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It's ca known fact. Kids hate medicine. But they love FLAVORx. There are 42 great flavors, like Bubblegum cand
Waitermelon that can be cidcled to prescnption cancl over-the-counter liquids without compromising their
integrity. FLAVORx mcakes even the worst taisting medicines go down ecisy, so kids can get better quicker.
Asky-our phanrmacist about FLAVOIR>C Ccalll-800-884-5771 to find out more or visit us cit www.P1a\orxcom.
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*For short-term an d intermitent lorng-tenrn therapy in
patients with moderate to severe atopic dermatits
who should avoid the potential risks of conventional
therapies or are not adequately responsive to con-
ventional therapies. Both 0.03% and 0.1% ointment
can be used for adults. In children aged 2 to 15years,
only Protopic Ointment 0.03% is indicated
The most common adverse events with Protopic
induded the sensabon of skin burning pruritLA flu-like
symptorns, and headache, and it is contraindicated in
patients wtho are hypersensifive to tacrolimu-s or any of
the other ingredients of Protopic
www.protopic-com
%xssee briefsumn fresaybinginfwonfollovMigj*OA1 t
02002FL&aH&xae In FT68 9/02

Protopic Ointment should not be used with
ocdusive dresskj&
Skin infections should be cleared prior to application,
and there may be an increased risk of certain skin
infections. Patients should minimize or avoid natural
or artificial sunlight exposure.
1. Paller AS, et al. Proceecdngs of World Corgress of DenTatology.
JLdy2002Z Pars, Fance
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Treatmoeaeto severeea
w;hot the side effects ofcnet0a hrpe
In 3 years of monotherapy clinical tr'als, Protopic has not shown the common
side effectLs associated with prescriptio strod use.' It's gentle enough to be
used on the face and neck.'
Bon voyage, Eczema Beast.
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ow approvea in patents as young as o ears...

9 Proven safe and effective at a new lower dose. . .
Xopenex" 0.31mg
*oo From one of the largest, well-controlled,

pediatric trials conducted with a ,8-agonist'
op Now available in two doses, 0.31 mg

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

* Devoid of the unnecessa.ry
leftfisomer, (S)-albuterol Liust right

In patients aged 6 to 11 years, the adverse events occurring in >22% of patients and more frequently than with paffents receiving placebo. were (0.31 mg Xopenex; 0.63 mg Xopenex; and placebo, respectively): headache (7.6Yo; ll.9Yo; 8.5%),
pharyngitis (3%; 10.4%; 6.8%o) rhinitis (6.1%; 10.40/o: 1.7%), asthma (9.1%; 90h; 5.1YVo), fever (9.1%O; 3%; 5.1%O), viral infection (7.6Yo; 9%; 5.1%), rash (NA* ; 7.5%; NA*) accidental injury (6.1V; 4.5Yo 3.4%), diarrhea (1.5%; 6%; NA*),
pain (3%; 1.5%; 3.4%), asthenia (30h; 3%; NA*) lymphadenopathy (3%; NA*; NA*), and urficaria (NA*; 30h; NA*).
In patients aged 12 years and older, the adverse events occurring in !20% of patients and more frequently than with patients receiving placebo, were (0.63 mg Xopenex; 1.25 mg Xopenex; and placebo, respecffvely): viral infection (6.9Yo; 12.30h;
9.3Yo, rhinits (1 1.1%; 2.7Yo; 2.70Yo) nervousness (2.8%; 9.6Yo; NA*) tremor (NA*; 6.80h; NA*) sinusitis (4.2%; 1.4%; 2.7%). flu syndrome (4.2;1.4; NA*) increased cough (11.4%; 4.1%;h 2.70h) tachycardia (2.8Yo; 2.7Yo; NA*), pain (2.13%;
1.4Yo; 1.3%), turbinate edema (2.8%; 1.4Yo; NA*) dizziness (1.4%; 2.7to; 1.3%), dyspepsia (1.4Yo; 2.7Yo; 1.3%), leg cramps (NA*; 2.7o; 11.3o), accidental injury (NA*; 2.7%; NA*), anxiety (NA*; 2.7Yo; NA*), and migraine (NA*;- 2.7Yo; NA*).
'Less tha 2% reported.
Xopenex is cnrindictbd in pdilents wlth a hisor of hypwsensMff to lvevabutwro HCI or racernk albutwro.
See next page for brief summary of Xopenex prescribing information and safety information concerning ,-8gonists.
Rohrenco: 1. Milgrom H, Skoner DP, Bensch G, et al. Low-dose levalbuterol in children with asthrna: safeV and efficacy in comparison with placebo and racemic albutorol. JAI/ergy ClinlImmunol. 2001;108:938-945. SRXP16907/02

*Potency epsedas lbvalbteroL
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IpoI!
Poliovirus Vaccine Inactivated
Caution: Federal (USA) lawprohibits dispensing uMtoutprescription.
BRIEF SUMMARY: Please consult package insert for full prescribing information.
INDICATIONS AND USAGE
IPOL" is indicated for active immunization of infants (as young as 6 weeks of age), children and adults for the pre-
vention of poliomyelitis caused by poliovirus Types 1, 2, and 3.'
INFANTS, CHILDREN AND ADOLESCENTS
General Recommendations
It is recommended that all infants (as young as 6 weeks of age), unimmunized children and adolescents not pre-
viously immunized be vaccinated routinely against paralytic poliomyelitis.? Following the eradicaffon of poliomyelHtis
caused by wild poliovirus from the Western Hemisphere (including North and South America)'3Vaccine associated
paralytic poliomyelitis (VAPP) is the only cause of paralytic poliomyelitis in the US.' The use of inactivated
poliovirus vaccine (IPV) has been suggested as a way to reduce VAPP incidence!4 All children should receive four
doses of IPV at ages 2, 4, 6 to 18 months and 4 to 6 years. Oral poliovirus vaccine (OPV) is no longer recommended
for routine immunization.' In the special circumstances that OPV is acceptable, please refer to the manufacturer's
latest package insert for the appropriate administration schedule and all other issues related to the use of OPV.
Previous clinical poliomyelitis (usually due to only a single poliovirus type) or incomplete immunization with OPV
are not contraindications to completing the primary series of immunization with IPOLO.
Children Incompletely Immunized
Children of all ages should have their immunization status reviewed and be considered for supplemental immu-
nization as follows for adults. Time intervals between doses longer than those recommended for routine primary
immunization do not necessitate additional doses as long as a final total of four doses is reached (see DOSAGE
AND ADMINISTRATION section).
ADULTS
General Recommendations
Routine primary poliovirus vaccination of adults (generally those 18 years of age or older) residing in the US is
not recommended. Unimmunized adults residing in a household when a child is receiving OPV and/or adults who
have increased risk of exposure to either oral vaccine or wild poliovirus and have not been adequately immunized
should receive polio vaccination in accordance wfith the schedule given in the OOSAGE AND ADMINISTRATION sec-
tion.'
IMMUNODEFICIENCYAND ALTERED IMMUNE STATUS
Patients with recognized immunodeficiency are at greater risk of developing paralysis when exposed to live poliovirus
than persons with a normal immune system. Under no circumstances should oral poliovirus vaccine be used in such
patients or introduced into a household where such a patient resides.' IPOLO should be used in all patients with immun-
odeficiency diseases and members of such patients' households when vaccinaffon of such persons is indicated.This
includes patients with asymptomaffc HlV infection,AIDS orAIDS-Related Complex, severe combined immunodeficiency,
hypogammaglobulinemia, or agammaglobulinemia; altered immune states due to diseases such as leukemia, Iyphoma,
or generalized malignancy; or an immune system compromised by treatment with corticosteroids, alkylating drugs,
antimetabolites or radiation. Immunogenicity of IPOLO in individuals r-eceiving immunoglobulin could be impaired and
patients with an altered immune state may or may not develop a protective response against paralytic poliomyelitis after
administration of IPV.6 As with any vaccine, vaccination with IPOL" may not protect 100% of susceptible indMvduals.
Use with other vaccines: refer to DOSAGE AND ADMINISTRATION section for this information.
CONTRAINDICATIONS
IPOL" is contraindicated in persons with a history of hypersensitivity to any component of the vaccine, including
2-phenoxyethanol, formaldehyde, neomycin, streptomycin and polymyxin B. No further doses should be given if
anaphylax(is or anaphylactic shock occurs within 24 hours of administration of one dose of vaccine. Vaccination
of persons with an acute, febrile illness should be deferred until after recovery; however, minor illness, such as mild
upper respiratory infection, with or without low grade fever, are not reasons for postponing vaccine administration.
WARNINGS
This product contains dry natural latex rubber as follows: The stopper to the vial contains no rubber
of any kind. In the case of the syringe, the needle cover contains dry natural latex rubber, but the plunger for the
syringe contains no rubber of any kind. Neomycin, streptomycin, polymyxin B, 2-phenoxyethanol, and formaldehyde
are used in the production of this vaccine. Although purification procedures eliminate measurable amounts of these
substances, traces may be present and allergic reactions may occur in persons sensitive to these substances (see
CONTRAINDICATIONS section). Systemic adverse reactions reported in infants receiving IPVconcomftantly at sep-
arate sites or combined with DTP have been similar to those associated with administration of DTP alone.' Local
reactions are usually mild and transient in nature. Although no causal relationship between IPOLO and Guillain-Barre
Syndrome (GBS) has been established,' GBS has been temporally related to administration of another inactivated
poliovirus vaccine. Deaths have been reported in temporal association with the administration of IPV (see ADVERSE
REACTIONS section).
PRECAUTIONS
GENERAL
Prior to an injection of any vaccine, all known precautions should be taken to prevent side reactions. Health-care
providers should question the patient, parent or guardian about reactions to a previous dose of this product, or
similar product. Epinephrine Injection (1:1000) and other appropriate agents should be available to control imme-
diate allergic reactions. Health-care providers should obtain the previous immunization history of the vaccinee, and
inquire about the current health status of the vaccinee. Immunodeficient patients or patients under immunosup-
pressive therapy may not develop a protective immune response against paralytic poliomyelitis after administra-
tion of IPV. Administration of IPOL" is not contraindicated in individuals infected with HIV.8-'0 Special care should
be taken to ensure that the injection does not enter a blood vessel.
INFORMATION FOR PATIENTS
Patients, parents or guardians should be instructed to report any serious adverse reactions to their healthcare provider.
The healthcare provider should inform the patient, parent or guardian of the benefits and risks of the vaccine.
DRUG INTERACTIONS
There are no known interactions of IPOL" wVith drugs or foods. Simultaneous administration, with separate syringes
at separate sites, of other parenteral vaccines is not contraindicated. The first two doses of IPOL" 'may be adm`in-
istered at separate sites using separate syringes concomitantly with DTP, acellular pertussis, Haemophilus influen-
zae type b (Hib), and hepatitis B vaccines. From historical data on the antibody responses to diphtheria, tetanus,
whole-cell or acellular pertussis, Hib, or hepatitis B vaccines used concomitantly or in combination with IPOLO, no
interferences have been observed on the immunological end points accepted for clinical protection.,',2 (See
DOSAGE AND ADMINISTRATION section.) If IPOL" has been administered to persons receiving immunosuppres-
sive therapy, an adequate immunologic response may not be obtained. (See PRECAUTIONS - General section.)
CARCINOGENESIS, MUTAGENESIS, IMPAIRMENT OF FERTILITY
Long-term studies in animals to evaluate carcinogenic potential or impairment of fertility have not been conducted.
PREGNANCY
REPRODUCTIVE STUDIES-PREGNANCY CATEGORY C
Animal reproduction studies have not been conducted with IPOLO. ft is also not known whether IPOLO can cause
fetal harm when administered to a pregnant woman or can affect reproduction capacity. IPOLO should be given to
a pregnant woman only if clearly needed.
NURSING MOTHERS
It is not known whether IPOL" is excreted in human milk. Because many drugs are excreted in human milk, cau-
tion should be exercised when IPOL" is administered to a nursing woman.
PEDIATRIC USE
SAFETYAND EFFECTIVENESS OF IPOL" IN INFANTS BELOW SD WEEKS OF AGE HAVE NOT BEEN ESTAB-
LISHED"t (See DOSAGE AND ADMINISTRATION section.) In the US, infants receiving two doses of IPV at 2 and
4 months of age, the seroprevalence to all three types of poliovirus was demonstrated in 95% to 100% of these
infants after two doses of vaccine.","
ADVERSE REACTIONS
BODY SYSTEM AS AWHOLE: In earlier studies with the vaccine grown in primary monkey kidney cells, transient
local reactions at the site of injection were observed."6 Erythema, induration and pain occurred in 3.2%,1% and
13%, respectively, of vaccinees within 48 hours post-vaccination. Temperatures of > 39°C
(>102°F) were reported in 38% of vaccinees. Other symptoms included irritability, sleepiness, fussiness, and cry-
ing. Because IPV was given in a different site but concurrently with Diphtheria and Tetanus Toxoids and Pertussis
Vaccine Adsorbed (DTP), these systemic reactions could not be attributed to a specific vaccine. However, these sys-
temic reactions were comparable in frequency and severity to that reported for DTP given alone without IPU13
Afthough no causal relationship has been established, deaths have occurred in temporal association after vaccina-
fion of infants wfth IPV.
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TABLE I"3 PERCENTAGE OF INFANTS PRESENTING WITH LOCAL OR SYSTEMIC REACTIONS AT
6, 24, AND 48 HOURS OF IMMUNIZATION WITH IPOL's ADMINISTERED INTRAMUSCULARLY

CONCOMITANTLY AT SEPARATE SITES WITH AvP1 WHOLE-CELL DTP VACCINE AT 2 AND 4 MONTHS OF AGE
AND WITH AvP ACELWLULR PERTUSSIS VACCINE (TRIPEDIA°) ffT18 MONTHS OF AGE

AGE ff IMMUNIZATION
REACTION 2 Months 4 Months 18 Monthst

(n=211) (n=206) (n=74)
6 Hrs.24 Hrs.48 Hrs. 6 Hrs.24 Hrs.48 Hrs. 6 Hrs.24 Hrs.48 Hrs.

Local, IPOL" alone'
Erythema > 1" 0.5% 0.5% 0.5% 1.0% 0.0% 0.0% 1.4% 0.0% 0.0%
Swelling 11A% 5.7% 0.9% 11.2% 4.9% 1.9% 2.7% 0.0% 0.0%
Tenderness 29A% 8.5% 2.8% 22.8% 4A4% 1.0% 13.5% 4.1% 0.0%

Systemic*
Fever>102.2°F 1.0% 0.5% 0.5% 2.0% 0.5% 0.0% 0.0% 0.0% 4.2%
Irrftability 64.5% 24.6% 17.5% 49.5% 25.7% 11.7% 14.7% 6.7% 8.0%
Tiredness 60.7% 31.8% 7;1% 38.8% 18A% 6.3% 9.3% 5.3% 4.0%
Anorexia 16.6% 8.1% 4.3% 6.3% 4A4% 2.4% 2.7% 1.3% 2.7%
Vomiting 1.9% 2.8% 2.8% 1.9% 1.5% 1.0% 1.3% 1.3% 0.0%
Persistent Crying Percentage of infants within 72 hours after immunization was 0.0% after dose one, 1A%

after dose two, and 0.0% after dose three.
'AvP (Aventis Pasteur Inc.) formerly known as Connaught Laboratories, Inc.
§Data are from the IPOLO administration site, given intramuscularly.
*The adverse reaction profile includes the concomitant use of AvP whole-cell DTP vaccine orTripedie with IPOL".
Rates are comparable in frequency and severity to that reported for whole-cell DTP given alone.
tChildren vaccinated with Tripediae vaccine.
DIGESTIVE SYSTEM: Anorexia and vomiting occurred with frequencies not significantly different as reported when
DTP was given alone without IPV or OPV.'
NERVOUS SYSTEM: Although no causal relationship between IPOL" and GBS has been established,
GBS has been temporally related to administration of another inactivated poliovirus vaccine.
DOSAGE AND ADMINISTRATION
After preparation of the injection site, immediately administer IPOLI* intramuscularly or subcutaneously. In infants
and small children, the mid-lateral aspect of the thigh is the preferred site. In older children and adults IPOL" should
be administered intramuscularly or subcutaneously in the deltoid area. Care should be taken to avoid administer-
ing the injection into or near blood vessels and nerves. After aspiration, if blood or any suspicious discoloration
appears in the syringe, do not inject but discard contents and repeat procedures using a new dose of vaccine admin-
istered at a different site.
DO NOTADMINISTER VACCINE INTRAVENOUSLY
Children
The primary series of IPOL" consists of three 0.5 mL doses administered intramuscularly or subcutaneously, prefer-
ably eight or more weeks apart and usually at ages 2, 4, and 6 to 18 months. Under no circumstances should the
vaccine be given more frequently than four weeks apart. The first immunization may be administered as early as
six weeks of age. For this series, a booster dose of IPOLO is administered at 4 to 6 years of age.,
Use with Other Vaccines
From historical data on the antibody responses to diphtheria, tetanus, whole-cell or acellular pertussis, Hib, or hep-
atitis B vaccines used concomitantly with IPOLO, no interferences have been observed on the immunological end
points accepted for clinical protection.111 (See DRUG INTERACTIONS section.) If the third dose of IPOLO is given
between 12 to 18 months of age, it may be desirable to administer this dose with Measles, Mumps, and Rubella
(MMR) and/or other vaccines using separate syringes at separate sites,' but no data on the immunological inter-
ference between IPOLO and these vaccines exist.
Use in Previously Vaccinated Children
Children and adolescents with a previously incomplete series of IPOL11/OPV or IPOLO only should receive suffi-
cient additional doses of IPOL" to complete the series. OPV is no longer recommended for routine immunization
and is recommended only in special circumstances' (see General Recommendations section).
Interruption of the recommended schedule with a delay between doses does not interfere with the final immunity.
There is no need to start either series over again, regardless of the time elapsed between doses.
The need to routinely administer additional doses is unknown at this time.'
STORAGE
The vaccine is stable if stored in the refrigerator between 2°C and 8°OC (35°F and 46°F).The vaccine must not be
frozen.
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