A Report from Military Tiger Team

Disclaimer

Controversy continues to surround this program. Our original charter as members of a Military Tiger Team was to get the facts, without prejudice to either viewpoint. While we have tried to be as accurate and factual as possible, we are not medical researchers or medical experts. Our six month search has, however, uncovered many readily available documents that either directly refute the DOD claims of safety and efficacy, or cast serious doubt on these claims. We continue to look for documents to support the DOD position, yet have found none to necessitate a mandatory inoculation policy. From the outset, we believed that the burden of proof in this vaccination policy rests on the shoulders of the commanders at the highest levels of the DOD. Unfortunately, Field commanders and service members are forced to fill in the myriad of unanswered questions. At this point our research finds another side to the anthrax vaccination policy that warrants review. We recommend all service members do their own research, and make their own informed decision.

Introduction

In analyzing the anthrax dilemma, we’ll begin by listing some of our source documentation. As well, we’ll summarize our efforts with a brief history, followed by a breakdown of the issues of Safety, Efficacy, Necessity and finally Doctrine in Part One. In Part Two we’ll expand on several questions yet to be answered by the Department of Defense, and we’ll summarize our concerns. In each part we offer bibliographical references to document our efforts.
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Part One

The Anthrax Dilemma for Military Personnel

A Brief History

The anthrax vaccine was developed in the late 1950’s and 1960’s to protect mill workers who came in contact with infected animal products, i.e. hides, bones, blood, etc. It was reformulated in the 1960’s and approved by the Food and Drug Administration (FDA) for general use in 1970. The only published human efficacy trial was conducted on the original formula in the late 1950’s in a mill that processed raw imported goat hair contaminated with Bacillus Anthracis where clinical anthrax infections occurred. (1)

Depending on the source, the number of people vaccinated from 1970 until the start of the Gulf War ranges from 3000 to tens of thousands. A medical technician at our Air National Guard unit spent several days in early October 1998 trying to locate any civilian who had ever administered or received the vaccine. No medical school, or veterinary school, or the Peace Corps, or a Sheep Ranchers Association, etc. could be located that had any knowledge of this vaccination. Finally after making unsuccessful calls to at least two foreign nations, he gave up. Though this search was not conclusive, it does lend credence to the theory that the vaccine has been the province of the military since its early days. The vast majority of studies (published or otherwise) have been conducted by the military. Only recently have members of the civilian medical community become involved.

The Safety Issue

There are three main points to the safety issue:

· The vaccine 

· The conditions in which the drug is manufactured at Bioport Corporation 

· & The Gulf War connection 

The Vaccine

"The potential risks to inoculated military personnel are still largely unknown. Sufficient small-scale testing of a similar vaccine convinced the FDA to license the current vaccine for use in protecting small numbers of at-risk workers (14). But there are no published studies of the results of surveillance of vaccine recipients, and no data regarding long term side effects have been submitted to the FDA (15)."(2)

A military researcher refutes the military’s claims of this being a safe and innocuous vaccine. In "Vaccines", a textbook co-authored by Dr. Arthur Friedlander, MC Colonel and head of Bacteriology at Fort Detrick’s USAMRIID, and published in 1994 states that among other things "The current vaccine against anthrax is unsatisfactory for several reasons. The vaccine is composed of an undefined crude culture supernatant adsorbed to aluminum hydroxide." "No direct determination of the content or structure of the protective antigen in the vaccine has been made, and it is unknown whether the protective antigen is biologically active." "The undefined nature of the vaccine and the presence of constituents that may be undesirable may account for the level of reactogenicity observed."(3) 

In layman terms, the above says that the vaccine is made up of a crude mix of unknown proteins derived from anthrax cultures and other potentially dangerous products. It is not known whether the vaccine is biologically active and there have been a high number of side effects.

Bioport Corporation

Bioport Corporation (formerly The Michigan Biologic Products Institute (MBPI)) is the sole licensed manufacturer of the anthrax vaccine. Michigan’s Department of Health under contract to the Department of Defense has operated the facility. It is unknown how long the Army has run this facility. Only recently has the anthrax facility shown up on FDA inspection documents of MBPI.

MBPI was warned by the FDA in 1995 of unacceptable manufacturing practices. A 1998 FDA inspection report made dozens of serious charges regarding compliance problems, including contamination of the vaccine, reuse of outdated vaccines, and re-labeling of lots that originally failed control tests. The facility was shut down for renovation, however the vaccine that was produced before this most recent FDA inspection is still being used.

On 15 Dec 1997 Secretary of Defense Cohen mandated supplemental testing of the vaccine before it would be given to military personnel. He also mandated a review of the health and medical aspects of the program by an independent expert. None other than MBPI performed the supplemental testing. A pediatrician from Yale, who in over 140 published articles has not written on infectious diseases or anthrax, conducted the review.

On 18 May 1998 SecDef Cohen announced that all the preconditions had been met. To our knowledge, the unedited results of the supplemental testing have not been released for peer review. The "independent" review by Dr. Gerald Burrows is nothing more than a rehash of DOD material. In fact he gratefully acknowledges the military’s help in his review. (4) 

Our Air National Guard unit is using lot FAV030 to inoculate its troops. This lot is specifically mentioned in the Feb 1998 FDA Inspection Report has having come from a sublot that was found to contain some kind of microbial contamination. (5)

Gulf War Connection

Senate Report 103-97 titled "Is Military Research Hazardous to Veterans’ Health? Lessons Spanning Half a Century" states that " Although anthrax vaccine had been considered approved prior to the Persian Gulf War, it was rarely used. Therefore, its safety, particularly when given to thousands of soldiers in conjunction with other vaccines, is not well established. Anthrax vaccine should continue to be considered as a potential cause for undiagnosed illnesses in Persian Gulf military personnel because many of the support troops received anthrax vaccine, and because the DOD believes that the incidence of undiagnosed illnesses in support troops may be higher than that in combat troops."(6) This statement is attributed to the Army Surgeon General, Major General Ron Blanck. Major General Blanck made this statement during a briefing to Committee Staff at the Russell Senate Office Building on 4 Feb 1994. In 1995 Gen. Blanck reiterated this while serving as a member of the Persian Gulf Veterans’ Coordinating Board. (7) 

The Efficacy Issue

While the safety of this vaccine may be questionable, its efficacy is also highly doubtful. The vaccine was developed and licensed to protect at-risk workers from topical exposure to anthrax spores. The small-scale testing that took place had an insufficient number of inhalation exposures to reach any conclusions.

Inhalation experiments with monkeys and guinea pigs have yielded contradictory results. Two Fort Detrick studies have yielded similar results; at least fifty percent of the vaccinated animals died when subjected to an inhalation exposure. This suggests that the vaccine may not be effective against an aerosolized exposure. In fact the Senate Committee on Veterans’ Affairs agrees, "…the vaccine’s effectiveness against inhaled anthrax is unknown." " …the efficacy of the vaccine against biological warfare is unknown." "Although the results of this study suggest the vaccine might protect against anthrax that has been sprayed, it is not sufficient to prove that anthrax vaccine is safe and effective as used in the Persian Gulf. The vaccine should therefore be considered investigational when used as a protection against biological warfare."(8)

The unknown factor is the type of anthrax that may be weaponized. Will it be a strain that has been readily available to US researchers? Will it be a combination of strains? Will it be a strain whose DNA has been altered to minimize the effectiveness of troop inoculation? Unlike the other shots service members receive, i.e. influenza, tetanus, typhoid, yellow fever, etc., the Anthrax Vaccine has questionable effectiveness, and is not designed to deal with the dynamic nature of biological warfare.

Necessity Issue

Whether or not this vaccine is effective against an airborne exposure is particularly disputed. The Food and Drug Administration policy on drug licensing is very clear. A drug is licensed after it is proven safe and effective for a particular use. If a licensed drug is used for any purpose other than that approved by the FDA it is considered an investigational drug. If a licensed drug is used in doses or quantities other than approved it is considered investigational. The package insert for the anthrax vaccine does not specifically mention inhalation exposure. Therefore the military has treated the vaccine as licensed for all exposure scenarios. The rest of the world is less sure.

If this vaccine were considered an investigational drug with respect to inoculation against aerosolized anthrax, then the DOD would be required by FDA and USC to seek informed consent before administering the vaccine. Not to mention The Nuremberg Code, The Helsinki Act, and other world treaties limiting the use of experimental drugs on humans.

The FDA and the public have been hampered in their ability to get information from the DOD on anthrax. A 1987 Memorandum of Understanding (MOU) between the DOD and the FDA may be restricting FDA’s oversight of the anthrax program. In fact the Subcommittee on Human Resources of the Government Reform and Oversight Committee of the US House of Representatives began an investigation of the safety and efficacy of the MBPI vaccine and asked the US General Accounting Office (GAO) to conduct an independent probe. The report will be released in early to mid 1999.

Doctrine

In January of 1991 Secretary of State James Baker delivered a clear message to the Iraqi Foreign Minister before the onset of the Gulf War: ‘Any use of Biological or Chemical Weapons on US forces would require the United States to respond with all means available.’ This exemplified the time-tested weapons of mass destruction doctrines of "Deterrence through Strength", and "Massive Retaliation." Since biological weapons such as anthrax and its vaccine are not new, we question why the United States Military has suddenly decided to make a 1970’s FDA approved vaccine, based on 1950’s and 1960’s technology, a new direction and cornerstone of "force protection" into the next century.

Just as we are not medical researchers, we also do not profess to be military scholars or historians. Yet our military education, and our common sense, tells us that even if we did protect ourselves against one biological weapon, there are many more out there, i.e. aflatoxin, botulism, and plague, to name a few. It is not realistic to try to protect ourselves from all these weapons, and the effects on the human immune system are unknown. Even if we did protect ourselves against a few strains of anthrax, they are negligible compared to the agents we cannot protect ourselves from, and would only encourage the use and cultivating of immune or mutated strains.

US Army Medical Research Institute of Infectious Diseases in Fort Detrick, MD presented its studies which demonstrated less than 50% survivability of vaccinated animals to 9 of 27 known strains in 1986. (9) Further studies, presented at the 3rd International Conference on Anthrax in Plymouth, UK, show less than 50% survivability in 27 of 33 known strains. (10) Extremes exist in both studies, but reasonable data supporting effectiveness is not apparent. In only one unpublished study on monkeys is reasonable effectiveness presumed, but even this study was conducted against a single strain of the anthrax virus – the Ames Strain. It is probable our potential adversaries will concentrate on other strains.

It becomes apparent based on newly announced programs our doctrine is shifting. $322,000,000 is already allocated for initial development of additional biological weapon vaccines. It is possible that FDA approval will not occur prior to military use, rendering these inoculations "experimental." The Prime Systems and Contract Options include, Q-fever, Vaccinia, Tularemia, Botulinum Monovalent Serotypes A, B, C, D, E, F, and G, and Polyvalent Serotypes A, B, E, and F, plus Ricin, Staphylococcal Enterotoxin B, Venezuelan Equine Encephalitis, Combined Venezuelan, Eastern and Western Equine Encephalitis, Brucellosis Multivalent, Improved Plague, and Improved Anthrax. (11) Such programs will possibly encourage our adversaries to respond with counter toxins.

Finally, if the mandatory anthrax inoculation program is receiving resistance from service members and adversely impacting retention, all at a time of record low recruitment, this dilemma may get worse. Thus, our Country stands to lose significantly more in combat readiness than it could hope to gain in force protection by continuing a policy that is questionable in terms of safety, efficacy, and doctrinal necessity.
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Part Two

Questions that need to be asked of the DOD

During a 1994 briefing to Committee staff at the Walter Reed Army Hospital the Army Surgeon General stated that, with respect to the anthrax vaccine (MDPH-PA) "its safety, particularly when given to thousands of soldiers in conjunction with other vaccines, is not well established. Anthrax vaccine should continue to be considered as a potential cause of undiagnosed illness in Persian Gulf military personnel" (1). In 1995, he reiterated this position while serving as a member of the Persian Gulf Veterans Coordinating Board (2). Based on the findings of the Presidential Advisory Committee on Gulf War Veterans’ Illness and the Committee on Infectious Diseases, American Academy of Pediatrics (1994) the Army Surgeon General now says the vaccine is safe, effective, and not a causal factor in Gulf War Syndrome (GWS), alone or with other vaccines (3). Senate hearings and research cast doubt on this conclusion. (4,5,6)

1. Identify all new data sources or recently completed studies that support the change of the Surgeon General’s position. 

2. List all known military/DOD current research studies involving anthrax and their intended purposes. 

3. Identify data that support the premise that anthrax vaccine used alone or in combination with other vaccines/medications has been ruled out as a possible contributor to GWS. 

4. Provide a list of studies that support the DOD position that the anthrax vaccine poses no long term adverse effects. 

5. Indicate research performed concerning the vaccine’s potential carcinogenic effects and effects on fertility. 

On 15 Dec 1997 Sec Def Cohen approved the Anthrax Vaccination Program contingent on successful completion of four conditions: two conditions being, supplemental testing of the vaccine, and review of the health and medical aspects of the program by an independent expert. In a memorandum dated 18 May 98 Sec Def Cohen announced that all the pre-conditions had been met.

6. Indicate all results of the supplemental testing; to include who conducted the tests, methodology, lot numbers, etc. 

7. Provide the final report of the review by the independent expert to include all background data reviewed), methodology (used by the expert), etc. 

The efficacy of the current vaccine is controversial. DOD’s assertion that MDPH-PA is effective against inhalation exposure in humans is based on unpublished studies that have undergone little or no independent peer review. Others argue that there is insufficient data regarding efficacy against inhalation exposure. (7,8) Peer review, and published studies normally validate medical research and the approval of vaccines. Where are the critically reviewed efficacy studies for the anthrax vaccine?

8. Provide data supporting the effectiveness of the anthrax vaccine against inhalation exposure for all known strains of anthrax, singly or in combination. 

The stockpile of vaccine now held by the DOD is from production runs prior to the identification of serious quality discrepancies by the FDA (9). The quality and purity of this stockpile must be considered highly suspect. Specifically, the FDA report appears to identify lot FAV 030 as being produced from sublots that were contaminated with multiple microorganisms. Should these sublots have been discarded?

9. Provide complete history of lot FAV 030, to include data certifying temperature and quality control. Indicate the medical lab and methodology used in re-certifying safety and potency. 

During Desert Storm, only a partial series of shots were given to selected troops. While one shot is potentially capable of affording some protection, the full series affords the most protection.

10. What mechanism exists today to ensure supply of the anthrax vaccine for a complete series of shots for all personnel? 

A critical component of protection/treatment from an aerosolized exposure is immediate follow on treatment with antibiotics.

11. What is the current status of personnel and materiel in theater? Have the medical personnel been specifically trained to diagnose and treat biological weapons exposure? Are there adequate supplies to treat the forces in the Area of Responsibility? 

Traditional guardsmen and reservists are not entitled to VA medical care. It is doubtful that the civilian medical insurance coverage these guardsmen reservists possess will cover complications that arise from receiving the anthrax vaccine.

12. Does the government have a healthcare program in place to care for guardsmen or reservists who develop medical conditions/complications as a result of a full or partial series of the anthrax vaccine injections? Who will determine when this healthcare coverage is initiated? 

Guardsmen less than 18 months from retirement/separation have an additional problem. The FDA license for anthrax vaccine requires a six shot series; the final shot given 18 months after the first shot. FDA Regulations state that the use of a licensed drug at doses other than those approved is considered investigational.

13. Will these personnel be required to take a less than full series of shots? Will the DOD seek informed consent, as required by FDA regulations? 

14. Will DOD provide the opportunity for the guardsman to receive the full series of shots after separation? 

15. Will DOD pay the expenses incurred by these veterans to receive these shots? 

According to Dr. Russell (Former Commander of Medical Research and Development Command, Ft Detrick), and Dr. Takafuji (Disease Control Consultant to the Army Surgeon General) all controversial issues concerning immunizations of military members are referred to the Armed Forces Epidemiological Board for review. This board is composed of civilian medical experts. (10)

16. Has the anthrax vaccine ever been reviewed by this or any other civilian medical review board? 

"Military Immunizations Past, Present, and Future Prospects" specifically states that the anthrax vaccine is for "limited use". The authors define "limited use" as "those unlicensed experimental vaccines, toxiods, and immunogloblins that have been developed against specific military threats… Some of the limited use vaccines could be considered to be experimental deployment vaccines…" 

17. If the vaccine is "experimental" then administration would require informed consent in accordance with numerous FDA, USC, and international laws. Why would senior military researchers classify the vaccine as unlicensed and experimental if it were FDA approved and licensed? 

Summary

Technologically advanced weapons systems, coupled with state of the art training, enable the U.S. military to field the most combat effective fighting force in the world. The following statement made by Dr. Phillip Russell, former commander of the U.S. Army Medical Research and Development Command poses an ironic twist to our combat philosophy. "I think it’s a pretty good vaccine given that it is a 1960s standard and pretty crude technology. Can we make a better one? Sure as hell we can. With modern methods it would be possible to purify the protein compound on which the vaccine is based, giving it more protection and fewer side effects." (11) This statement raises the ultimate questions:

1. Will a questionably effective and outdated vaccine expose the Achilles Heel of America’s otherwise superior combat forces? Are we creating a dangerous precedent where the façade of "force protection" might find our troops more vulnerable than ever before? 

2. Since the United States of America has the ability to shape the nature of future warfare, will a possible politically motivated doctrinal shift to biological "force protection" legitimize those very weapons in future conflicts? Why are we abandoning a weapons of mass destruction doctrine of "deterrence through strength?" Does a mass inoculation program tacitly encourage biological or chemical attack from future enemies by inferring that the US has abandoned responding to attack with every weapon in our arsenal? 

Finally, the prudent course of action may be to make the anthrax inoculation policy optional while a thorough review in Congress, the DOD, and America’s think tanks and war colleges is conducted. The optional program in the UK is experiencing a 73% refusal rate confirming the controversial nature of the program. After a thorough cost benefit analysis the costs to trust, retention, recruitment, and morale, may outweigh the marginal benefits and possibly dangerous facade of force protection.
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