27 March 2005

To Whom It May Concern,

I am writing this letter in response to the request for input about the safety, efficacy and labeling of bacterial vaccines and toxoids.  (Docket No. 1980N-0208).  
I am extremely concerned about the anthrax vaccine.  I am not a vaccine expert, but after having received five anthrax shots myself, and doing extensive reading and research, I feel there is a big problem with the vaccine.  If nothing else, there are many questions that need answers.
My story should be a familiar one.  I was in excellent health and had no family history of autoimmune disorders.  While in the US Air Force Reserves as an enlisted aircrew member, I received five anthrax shots.  Three came from lots later identified by the FDA to contain squalene.  This was not the adjuvant of the original, licensed vaccine.  I had severe site swelling and by the third shot, the red, hot welt covered 70% of my arm.  I had severe fatigue, malaise, joint pain and muscle soreness.  I had a miscarriage after the third shot.  I have since had to leave the reserves.  Part of the reason is that I would rather quit than be subjected to another anthrax shot.  The other part of the reason is that I am now physically disabled (40% from the VA so far) with an undiagnosed autoimmune disorder.  My blood has been tested by Tulane University and I am positive for anti-squalene antibodies as well.  
The original vaccine from the 1970’s has never proven to be very effective.  Studies are vague and ambiguous at best.  The original product insert states the adverse reaction rate to be 0.2% with minimal side effects.  This is well within acceptable industry standards.  However, the product insert was changed in 2002 and the adverse reaction rate was raised to 5-35%.  This is very high and begs the question, “Why did the rate change so drastically if the vaccine has not changed?”  
The updated product insert also lists many autoimmune disorders as side effects and includes fatalities.  Why would anyone want to risk a 35% chance of coming down with an incurable autoimmune disorder or dying from taking a vaccine that has never been proven to be completely effective against all strains and all delivery methods.

Finding squalene in the anthrax vaccine is of particular concern since squalene is well documented to cause autoimmune diseases in animals.  The Army has argued for years that we need a more effective vaccine and has been promoting a second generation vaccine that is not really any different from the original except that squalene is used as the adjuvant.  Squalene has never been licensed for use in humans and in my opinion never should.  Yet, the FDA found squalene in five lots of anthrax vaccine in amounts equating to a standard dose range study.  After finally releasing the information (after sitting on the results for 16 months), the FDA has yet to come up with a plausible reason as to how the squalene got in the vaccine.  I would also like to know why the FDA hasn’t continued to test other lots of anthrax vaccine for this illegal substance.  My concern extends beyond just the anthrax vaccine to other new generation vaccines in development that may contain squalene as an adjuvant.
I am just one of many military veterans who have been adversely affected by this vaccine.  Like others, I have been reluctant to speak out until now for fear of losing my job.  Until recently, I never even heard of the Vaccine Adverse Event Reporting System (VAERS).  I don’t think I would have filled out a report at the time though, had I known about it, for the same reason of concern for my job.  Now that I am out of the service though, I will be filling out that report and submitting it shortly.
I hold the same viewpoint and ask the same questions as the folks from the Military Vaccine Action Committee, Tulane University and Gary Matsumoto, author of the book “Vaccine-A”.  How can anyone in good conscience, continue to list the anthrax vaccine as safe and effective when there is such an on-going controversy raging?  More and more people are becoming aware of the tap-dancing that the FDA has been doing over this and other issues related to vaccines and drugs.  In my opinion, the anthrax vaccine and any other vaccines that contain squalene should be reclassified as Category II: unsafe, ineffective, or misbranded.   
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