QUESTIONS AND ANSWERS

Q1.  Why are service members getting this vaccine?

A1.  Anthrax is a known lethal weapon in the arsenal of at least 10 countries, many of which are hostile to the United States.  Anthrax is an inexpensive weapon that could be used against deployed personnel.  Vaccination before exposure is a critical part of the protection against this weapon.

Q2.  What is anthrax?

A2.  Anthrax is an infectious disease that normally afflicts animals, especially cattle and sheep. Anthrax spores can be produced in a dry form that may be easily turned into an aerosol weapon.  When inhaled by unprotected humans, inhalation anthrax will cause respiratory failure and death as soon as a week following exposure.

Q3.  Is the vaccine all that is needed to protect against inhalation anthrax?

A3.  Being fully vaccinated greatly increases the chances of surviving an exposure to anthrax. Chances are further improved by other measures, especially the proper use of the protective masks.

Q4.  Is this an experimental vaccine?

A4.  No, the anthrax vaccine has been approved by the FDA since 1970.  Michigan Biologic Products Institute (now the Bioport Corporation) licensed the vaccine (No. 99) and is the only manufacturer.

Q5.  Is this vaccine safe?

A5.  Yes.  This vaccine has been safely administered in the US to those in at-risk occupations, such as veterinarians, laboratory workers, and livestock handlers since 1970.  No reports of serious adverse effects have been reported in almost three decades of use.

Q6.  Is there anyone who should not receive the vaccine?

A6.  The anthrax vaccine should be administered only to healthy men and women from 18 to 65 years of age because investigations to date have been conducted exclusively in that population.

Q7.  What about pregnancy?

A7.  Anthrax vaccine, like other vaccines in the US, is classified as "Pregnancy Category C," which means animal reproduction studies have not been conducted with anthrax vaccine. Therefore, prudent medical practice dictates that all vaccinations, including anthrax, should be routinely deferred during pregnancy unless clearly needed.

Q8.  What other medical conditions could affect the use of this vaccine?

A8.  If a person has an active infection/illness or is taking some prescription medications, a decision to give the vaccine will be made on a case by case basis.

Q9.  The anthrax vaccine was administered to personnel deployed in the Gulf War. Has the anthrax vaccine been linked to illnesses among Gulf War veterans?

A9.  No. Several national scientific groups, including the National Academy of Sciences, have addressed this issue and have found no evidence to link the anthrax vaccine with illnesses among Gulf War veterans.

Q10.  Does the vaccine cause sterility?

A10.  No.  The vaccination has been routinely used for almost 30 years and has not been associated with sterility.  Although scientists cannot conduct experiments with lethal agents on the human reproductive system (for ethical reasons), after three decades there is ample evidence that it does not cause any harm or sterility.

Q11.  What are the side effects?

A11.  As with other vaccinations, pain may occur at the site of injection.  Temporary side effects (redness, swelling or a small nodule at the injection site; general malaise) may occur. 

Q12.  Is there any proof the vaccine is effective against inhaled anthrax?

A12.  Several studies performed at the U.S. Army Medical Research Institute of Infectious Diseases (USAMRIID) demonstrated the excellent efficacy of the vaccine in monkeys, whose response would most closely resemble a human anthrax infection response. 

Q13.  Could some nation manipulate anthrax to defeat our vaccine?

A13.  We believe it would be difficult to develop and weaponize a form of anthrax to defeat our vaccine.  The vaccine is effective against naturally occurring strains of anthrax and protection is based on a protein found in all known strains of the organism.  It would be a formidable task to alter this protein, which is central to the mechanism of the disease, and still retain the effectiveness of the organism as a weapon.

Q14.  Will military members be asked to sign a consent form before being given the vaccine?

A14.  The vaccine is fully licensed by the FDA and does not require signed consent. 

Q15.  Is the anthrax vaccination program a result of lessons we learned from the 1991 Gulf War?

A15.  The current world threat environment and the unpredictable nature of terrorism make it prudent to include biological warfare defense in all of our force protection planning.  The greatest biological threat agent is anthrax, as validated by the Chairman of the Joint Chiefs of Staff.

Q16.  In overseas areas where military family members are present, will family members be vaccinated also?

A16.  Military family members will generally not be vaccinated.  If the threat warrants, the first option is to withdraw them from the area.

Q17.  Will service members have a choice in receiving the anthrax vaccine?

A17.  No.  This series of immunizations will be treated the same as other required vaccinations. All service members will be required to take the vaccinations, unless medically deferred.

Q18.  Is anthrax vaccine available to the civilian population? 

A18.  Small quantities are made available as needed to civilians who are exposed to anthrax hazards in their work environment such as veterinarians, laboratory workers, researchers, and others. 

Q19.  How real is the threat?

A19.  The current world threat environment and the unpredictable nature of terrorism make it prudent to include biological warfare defense as part of our force protection planning.  The fact is that our potential adversaries have not been forthright in adhering to the 1972 Biological and Toxic Weapons Convention.  Since endorsement of the treaty by the international community, the number of countries developing offensive biological warfare capability has doubled.  We discovered during the Gulf war that Saddam Hussein maintained an anthrax arsenal sufficient to kill every man, woman and child on the face of the earth. By 1992, we learned the former Soviet Union maintained capability that dwarfed Iraq’s by comparison.  Many terrorist groups are vocal about their contemplated use of germ warfare.  The anthrax vaccination immunization program is the most effective method of countering the threat. 

Q20.  What happens to those who refuse the shots?

A20.  Refusals are dealt with on a case-by-case basis, to allow commanders the flexibility to deal with each individual’s specific concerns.  Commanders have the full range of disciplinary options available to them just as they do for anyone who disobeys a lawful order.  This ranges from personnel actions to punitive actions.  It includes administrative actions such as oral and/or written counseling and reprimands, administrative discharges, Articles 15, and court-martial.

Q21.  Does this policy apply to members of the Guard and Reserve as well?

A21.  A program to vaccinate all Guard and Reserve members has been developed in accordance with the Air Force Anthrax Vaccination Immunization Program, and immunization has taken place for some time. AFRC and ANG commanders are responsible for anthrax immunization implementation.  Those personnel first to receive the vaccinations were those entering high-risk theaters, regardless of length of stay.

Q22.  What is squalene and is it added to the anthrax vaccine?

A22.  Squalene is a natural, non-toxic substance found in plants, animals and humans.  It is manufactured in the livers of humans and is a precursor to cholesterol.  It is also found in foods like olive oil and eggs, in cosmetics and in over-the-counter medications.  Media reports of squalene being added to the anthrax vaccine are false.  There is not--and never has been--squalene in the anthrax immunization.

Q 23.  Why do women get almost twice as many reactions such as sore arm compared to men?

A 23.  So far AFMC has no firm answer for the "sore arm in women more than men" question from the 8 Sep meeting. HQ AFMC Public Health states that this exact question is being studied by DoD and vaccine experts to determine if the following answer is correct: women have a higher dermal fat content due to their hormone metabolism and the fatty tissue tends to bruise and not heal quickly, leaving a thick swelling or “knot” after injection...Other possibilities postulated for women reporting more shot reactions/sore arms is that women may just be more quick to speak up about these kind of problems resulting in a higher rate of occurrence. Also, there is a possibility being investigated that the high level of estrogen in women may contribute to the type of reactions seen under the skin that aren't seen so commonly in men.

Q 24. Are flyers automatically DNIF’ed following the Anthrax vaccine?

A 24.  According to Lt. Col. Berg, Squadron Commander 95 AMDS, the rules give the provider the opportunity to ascertain a flyer's post-vaccine status and not ground him/her at all post-vaccine. A flyer is not DNIF'ed, but advised to not fly for the duty-day after vaccination.  Good sense says that a flyer could have a mild but delayed response and may not feel well later the day of the vaccine or may have a sore arm making control movements etceteras uncomfortable. Therefore we recommend flyers plan around these possibilities and schedule vaccinations around their flying schedules. For example, if you know Tetanus makes your arm sore, and you are due to fly BFM the following morning, it might be a good idea to delay the vaccine.  As for a difference between Anthrax and other routine vaccinations, there is no difference unless an individual has exhibited sensitivity to a certain vaccine product. If he/she has felt sore or ill when vaccinated before for some period such as 3 days, again common sense says that for 3 days they should not fly. In that case the provider will definitely write a 48-72 hr DNIF.  Flyers need to let providers know about prior reactions/problems.  Individual squadron ops desks may have further restrictions; flyers should check with them first. 

Q 25.  Was the vaccine that was used before not FDA approved and not potent enough?

A 25.   Vaccine that is released has to be approved by lot by the FDA. It is not possible to release product before the FDA has approved the lot to be released. 

Q 26.  Vaccine was said to be experimental to folks that were in theater during the Persian Gulf War. Was the vaccine experimental in its usage on U.S. troops?

A 26.  Apparently, the experimental material that troops were being told about was the “p-tabs” that were issued for use if Chem Warfare agents were suspected of being released. These tabs were not new or experimental. The tabs were known to work for prevention of Chemical Agent intoxication but the company had never paid to have the FDA drug-labeling done since normal people don’t have Chem Warfare agent exposure. This is common with medicines and is called extra-label usage. 

Q 27.  Is it okay for my spouse or dependents to attend the commander’s call so that they can know more about the vaccines I am receiving?

A 27.  In general, it is up to each commander to determine who may attend a commander call. If the commander approves of attendance of civilians and other non-essential personnel, then their attendance is welcome. Otherwise, the target audience needs to be small and personal enough for the message to get across and to minimize the question/answer periods to the interest of those that “need to know”. 

Q 28.  Does the vaccine protect against all strains of Anthrax?

A 28.   The protective antigen is present in all known strains of Anthrax. This protective antigen must be intact for the anthrax toxins to damage your system. The Anthrax vaccine causes your immune system to produce an antibody to disable this protective antigen and block the lethal Anthrax toxins from doing any damage. At this time, there have been no successful attempts to alter protective antigen and therefore make the Anthrax vaccine not protective. The Anthrax vaccine is protective against all known strains of Anthrax. (Further research article supporting this statement available, see Myth-Fact-?)

Q 29.  Is the vaccine alone protective against inhaled Anthrax? 

A 29.  No, the vaccine ensures rapid response to inhaled Anthrax but antibiotics are still necessary to assist in killing any bacteria that the vaccine antibodies cannot neutralize. The amount of Anthrax inhaled determines just how badly your body needs the help of antibiotics; the more spores inhaled, the tougher it is for the immune system to neutralize all the protective antigen present; if protective antigen is not neutralized, the toxins can cause damage to tissues. If antibiotics are present, the bacteria are killed or stopped from growth and no additional toxins can be produced. 

Q 30.  What exactly happened with the closure of Bio Port?

A 30.  FDA inspectors found deficiencies during routine visits to the manufacturing plant in 1996. Many deficiencies involved documentation of production controls. The findings caused FDA to issue a stern warning to the manufacturer. But the findings were not sufficient for FDA to order a recall, which is within FDA authority. The FDA findings were part of the reason the Secretary of Defense ordered supplemental testing of purity, potency, safety, and sterility of all batches of anthrax vaccine before use. Before these findings, the manufacturer elected to stop production with current facilities and invest over $20 million in a state-of-the-art production suite. No vaccine may be released from the new production facility until FDA confirms quality safeguards in the new facility.

Q 31.   What were the subcommittee findings regarding the safety and continuance of the DoD AVIP program?

A 31.  This is addressed in the video. The AVEC independent medical committee recommends the use of the vaccine (this is further discussed in other documents). A March 2000 report by the Institute of Medicine states that there is inadequate/insufficient evidence to determine whether an association does or does not exist between anthrax vaccination and long-term adverse health outcomes. 

Q 32.   When will the supply of vaccine be restored?

A 32.   At this time there are about 400,000 to 800,000 doses of vaccine in storage that have not been tested for potency. Several lots have been tested and have not passed the Food and Drug Administrations guidelines.  Further, the company has to have their potency test procedure re-certified by the FDA since the completion of their new facility. It is anticipated that the company will achieve re-certification of the potency testing and the new facility by the beginning of 2001. FDA officials say that the process may take up to 12 months, which would mean delay of re-certification could last through summer 2001. 

Q 33.   Regarding the outbreak in Minnesota of Anthrax in cattle and the human consumption of tainted meat causing the gastrointestinal form of Anthrax.

A 33.  There were five people originally identified as having been infected with Anthrax that have been treated with the Anthrax vaccine and oral Ciprofloxacin. This outbreak occurred in Rosseau Minnesota at the end of August. Six vials of Army Anthrax vaccine have been shipped to health officials in Minnesota to provide at least 3 boosters to as many as 20 persons if infected with Anthrax. 

Q 34.  What are the concerns of folks that have G6PD deficiencies and other vaccine known adverse responses when faced with receiving the Anthrax vaccine?
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