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First Smallpox Vaccine Since 1931 Approved by FDA

BY JEFF EVANS

Senior Writer

he Food and Drug Administration
I has approved a new smallpox vac-
cine, ACAM2000, for active immu-
nization against smallpox in individuals de-
termined to be at high risk for smallpox
infection. The vaccine also could be used
to immunize populations during a bioter-
rorist attack.

Many doses
of the vaccine
will be stored in
the Centers for
Disease Con-
trol and Preven-
tion’s Strategic
National Stock-
pile of medical
supplies. The
vaccine manu-
facturer, Acam-

The single-dose
vaccine is
approved under
licensing that
requires providers
of the vaccine
and patients to be
educated about

. bis Inc., of
the risks of the Cambridge,
VIrus_ England, and

Cambridge,

Mass., so far has supplied 192.5 million
doses of ACAM2000 to the stockpile, ac-
cording to the company.

The single-dose vaccine is approved un-
der licensing that requires providers of the
vaccine and patients to be educated about
the risks of the virus through a Risk Mini-
mization Action Plan. Patient education is
supposed to be conducted through an FDA-
approved medication guide, which describes
the proper care of the vaccination site and
the serious side effects that can occur.

Dryvax, the only other smallpox vac-
cine that is licensed by the FDA, was ap-
proved in 1931 and is now in limited sup-
ply because it is no longer manufactured.
Dryvax was used to create ACAM2000,
which is made using a live poxvirus called
vaccinia. Vaccinia is related to, but dif-
ferent from, the virus that causes small-
pox, and works by causing a mild infec-
tion that stimulates an immune response
that will protect against smallpox, ac-
cording to the FDA.

CDC Information
On Immunization

he Centers for Disease Control and

Prevention expects to release its 2007-
2008 Adult Immunization Schedule in
English toward the end of October 2007,
and in Spanish 2 months later. To down-
load the schedule or to obtain information
on other vaccine-related topics, contact the
CDC by visiting www.cdc.gov/vaccines/
recs/schedules/adult-schedule. htm.

In addition, the CDC’s Advisory Com-
mittee on Immunization Practices (ACIP)
has revised its Web site. The site is user-
friendly for health professionals and the
general public and includes ACIP vaccine
recommendations by age groups, specific
vaccines, and specific diseases. The site
also has information about the Vaccines
for Children program. For more informa-
tion, visit the new site at www.cdc.gov/
vaccines/recs/acip. L]

In one clinical study of ACAM2000, in-
vestigators found that the percentage of
successful immunization reactions was
similar for both ACAM2000 (96%) and
Dryvax (99%) in patients who had never
been vaccinated for smallpox prior to the
trial.

Another study showed that ACAM2000
worked as successfully as Dryvax as a
booster for those who previously had
been vaccinated for smallpox (84% vs.
98%, respectively).

Cases of suspected myocarditis and/or
pericarditis developed in 0.6% to 1% of all
vaccinia-naive patients who received either
ACAM2000 or Dryvax. Overall, 10 pa-
tients developed suspected myocardi-
tis/pericarditis, which occurred at a mean
of 11 days after vaccination with either
vaccine. Only two of these patients re-
quired hospitalization. Eight of the cases
were not detected until abnormalities
were found on ECG. All patients had re-
covered by 9 months except for one, who

had a persistent borderline abnormal left
ventricular ejection fraction, according to
the product label.

No cardiovascular inflammation or
swelling occurred in previously vaccinat-
ed patients.

Patients who are vaccinated with
ACAM2000 have to take precautions to
prevent the virus from spreading from
the inoculation site to other parts of the
body and to other individuals, according
to the vaccine’s label. m

Safety Information

persons 11 through 64 years of age.
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Pertussis protection for both adolescents and adults 11 through 64 years of age
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Arming More People Against Pertussis
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ADACEL vaccine is indicated for active booster immunization for the prevention of tetanus, diphtheria, and pertussis as a single dose in

As with any vaccine, ADACEL vaccine may not protect 100% of vaccinated individuals. There are risks associated with all vaccines. The most
common injection site adverse events include pain, erythema, and swelling. The most common systemic adverse events include headache, body ache,
tiredness, and fever. ADACEL vaccine is contraindicated in persons wit%

a life-threatening reaction after previous administration of the vaccine or a vaccine containing the same substances. Because of uncertainty as to which
component of the vaccine may be responsible, no further vaccination with the diphtheria, tetanus, or pertussis components found in
ADACEL vaccine should be carried out. Because any intramuscular injection can cause injection site hematoma, ADACEL vaccine should not
be given to persons with any bleeding disorder, such as hemophilia or thrombocytopenia, or to persons on anticoagulant therapy unless the potential
benefits clearly outweigh the risk of administration. If the decision is made to administer ADACEL vaccine to such persons, it should be given with
caution, with steps taken to avoid the risk of hematoma formation following injection.

Before administering ADACEL vaccine, please see brief summary of full Prescribing Information on following page.
ADACEL vaccine is manufactured by Sanofi Pasteur Limited and distributed by Sanofi Pasteur Inc.
To order ADACEL vaccine, log onto www.vaccineshoppe.com or call 1-800-VACCINE (1-800-822-2463)
Learn about pertussis disease and prevention at www.ADACELVACCINE.com

known systemic hypersensitivity to any component of the vaccine or
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