
You can help her flourish

with all 4 doses
Give her proven protection with 
the only DTaP-IPV/Hiba vaccine1-4

Pertussis still poses a threat

The 2008 NIS data show that by 24 months of age, 1 in 5 children did not 
receive their fourth dose of DTaP vaccine.5 This leaves children 6 months 
behind the recommended immunization schedule and vulnerable to 
potentially devastating diseases.6

You can help enhance compliance 

According to the AAPb, administering a combination vaccine may 
enhance timeliness and compliance.7

Pentacel vaccine:

• Contains a Hib component, so it fits easily into the
primary series at 2, 4, 6, and 15 -18 months of age1,6

• Can save a shot at the crowded toddler visit 6,8

Four doses of Pentacel vaccine constitute a primary
pertussis immunization series. Children should
receive a fifth dose of DTaP at 4-6 years of age.1

To learn more about the efficacy,convenience,

and safety of Pentacel vaccine,

please visit pentacel.com.

To order Pentacel vaccine, log onto 

VaccineShoppe.com® or call 1-800-VACCINE

(1-800-822-2463).

15—18 months
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Antibiotics for Acute Otitis Media Get a Boost
B Y S H E R RY  B O S C H E R T

EXPERT ANALYSIS FROM THE ANNUAL

MEETING OF THE AMERICAN ACADEMY

OF PEDIATRICS

SAN FRANCISCO – Antibiotic thera-
py for acute otitis media may be more
effective than some physicians think, a
study has shown.

Some new data add to controversy
that has been stirring since 2004 clinical

practice guidelines from the American
Academy of Pediatrics and the American
Academy of Family Physicians included
the option of watchful waiting in some
children with uncomplicated acute otitis
media (Pediatrics 2004;113:1451-65).

Support for management by observa-
tion came primarily from the desire to
avoid escalation of antibiotic resistance
and from the results of several meta-
analyses suggesting that antibiotics are

only modestly beneficial in treating acute
otitis media, compared with placebo.

“Many of the meta-analyses had sub-
stantial flaws,” and included studies that
used weak definitions of acute otitis me-
dia and so classified some children who
had otitis media with effusion as having
acute otitis media, Dr. Ellen R. Wald said
at the meeting. Because antibiotic ther-
apy does not help otitis media with
effusion, it’s no wonder that antibiotics

barely outperformed placebo in these
studies, said Dr. Wald, professor and
chair of pediatrics at the University of
Wisconsin, Madison.

She described a new study led Dr.
Alejandro Hoberman, chief of pediatrics
at Children’s Hospital, Philadelphia, that
found significantly lower rates of treat-
ment failure in children treated with
amoxicillin-clavulanate, compared with
placebo, she added. The results have

Parental AOM
Diagnoses Held
To Be Unreliable

EXPERT ANALYSIS FROM THE ANNUAL

MEETING OF THE AMERICAN ACADEMY 

OF PEDIATRICS

SAN FRANCISCO – Parents may think
they know when their child has an acute
ear infection, but they don’t.

That’s the implication of a study of
children aged 6-35 months that showed
parents’ reasons for suspecting acute oti-
tis media (AOM), symptoms, and symp-
tom scores could not differentiate 237
children with AOM from 232 who had res-
piratory tract infection without AOM.
Only when tympanic-membrane exami-
nation was added to these clues could the
diagnosis be made (Pediatrics 2010;125:
e1154-61).

“For me, this study has quite a lot of
meaning,” Dr. Ellen R. Wald said at the
meeting. “Parental diagnosis of acute oti-
tis media” is not reliable. “We shouldn’t let
the presence of those historical items per-
suade us” to accept a presumed diagnosis.

The diagnosis of AOM relies heavily on
accurate otoscopy, said Dr. Wald, profes-
sor and chair of pediatrics at the Univer-
sity of Wisconsin, Madison.

She did not participate in the Finnish
study, in which parents completed struc-
tured questionnaires on the occurrence,
duration, and severity of symptoms before
otoscopic examination of the child. 

The reasons that parents thought a child
might have an ear infection did not differ
significantly between groups. In children
with and without AOM, respectively,
parental suspicion was raised by restless
sleep in 28% and 29%, ear pain in 13% and
9%, ear rubbing in 10% and 18%, severe
or prolonged rhinitis or cough in 9% and
7%, and irritability in 17% and 19%.

Fever also did not differentiate between
the two groups. 

Otoscopy also is essential to differenti-
ate AOM from OM with effusion, Dr.
Wald added. AOM results from a bacteri-
al infection, and antibiotic therapy may
help. OM with effusion is a sterile, non-
bacterial inflammatory state that resolves
spontaneously, and antibiotic therapy is
neither appropriate nor beneficial. OM
with effusion causes hearing loss, which is
a confounder for AOM, she said.

Dr. Wald said she has no relevant
conflicts of interest. 

–Sherry Boschert
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Indication
Pentacel vaccine is indicated for active immunization against diphtheria, tetanus, pertussis,
poliomyelitis, and invasive disease due to Haemophilus influenzae type b.  Pentacel vaccine 
is approved for use as a 4-dose series in children 6 weeks through 4 years of age (prior to fifth 
birthday).

Safety Information
The most common local and systemic adverse reactions to Pentacel vaccine include injection 
site redness, swelling, and tenderness; fever, fussiness, and crying. Other adverse reactions may 
occur. Known systemic hypersensitivity reaction to any component of Pentacel vaccine or a life-
threatening reaction after previous administration of the vaccine or a vaccine containing the 
same substances are contraindications to vaccination.

The decision to give Pentacel vaccine should be based on the potential benefits and risks; if 
Guillain-Barré syndrome has occurred within 6 weeks of receipt of a prior vaccine containing 
tetanus toxoid; or if adverse events have occurred in temporal relation to receipt of pertussis-
containing vaccine. Encephalopathy within 7 days of administration of a previous dose of a 
pertussis-containing vaccine or a progressive neurologic disorder is a contraindication.
Vaccination with Pentacel vaccine may not protect all individuals.

Before administering Pentacel vaccine, please see accompanying brief summary 
of full Prescribing Information.

CPT®c Code: 90698

a DTaP = Diphtheria, tetanus, and acellular pertussis; IPV = Inactivated poliovirus; Hib = Haemophilus influenzae type b. b AAP = American Academy 
of Pediatrics. c CPT = Current Procedural Terminology is a registered trademark of the American Medical Association.

Pentacel vaccine is manufactured by Sanofi Pasteur Limited and Sanofi Pasteur SA and distributed by Sanofi Pasteur Inc.

References: 1. Pentacel vaccine [Prescribing Information]. Swiftwater, PA: Sanofi Pasteur Inc.; 2009. 2. Decker MD, Edwards KM, Bradley R, Palmer P. Comparative
trial in infants of four conjugate Haemophilus influenzae type b vaccines. J Pediatr. 1992;120:184-189. 3. Granoff DM, Anderson EL, Osterholm MT, et al.
Differences in the immunogenicity of three Haemophilus influenzae type b conjugate vaccines in infants. J Pediatr. 1992;121:187-194. 4. Greenberg DP,
Lieberman JM, Marcy SM, et al. Enhanced antibody responses in infants given different sequences of heterogeneous Haemophilus influenzae type b conjugate
vaccines. J Pediatr. 1995;126:206-211. 5. Centers for Disease Control and Prevention (CDC). Estimated vaccination coverage with individual vaccines and
selected vaccination series before 24 months of age by state and local area US, National Immunization Survey, 2008. http://www2a.cdc.gov/nip/coverage/nis/
nis_iap2.asp?fmt=v&rpt=tab09_24mo_iap&qtr=Q1/2008-Q4/2008.Accessed October 12, 2010. 6. CDC. Recommended immunization schedules for persons 
aged 0 through 18 years—United States, 2010. MMWR. 2010;58(51&52):1-4. 7. American Academy of Pediatrics. Combination vaccines for childhood
immunization: recommendations of the Advisory Committee on Immunization Practices (ACIP), the American Academy of
Pediatrics (AAP), and the American Academy of Family Physicians (AAFP). Pediatrics. 1999;103:1064-1077.
8. Food and Drug Administration. Pentacel®: DTaP-IPV/Hib Combined (diphtheria and tetanus
toxoids and acellular pertussis adsorbed, inactivated poliovirus and Haemophilus b
conjugate [tetanus toxoid conjugate] vaccine combined).VRBPAC Briefing
Document. http://www.fda.gov/ohrms/dockets/ac/07/briefing/2007-
4275B1-01.pdf.Accessed October 12, 2010.

sanofi pasteur. Discovery Drive. Swiftwater, Pennsylvania 18370. www.sanofipasteur.us
MKT20593-2 © 2010 Sanofi Pasteur Inc. 10/10 Printed in USA

been submitted for publication. 
The study randomized 291 children

aged 6-23 months with confirmed acute
otitis media to treatment with the
antibiotics or placebo for 10 days, with
follow-up on days 4/5, days 10/12, and
days 21/25. Patients with clinical failure
to first-round therapy received amoxi-
cillin and cefixime.

The amoxicillin-clavulanate treatment
failed at or before days 4/5 in 4% of
patients, compared with a 23% clinical
failure rate in the placebo group (P less
than .001). Clinical failure rates at or be-
fore days 10-12 were 16% in the amoxi-

cillin-clavulanate group and 51% in the
placebo group (P less than .001). 

These differences are “more dramatic
than in previously reported trials,” Dr.

Wald said. For children aged 6-23 months
who have acute otitis media, treatment
with amoxicillin-clavulanate for 10 days
provides measurable short-term benefit,
she said.

In a separate study by other investiga-
tors, surveys completed by 1,114 physi-
cians found no significant increase in the
proportion who managed acute otitis
media without antibiotics after the guide-
lines (16%), compared with before the
guidelines (11%), she added (Pediatrics
2010 [doi:10.1542/peds.2009-1115]). 

Dr. Wald said she had no relevant
conflicts of interest. ■

These differences
are ‘more
dramatic than in
previously
reported trials.’ 

DR. WALD
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