
18,957 Cases 
of Pertussis Reported in 2004—a 40-year high*1-3

Prevent Them 

Safety Information 
There are risks associated with all vaccines. Local and systemic adverse reactions to DAPTACEL vaccine may include
redness, swelling, pain or tenderness at the injection site, fever, irritability, prolonged crying, drowsiness, vomiting,
and anorexia. Other local and systemic adverse reactions may occur. 
DAPTACEL vaccine is contraindicated in persons with a hypersensitivity to any component of the vaccine. In addition,
it is contraindicated in persons with any immediate anaphylactic reaction or encephalopathy not attributable to
another identifiable cause. 

Indications and Usage 
DAPTACEL vaccine is indicated for the active immunization of infants and children 6 weeks through 6 years of age
(prior to 7th birthday) for the prevention of diphtheria, tetanus, and pertussis (whooping cough). DAPTACEL vaccine
is recommended for administration as a 4-dose series at 2, 4, 6, and 17 to 20 months of age. The interval between
the 3rd and 4th dose should be at least 6 months. It is recommended that DAPTACEL vaccine be given for all doses
in the series because no data on the interchangeability of DAPTACEL vaccine with other DTaP† vaccines exist. As with
any vaccine, vaccination with DAPTACEL vaccine may not protect 100% of individuals. Please see brief summary of
Prescribing Information for DAPTACEL vaccine on adjacent page. 
References: 1. Centers for Disease Control and Prevention (CDC). Provisional cases of selected notifiable diseases, United States, week ending January 1, 2005 (52nd Week).
MMWR Morb Mortal Wkly Rep. 2005;53:1218. 2. CDC. Summary of notifiable diseases—United States, 2002. MMWR Morb Mortal Wkly Rep. 2004;51:69-84. 3. CDC. Summary
of notifiable diseases, United States 1994. MMWR Morb Mortal Wkly Rep. 1995;43:69-80. 4. Gustafsson L, Hallander HO, Olin P, et al. A controlled trial of a two-component
acellular, a five-component acellular, and a whole-cell pertussis vaccine. N Engl J Med.1996;334:349-355. 5. Gustafsson L, Hallander H, Olin P, et al. Efficacy trial of acellular
pertussis vaccines: technical report trial I with results of preplanned analysis of safety, efficacy and immunogenicity. Stockholm, Sweden: Swedish Institute for Infectious
Disease Control; 1995. Contract N01-AI-15125. 6. WHO meeting on case definition of pertussis: Geneva, 10-11 January 1991; Geneva, Switzerland: 4-5. Issue MIM/EPI/PERT/91.1.
7. Edwards KM, Decker MD. Pertussis vaccine. In: Plotkin SA, Orenstein WA, eds. Vaccines. 4th ed. Philadelphia, Pa: Elsevier Inc; 2004:471-528. M
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Lilly Halts Pediatric Xigris Trial for Severe Sepsis
B Y  PAT R I C E  W E N D L I N G

Chicago Bureau

Eli Lilly & Co. has halted a trial of Xigris
in pediatric patients with severe sepsis,

because the drug failed to show efficacy
over placebo, according to a Food and Drug
Administration MedWatch report.

An interim analysis showed that Xigris
(drotrecogin alfa [activated]) was “highly
unlikely to show an improvement over
placebo in the primary end point of com-
posite time to complete organ failure res-
olution over 14 days.”

The mean time to resolution was 9.7
days in the Xigris group and 9.8 days in the
placebo group.

An independent data monitoring com-
mittee also noted an increase in the rate
of central nervous system bleeding in the
Xigris group, officials at Eli Lilly & Co.,
which manufactures the drug, said in a
statement. Over the 6-day infusion period,
there were four intracranial hemorrhages

among 201 Xigris-treated patients, com-
pared with one among 198 placebo-treat-
ed patients.

Three of the four hemorrhages in the
Xigris group occurred in patients aged 60
days or less.Over the 28-day study period,
there were eight intracranial hemorrhages
in the Xigris group, compared with five in
the placebo group.

Mortality, the rate of serious adverse
events, overall serious bleeding events,
and major amputations appeared to be

similar in the two groups of patients.
Xigris, a genetically engineered version

of human activated protein C, is indicat-
ed only for adults with severe sepsis who
are at high risk of death.

In March 2005, Lilly added a warning to
the prescribing information for Xigris that
it may not be appropriate for patients
with single-organ dysfunction and recent
surgery and should be administered only
after careful consideration of the potential
risks and benefits.

The warning was added after two stud-
ies indicated a small but clinically impor-
tant increase in the rate of all-cause mor-
tality among these patients treated with
the agent, compared with those who re-
ceived placebo. In the pediatric study,
known as F1K-MC-EVBP, the 28-day all-
cause mortality was 34 (17%) in the Xigris
group vs. 36 (18%) in the placebo group.
Data collection is ongoing in the pediatric
study, and complete results are expected to
be available in the latter part of 2005. ■

Nosocomially

Acquired Case of

KD Reported

S A N D I E G O —  An 11-month-old Asian
American boy acquired Kawasaki disease
during an extended hospital stay, Wilbert
H. Mason, M.D., reported in a poster ses-
sion at an international Kawasaki disease
symposium.

In a later interview, he said this marks
the first case of nosocomially acquired
Kawasaki disease that he is aware of.

“We think of Kawasaki disease as being
developed in the community due to in an
infectious agent of some sort,” said Dr. Ma-
son, professor of clinical pediatrics at the
University of Southern California and head
of the division of infectious diseases at
Children’s Hospital Los Angeles. “It’s a les-
son to us that there are a number of viral
infections that can be nosocomially ac-
quired, and you can add Kawasaki disease
to the list of those.”

The boy arrived at Children’s Hospital
after being transferred from another hos-
pital with increasing lethargy and weak
cry. He was diagnosed with infant botu-
lism and required ventilation for 5.5
months in the ICU.

The boy was transferred to a rehabilita-
tion unit 181 days after hospital admission.
On day 32 following the transfer, Dr. Ma-
son said the boy developed high fever, rash,
conjunctivitis, red lips and buccal mucosa,
palmar erythema, and tachycardia with an
extra heart sound. The patient appeared
toxic. On day 4 of fever, he was diagnosed
with Kawasaki disease and received intra-
venous gamma globulin 400 mg/kg four
times a day and aspirin 100 mg/kg four
times a day. Echocardiogram was normal.

The patient responded well to therapy,
and the repeat echo was normal.

Dr. Mason noted that the rug in the re-
hab unit had been replaced 42 days before
the onset of Kawasaki disease.

—Doug Brunk
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