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ANTHRAX VACCINE IMMUNIZATION PROGRAM (AVIP)

QUESTIONS AND ANSWERS IN PREPARATION FOR 

PUBLIC ANNOUNCEMENT OF NEW AVIP RESUMPTION POLICY

Policy and Management Questions

1. How do you intend to protect the troops?  What’s your new anthrax vaccination policy?  At this time, the Department of Defense will resume the Anthrax Vaccine Immunization Program (AVIP) consistent with U.S. Food and Drug Administration-approved labeling and the best practice of medicine. The Department of Defense policy is to immunize military personnel, Emergency-Essential DoD civilians and contractor personnel, assigned to or deployed for more than 15 days in higher threat areas whose performance is essential for certain mission critical capabilities.

2. So, you’re changing Secretary Cohen’s Total Force Vaccination Policy?  Owing to limitations in vaccine supply, we’re resuming the Anthrax Vaccine Immunization Program by assuring priority for those at higher risk whose performance is essential for certain mission critical capabilities.

However, protection of all forces against anthrax exposure remains a critical goal of the Department’s Force Health Protection program. We are taking necessary steps to develop optimal protection against the threat of anthrax and other potential bioweapon agents, including improved intelligence, detection, and surveillance capabilities, protective clothing and equipment, new generation vaccines and other medical countermeasures. In addition, we have stockpiled antibiotics in distributed locations.

3. But do you intend to vaccinate the Total Force over the long term?  Those plans are dependent upon a number of factors. In the near-term, however, we want to protect our personnel at higher risk whose performance is essential for certain mission critical capabilities. Immunizations may be expanded at a future date to provide similar protection as the threat demands and existing supplies allow.  Over the long term our goal is to have an easily administered vaccine, which utilizes the latest technology and is easily scalable to produce large quantities. We are working together with the Department of Health and Human Services and private industry to produce such a “next generation vaccine.”

With regard to the current vaccine, the FDA approved BioPort’s renovated vaccine facility earlier this year. In addition, several lots of vaccine manufactured by BioPort in the renovated facility were submitted to the FDA for lot release and released.  BioPort needs to establish a consistent and greater supply of vaccine. So we’re watching BioPort’s production and FDA’s release of additional vaccine closely. We are moving deliberately, one step at a time. We are implementing a policy we are highly confident we can fully execute.

4. When do you expect to take the next step?  Do you intend to expand the AVIP?  We have no scheduled timeline to take the next step or expand.  We will monitor several factors:

The first is the supply of the vaccine as BioPort production increases over the coming year. 

The second is progress on current research efforts. The Centers for Disease Control and Prevention (CDC) has begun a clinical study to determine if the vaccine can protect equally with less than six doses; and if, by changing the way we administer the shot, from subcutaneously (just under the skin), to intramuscularly (deeper into the muscle), we can reduce the injection site swelling, itching, redness and pain.  The FDA will need to review the study data and approve such a change. This effort will likely take at least two years.

A third factor is how the threat of anthrax to our forces may change over time. We will be watching the changing threat and world situation. 

So the Department is going to keep our attention on all these factors as they evolve. Let’s see where we are a year or so from now.

5. What are these “certain mission critical capabilities” in your new policy?  We will not talk about these capabilities but only say they are all important in this war we wage against terrorism.

6. Will vaccinations under your new program be mandatory?  Yes. It is important that all personnel whose duties are essential to these mission critical capabilities are vaccinated against anthrax, both for their personal protection and for success of the military mission. So vaccination will be mandatory, except as provided under applicable medical and administrative exemption policies, similar to those we’ve always had in place.

7. Why can’t you allow personnel to choose voluntarily to be vaccinated?  We provide many different vaccines and medical procedures on a mandatory basis, when it is known that the vaccine or medical measure is safe and effective, and exposure or possible exposure to an agent poses a real risk.  Also, we fight and win as teams—if one or several team members in areas of higher risk are not vaccinated and fall victim to anthrax, they could jeopardize the lives of other team members and mission success.

8. Why aren’t you protecting personnel deployed 15 days or less?  We didn’t want to impose the eighteen-month, six-dose series with a yearly booster on individuals who, except for their limited travel into a higher risk area, had no continued threat of exposure to anthrax. 

9.  Can personnel deployed 15 days or less volunteer to be vaccinated?  If those individuals have concerns, they should speak with their commanders.  We recognize that some of our personnel may be on rotation schedules with duty taking them into higher threat areas multiple times in a given year, bringing cumulative time deployed to more than 15 days in a given year.  There are allowances in our policies, by exception, for commanders with personnel with these types of situations.

10. What do you mean by “higher threat areas?”  Higher threat areas refer to those geographical locations where we have determined the threat of anthrax attack to be higher for some DoD personnel.  It represents the Department’s focus on applying its limited vaccine supply to those personnel whose duties bring them into higher risk of anthrax infection, by deployment location and/or occupation, and to preserve mission critical capabilities in those areas.  

11. What countries are included in the “higher threat areas?”  We are not going to comment specifically on that question, but included are areas in and around the Arabian Peninsula.

12. Is Korea a “higher threat area?” Will you vaccinate forces bound for Korea?  That is a specific detail we are not going to comment on at this time.

13. What determines an area of the world or a country to be designated “higher threat?” Many factors go into such determinations, including intelligence information, known capabilities, and other variables. 

14. Will only service members be vaccinated?”  In addition to those servicemembers who are assigned to or deployed for more than 15 days in a designated higher threat area whose performance is essential for certain mission critical capabilities, we will vaccinate those Emergency-Essential DoD civilians and contractors who also are at higher risk whose performance is essential for certain mission critical capabilities.  Some portion of the limited supply of vaccine will be reserved for contingency use by other federal agencies.

15. When will anthrax vaccinations under this policy start?  We are currently vaccinating designated special mission units, and personnel involved in research and anthrax vaccine manufacturing. This policy continues vaccination for those persons, and adds and resumes for others, as we are able to distribute adequate supplies of vaccines and educate our personnel. Quite simply, anthrax vaccinations under this policy will be administered today, tomorrow, next week, and in the weeks and months ahead. 

16. It’s taken you more than four months since FDA’s BioPort approval to make this decision…does this imply that the Department or that Secretary Rumsfeld has concern about this vaccine or this program?  No. Secretary Rumsfeld asked the Department to look very closely at all aspects of this vaccination program: the threat, vaccine supply, vaccine safety, vaccine effectiveness, troop education, and ongoing and future research. He demanded that we pull together lessons-learned over the past four years of administering this program, and of the country’s recent experience with anthrax. We believe our current policy is very carefully considered.

17. What about the rest of the country? Who and when will others outside the DoD be vaccinated?  This policy is being coordinated by the Office of Homeland Security, working with the Department of Health and Human Services and other federal agencies. 

18. Is DoD planning to use all of the anthrax vaccine produced by BioPort?  No. DoD’s policy took into account other national security considerations beyond the needs for military personnel. A certain amount of the produced vaccine will be reserved for contingency use by other federal agencies.  The Office of Homeland Security heads the planning effort among federal agencies for contingency use of the vaccine.

19.  What are those contingency or other national requirements for anthrax vaccine?  I refer you to the Department of Health and Human Services to address non-DoD aspects of the U.S. Government’s approach to the anthrax threat.

20. Does this mean DoD will provide States or cities with some of the vaccine produced by BioPort?  This is a matter for discussion by the Office of Homeland Security, and they will address it at such time as they deem appropriate. 

21. Considering the direct attacks on the Pentagon last fall, will people working in the Pentagon be vaccinated?  At this time, we do not plan to vaccinate personnel simply because they work in the Pentagon.

22. Senior DoD leaders were vaccinated during the previous AVIP. Will they be vaccinated now?  The current policy is to vaccinate personnel assigned to or deployed to higher risk areas and who perform mission essential jobs.  Senior DoD leaders meeting these criteria will be vaccinated. 

23. What about all those people who received anthrax vaccinations in the past?  Will they resume the six-dose series? Those who fall within the groups defined by this policy will resume as soon as their units begin vaccinations.  Some may resume today, tomorrow, next week or in the near term weeks and months ahead.  Others, not covered under the current policy, will resume as soon as our anthrax vaccine supply allows.

24. So what you’re saying is you do intend to resume all those begun before, but now deferred?  Yes, as the Department of Defense has always said, we are committed to completing the six-dose series for everyone who began the series who remains in the force.

25.  Because of the Anthrax Vaccine Immunization Program slowdown, suppose it’s been a year and a half since the servicemember’s last dose of anthrax vaccine; does he or she have to start all over with dose #1?  No.  Based on experience with anthrax vaccine and other vaccines, there is no need to restart a multi-dose vaccine series.  Civilian medical experts advising the Centers for Disease Control and Prevention recommend this practice. Each dose is like climbing a set of stairs toward full immunity.  DoD will continue to study the protection conferred with fewer than six doses.

26.  The Centers for Disease Control and Prevention use of anthrax vaccine for Congressional and U.S. Postal Service workers was called “experimental” and “investigational,” requiring informed consent; why then does the Department of Defense’s use of anthrax vaccine in the Anthrax Vaccine Immunization Program not require informed consent of servicemembers?  The Department of Defense’s use of anthrax vaccine in the Anthrax Vaccine Immunization Program for pre-exposure prevention using six doses over eighteen months is consistent with the Food and Drug Administration-licensed use of the vaccine. The Centers for Disease Control and Prevention offer of anthrax vaccine for Congressional and U.S. Postal Service workers used anthrax vaccine for “post-exposure prophylaxis” in three doses. This is not a Food and Drug Administration-licensed use of the vaccine.  Therefore, in that case (post exposure), the vaccine was administered under an “investigational new drug” protocol, which required informed consent.  

27. How many servicemembers have been vaccinated?  Since the beginning of the Anthrax Vaccine Immunization Program in March 1998, Department of Defense vaccinated over 525,000 people with more than 2.1 million doses of anthrax vaccine.  

28. Why doesn’t DoD use antibiotics rather than anthrax vaccine? There is no better round-the-clock protection against anthrax infection than the anthrax vaccine. Antibiotics are effective when started immediately or very soon after exposure. However, not all exposures can be predicted in advance or even determined in very early stages, particularly in certain military situations. In such situations, the consequences for military personnel and their mission could be dire. This is not a risk we can afford to take.  DoD will therefore vaccinate ahead of time for the best protection. 

29.  Does DoD plan to offer the vaccine to dependents or family members of military personnel who might be living in higher threat areas?  The Department is evaluating this issue, but since this use of the vaccine would be on a recommended, but voluntary basis, policy on this matter will be considered along with policy for federal employees from other federal departments who might be candidates for voluntary use of the vaccine on the basis of their work in higher threat areas performing mission essential functions.

30.  In the past, as the stockpile of FDA-licensed anthrax vaccine dwindled, the Department instituted in June of last year, only a limited number of people, including special mission units, DoD research personnel, and congressionally mandated anthrax vaccine research have received the vaccine.  Are you now resuming vaccinations for DoD  personnel in Southwest Asia, who had been receiving the vaccine just prior to the third slowdown?  We will vaccinate those in and around the Arabian Peninsula, but we will not be any more specific due to operational security reasons.

31.  Are you prepared to offer anthrax vaccine to U.S. allies and coalition partners?
We are discussing with key allies, coalition partners and friends the resumption of our anthrax vaccination program.  During the course of our discussions, we envision this issue being addressed.  We would give serious consideration to any request from 

such countries for vaccine, keeping in mind our own requirements, projected available supply and threat conditions at the time.

Threat Questions

32.  What is the threat of anthrax used against our military?  Anthrax is an attractive weapon of mass destruction for our enemies.  It is highly lethal, relatively easy to produce in large quantities and to develop as a weapon, easily spread in the air over a large area and it can be stored and remain dangerous for a long time. For this reason, anthrax may be the most important biological warfare threat facing U.S. forces. The Intelligence Community believes several countries currently have or are developing an offensive biological warfare capability using anthrax. Given the ease with which anthrax can be produced, U.S. forces may have little or no warning before an anthrax attack, which could be delivered by unconventional means. 
33.  Has the threat changed since the anthrax attacks in fall 2001?  The threat remains real and serious. 

34.  George Tenet recently testified before Congress that documents uncovered in Afghanistan pointed to a highly sophisticated Al-Qa’ida biological weapons research and development program.  Are U.S. troops currently participating in the war on terrorism in and around Afghanistan subject to the new policy?  That is a specific detail we are not going to comment on at this time.

Effectiveness Questions

35.  Who says anthrax vaccine is effective?  The Food and Drug Administration licensed anthrax vaccine adsorbed for protection against Bacillus anthracis—the bacterium causing anthrax—when used in accordance with the approved labeling.  The Food and Drug Administration reaffirmed this position in numerous testimonies to Congressional committees over the past three years.  Based on human and animal data, the National Academy of Sciences’ Institute of Medicine concluded in March 2002 that anthrax vaccine is “an effective vaccine for the protection of humans against anthrax, including inhalational anthrax, caused by all known or plausible engineered strains of Bacillus anthracis.”

36.  Does anthrax vaccine protect against all types of anthrax?  Yes. While no vaccine is 100% effective, this vaccine will greatly reduce the risk of contracting anthrax, regardless of route of exposure.  Based on human and animal data, the National Academy of Sciences’ Institute of Medicine concluded in March 2002 that anthrax vaccine is “an effective vaccine for the protection of humans against anthrax, including inhalational anthrax, caused by all known or plausible engineered strains of Bacillus anthracis.”

37.  Will anthrax vaccine protect against all strains of anthrax?  Yes. Every disease-causing strain of Bacillus anthracis produces the same protein, a protein that is required to cause disease. The vaccine induces the production of antibodies that neutralize that protein.  The National Academy of Sciences’ Institute of Medicine concluded in March 2002 that “it is unlikely that either naturally occurring or anthrax strains with bioengineered protective antigen could both evade AVA [the U.S. anthrax vaccine] and cause the toxicity associated with anthrax.”

Health and Safety Questions

38.  How many people who get the anthrax vaccine get sick?  Based on over 30 years of anthrax vaccine use, we know that severe, albeit transient, injection site reactions do occur.  It is known that from 30 to 60 percent of people who receive anthrax vaccine will develop an injection site reaction (less than one inch). About one in a hundred develops a reaction five inches in diameter or larger. The rate of side effects away from the injection site is about the same as for other vaccines: from 5 to 35 percent, with these events going away within a few days. As the National Academy of Sciences noted in their March 2002 report, these rates are similar to other vaccines.
 

39.  Is it true that women have more side effects to anthrax vaccine than men?  Yes, women experience more small injection site reactions than men. For skin reactions smaller than one inch in diameter, the likelihood is 60 percent for women and 30 percent for men. For side effects away from the injection site, the rates for men and women are about the same. 
 

40.  Does anthrax vaccine cause severe side effects or death?  Medical experts agree: no death and only rare serious side effects have been caused by anthrax vaccine.  The Department of Defense, Food and Drug Administration, Centers for Disease Control and Prevention, and an independent panel of civilian physicians review every report of serious illness or death that might possibly be associated with anthrax vaccination. These groups all agree that anthrax vaccine is not associated with any unexpected patterns of adverse events.  The National Academy of Sciences’ Institute of Medicine reported in March 2002, “There is no evidence that life-threatening or permanently disabling immediate-onset adverse events occur at higher rates in individuals who have received AVA [U.S. anthrax vaccine] than in the general population.” In rare cases, patients experience serious adverse effects; these are treated and followed appropriately.  
 

41.  If a servicemember has a serious reaction after anthrax vaccination, will he/she be taken care of, or will the service just throw them out?  If a servicemember has a serious reaction to anthrax vaccine, he/she will be exempted from further doses and will receive full medical care. This policy is the same policy as for any vaccination or any service-connected event. 

42.  Did anthrax vaccine cause the illnesses of Gulf War veterans?  There are no established connections between the anthrax vaccine and the persistent and unexplained illnesses reported by some Gulf War veterans, although research continues on this issue. A very recent review of the anthrax vaccine by the National Academy of Science’s Institute of Medicine concluded that, while data are limited, no convincing evidence shows that personnel who received the vaccine have elevated risks of later on-set health effects.

43.  Did the Defense Department add squalene to anthrax vaccine in 1990-91 to stretch the vaccine supply?  Doesn’t the finding of anti-squalene antibodies in Gulf War veterans prove it?  No. Squalene was not added to any vaccines administered to Gulf War veterans.  Further, the National Academy of Sciences found the evidence for that anti-squalene test to be inadequate and no such link had been established. Food and Drug Administration (FDA) scientists found trace quantities of squalene in anthrax, diphtheria, and tetanus vaccines (less than the natural level of squalene in the human bloodstream).  The FDA notes that these minute quantities could have come from the bacteria involved or from processing during FDA tests (squalene is present in the oil in fingerprints).  The FDA called squalene in vaccines "naturally occurring and safe."
44.  Didn’t Lot xxxxx cause problems?  No. Based on self-administered surveys and spontaneous reports, lot-to-lot comparisons in the various human safety studies performed to date found no meaningful differences based on lot.  No vial of anthrax vaccine was distributed by the manufacturer without lot-specific manufacturing and testing data, explicitly reviewed and approved by the Food and Drug Administration. The Department of Defense uses only vaccine lots that the Food and Drug Administration releases as meeting all applicable standards.
Vaccine Production, Procurement & Inventory Questions

45.  Did the Food and Drug Administration revoke BioPort’s license to manufacture anthrax vaccine?  No. BioPort’s predecessor, the Michigan Biological Products Institute (MBPI), owned by the State of Michigan, approved renovations in 1995 for the Lansing facility. In 1997, the Food and Drug Administration (FDA) issued a notice of intent to revoke licenses issued to MBPI.  MBPI responded within 30 days with a strategic plan for compliance to FDA standards. The manufacturer voluntarily closed the anthrax vaccine production line in January 1998 for renovation. BioPort submitted a highly detailed set of quality control documents to FDA in fall 2001. FDA approved BioPort’s facilities and processes, as they relate to the manufacture of anthrax vaccine, on January 31, 2002. 

46.  Isn’t anthrax vaccine based on old (archaic) technology?  Anthrax vaccine was invented using mid-century technology that also led to highly successful vaccines against tetanus, diphtheria, and other infectious diseases. Today’s manufacturing of anthrax vaccine by BioPort meets all current Food and Drug Administration standards of production.

47. What is the implication of the Food and Drug Administration’s January 31, 2002 action “approving” BioPort?  The Food and Drug Administration approved the renovations to BioPort’s anthrax vaccine manufacturing facilities and processes. The license to manufacture anthrax vaccine has been valid without interruption since 1970. BioPort’s license was amended and approved by FDA to reflect the renovated facilities and processes.

48. How much vaccine does the Department of Defense now have?  The number of available doses in the inventory is a fluid number that will grow from now on; it is a force protection matter we will not specifically discuss. 

49. What’s the cost per dose?   Contract negotiations are underway and cost per dose will be determined with these negotiations.

50. How much has the Department of Defense spent on the anthrax vaccine program?  Since September 1998, $146M has been obligated for the Anthrax Vaccine Production Program to obtain Food and Drug Administration approval for the renovated facilities and to procure vaccine.

51. What happens to the “old” vaccine, the lots that the Food and Drug Administration didn’t release?  Those unreleased, pre-renovation lots will remain as an emergency stockpile, until newer production lots can replace them. They would be used only in an emergency under an investigational new drug (IND) protocol with informed consent, and with the concurrence of the Food and Drug Administration.  

52. Where does the Department of Defense stand on the second-source for anthrax vaccine production?  The Department is working closely with the Department of Health and Human Services on this.  Potential sources for a “next generation” anthrax vaccine are currently being examined. There has been interest by commercial manufacturers in a "shared license" agreement with BioPort; but that could take two to four years or longer.
  

Military Discipline Questions 

53. How are refusals to be vaccinated handled?  We anticipate that very few, if any, servicemembers will refuse to be vaccinated given more recent knowledge about the threat of anthrax and also about the validated safety and effectiveness of the vaccine. However, we begin with the assumption that any servicemember covered by this new mandatory policy who refuses vaccination may be uninformed about the facts related to the deadly effects of the anthrax agent and the safe protection afforded by the vaccine.  Our first action with those who might refuse the vaccine will be to determine their concern and provide information.

This is a force health protection issue. If a servicemember continues to refuse the vaccine, then a commander will manage the situation as he or she would for any failure to obey a lawful order, including educating the member about the AVIP as appropriate.

We expect servicemembers to comply with administration of this vaccine as for any other mandatory vaccination.  It is comparable to an order to wear body armor during armed engagement, or to don a protective mask in a suspected chemically or biologically contaminated environment.  Any servicemember who does not comply with these measures endangers his/her own health, and places both their unit and mission accomplishment at risk.

Military and civilian judges uniformly have found orders for members to be vaccinated to be lawful orders.  Again, we do not anticipate this issue to be a major problem.
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