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29 years of use prove anthrax vaccine safe, effective

Partial truths, misinformationand misin-
terpretation about anthraximmunizationare
driving somepeopleto makecareer-altering
decisions based on fear, rather than fact.
People need the facts on this critical force
protection issue, and the facts are:

B Anthrax is the most likely biological
weapon and poses a threat to our forces,
especially inhigh-risk theatersof operation.

B Anthrax, as a biological weapon, is
nearly 100 percent lethal.

B The vaccine is safe and effective.

B Giventhesefacts, failuretoimmunize
our troops would be unconscionable.

How doyou know thisvaccineissafe?

Anthrax vaccine has been proven safe
during more than 29 years of use. The
Food and Drug Administration, which has
the strictest quality criteria of any industri-
alized country, has repeatedly verified an-
thrax vaccine is safe and effective. They
test every vaccine lot for sterility, safety,
purity and potency before distribution.

In her written congressional testimony
on Oct. 12, Dr. Kathryn Zoon, director of
the FDA'’ s Center for Biologics Evaluation
and Research stated, “We believe anthrax
vaccine is a safe and effective vaccine for
the prevention of anthrax disease- an often-
fatal disease. Our confidence in this vac-
cine, like all vaccines, is based upon four
components: first, the clinical trials and
subsequent clinical laboratory experience
with the vaccine; second, ongoing inspec-
tions of the manufacturing facility; third,
our lot release requirements; and fourth,
our ongoing collection of adverse event
reports.”

Rumors say the vaccine stockpile is
contaminated; how do you know this
isn't true?

Novalidscientificor evencircumstantial
evidence exists to support those rumors.
Every lot is inspected and evaluated for
sterility, safety, purity and potency.

Testing is done at the manufacturer and
sometimes the FDA as well. At DoD’s
request, additional testing withindependent
verification started in January 1998 on all
stockpiled vaccine lots. Any questionable
lots are quarantined until testing verifies
safety and efficacy.

Isit true no long-term studies of the
vaccine have been conducted?

TheFDA hasn’troutinely recommended,
required or conducted long-term studies
for vaccines (including influenza, tetanus,
diphtheria, typhoid, polio, andyellow fever,
to name a few) because neither cancer nor
fertility problems are known to be associ-
ated with vaccines.

Since 1970, the Michigan Department of
Public Health has kept long-term data on
anthrax vaccine. About 1,000 doses ayear
aregivento veterinarians, laboratory work-
ers and livestock handlers; MDPH reports
nosignificant adverseeffectsand noknown
long-term side effects. 1n 1985, the FDA
re-eval uated the product and did not recom-
mend any long-term studies.

Aren’'t alot of people having serious
adver se reactions to the vaccine?

AlthoughoneAir Forcebaseisreporting
alarger number of possible reactions than
expected, across DoD, the number of side

effects is very small, and mostly minor.
The intense focus and increased media
coverage makes the number seem much
higher thaniitis.

Any vaccine can cause some people to
have adverse reactions. Thisvaccineisno
different, but the numbers are smaller than
most other vaccines and few serious reac-
tions have occurred.

TheFDA hasareporting systemto track
unexpected adverse reactions and rapidly
recall vaccines. This Vaccine Adverse
Event Reporting System is a nationwide
system, not a military one. Providers or
patients may access this system to report
reactions directly to the FDA. Although
never intended to report al reactions, it
works as an early warning system. A team
of civilian medical experts review these
reportsevery four to six weeks, looking for
trends or any indication that a vaccine may
be causing an unexpected or severe reac-
tion.

As of Oct. 20, 362 adverse reactions
reports have been filed on 1.2 million shots
given to more than 350,000 people. Of the
98 serious reactions (loss of duty greater
than 24 hours or hospitalizations), 64 have
been judged by the expert panel to most
probably beduetothevaccine. Thisisarate
of less than .1 percent!

What about the “mystery” illness we
hear is occurring?

Most individualswith*unexplained” ill-
nesses are located at one base. Many of the
illnesses they’ re demonstrating are rarely,
if ever, associated with vaccines. If the
vaccine were the cause, one would expect
to find the same type of illnesses occurring
wherever people are being immunized.

Epidemiological examinations of data
from this one base, including an analysis
conducted by the Mayo Clinic, found there
was no consistent pattern of symptoms, lot
contamination was not suspected, and a
cause could not be determined.

How do we know this vaccine will be
effective against inhalation anthrax?

Although the vaccine was formulated to
protect individuals exposed to anthrax
through skin contact, the bacteria is the
same, regardless of the way it gains access
to the body.

A scientific study of thevaccine sability
to protect peopl e against inhal ation anthrax
would require exposing both immunized
and non-immunized groups to anthrax to
ensure the immunized people were pro-
tected and the non-immunized people got
the disease. Obviously thisis not ethical.
However, Rhesus monkeys, which have
immune systems similar to humans, were
used to test the effectiveness of the vaccine
and produced compelling evidence that the
vaccine series will be effective at prevent-
ing disease after someone is exposed to
airborne spores (inhalation anthrax). No
vaccine is 100 percent effective, but this
diseaseisvery near 100 percent fatal if you
are not immunized.

Isit true the FDA has shut down the
anthrax vaccine manufacturing facil-
ity?

In 1994, 1995 and 1996, BIOPORT
received rigorousinspectionsof their plasma
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Sincethe Department of Defense made
vaccination mandatory, anthrax has be-
come a hot topic of conversation.

Many servicemembers—active, Guard
and Reserve— may havejeopardizedtheir
military careersdueto information gained
from potentialy unreliablesources. Filots,
lately the most visible challengers of the
anthrax vaccination program, stand to risk
the most. Or do they?

“Muchof our earning capacity asairline
pilots occurs in the final years that we
serve with the airling” said Brig. Gen.
Myron Ashcraft, chief of staff, Ohio Air
National GuardandaUnited Airlinespilot.
“For that reason, it is imperative that we
reach age 60, mandatory retirement age,
still able to pass a physical examination
every six months.”

In recent testimony before the House
Armed Services Committee, Rep. Ben-
jamin Gilman, R-N.Y ., said, “ 25 of the 48
pilotsat Stewart Air National Guard Base,
N.Y., have submitted resignations to be
heldinthe event mandatory anthrax vacci-
nation goesforward. Most of them happen
to be airline pilots, very much concerned
about their physical conditions following
vaccination.”

This speaks to a rumor in the flying
worldthat civilian airlineswon'’t hire mili-
tary pilots who've had the anthrax vac-
cine.

“1 have been acommercia airline pilot
since 1978 and can assure you that any-

Misinformation puts airmenatrisk

thing that might jeopardize my career has
my full attention,” Ashcraft said.

But according to the generd, the an-
thrax vaccination is a non-issue for com-
mercial arlines and the Federal Aviation
Adminigration’ sAeromedical Certification
Divison.

Taking theanthrax shot hasno effect on
airlinehiringand noeffect onbeinggranted
acivilian medical certificate, according to
Ashceraft. “ United (Airlines) doesnot even
ask if you have had the shots,” he said.

“No one has refused the shots here,”
said Tech. Sgt. Mark R. Méllinger, public
hedlth flight NCO. “We brought in some
individuals with questions about the vac-
cine and briefed them. So far we have
given over 8000 shotsto 1700 personnel.”

Charleston AFB isstill in Phase One of
the vaccination process.

“Wearecurrently vaccinating al mem-
bers being sent to Southwest Asiaor Ko-
rea,” said Mdlinger. “Air Maobility Com-
mand has added all flyers and the Phoenix
Ravens to Phase One. Charleston, with
AMC approvd, has also added Combat
Camera personnel and a few individuals
from finance.”

One place to fnd factual information is
the Anthrax Tool Kit.

Thissiteiscurrently restricted to*.mil”
hits only, and must be accessed from a
computer authorized for access to .mil
stes. However, officias are working to
releasethesiteintothepublicdomain. Until
then, the tool kit is available at
sgwww.satx.disa.mil/moasgop/restricted/
ccaindex.cfm.

derivatives and rabies vaccine manufactur-
ing operations that included severa devia-
tionsfrom FDA standards. In March 1997,
the FDA issued a “Notice of Intent to
Revoke” (NOIR) letter—threateningtoini-
tiate proceedingsto revoketheir licensefor
not correcting these discrepancies. None
of these problems were associated with the
production of anthrax vaccine. Thefacility
was never shut down, their license was
never revoked and no product was ever
seized by the FDA.

MBPI developed astrategicplan, includ-
ing production renovation to correct the
problems noted in the plant. Bioport is
following that plan. Inall, the FDA andits
predecessor, National Institutes of Health
haveinspected thelabs48timessince 1969.
All vaccines used by DoD have undergone
FDA and independently verified supple-
mental testing to ensure sterility, safety,
purity and potency.

Will this vaccine be effective against
newly developed or altered strains of
anthrax?

The current vaccine has been tested
against many strains and has been found
effective. 1t would be difficult to develop
and weaponize a form of anthrax to defeat
the vaccine, which works at the fundamen-
tal molecular level common to all kinds of
anthrax.

It' s effective against naturally occurring
anthrax strains, and protection is based on
aprotein found in all known strains of the
organism. It would be aformidabletask to
ater this protein, which is central to the
mechanism of the disease, and still retain
the effectiveness of the modified organism
as a weapon.

Why isn’t this a voluntary vaccine?

Anthrax posesareal threat tothemilitary
and immunization is the single most effec-
tive way to protect the troops.

“We have a vaccine that can protect our
troops from this deadly weapon. 1t would
be irresponsible for us to deploy our ser-
vicemen and women without using thissafe
andefficaciousvaccine,” saidDr. SueBailey,
Assistant Secretary of Defense for Health
Affairs, in her congressional testimony.

Summary

Fear is causing people to make career-
atering decisions based on half-truths and
misunderstandings. The facts speak for
themselves.

Anthrax is a vaccine, just like other
vaccines. |t protects against a bacteriajust
like typhoid, tetanus, diphtheria, and many
other vaccines. It just happens to be a
bacteria that not only occurs naturally but
also can be concentrated and used as a
biological warfare agent. (AFPN)



