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POINT PAPER
ON
60 MINUTES: BACKGROUND BRIEFING ON ANTHRAX

-
Purpose: Notes prepared for background questions relative to medical questions on anthrax

-
Background: 60 minutes requested background briefing on Anthrax vaccination program arising out of refusal of vaccination and court-martial of Maj Sonnie Bates, Dover AFB

-
Question: How many DoD personnel have been vaccinated, and how many more to go?

--
Answer: Just under 400,000 individuals, involving about 1.4 million doses of vaccine

--
Air Force individuals vaccinated: 119,000 

-
Question: Are the fears of the people real or psychosomatic or lack of education?

--
Answer: The real fear is the disease threat. People should not be afraid of the vaccine, but the disease. Inhalation anthrax is virtually 100% lethal, and at least 10 countries have weaponized it, including Russia and Iraq. Certainly, there is a lot of misinformation out there on the internet, through rumor and elsewhere, that we have to counter with good, evidence-based facts.

-
Question: How many DoD personnel have experienced reactions?

--
Answer: Actual number is unknown, as many minor reactions are not felt significant enough by individuals to report, or are commonly expected. Pre-marketing studies and follow-up studies using active reporting (see below) give an idea of what percentages of common reactions are expected. DoD uses the Vaccine Adverse Event Reporting System (VAERS) to monitor for rare, unusual and serious reactions to the vaccine. This is the same system used to monitor all vaccines. It is a passive surveillance system and is sensitive to the emphasis on reporting. Health care providers and/or patients can file VAERS forms. Forms are reviewed by the FDA and the Anthrax Vaccine Expert Committee, made up of civilian experts, who evaluate the reports for causal relationship, and any reason to suspend use of the vaccine. To date of the individuals vaccinated, 620 VAERS forms have been filed. Only 6 were deemed certainly or probably caused by vaccine and resulted in hospitalization (all large local reactions). Another 70 resulted in loss of duty > 24 hours and were certainly or probably related to vaccine.

-
Question: What’s the safety and efficacy record on the vaccine?

--
Answer: The vaccine is FDA approved since 1970 and has a good safety record, comparable to other vaccines in use. Twelve studies relating to safety have been done in humans, including Brachman field study, CDC observational study of 7,000 individuals, Ft. Detrick laboratory workers, and others.

--
Brachman study showed 92.5% efficacy for cutaneous anthrax; there were only a few cases of inhalational anthrax (relatively protective), but numbers were too small for significance

--
Long term studies at Ft. Detrick have been over decades (some individuals with more than 20 doses of anthrax), without untoward chronic long term health effects of significance.

--
Air Combat Command studied over 1300 individuals vaccinated for anthrax with twice that number of controls (about 5,000 individuals total); outpatient visits for health problems were not significantly different

--
Side effect profile of this vaccine is comparable to many common vaccines

---
Soreness occurs in 30-60% of anthrax vaccinees; 94% or greater for Lyme or Typhoid vaccinees

---
Fatigue occurs in 20-28% of anthrax vaccinees; 19% influenza; 41% Lyme

---
Joint pains occur in 4-15% of anthrax vaccinees; Lyme disease 26%

---
Headache occurs in 4-25% of anthrax vaccinees; influenza 11%; typhoid 11-27%

---
(NOTE: fatigue, local soreness, and joint pains are top three items mentioned at Dover)

--
Additional animal studies in human primates show that in rhesus monkeys vaccinated exposed to aerosolized anthrax spores, 44 of 45 survived. None survived unvaccinated.

--
Controlled trials of human efficacy would be unethical; can only use observational studies

-
Question: Is this vaccine effecting readiness (and is the military experiencing a trade-off in force protection, readiness, and retention)?

--
Answer: Our main problem in retention is operational tempo and favorable competitive economic climates on the outside (see AF exit survey info). 

---
In Tripler AMC - 600 study, 1.9% had some limited work impairment, < 0.3% lost a day.

---
AFRC data shows that of nearly 6500 flying personnel, only 123 are expected to be lost for various reasons; currently only 9 of these are pilots. They remain at 94% manning in pilot slots.

-
Question: What’s going on at Dover that has caused so many VAERS reports?

--
Answer: Since the initial controversy related to release of the Vanity Fair article and a local briefing by the AF SG, we believe the increase in VAERS is primarily a direct result of emphasis and encouragement of VAERS reporting at this base (Dover accounts for nearly half of all AF VAERS reports). Other complex local factors may also involved. So far, AVEC review, Mayo Clinic review, and internal AF epidemiologic reviews have revealed nothing to suggest vaccine related illness that would indicate a need to delay or change the anthrax vaccine program.
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