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POSITION PAPER

Protecting Our Guardians is a 501(c) (4) non-profit association committed to:

· Protecting military personnel from the dangers of the anthrax vaccine

· Bringing an end to mandatory anthrax vaccine administered to military personnel through the United States Department of Defense, Anthrax Vaccine Immunization Program (AVIP)

· Educating citizens about the unsafe AVIP and the anthrax vaccine

· Lobby and otherwise support legislation in furtherance of these objectives

AVIP FACTS:

1. Biothrax is the nation’s most reactogenic vaccine.   5,120 adverse reactions and at least 21 deaths have been reported on this substance through FDA’s voluntary Vaccine Adverse Event Reporting System (VAERS), and   a former FDA Commissioner admitted VAERS probably captures only 1% of total reactions.  The 2002 manufacturer's product insert lists 40 different reported serious side effects (see note at bottom of next page), and an acknowledged systemic reaction rate of 5 to 35%.  Many reactions, including immune and neurological disorders, persist for years without relief or resolution.  By comparison, the swine flu vaccine program in the 1970s was discontinued after only three related deaths.  
2. Recent FDA approval of the anthrax vaccine is no guarantee of safety or efficacy.  Since 1999, seven expert groups have pointed out the need for long-term safety studies.  The December 2005 FDA Final Rule on anthrax vaccine failed to address critical issues, such as the acceptance of data from an older vaccine formula to justify the current vaccine, and the absence of any human efficacy data for the licensed vaccine.  Senate Finance Committee hearings demonstrated multiple well-publicized FDA failures to regulate drug safety in 2005.  Biothrax is another drug for which the FDA has failed to provide appropriate regulatory oversight.
3. Vaccines are easily defeated.  It is not currently possible to develop a vaccine that will protect against every strain of anthrax; nor can the military anticipate new weaponized anthrax strains that might evade vaccine protection, according to US and former USSR experts.  The threat of overwhelming retaliation worked to deter communist aggression in the Cold War, but it is unknown if bioterrorists are deterred by vaccinated targets.  
4. The vaccine’s dosing schedule requires 24 shots in a full 20 year military career to maintain unproven immunity.  This requirement has been proven to be logistically unfeasible, fails to meet modern inoculation standards, and amplifies the risk of adverse reactions.  A Congressional investigation (House Report 106-556) identified these features of the AVIP program.  The DoD demonstrated an inability to comply with the regimen of six shots in eighteen months, followed by yearly boosters, thus administering a program of de facto experimentation for thousands of service members.  This issue especially impacts Guard and Reserve members, whose duty schedules make compliance with the shot’s regimen difficult, if not impossible.  Also, the anthrax vaccine regimen requires 14 shots in the first decade to maintain uncertain immunity, whereas protection against tetanus requires only one shot every 10 years and has a demonstrated efficacy record. 

5. The presence of contaminants, toxic components, or ingredients not found in other licensed US vaccines has never been ruled out.  The FDA discovered illegal squalene in 5 older vaccine lots and notified Congressman Jack Metcalf who reported his findings in a House National Security, Veterans Affairs, and International Relations Subcommittee hearing on September 27, 2000.  DoD had tested only to parts per million and said no squalene was present.  The FDA has not reported testing newer lots.  Vaccine components have not undergone standard toxicology testing.  Assurance that the vaccine is free of these substances can only be obtained by stringent independent testing and analysis of every vaccine lot, using equipment that can measure squalene and other potentially injurious substances in parts per billion.

6. Morale, refusal, legal, and family problems associated with the previous mandatory AVIP program have already resurfaced (http://www.cbsnews.com/sections/i_video/main500251.shtml?id=2684326n), CBS broadcast on 4/14/07.  The vaccine’s high risk is an additional threat to service member’s life and health on top of IEDs, mortars, and bullets in deployed Global War on Terrorism locations.  Continuing to use the Biothrax vaccine will result in further injuries to the health of military members, problems with retention and recruitment, additional legal actions on behalf of military members, and a weakened National Security. 

7. The vaccine’s use is unjustified given alternative biodefense measures and the controversial bioweapons claims in Iraq and elsewhere.  The strategy of pre-exposure vaccination should be reassessed in light of many other means of anthrax protection.  These means include physical protection measures such as impenetrable, spore-proof fabric and more detection equipment in the field, as well as various post-exposure treatment options such as antibiotics, antiserum, many new drugs in development and monoclonal antibodies that can be targeted to those who are at risk or who have been exposed.  Such a strategy review should determine the most cost-effective and least hazardous solution(s) proportional to the anthrax threat.  Also, with the degree of controversy over which nations have weaponized anthrax and the alleged misuse of intelligence on WMD matters, the credibility of a vaccine defense is commensurately in question and should be reviewed by independent experts.
8. Service women are highly vulnerable to the vaccine’s side effects.  The data show that women have twice the systemic adverse reaction rate as men (GAO-02-445).  FDA notes there is evidence the vaccine can cause birth defects, placing it in Category D, yet it is given to women in their peak childbearing years.

9. The DoD is facing enough health care challenges already.  Recent public disclosures of substandard care for the war-injured at Walter Reed are indicative of funding choice problems faced by the Department.  Funding for DoD's four Vaccine Healthcare Centers has also been in question during the past two funding cycles, requiring action by Congress for the healthcare centers to remain open.  Cessation of appropriations for the DoD's four Vaccine Health Care Centers would result in inadequate evaluation and treatment of vaccine injuries.  The VA also lacks such centers, but needs them.  Thus far, the science of caring for vaccine injuries is still in an early stage of development and requires directed research.  Many service members injured by anthrax vaccine have been discharged without benefits, which places a burden on the VA system but spares DoD the cost of caring for these victims.  In fact, a recent investigation by Senator Levin revealed that 13,000 discharged service members who received no disability rating from the DoD received an average of 56% disability from the VA.
10. The VA system is equally incapable of absorbing the burden of anthrax vaccine related disabilities.  In the midst of the conflict in Iraq, Veterans’ Administration Hospitals and caseworkers are already overloaded with sick and injured veterans.  A recent study from Harvard University predicts that the cost of lifetime medical care and compensation benefits for returning veterans could eventually reach $660 billion.  The VA system is currently not prepared to handle a large number of soldiers with persisting vaccine reactions; nor can it easily provide pensions to veterans disabled as a result of vaccine injuries.

CONCLUSION

The original $130M AVIP program cost has ballooned astronomically to include inseparable expenditures for examining and treating vaccine reactions, injuries, and/or deaths; rebuilding the manufacturing plant; imprisoning or discharging refusers; conducting extra medical evaluation boards; additional VA disability case reviews; lost productivity from injuries; lost warfighting capability from Guard/Reserve aircrew departures (GAO-01-92T), and a 2004 failed contract with VaxGen for $877.5 million to produce a more effective the anthrax vaccine, among other measurable impacts.  These costs do not include intangibles such as public relations, DoD leadership, and Congressional hearing time, as well as the loss of trust and morale among citizens, those in uniform and their family members, or those considering military service.  The only reasonable solution for this magnitude of negative return on taxpayer investment is for Congress to defund the AVIP program.
Note:  The anthrax vaccine product insert reveals a systemic adverse reaction rate of 5-35%, which includes, but is not limited to, side-effects such as "Anaphylaxis and/or other generalized hypersensitivity reactions… … cellulitis, cysts, pemphigus vulgaris, endocarditis, sepsis, angioedema and other hypersensitivity reactions, asthma, aplastic anemia, neutropenia, idiopathic thrombocytopenia purpura, lymphoma, leukemia, collagen vascular disease, systemic lupus erythematosus, multiple sclerosis, polyarteritis nodosa, inflammatory arthritis, transverse myelitis, Guillain-Barré Syndrome, immune deficiency, seizure, mental status changes, psychiatric disorders, tremors, cerebrovascular accident (CVA), facial palsy, hearing and visual disorders, aseptic meningitis, encephalitis, myocarditis, cardiomyopathy, atrial fibrillation, syncope, glomerulonephritis, renal failure, spontaneous abortion and liver abscess. Infrequent reports were also received of multisystem disorders defined as chronic symptoms involving at least two of the following three categories: fatigue, mood-cognition, musculoskeletal system… …Reports of fatalities included sudden cardiac arrest (2), myocardial infarction with polyarteritis nodosa (1), aplastic anemia (1), suicide (1) and central nervous system (CNS) lymphoma  (1).
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