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DHA and ARA are vital nutrients, essential for proper
infant brain and eye development. Both are naturally
found in breast milk and...are now available in
Enfamil LIPIL', Similac'9 AdvanceO with Iron
and Parent's Choice' with Lipids.

'
AV Breast-feeding is best but if a mother cannot, or chooses not to, breast-feed, then the formula recommended should be as close as possible to breast milk._ s~~~~~~~~~f_-
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Biosciences Corporation

We're putting more thought into formula.
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Goodtime Medical offers a
variety of pediatric and general
treatment tables to meet your
needs and put your patilents at
ease. All tables are shipped fully
assembled and are available in
14 different colors. Table pads can
be ordered in white, grey or slate
grey. Optional table heights and
locks and stirrups available on
most tables. Visit our web site

Modular Casework<:
Match your exam tables perfectly with high quality medical casework.
Full extension drawers and 3/4 inch thick doors are superior to thin
metal cabinets. Easy to install and available in many sizes.

Infant Station Elephant:
H 48" W27" L 70" Pad H31"
Your little patients will be king of the jungle on thie new
Infant Station. Weighing is easy with the push of a button.
A sliding scale withi rounded edges makes measuring
faster and more accurate. A conveniently located shelf in
the nose keeps instruments away from curious patients.
Optional Models: Hippo, Rocket, Caboose, and Sub.

Football:
H3311 W2411 L 58"
Kick off your exams with the Football. Show
your team colors and the sport of your choice.
Add a door for more enclosed storage. We can
also add your logo.
Options: Tilt, Door

Safari Camo:
H 35" W 28" L 68"
The Safari Camo is ready for action. A three step walk up will
save your back and speed up exams. Rounded corners make
for a safe trip. Add locks to protect valuable instruments.
Options: Tilt, Island or Wall

Godim MedicjALLL;:::......L.
5410Wf: Ro svl R
Chcgo:: 04

MC 40:
H3511 W29" L2511
This colorful cart is sure to brighten any exam.
It features four drawers that lock with one lock.
The top has a 2" lip to prevent spillage. Locking
4" swivel casters provide mobility.
Options: Doors

Infant 100:
H 3511 W 28"s L 6811
The Infant 100 is great for exams or a changing
table. 3" round steel legs provide a stable and
level base . The top is fully enclosed with
rounded corners. A 2" thick pad is removable
and replaceable. Add drawers for more storage.
Options: Stadiometer

773-626-5000
Fax 773-626-5015

Patent#DES3SW Made in
_ Patents Pending the U.S.A.



In the treatment of acute otitis media (AOM)...

ThinkTaste. Think Guidelines.0 Thi'nk Both.
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Drug/Laboratory Test Interactions: A false-positive reaction for ketones
in the urine may occur with tests using nitroprusside, but not with those
using nitroferricyanide. The administration of cefdinir may result in a
false-positive reaction for glucose in urine using Cliniteste, Benedict's
solution, or Fehling's solution. It is recommended that glucose tests
based on enzymatic glucose oxidase reactions (such as Clinistixe or
Tes-TapeO) be used. Cephalosporins are known to occasionally induce
a positive direct Coombs' test.
Carcinogenesis, Mutagenesis, Impairment of Fertility: The carcinogenic
potential of cefdinir has not been evaluated. No mutagenic effects were seen
in the bacterial reverse mutation assay (Ames) or point mutation assay at
the hypoxanthine-guanine phosphoribosyltransferase locus (HGPRT) in
V79 Chinese hamster lung cells. No clastogenic effects were observed
in vkro in the structural chromosome aberration assay in V79 Chinese ham-
ster lung cells or in vivo in the micronucleus assay in mouse bone marrow.
In rats, fertility and reproductive performance were not affected by cefdinir
at oral doses up to 1000 mglkg/day (70 times the human dose based on
mg/kg/day, 11 times based on mg/m2/day).
Pregnancy - Teratogenic Effects: Pregnancy Category B: Cefdinir was
not teratogenic in rats at oral doses up to 1000 mglkg/day (70 times the
human dose based on mg/kg/day, 1 1 times based on mg/m2/day) or in
rabbits at oral doses up to 10 mg/kg/day (0.7 times the human dose
based on mgJkg/day, 0.23 times based on mg/m2/day). Nlaternal toxicity
(decreased body weight gain) was observed in rabbits at the maximum
tolerated dose of 10 mg/kg/day without adverse effects on offspring.
Decreased body weight occurred in rat fetuses at 2100 mg/kg/day, and in
rat offspring at >32 mg/kg/day. No effects were observed on maternal
reproductive parameters or offspring survival, development, behavior, or
reproductive function.

There are, however, no adequate and well-controlled studies 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.
Labor and Delivery: Cefdinir has not been studied for use during labor
and delivery.
Nursing Mothers: Following administration of single 600-mg doses,
cefdinir was not detected in human breast milk.
Pediatric Use: Safety and efficacy in neonates and infants less than
6 months of age have not been established. Use of cefdinir for the
treatment of acute maxillary sinusitis in pediatric patients (age
6 months through 12 years) is supported by evidence from adequate
and well-controlled studies in adults and adolescents, the similar
pathophysiology of acute sinusitis in adult and pediatric patients, and
comparative pharmacokinetic data in the pediatric population.
Geriatric Use: Efficacy is comparable in geriatric patients and younger
adults. While cefdinir has been well-tolerated in all age groups, in clinical
trials geriatric patients experienced a lower rate of adverse events, includ-
ing diarrhea, than younger adults. Dose adjustment in elderly patients is
not necessary unless renal function is markedly compromised.
ADVERSE EVENTS: Clinical Trials - OMNICEF Capsules (Adult and Ado-
lescent Patients): In clinical trials, 5093 adult and adolescent patients
(3841 US and 1252 non-US) were treated with the recommended dose of
cefdinir capsules (600 mg/day). Most adverse events were mild and
self-limiting. No deaths or permanent disabilities were attributed to cefdinir.
One hundred forty-seven of 5093 (3%) patients discontinued medication
due to adverse events thought by the investigators to be possibly, probably,
or definitely associated with cefdinir therapy. The discontinuations were
primarily for gastrointestinal disturbances, usually diarrhea or nausea.
Nineteen of 5093 (0.4%) patients were discontinued due to rash thought
related to cefdinir administration.

In the US, the following adverse events were thought by investigators to be
possibly, probably, or definHtely related to cefdinir capsules in muftiple-dose
clinical trials in adult and adolescent patients (N = 3841 cefdinir-treated
patients [1733 males and 2108 females]): 1 ) Incidence >1%: diarrhea (15%),
vaginal moniliasis (4% of women), nausea (3%), headache (2%), abdominal
pain (1%), vaginitis (1% of women); 2) Incidence <1% but >0.1%: rash
(0.9%), dyspepsia (0.7%), flatulence (0.7%), vomking (0.7%), abnormal
stools (0.3%), anorexia (0.3%), constipation (0.3%), dizziness (0.3%), dry
mnouth (0.3%), asthenia (0.2%), insomnia (f10.2%) leukorrhea (0.2 nf
women), moniliasis (0.2%), pruritus (0.2%), somnolence (0.2%).

The following laboratory value changes of possible clinical significance,
irrespective of relationship to therapy with cefdinir, were seen during
clinical trials conducted in the US in 3841 adult and adolescent patients: 1 )
Incidence >1%: TKurine leukocytes (2%), Turine protein (2%), Tgamma-
glutamyftransferasea (1%), llymphocytes (1%), Tmicrohematuria (1%);
2) Incidence <1% but >0.1%: Tglucosea (0.9%), Turine glucose (0.9%),
Twhite blood cells (0.9%), lwhite blood cells (0.7%), Talanine amino-
transferase (ALT) (0.7%), Teosinophils (0.7%), TKurine specific gravity
(0.6%), lurine specific gravitya (0.2%), lbicarbonatea (0.6%), Tphospho-
rus (0.6%), lKphosphorusa (0.3%), Taspartate aminotransferase (AST)
(0.4%), Talkaline phosphatase (0.3%), Tblood urea nitrogen (BUN)
(0.3%), Ihemoglobin (0.3%), Tpolymorphonuclear neutrophils (PMNs)
(0.3%), IPMNs (0.2%), Tbilirubin (0.2%), Tlactate dehydrogenasea
(0.2%), TIymphocytes (0.2%), Tplatelets (0.2%), Tpotassiuma (0.2%),
Turine pHa (0.2%). (a N <3841 for these parameters.)
Clinical Trials - OMNICEF for Oral Suspension (Pediatric Patients): In
clinical trials, 2289 pediatric patients (1783 US and 506 non-US) were
treated with the recommended dose of cefdinir suspension (14 mg/kgJday).
Most adverse events were mild and self-limiting. No deaths or permanent
disabilities were attributed to cefdinir. Forty of 2289 (2%) patients discon-
tinued medication due to adverse events considered by the investigators to
be possibly, probably, or definitely associated with cefdinirtherapy. Discon-

tinuations were primarily for gastrointestinal disturbances, usually diarrhea.
Five of 2289 (0.2%) patients were discontinued due to rash thought related
to cefdinir administration.

In the US, the following adverse events were thought by investiga-
tors to be possibly, probably, or definitely related to cefdinir suspen-
sion in multiple-dose clinical trials (N=1783 cefdinir-treated patients
[977 males and 806 females]): 1) Incidence >1%: diarrhea (8%), rash
(3%), vomiting (1%); 2) Incidence <1% but >0.1%: cutaneous monil-
iasis (0.9%), abdominal pain (0.8%), leukopeniab (0.3%), vaginal
moniliasis (0.3% of girls), vaginitis (0.3% of girls), abnormal stools
(0.2%), dyspepsia (0.2%), hyperkinesia (0.2%), increased ASTb
(0.2%), maculopapular rash (0.2%), nausea (0.2%). (b Laboratory
changes were occasionally reported as adverse events.)

NOTE: In both cefdinir- and control-treated patients, rates of diar-
rhea and rash were higher in the youngest pediatric patients. The inci-
dence of diarrhea in cefdinir-treated patients <2 years of age was 17%
(95/557) compared with 4% (51/1226) in those >2 years old. The inci-
dence of rash (primarily diaper rash in the younger patients) was 8%
(43/557) in patients <2 years of age compared with 1% (8/1226) in
those >2 years old.

The following laboratory value changes of possible clinical significance,
irrespective of relationship to therapy with cefdinir, were seen during clin-
ical trials conducted in the US in 1783 pediatric patients: 1) Incidence
>1%: Tlymphocytes (2%), Talkaline phosphatase (1%), lbicarbonatel
(1%), TKeosinophils (1%), Tlactate dehydrogenase (1%), TKplatelets (1%),
TPMNs (1%), IPMNs (1%), Turine protein (1%); 2) Incidence <1% but
>0.1%: Tphosphorus (0.9%), Turine pH (0.8%), 1 lymphocytes (0.8%),
lwhite blood cells (0.7%), 1 calciuMa (0.5%), 1 hemoglobin (0.5%),
Turine leukocytes (0.5%), Tmonocytes (0.4%), lphosphorus (0.4%),
TAST (0.3%), Tpotassiuma (0.3%), Turine specific gravity (0.3%), Twhite
blood cells (0.3%), Ihematocrita (0.2%), lurine specKfic gravity (0.1%).
(a N=1387 for these parameters.)
Postmarketing Experience: The following adverse experiences and
altered laboratory tests, regardless of their relationship to cefdinir, have
been reported during extensive postmarketing experience, beginning
with approval in Japan in 1991: Stevens-Johnson syndrome, toxic epi-
dermal necrolysis, exfoliative dermatitis, erythema multiforme, erythema
nodosum, conjunctivitis, stomatitis, acute hepatitis, cholestasis, fulmi-
nant hepatitis, hepatic failure, jaundice, increased amylase, shock, ana-
phylaxis, facial and laryngeal edema, feeling of suffocation, acute
enterocolitis, bloody diarrhea, hemorrhagic colitis, melena, pseudomem-
branous colitis, pancytopenia, granulocytopenia, leukopenia, thrombo-
cytopenia, idiopathic thrombocytopenic purpura, hemolytic anemia,
acute respiratory failure, asthmatic attack, drug-induced pneumonia,
eosinophilic pneumonia, idiopathic interstitial pneumonia, fever, acute
renal failure, nephropathy, bleeding tendency, coagulation disorder, dis-
seminated intravascular coagulation, upper GI bleed, peptic ulcer, ileus,
loss of consciousness, allergic vasculitis, possible cefdinir-diclofenac
interaction, cardiac failure, chest pain, myocardial infarction, hyperten-
sion, involuntary movements, and rhabdomyolysis.
Cephalosporin Class Adverse Events: The following adverse events
and altered laboratory tests have been reported for cephalosporin-
class antibiotics in general: Allergic reactions, anaphylaxis, Stevens-
Johnson syndrome, erythema multiforme, toxic epidermal necrolysis,
renal dysfunction, toxic nephropathy, hepatic dysfunction including
cholestasis, aplastic anemia, hemolytic anemia, hemorrhage, false-
positive test for urinary glucose, neutropenia, pancytopenia, and
agranulocytosis. Pseudomembranous colitis symptoms may begin
during or after antibiotic treatment (see WARNINGS).

Several cephalosporins have been implicated in triggering seizures,
particularly in patients with renal impairment when the dosage was not
reduced (see OVERDOSAGE). If seizures associated with drug therapy
occur, the drug should be discontinued. Anticonvulsant therapy can be
given if clinically indicated.
OVERDOSAGE: Information on cefdinir overdosage in humans is not
available. In acute rodent toxicity studies, a single oral 5600-mg/kg dose
produced no adverse effects. Toxic signs and symptoms following over-
dosage with other ,B-lactam antibiotics have included nausea, vomiting,
epinastric distraess diarrhea, and connvulsinns. Wamodialyisii ramoves ceaf-
dinir from the body. This may be useful in the event of a serious toxic
reaction from overdosage, particularly if renal function is compromised.
Ref. 03-51 57-Rev. October, 2001
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BRIEF SUMMARY
CONSULT PACKAGE INSERT FOR FULL PRESCRIBING INFORMATION

OMNICEFP(cefdinir) Capsules
OMNICEF" (cefdinir) for Oral Suspension
CONTRAINDICATIONS: OMNICEF (cefdinir) is contraindicated in
patients with known allergy to the cephalosporin class of antibiotics.
WARNINGS: BEFORE THERAPY WITH OMNICEF (CEFDINIR) IS INSTI-
TUTED, CAREFUL INQUIRY SHOULD BE MADE TO DETERMINE
WHETHER THE PATIENT HAS HAD PREVIOUS HYPERSENSITIVITY
REACTIONS TO CEFDINIR, OTHER CEPHALOSPORINS, PENICILLINS,
OR OTHER DRUGS. IF CEFDINIR IS TO BE GIVEN TO PENICILLIN-
SENSITIVE PATIENTS, CAUTION SHOULD BE EXERCISED BECAUSE
CROSS-HYPERSENSITIVITY AMONG ,B-LACTAM ANTIBIOTICS HAS
BEEN CLEARLY DOCUMENTED AND MAY OCCUR IN UP TO 10% OF
PATIENTS WITH A HISTORY OF PENICILLIN ALLERGY. IF AN ALLER-
GIC REACTION TO CEFDINIR OCCURS, THE DRUG SHOULD BE DIS-
CONTINUED. SERIOUS ACUTE HYPERSENSITIVITY REACTIONS MAY
REQUIRE TREATMENT WITH EPINEPHRINE AND OTHER EMERGENCY
MEASURES, INCLUDING OXYGEN, INTRAVENOUS FLUIDS, INTRA-
VENOUS ANTIHISTAMINES, CORTICOSTEROIDS, PRESSOR AMINES,
AND AIRWAY MANAGEMENT, AS CLINICALLY INDICATED.

Pseudomembranous colitis has been reported with nearly all
antibacterial agents, including cefdinir, and may range in severity
from mild- to life-threatening. Therefore, it is impfortant to consider
this diagnosis in patients who present with diarrhea subsequent to
the administration of antibacterial agents.

Treatment with antibacterial agents alters the normal flora of the
colon and may permit overgrowth of clostridia. Studies indicate that a
toxin produced by Clostridium difficile is a primary cause of "antibiotic-
associated colitis."

After the diagnosis of pseudomembranous colitis has been estab-
lished, appropriate therapeutic measures should be initiated. Mild
cases of pseudomembranous colitis usually respond to drug discon-
tinuation alone. In moderate to severe cases, consideration should be
given to management with fluids and electrolytes, protein supplemen-
tation, and treatment with an antibacterial drug clinically effective
against Clostridium difficile.
PRECAUTIONS: General: As with other broad-spectrum antibiotics,
prolonged treatment may result in the possible emergence and over-
growth of resistant organisms. Careful observation of the patient is
essential. If superinfection occurs during therapy, appropriate alternative
therapy should be administered.

Cefdinir, as with other broad-spectrum antimicrobials (antibiotics),
should be prescribed with caution in individuals with a history of colitis.

In patients with transient or persistent renal insufficiency (creatinine
clearance <30 mUmin), the total daily dose of OMNICEF should be
reduced because high and prolonged plasma concentrations of cefdinir
can result following recommended doses.
Information for Patients: Antacids containing magnesium or aluminum
interfere with the absorption of cefdinir. If this type of antacid is required
during OMNICEF therapy, OMNICEF should be taken at least 2 hours
before or after the antacid.

Iron supplements, including multivitamins that contain iron, inter-
fere with the absorption of cefdinir. If iron supplements are required
during OMNICEF therapy, OMNICEF should be taken at least 2 hours
before or after the supplement.

Iron-fortified infant formula does not significantly interfere with the
absorption of cefdinir. Therefore, OMNICEF for Oral Suspension can be
administered with iron-fortified infant formula.

Diabetic patients and caregivers should be aware that the oral suspension
contains 2.86 g of sucrose per teaspoon.
Drug Interactions: Antacids: (aluminum- or magnesium-containing):
Concomitant administration of 300-mg cefdinir capsules with 30 mL
Maaloxe TC suspension reduces the rate (Cmax) and extent (AUC) of
absorption by approximately 40%. Time to reach Cmax is also pro,longed
by 1 hour. There are no significant effects on cefdinir pharmacokinetics
if the antac-id ic adiministered 9 hnours hefnor nr 9 hnours after refrfinir. If
antacids are required during OMNICEF therapy, OMNICEF should be
taken at least 2 hours before or after the antacid.

Probenecid: As with other P-lactam antibiotics, probenecid inhibits
the renal excretion of cefdinir, resulting in an approximate doubling in
AUC, a 54% increase in peak cefdinir plasma levels, and a 50% pro-
longation in the apparent elimination t,A.

Iron Supplements and Foods Fortified With Iron: Concomitant admin-
istration of cefdinir with a therapeutic iron supplement containing 60 mg of
elemental iron (as FeSO4) or vHtamins supplemented with 10 mg of ele-
mental iron reduced extent of absorption by 80% and 31%, respectively. If
iron supplements are required during OMNICEF therapy, OMNICEF should
be taken at least 2 hours before or after the supplement.

The effect of foods highly fortified with elemental iron (primarily iron-
fortified breakfast cereals) on cefdinir absorption has not been studied.

Concomitantly administered iron-fortified infant formula (2.2 mg
elemental iron/6 oz) has no significant effect on cefdinir pharmacokinetics.
Therefore, OMNICEF for Oral Suspension can be administered with iron-
fortified infant formula.

There have been reports of reddish stools in patients receiving cefdinir.
In many cases, patients were also receiving iron-containing products. The
reddish color is due to the formation of a nonabsorbable complex between
cefdinir or its breakdown products and iron in the gastrointestinal tract.
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For reservations, see your travel consultant, log on
to avis.com or call Avis at 1-800-698-5685

To save every time you rent, always provide your
AAP/Avis Worldwide Discount (AWD) number A628901

Avis features GM vehicles.
* Please see insert for complete Terms and Conditions.

IChoose $15 off or a free weekend day. On top of your AAP discount.

Asan AAP member,you can save big everytimeyou rentfrom Avis by using yourAAP/AvisWorldwide Discount
(AWD) number A628901. And now you can save even more! Through September 30, 2003, you can save an extra

$15 off a weekly rental or enjoy a free weekend day (see attached coupons).* Simply provide the coupon num-

ber for the offer of your choice when making your reservation.

AVIS~~~~
avis.com

t 2003 Avis Rent A Car System, Inc.
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Now approved in patents 'as young as o ears...

aProven safe and effective at a new lower dose.
Xopenexl 0.31mg
Do From one of the largest, well-controlled,

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

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

Devoid of the unnecessary
left isomer, (S)-albuterol Just right.

In patients aged 6 to 1 1 years, the adverse events occurring in >2%o of patients and more frequently than with patients receiving placebo, were (0.31 mg Xopenex; 0.63 mg Xopenex; and placebo, respectively): headache (7.EF/o; 11 9Yo; 8.5Yo),
pharyngitis (%o; 10.4%; 6.8%), rhinitis (6.1%V; 10.40h; 1.7Y), asthma (9.1%V; 9%; 5.1%V), fever (9.1%V; 3%;- 5.1%V), viral infection (7.6Yo; 9%; 5.1%o), rash (NA*; 7.5%; NA*), accidental injury (6.1%; 4.5%; 3.4Yo, diarrhea (11.5%; 1Yo; NA*)
pain (3%; 1.5%; 3.4%), asthenia (%o; No; NA*), lymphadenopathy (3%; NA*; NA*), and urticaria (NA*; 3%; NA*).
In patients aged 12 years and older, the adverse events occurring in 22% of patients and more frequently than with patients receiving plaGebo, were (0.63 mg Xopenex; 1.25 mg Xopenex; and placebo, respectively)i viral infection (6.9%o; 12.3%o;
9.3Yo, rhinitis (11.1%V; 2.7Yo; 2.7Yo, nervousness (2.8Yo; 9.o%; NA*) tremor (NA*; 6.8%; NA*) sinusitis (4.2%; 1.4Yo; 2.7Yo), flu syndrome (4.2%; 1.4Yo; NA*), increased cough (1.4Y; 4.1%; 2.7Yo, tachycardia (2.8%; 2.7%; NA*), pain (2.8%;
1.4Yo; 1.3%), turbinate edema (2.8%; 1.4%; NA*) dizziness (1.4Yo; 2.7%; 1.3%), dyspepsia (1.4Yo; 2.7%; 1.3%), leg cramps (NA*; 2.7%; 1.3%), accidental injury (NA*: 2.7%; NA*), anxiety (NA*; 2.7%; NA*), and migraine (NA*: 2.7%; NA*).
*Less thian 2% reported.
Xopcne is contraindicated in paUents with a history of hypersnsi!ity to lovalbuterol HCI or racemic albuterol.
See next page for brief summnary of Xopenex prescribing inforrnation and safety inforrnation conceming P-anists.
Referene0: 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. JAllergy Clin ImmunoL. 2001;108:938-945. SRXP16907/02

_ q p ys~~~~~~~~~~~~~~~~~~~~~1

InhaSbtnSoltn,031rrg,063rrigand 1.25rn*
*PoFoep ressedl as lovaluei.
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(prednisolone sodium phosphate oral solution)
15 mg(prednisolone base)/5 mL
BIUEF SUMMARY Please consult full prescribing information before prescribing.
INaC4rlO AND USAGE
Orapred Solution is indicated in the following conditions:
1. Endocnine Disorders
Primary or secondary adrenocorfical insufficiency (hydrocortisone or cortisone is the first choice; synthtc analogs may be used in conjunc-
tion with mineralocorticoids where applicable; in infancy mineralocorticoid supplementation is of particular importance);
congenital adrenal hyperplasia; hypercalcemia associated with cancer; nonsuppurafive thyroidifis.
2. Rheumatic Dorder
As adjuncffv therapy for short term administrafion (to ffde the paffent over an acute episode or exacerbafion) in: psoriafic arthriffs; rheuma-
tDid arthritis, including juvenile rheumatDid arthritis (selected cases may require low dose maintenance therapy); ankyosing spondyitis; acute
and subacute bursitis; acute nonspecific tenosynovitis; acute gouty arthritis; epicondylitis. For the treatment of systemic lupus erythematosus,
dermatomyositis (polyyoiffs), polynyalgia rheumafica, Sjogren's syndrome, relapsing polychondritis, and certain cases of vasculiffs.
3. Dermatohgic Diseases
Pemphigus; bullous dermatitis herpetiformis; severe erythema multiforme (Stevens-Johnson syndrome); exfoliative erythroderma;
mycosis fungoides.
4. Allergic States
Control of severe or incapacitating allergic conditions intractable to adequate trials of conventional treatmnent in adult and pediatric
populations with: seasonal or perennial allergic rhinitis; asthma; contact dermatitis; atopic dermatitis; serum sickness; drug
hypersensifvt reactions.
5. Ophthalmic Dlmas
Uveitis and ocular inflammatDry condifions unresponsive tD tDpical corticosteroids; temporal arteritis; sympathetic ophthalmia
6. Respiftry Diseases
Symptomaffc sarcoidosis; idiopathic eosinophilic pneumonias; fulminaffng or disseminated pulmonary tuberculosis when used concurrently
with appropnate antituberculous chemotherapy; asthma (as disffnct from allergic asthma listed above under "Allergic States"} hypersensitvt
pneumonifs, idiopathic pulmonary fibrosis, acute exacerbaffons of chronic obstrucive pulmonary disease (COPD), and Pneumocystis Garinii
pneumonia (PCP) associated with hypoxemia occurring in an HIV (+) individual who is also under tratmnentwith appropriate anff-PCP anffbi-
otics. Studies support the efficacy of systemic corffcosteroids for the treatment of these conditions: allergic bronchopulmonary aspergillosis,
idiopathic bronchiolitis obIlteans with organizing pneumonia.
7. HernalDbiic Disorders
Idiopathic thrombocytopenic purpura in adults; selected cases of secondary thrombocytopenia; acquired (autoimmune) hemolytic
anemia; pure red cell aplasia; Diamond-Blackfan anemia.
8. Neoplastic Diseases
For the treatment of acute leukemia and aggressive Iyphomas in adults and childrern
9. Edemabus States
To induce diuresis or remission of proteinuria in nephrotic syndrome in adults with lupus erythematDsus and in adults and pediatric popula-
tions, with idiopathic nephrotic syndrome, without uremia.
10. Gasbade_nal Diseases
To tide the patient over a critical period of the disease in: ulcerafive colitis; regional enteritis.
11. Nervous Systein
Acute exacerbations of multiple sclerosis.
12. MXcelaneous
Tuberculous meningitis with subarachnoid block or impending block, tuberculosis with enlarged mediastinal Iymph nodes causing
respiratDry diffficulty, and tuberculosis with pleural or pericardial effusion (appropriate antituberculous chemotherapy must be used concurrently
when treting any tuberculosis complications); trichinosis with neurologic or myocardial involvement; acute or chronic solid organ rejection
(with or without other agents).
COITRAINDMATION
Systemic fungal infections.
Hypersensitvt to the drug or any of its components.
WARN NG
General:
In pafients on corlicosteroid therapy subjected to unusual stress, increased dosage of rapidly acting corticosteroids before, during and afterthe
stressful situafion is indicated.
Endocnine:
Corticosteroids can produce reversible hypothalamic-pituitary adrenal (HPA) axis suppression with the potential for glucocortico-steroid insuf-
ficiency after withdrawal of treatment.
Metabolic clearance of corticosteroids is decreased in hypothyroid patients and increased in hyperthyrDid patients. Changes in thyroid status
of the patient may necessitate adjustment in dosage.
lnksions (gneral):
Persons who are on drugsvwhich suppress the immune system are more susceptible to infections than healthy individuals.There may be decreased
resistance and inability tD localize infection when corticosteroids are used. Infection with any pathogen including viral, bacterial, fungal, proto-
zoan or helminthic infetion, in any location of the body, may be associated with the use of corficosteroids alone or in combination with other
immunosuppressive agents that affect humoral or cellular immunity, or neutrophil function.These infections may be mild to severe, and, with
increasing doses of corficosteroids, the rate of occurrence of infectious complications increases. Corticosteroids may also mask some signs
of infetion after it has already started.
Viral infections:
Chicken pox and measles for example, can have a more serious or even fatal course in non-immune children or adults on
cortico-steroids. In such children or adults who have not had the diseases, particular care should be taken to avoid exposure. How the dose,
route and duration of corticosteroid administration affect the risk of developing a disseminated infection is not known. The
contribution of the underlying disease and/or prior corticosteroid treatment to the risk is also not known. Ht exposed to chicken pox, prophy-
laxis with vairicella zoster immune globulin (VZIG) may be indicated. Hfexposed to measles, prophylaxis with immunoglobulin (IG) may be indi-
cated. (See the respective package inserts for complete VZIG and IG prescribing information). If chicken pox
develops, treatment with antiviral agents should be considered.
Special paffiogns:
Latent diseas may be activated orthere may be an exacerbation of intercurrenit infectins due to pathogens, including those caused by Candida,
Mycobacteurium Ameba,Toxoplasma, Pneumocystis, Cryptococcus, Nocardia, etc.
Corticosteroids may activate latent amebiasis. Therefore, it is recommended that latent or active amebiasis be ruled out before
initiating corticosteroid therapy in any patient who has spent time in the tropics or in any patient with unexplained diarrhe
Similarly, corticosteroids should be used with great care in patients with known or suspected Strongyloides (threadworm) infestation. In such
patients, corticosteroid-induced immunosuppression may lead to Strongyloides hyperinfection and dissemination with
widespread larval migration, often accompanied by severe enterocolitis and potentially fata gram-negative septicemia.
Corticosteroids should nat be used in cerebral malaria.
Tuberculosis:

which the corticosteroid is used for the management of the disease in conjunction with an appropriate antituberculous regimen.
If corticosteroids are indicated in patients with latent tuberculosis or tuberculin reactivity, close observation is necessary as
reactivafion of the disease may occur. During prolonged corticosteroid therapy these patients should receive chemoprophylaxis.
Vaccination:
Administration of live or live, attenuated vaccines is contraindicated in patients receiving immunosuppressive doses of

r_. Killed or inacffvated vaccines may be admin_eed however, the response tD such vaccines can not be predicted.
Immunization procedures may be undertaken in patients who are receiving corticosteroids as replacement therapy, e.g., for
Addison's disease.
Ophthalmkc:
Use of corticosteroids may produce posterior subcapsular cataracts, glaucoma with possible damage to the optic nerves, and
may enhance the establishment of secondary ocular infections due to bacteria, fungi or viruses.The use of oral corticosteroids is not recom-
mended in the treatment of optic neuritis and may lead to an increase in the risk of new episodes. Corticosteroids should
not be used in active ocular herpes simplex.
Cardio-renal:
Average and large doses of hydrocortisone or cortisone can cause elevation of blood pressure, salt and water retention, and increased excre-
tion of potassiurmThese effects are less likely to occur with the synthetic derivatives except when used in large doses. Dietary salt restriction
and potassium supplementation may be necessary. All corticosteroids increase calcium excretion.
PRECAUTIONS
General:
The lowest possible dose of corticosteroid should be used tD control the condition undertreatment, and when reduction in dosage is possible,
the reduction should be gradual.
Since complications of treatment with glucocorticoids are dependent on the size of the dose and the duration of treatment, a risk/
benefit decision must be made in each individual case as to dose and duration of treatment and as tD whether daily or intermmittent therapy
should be usedL

There is an enhanced effect of corficosteroids in patients with hypothyroidism and in thos with cirrhosis.
Kaposi's sarcoma has been reported to occur in pafients receivng corticosteroid therapy, most often for chronic conditions. Discontinuation of
corticosteroids may result in clinical improvement.
Endocrine:
Drug-induced secondary adrenocortical insufficiency may be minimized by gradual reduction of dosage.This type of relative insufficiency may
persist for months after discontinuation of therapy; therefore, in any situation of stress occurring during that period,
hormone therapy should be reinstituted. Since mineralocorticoid secretion may be impaired, salt and/or a mineralocorticoid should be admin-
istered concurrently.
Ophthialnic:
Intraocular pressure may become elevated in some individuals. If steroid therapy is continued for more than 6 weeks, intraocular
pressure should be monitored.
Neuro-psychatric:
Although controlled clinical trials have shown corticosteroids to be effective in speeding the resolution of acute exacerbations
of murdipe sclerosis, they do not show that they affect the urimate outcome or natural history of the disease.The studies do show that rela-
tively high doses of corticosteroids are necessary to demonstrate a significarnt effect.(See DOSAGE AND ADMINISTRATION). An acute myopa-
thy has been obseved withthe use of high doses ofctorid,most dten occurring in patierts with disordersof neuromuscular transmission
(e.g., myasthenia gravis), or in patients receiving concomitant therapy with neuromuscular
blocking drugs (e.g., pancuronium).This acute myopathy is generalized, may involve ocular and respiratory muscles, and may resuft in quadri-
paresis. Elevation of creatinine Wdnase may occur. Clinical improvement or recovery after stopping corticosteroids may require weeks tD years.
Psychic derangerments may appear when corficosteroids are used, ranging from euphoria, insomnia, mood swings, personality changes, and
severe depression, to frank psychotic manifestations. Also, existing emotional instability or psychotic tendencies may be
aggravated by corficosteroids.
GastrohIetnall:
Steroids should be used with caution in nonspecHfic ulcerative colitis, if there is a probability of impending perforation, abscess or other pyo-
genic infection: diverticulitis; fresh intestinal anastomoses; activ or laten peptic ulcer.
Signs of peritDneal irritafion folbiong gastrointestinal perforafion in patients receiving corticosteroids may be minimal or absent.
Cardbc-renal:
As sodium retention with resuftant edema and potassium loss may occur in patients receiving corticosteroids, these agents should
be used with caution in patients with hypertension, congesfive heart failure, or renal insufficiency.
Muscuboskeletal:
Corticosteroids decrease bone formation and increase bone resorption both through their effect on calcium regulation (i.e., decreasing absorp-
tion and increasing excretion) and inhibition of osteoblast functoio This, together with a decrease in the protein mabix of the bone secondary
tD an increas in protein catabolism, and reduced sex hormone production, may lead to inhibition of bone growth in children and adolescents
and the development of osteoporosis at any age. Special consideration should be given to patients at increasd risk of osteoporosis (i.e., post-
menopausal vwomen) before initiating cortcosteroid therapy.
Inforimaton for Patients:
Patients should be wamed not to discontinue the use of Orapred abruptly or without medical supervision, to advise any medical
attendants that they are taldng Orapred and to seek medical advice at once should they develop fever or other signs of inrt
Persons who are on immunosuppressant doses of corficosteroids should be warned tD avoid exposure to chickenpox or measles. Patients
should also be advised that if they are exposed, medical advice should be sought without delay.
Drug Inteatons:
Drugs such as barbiturates, phenytoin, ephedrine, and rifampin, which induce hepatic microsomal drug metabolizing enzyme
activity may enhance metabolism of prednisolone and require that the dosage of Orapred be increased.
Increased activity of both cyclosporin and corticosteroids may occur when the tvwo are used concurrently. Convulsions have been reported with
this concurrent use.
Estrogns may decreas the hepatic metabolism of certain corticosteroids thereby increasing their effect
K<etoconazole has been reported tD decreas the metabolism of certain corticosteroids by up to 60% leading to an increased risk of corticos-
teroid side effects.
Coadministraton of corticosteroids and warfarin usually results in inhibition of response to warfarin, although there have been some conflict-
ing reports.Therefore, coagulation indices should be monitDred freuently tD maintain the desired anticoagulant effect
Concomitant use of aspirin (or othe non-steroidal anti-inflammatory agents) and corriosids increases the risk of gastrointestinal side effects.
Aspirin should be used cautiously in conjunction with corticosteroids in hypoprothrombinemia. The clearance of
salicylates may be increased with concurrent use of corticosteroids.
Whencorseids are administere concmiftarrdy with potassium-depleting agents (Le., diuretcs, ampholericin-B), pabtiet should be observed
closely for development of hypokalemia. Patients on digitalis glycosides may be at increased risk of arrhythmias due tD hypokalemia.
Concomitant use of anticholinesterase agents and corticosteroids may produce severe weakness in paffents with myasthenia gravis. Hf possi-
ble, arnticholinesterase agents should be withdrawn at least 24 hours before initiating corficosteroid therapy.
Due to inhibition of antibody response, patients on prolonged corticosteroid therapy may exhibit a diminished response tD toxoids and live or
inactivated vaccines. Corticosteroids may also potentiate the replication of some organisms contained in live attenuated
vaccines. Hf possible, routine administraton of vaccines or tDxoids should be deferred until corticosteroid therapy is discontinued.
Because corticosteroids may increase blood glucose concentrations, dosage adjustment of antidiabetic agents may be required.
Corticosteroids may suppress reactions to skin tests.
Pregnancy: Te"etgnic effets: Pregnancy Category C.
Prednisolone has been shown to be teratogenic in many species when given in doses equivaent to the human dose. Animal studies in which
prednisolone has been given to pregnant mice, rats, and rabbits have yielded an increased incidence of cleft palate in the
offspring.There are no adequate and well-controlled studies in pregnant womer. Orapred should be used during pregnancy only if the poten-
tial benefit justifies the potential risk to the fetus. Infants born to mothers who have received corticosteroids during
pregnancy should be carefully observed for signs of hypoadrenalism.L
Nursing Moffier:
Systemically administered corticosteroids appear in human milk and could suppress growth, interfere with endogenous corficosteroid produc-
tion, or cause other untoward effects. Caution should be exercised when Orapred is administered to a nursing woman.
Pediaic Use:
The efficacy and safety of prednisolone in the pediatric population are based on the well-established course of effeGt of corticosteroids which
is similar in pediatric and aduft populations. Published studies provide evdence of efficacy and safety in pediatric patients for the treatment of
nephrotic syndrome (>2 years of age),and aggressive Iyphomas and leukemias (>1 month of age). However, some of these conclusions and
other indications for pediatric use of corticosteroid, e.g., severe asthma and wheezing, are based on
adequate and well-controlled trials conducted in adults, on the premises that the course of the diseases and their pathophysiology are consid-
ered tD be substantially similar in both populations.
The adverse effects of prednisolone in pediatric patients are similarto those in adufts (seeADVERSE REACTIONS). Like adults, pediatric patients
should be carefully observed with frequent measurements of blood pressure, weight, height, intraocular pressure, and clinical evaluation forthe
presence of infecfion, psychosocial disturbances, thromboembolisr, peptic ulcers, cataracts, and osteoporosis. Children who are treated with
corticosteroids by any route, including systernically administered corticosteroids, may experience a decrease in their growth velocity.This neg-
ative impact of corticosteroids on growth has been observed at low systemic doses and in the absence of laboratDry evidence of HPAaxis sup-
pression (i.e., cosyrntropin stimulation and basal cortisol plasma levels,l Growth velocit maytherefore be a more sensifive indicatDr of systemic
corticsteroid exposure in children than some commonly used tests of HPAaxis functoio The linear growth of children treated with codrtio-
teroids by any route should be monitored, and the potential growth effects of prolonged treatment should be weighed against clinical benefifts
obtained and the availability of other treatment altmafive. In order to minimize the potential growth effects of corticosteroids, children should
be&mtD the lowest effective dose.
ADVERSE REACMlNS
(listed alphabetically under each subsecdon)
Fluid and Electrolyte Disturbances: Congestive heart failure in susceptible patients; fluid retention; hypertension; hypokalemic
alkalosis; potassium loss; sodium retention.
Cardiovascular Hypertrophic cardiomyopathy in premature infants.
Musculoskeletl: Aseptic necrosis of femoral and humeral heads; loss of muscle mass; muscle weakness; osteoporosis; pathologic fracture
of long bones; steroid myopathy; tendon rupture; vertebral compression fractures.
GasoinleEnal: Abdominal distention; elevation in serum liver enzyrre levels (usually reversible upon discortinuation); pancreatitis; peptc
ulcer wfth possible perforation and hemorrhage; ulcerativ esophagitis.
Dermatologic: Facial erythema; increased sweating; impaired wound healing; may suppress reactions to skin tests; petechiae and
ecchymoses; thin fragile sidn; urticaria.
Metabolc: Negafive nitrogn balance due tD protein catabolism
Neurological: Convulsions; headache; increased intracranial pressure with papilledema (pseudotumor cerebri), usually following
discontinuation of treatment; psychic disorders; vertigo.
Endocrine: Decreased carbohydrate tolerance; development of cushingoid state; hirsutism; increased requirements for insulin or
oral hypoglycemic agents in diabetes; manifestations of latent diabetes meliftus; menstrual irregularities; secondary adrenocortical and pitu-
itary unresponsiveness, particularly in times of stress, as in trauma, surgery or illness; suppression of growth in children.
Ophthialmic: Exophthalmos; glaucoma; increased intraocular pressure; posterior subcapsular cataracts.
Otr: Increased appetite; malaise; nausea; weight gain.
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K-nowing the ropes reduces the risk. In

medicine, there is no goilng back when critical
decisions are executed. Which is why you should
eliminate risk when choosing thae best insurance

provider. As Ill'inoils' leadling med'ical professional
Iliability insurer, we are dledicated to providing
pl-iysicians and their practice entities superior
protection wilth unparalleled service at affordable

prices. It is easy to understancl why physicians who
choose ISMIE, stay with ISMIE. Our outstanding
record of proven results makes us the best
insurance value in the business. Call us today at

1-800-782-4767 or visit vv-ww.ismie.com..
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