisms
including fungi. If the infection is not improved after one week, cultures should be obtained to guide further treatment. If
otorrhea persists after a full course of therapy, or if two or more episodes of otorrhea occur within six months, further eval-
uation is recommended to exclude an underlying condition such as cholesteatoma, foreign body, or a tumor.
The systemic administration of quinolones, including ofloxacin at doses much higher than given or absorbed by the otic
route, has led to lesions or erosions of the cartilage in weight-bearing joints and other signs of arthropathy in immature
animals of various species.
Young growing guinea pigs dosed in the middle ear with 0.3% ofloxacin otic solution showed no systemic effects, lesions or ero-
sions of the cartilage in weight-bearing joints, or other signs of arthropathy. No dnug-related structural or functional changes of the
cochlea and no lesions in the ossicles were noted in the guinea pig following otic administration of 0.3% ofloxacin for one month.
No signs of local irritation were found when 0.3% ofloxacin was applied topically in the rabbit eye. Ofloxacin was also
shown to lack dermal sensitizing potential in the guinea pig maximization study.
Information for Patients: Avoid contaminating the applicator tip with material from the fingers or other sources. This pre-
caution is necessary if the sterility of the drops is to be preserved. Systemic quinolones, including ofloxacin, have been



older, safety and effectiveness in infants below the age of one year have not been establishedAlthough quinolones, includ- resutt from the instillation of a cold solution.The patient should lie with the affected ear upward, and then the drops should
ing ofloxacin, have been shown to catuse arthropathy in immature animals after systemic administratiyon ung grovng guinea be instilled. This position should be maintained fior five minutes to facilitate penetration of the drops into the ear canal.
pigs dosed in the middle ear with 0.3% ofloxacin otic solution for one month showed no systemic effects, quinolone-induced Repeat, if necessary, for the opposite ear.
lesions, erosions of the cartilage in weight-bearing joinats, or other signs af arthropathy. Acute Otibs Media in pediatric patienwts with tyrnpanostomy tubes: The recommended dosage regimen for the treat-
ADVERSE REACTIONS ment of acute otitfs media in pediatric patients (from one to 12 years old) with tympanostomy tubes is: Five drops (0.25
In the Phase III registration trials, a total of 885 subjects were treated with ofloxacin otic solution. This included 229 sub- mL, 0.75 mg ofloxacin) insfflled into the affected ear twice daily for ten days.
jects with otitis externa (with intact tympanic membranes) and 656 subjects with acute oftits media with tympanostomy The solution should be warmed by holding the bottle in the hand for one or two minutes to avoid dizziness which may
tubes or chronic suppurative otitis media with perforated tympanic membranes. The reported treatment-related adverse result from the instillation of a cold solution.The patient should lie with the affected ear upward, and then the drops should
events are listed below: be instilled. The tragus should then be pumped 4 times by pushing inward to facilitate penetration of the drops into the
Subjects with Otitis Externa middle ear. This position should be maintained for five minutes. Repeat, if necessary, for the opposite ear.
The following treatment-related adverse events occurred in 1% or more of the subjects vith intact tympanic membranes. Chronic Suppurative Otitls Media vAth perforated tympanic membranes: The recommended dosage regimen for

the treatment of chronic suppurative otitis media with perforated tympanic membranes in patients 12 years or older is:
Adverse Event Frequency (n = 229) Ten drops (0.5 mL, 1.5 mg ofloxacin) instilled into the affected ear twice daily for fourteen days.
Pruritus 4% The solution should be warmed by holding the botbe in the hand for one or two minutes to avoid dizziness which may
Application Site Reacffon 3% result from the insffllation of a cold solution.The patienwt should lie with the affected ear upward, before instilling the drops.
Dizziness 1% The tragus should then be pumped 4 times by pushing inward to facilitate penetration into the middle ear. This position
Earache 1% should be maintained for five minutes. Repeat, if necessary, fior the opposite ear.
Vertfigo 1% 4Ol
The following treatment-related adverse events were each reported in a single subject: dermatitis, eczema, erythema- DAIICHI PHARMACEUTICAL CORPORATION
tous rash, follicular rash, rash, hypoaesthesia, tinnitus, dyspepsia, hot flushes, flushing, and otorrhagia. Mnvl,N 74
Subjects with Acute Otiffs Media with Ty-mpanostomy Tubes and Subjects with Chronic Suppurative Offtis Media with MonvleN9 064
Perforated Tympanic Membranes
The following treatment-related adverse events occurred in 1% or more of the subjects with non-intact tympanic mem- (FPI April 20, 1999)
branes. References:

1. Jones RN, Milazzo J, Seidlin M. Ofloxacin otic soluffon for treatment of otiffs extema in
Adverse Evenat Frequency (n = 656) children and adults. Arch Otolaryngol Head Neck Surg. 1997;123:1193-1200.
Taste Perversion 7% 2. Based on overall responses of tvice-daily ofloxacin-treated patients in Phase III clinical
Earache 1% trials (NDA 20-799).
Pruritus 1 %
Paraesthesia 1 %
Rash 1%
Dizziness 1%

Other treatment-related adverse reactions reported in subjects with non-intact tympanic membranes included: diarrhea
(0.6%), nausea (0.3%), vomiting (0.3%), dry mouth (0.5%), headache (0.3%), vertigo (0.5%), oborrhagia (0.6%), ffnnHtus (0.3%),
fever (0.3%).The following treatment-related adverse events were each reported in a single subject: applicaffon site reac-
tion, otitis extema, urticaria, abdominal pain, dysaesthesia, hyperlinesia, halitosis, inflammation, pain, insomnia, cough-
ing, pharyngitfs, rhinitis, sinusiffs, and tachycardia.
DOSAGEANDADMINISTRATIONon; );)
Otiti Extema: The recommended dosage regimen for the treatment of otitis externa is: For pediatric patients (from 1 0RTHC;ZcNE1L _
to 12 years old): Five drops (0.25 mL, 0.75 mg ofloxacin) instilled into the affected ear twice daily for ten days. DafiichPhammical Corpomtion .,Rt*,

For paffents 12 years and older: Ten drops (0.5 mL, 1.5 mg ofloxacin) instilled into the affected ear twice daily forten days.
h 20 yDiciPamcuia oprto. AlrgteevdThe solution should be warmed by holding the bottle in the hand for one or two minutes to avoid dizziness which may FO- 101I-198 03/02 CopyrightO20 yDiciPamcuia oprto. Alrgteevd
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A common and contagious virus
Each year, more than 125pOO0 babies are hospitalized with RSV
(respiratory syncytial virus) disease. Sadly, some of these babies
will die. RSV infects nearly all children by the age of two, usually
causing mild "cold-like"'symptoms. In premature infants the
infection can be more serious because their lungs are not fully
developed and they dorn't have enough natural immunity to fight
the infection.

Your premature infant is at especially high risk for serious RSV
disease if he or she:

* Has lung disease, or
* Was born more than four weeks early and has any of

the following risk factors:
- Attends child care

- Has school-age brothers and sisters at home
- Is exposed to tobacco smoke in the home
- Hospital care for severe respiratory illness is not

readily available

You can help pr-event RSV clisease in youir
premature finnt
Serious RSV disease is preventable. As the parent of a
premature infant, you can help to protect your baby
from being hospitalized with RSV disease.
. Keep other children away from your baby during the
RSV season (Fall through Spring in most areas of
the U.S.).

* Dor't allow smoking in your home.
* Always wash your hands with soap and warm water

before touching your baby.
. Ask your health care provider about a medication

that helps prevent RSV disease.

For more information, please call the RSV hotline
at 1-877-848-8510 or visit our website:
www.rsvprotecfion.com

|i|MedimmuneA nc. E ABBOTT LABORATORIES INC.
Gaithersburg, MD 20878 COLUMBUS, OHIO 43215-1724

Ifyu knevwvwat serious RS dsease coul do to yur preemie,,
it oul take yur breat awvay



Premature babies need extra care in the hospital and when
they go home . .. especially in the "Cold and Flu"'season.

Preemies, up to age two, are at high risk from a potentially seri-
ous virus called RSV

Call your pediatrician today.71

Thousands are hospitalized every year. It can be prevented.

Help protect yorpreemie from senious RSV disease.

ISVIwreness
Television Comercial
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