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Section A

Executive Summary 

Excerpt from the Feb. 17th, 2000 National Security Subcommittee’s Report –HR 106-556  – “Unproven Force Protection:” 

“The AVIP should be suspended because it lacks an essential element in a medical program: trust. However well-intentioned, the anthrax vaccine effort is viewed by many with suspicion. It is seen as another chapter in a long, unhappy history of military medical malfeasance in which the healing arts are corrupted to serve a lethal purpose.”

The Anthrax Vaccine Immunization Program (AVIP) is a Department of Defense (DOD) force protection program designed to counter the use of anthrax as a biological weapon by America’s enemies. However, the program is rife with problems, foremost being the mandated use of an antiquated vaccine, not properly licensed to protect against biological warfare exposures, and originating from a manufacturer failing to garner FDA approval. An orderly, scientific, and medically sound approach to force protection against anthrax was abandoned in 1997. As a result, a poorly designed and inadequate vaccine became the centerpiece of the AVIP.

By using the vaccine Servicemembers rights under the law, previously acknowledged by Senate Report 103-97 and internal DoD review, were ignored. Critical and highly trained personnel were forced to leave the services, despite serious safety, efficacy and legal issues being raised in the field concerning the vaccine.  Others who partook of the AVIP became ill, some severely, many testifying to Congressional committees. An unprecedented and expensive education campaign was launched rivaling the budget of the vaccine program itself.

Senior military and defense department officials often unknowingly compromised their integrity due to a lack of knowledge of the critical issues and facts in order to prop up the seriously flawed program.  Throughout the dilemma rhetoric and spin supplanted the critical analysis of the legitimate safety and legality issues presented by the anthrax vaccine.  These events have made the AVIP a number one topic of discussion throughout military ranks.  Accordingly, AVIP represents a top priority for the new administration in an effort to secure modern force protection measures for our troops, and restore the crucial element of trust required within our fighting force.

Force protection against biological weapons is a laudable goal. For many years, DOD officials and military medical experts worked on developing such a program for the biological agent anthrax.  U.S. Army researchers first developed the anthrax vaccine absorbed (AVA) in the 1940’s, with continuing work and refinement of the vaccine formula throughout the 1960’s. AVA was licensed in 1970, although the normal licensing procedures and requirements were never met. From 1970 until just prior to the Gulf War AVA was rarely manufactured and used almost exclusively for military research. Reports indicate a total production in those twenty years of less than 70,000 doses. 

A 1985 FDA review of AVA published in the Federal Register found that little data supported the safety and efficacy of the vaccine, in fact there was no clinical evidence for the licensed vaccine, only for a similar, but earlier version of the vaccine. Regardless, FDA found that based on the extremely small and specific group of individuals requiring the vaccine, it was safe and effective. The review also noted that there was no scientific data to show effectiveness against inhalation exposure.

Coincidentally, at the same time as the 1985 FDA review, the U.S. Army sent out a Request for Proposal (RFP) for a contract to develop a new anthrax vaccine, because the current vaccine had too many adverse reactions and was not suitable to a biowarfare environment.  In 1989, the U.S. Army again stated these limitations in answering questions before Senate Government Affairs Committee hearings (Sen. Glenn) on the escalation of the biowarfare threat.

Realizing that the current vaccine was inadequate for use as a force protection measure, DOD and the manufacturer set out to reduce the adverse reaction rate and to license the vaccine for inhalation exposure. The U.S. Army developed a plan in 1995 for just those purposes. Explaining the reason for this plan the U.S. Army writes that the current vaccine “is not licensed” for inhalation exposure. The appropriate paperwork was submitted to FDA in 1996 and remains unapproved to this day.

Shortly after SECDEF Cohen arrived, this methodical, scientific, and lawful approach was abandoned, either for expediency or because of insurmountable regulatory and scientific hurdles. In an unprecedented move, an Assistant Secretary of Defense for Health Affairs circumvented the regulatory process and obtained a legally irrelevant memo from a new “acting” FDA Commissioner to provide a basis or approval for commencing the AVIP.  The process was circumvented because the legally required data for approving a vaccine, a controlled human field trial, could not be ethically gathered. In order to commence a mandatory program, absent a regulatory approval, the FDA memo was the expedient solution.  

AVA, long known to be a highly reactive and unlicensed vaccine of limited effectiveness, became the centerpiece for the AVIP. A vastly larger population would use AVA, despite strict limits in its license according to the Federal Register and product label, and further, the use against inhalation anthrax was previously acknowledged as unlicensed. As a “commander’s program” the military medical community was effectively taken out of the loop and discouraged from practicing medicine. The administration of the vaccine was an order to be followed, not a medical treatment to be discussed in a classic doctor/patient relationship. Informed consent for the  “off label” use of the vaccine was not an option.

Because of the exponentially greater need for vaccine, the manufacturer quadrupled production capacity. This was accomplished by replacing the existing licensed facility with all new and unlicensed equipment. Additionally, key production methods changed, namely in the sterility and protective antigen extraction steps.  Many of these changes were approved after the fact, contrary to FDA regulations. Others were never approved, as is reported in the several FDA Inspection Reports from 1990 onward. A long litany of other FDA regulatory infractions adds to the list of violations, whether scientific or compliance, that render this vaccine an adulterated and illegal product.

Servicemembers who became aware of these issues of non-compliance or of the off-label use have been systematically punished for discovering what was previously DOD’s official medical and scientific position on the vaccine. In the small percentage of Guard and Reserve units to mandate the vaccine, large numbers have opted to leave, rather than risk the illnesses occurring amongst the various services. Active duty members, without the option of leaving, are being sent to jail and dishonorably discharged for taking the position previously held by the most senior of DOD’s medical and science officials.

The Food and Drug Administration has been less than consistent in its position on AVA and the AVIP. Its inspection reports are scathing, and the plant was shut down as a result, yet the vaccine that came from this unacceptable facility was previously labeled as “approved.” It would appear that FDA is using its discretion to overlook numerous violations in the production of the vaccine and the inappropriate and haphazard manner in which the vaccine program is being implemented. 

The program is so sensitive that any appearance of a ‘PR’ problem is fought aggressively. Adverse reactions are high (known prior to the implementation of the program), as evidenced by the highest percentage of Vaccine Adverse Event Reports (VAERS) for any vaccine in history. Many Servicemembers are referred to clinics, hospitals, even Walter Reed Medical for treatment of unknown ailments. When AVA is mentioned as a possible cause, servicemembers are treated as disloyal soldiers because their medical conditions are a threat to the program. 

Ask the DOD however, and they deny anything out of the ordinary, as noted by Senator Richard Shelby’s previous investigation of Gulf War Illness
:

“While I have not yet determined the reason for this apparent aversion to full disclosure by DOD, the staff working on this issue from our committee has been constantly challenged by the Department's evasiveness, inconsistency, and reluctance to work toward a common goal here.” 


“I can only conclude, Mr. President [of the Senate], that when dealing with the Department of Defense on this issue, you have to ask the right question to receive the right answer. I do not believe they understand that we are only seeking the truth in a way to help our veterans.”

The AVIP, as with any other force wide program, must be assessed for the risks versus the benefits of such a program.  DOD’s stated reason for this program is the increased threat of an aerosolized anthrax attack on U.S. Forces. GAO and others disagree. Their assessment is that the threat has not changed since before the Gulf War. The risk of adverse reactions to the loss of troops from an attack must also be considered. Again, DOD and GAO disagree. DOD insists the loss of highly skilled pilots and others has not impacted the readiness of the military. Again, GAO disagrees. Morale has plummeted since 1998 with the anthrax vaccine surfacing as a primary cause. DOD’s abysmal history of care for its’ own troops is captured in the 1994 Senate Hearing (SR103-97):

“For at least 50 years, DOD has intentionally exposed military personnel to  potentially dangerous substances, often in secret.”

“DOD has repeatedly failed to comply with required ethical standards when using human subjects in military research during war or threat of war.”

In early 1999, Army Surgeon General, LTG (Dr.) Ronald Blanck (D.O.) clearly acknowledged DoD's credibility problems
:

“I think it speaks to the undercurrent of distrust of the government and the military,” said Lt. Gen. Ronald R. Blanck, the surgeon general of the Army, the service that oversees the vaccination program. “Agent Orange. Nuclear tests in the '50s. People say, `How can you say this is safe?' Clearly, we have a credibility problem.”

Opposition to the anthrax vaccine policy has arisen as military members, legislators, and citizens -- often parents, have discovered that the foundations of the DoD’s Anthrax Vaccine Immunization Program (AVIP) are not based on the truth.  Contrary to DoD assertions, the anthrax vaccine was never tested and approved according to standards in federal law, was modified without FDA approval, and was not approved for the use or indication the DoD is mandating under AVIP.  

Questions about the inconsistencies in the DoD’s mantra of safety and effectiveness were met with denials, discipline and discharges. These actions contrast with the ethical and safety standards to which military members are accustomed when dealing with issues that affect the well being of the troops.  To this day most military commanders are not aware of these truths about the vaccine as the DoD’s propaganda efforts to educate the troops label all opposition as “internet misinformation.”

To the contrary, Congressional, GAO, State, and Institute of Medicine investigations have validated the concerns of military servicemembers opposed to the anthrax vaccine policy. The reality is that the anthrax vaccine plant remains closed today, just as it was in 1998 when the shots and controversy began.

Section B

Chronology
 

1970 government approval. 2 November 1970.  Despite a lack of efficacy testing, the Public Health Service (FDA predecessor) licensed the anthrax vaccine.

· Anthrax vaccine license granted despite not conducting a valid controlled human field trial.  Data from an earlier trial (known as the Brachman Study, using a different vaccine prepared by Merck, Sharp, & Dohme) was provided to satisfy the efficacy requirements established by the Public Health Service (PHS), but after the license was granted. Federal law required testing for efficacy in humans before licensure. The Michigan Department of Public Health attempted an efficacy study of the anthrax vaccine being used by DoD today that Public Health Service found unsatisfactory.
· The GAO has reported that the current vaccine differs from the vaccine used in the Brachman efficacy studies in three ways
.
· First, the Michigan Department of Public Health (MDPH) manufacturing process differs from that used for the Brachman Study vaccine.
· Second, the strain of anthrax used to grow the MDPH vaccine is different from the strain used for the Brachman Study vaccine.
· Finally, to increase the yield of protective antigen (believed to be an important part of the vaccine’s protective effects), the ingredients and/or formulation used to make the vaccine were changed. 

1980's DoD statements. DoD documentation in the 1980's, absent the political pressure associated with AVIP, contains objective statements about the safety and efficacy of the anthrax vaccine being used today:

· 1985 US Army RFP. A 1985 Army "request for proposal" to solicit a new anthrax vaccine from the biologics industry candidly discussed the safety and efficacy of the MCPH vaccine, its high adverse reaction rate, and its questionable efficacy against different strains of anthrax
:

“There is an operational requirement to develop a safe and effective product which will protect US troops against exposure from virulent strains of Bacillus anthracis. There is no vaccine in current use which will safely and effectively protect military personnel against exposure to this hazardous bacterial agent.”

“A licensed vaccine against anthrax, which appears to afford some protection from the disease, is currently available for human use...The vaccine is, however, highly reactogenic, requires multiple boosters to maintain immunity and may not be protective against all strains of the anthrax bacillus.”

1985 FDA Product Review -- Given the lack of a controlled human field trial noted in the original 1968 to 1970 correspondence (despite the National Institute for Health (NIH) and Public Health Service (PHS) requesting this required data), a proposed rule for a specific product review of the anthrax vaccine absorbed was published in the Federal Register on 13 December 1985.  However, a final rule fully affirming the vaccine license has never been published, ostensibly because no human efficacy data on this vaccine was ever provided to the FDA as requested by the PHS in 1970
:

 “Anthrax vaccine …  efficacy against inhalation anthrax is not well documented.”

“The vaccine manufactured by the Michigan Department of Public Health has not been employed in a controlled field trial. Brachman employed a similar vaccine prepared by Merck Sharp & Dohme for Fort Detrick in a placebo-controlled field trial in mills processing imported goat hair. … No meaningful assessment of its value against inhalation anthrax is possible due to its low incidence.”

1989 Office of the Secretary of Defense (OSD) letter to Senator Glenn. A 1989 letter from then-Assistant Secretary of Defense Robert B. Barker to Senator John Glenn reiterated the safety and efficacy problems with the vaccine
:

“Current vaccines, particularly the anthrax vaccine, do not readily lend themselves to use in mass troop immunization for a variety of reasons: the requirement in many cases for multiple immunizations to accomplish protective immunity, a higher than desirable rate of reactogenicity, and, in some cases, lack of strong enough efficacy against infection by the aerosol route of exposure."

March 1990  -- Army Doctors describe the anthrax vaccine as an “unlicensed experimental vaccine.”
· Col. (Dr.) Takafuji of the Army Surgeon General office and Col. (Dr.). Philip K. Russell of Fort Detrick, in an article titled "Military Immunizations," describe the anthrax vaccine as a “limited use vaccine  ... unlicensed experimental vaccine”
 

· This description of the anthrax vaccine by key US Army physicians means that its use requires informed consent or a Presidential waiver of informed consent. Yet in the Gulf War and in the current AVIP program DoD asserts that the vaccine is “FDA-approved” and therefore does not require informed consent.

1994 Senate Report 103-97. In February 1994 then MG Ronald Blanck (later Army Surgeon General) acknowledged a possible link between the anthrax vaccine and Gulf war Illness to Senate Veterans Affairs Committee investigators
:

“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.”

The Senate Veterans Affairs Committee concluded in their Dec 1994 report
:

“Records of anthrax vaccinations are not suitable to evaluate safety...However, the vaccine’s effectiveness against inhaled anthrax is unknown.  Unfortunately, when anthrax is used as a biological weapon, it is likely to be aerosolized and thus inhaled. Therefore, the efficacy of the vaccine against biological warfare is unknown. … The vaccine should therefore be considered investigational when used as a protection against biological warfare.” 
After the implementation of AVIP, LTG Blanck disavowed his testimony to the Senate Veterans Affairs Committee.

1994 and 1999 -- Medical textbook "Vaccines". In 1994, Col. (Dr.) Arthur Friedlander, the Army's chief anthrax vaccine researcher at Ft. Detrick, co-authored a chapter on the anthrax vaccine in a medical textbook, "Vaccines", and acknowledged the shortcomings of the vaccine used for AVIP, including its high reactogenicity
:

“The current vaccine against anthrax is unsatisfactory for several reasons.  The vaccine is composed of an undefined crude culture of supernatant adsorbed to aluminum hydroxide.  There has been no quantification of the protective antigen content of the vaccine or of any of the other constituents, so the degree of purity is unknown.  Standardization is determined by an animal potency test.  The undefined nature of the vaccine and the presence of constituents that may be undesirable may account for the level of reactogenicity observed.  The vaccine is also less than optimal in that six doses are required over 18 months, followed by annual boosters.  There is also evidence in experimental animals that the vaccine may be less effective against some strains of anthrax.  Clearly a vaccine that is completely defined, that is less reactogenic, and that requires on or two doses to produce long-lasting immunity would be highly desirable.”

1995. SAIC Corporation contracted to develop an Army plan to obtain FDA approval for a license amendment to include aerosolized anthrax exposure. In September 1995 the Army contracted SAIC Corporation to submit a plan to the Army that would enable them to obtain FDA licensure of the vaccine for inhalation anthrax. SAIC's plan clearly identified the legal status of the vaccine -- which inferred a substantial informed consent obstacle for DoD unless scientific tests were developed to satisfy federal regulatory requirements pertaining to the safety and efficacy of the vaccine
:

“This vaccine is not licensed for aerosol exposure expected in a biological warfare environment.”

1995. JPOBD (Joint Program Office for Biological Defense) meeting. In October 1995 the Army held its first meeting to develop a course of action to obtain FDA licensure of the vaccine for inhalation anthrax so that they could begin a mass immunization program. The meeting minutes clearly indicate that the Army knew it had to obtain FDA approval of a new licensed indication for inhalation anthrax, that the efficacy tests used to license the vaccine were for a different vaccine, and that there was no scientific data to support this change by FDA. 
 
“A meeting was held on 20 Oct 1995 to discuss the process for modifying the MDPH anthrax vaccine license to indicate a reduced number of injections and to expand the indication to include protection against aerosol challenge of spores.”
“COL Friedlander said that the original series of 6 doses was established in the 1950's for an anthrax vaccine similar to but not identical with the MDPH vaccine.”

“Studies of vaccine (not MDPH product) effectiveness in humans working in tanneries showed protection against cutaneous disease, but there was insufficient data to demonstrate protection against inhalation disease.” 
BG Busby, the Joint Program Manager for Biological Defense, concluded the meeting with comments that allude to the doctrinal motivations Army personnel had in implementing the AVIP program and identifies the start of an aggressive campaign to sell the policy and the vaccine on which it is based.

“BG Busby addressed a need to make the case that anthrax is currently the principal biological warfare threat. By protecting against anthrax and other BW threats, the vaccines serve as a deterrent.”

1996 IND (Investigational New Drug) Application submitted by MBPI, the anthrax vaccine manufacturer, to obtain inhalation anthrax approval. This IND application is still pending with the FDA. The Investigational New Drug application is specifically for anthrax vaccine absorbed (AVA) and the modification sought by the manufacturer, at the request of and with DoD assistance, will apply regardless where the anthrax vaccine is manufactured. The IND lists three reasons for the application: a change in indication to include inhalation anthrax, a change of dosage, and a change in route of administration.

IND Summary: The IND application was submitted following an Army, Joint Staff, and OSD staff process in which there was concurrence that it was necessary to obtain FDA approval of a new licensed indication for inhalation anthrax before DoD could start mass anthrax vaccinations.
  That consensus was reversed within a month of Mr. Cohen being confirmed as SecDef, following DoD pressure on FDA to give permission to begin use of the anthrax vaccine for inhalation anthrax without obtaining a new licensed indication or completing the scientific investigation proposed by the Army in the IND application.

1993 - 1999 FDA inspections: DoD and the Army have long been aware of the anthrax vaccine's significant shortcomings, and the FDA began its reporting of problems with a series of inspections in the post-Gulf War era that continue to this day. According to the GAO, the FDA did not inspect the anthrax vaccine manufacturing facility from 1970 when the vaccine was licensed until 1993. Both the former and current anthrax vaccine production facility have consistently failed FDA inspections with "significant deviations" from current good manufacturing practices (CGMPs) required by FDA regulations on the following inspection dates: 

· May 4 - May 7, 1993 

· May 31- June 3, 1994 

· April 24 - May 5, 1995 

· Nov 18 - Nov 27, 1997

· Feb 4 - Feb 20, 1998

· Nov 15 - Nov 23, 1999 (current facility)

Before the announcement of the AVIP policy, FDA had communicated the seriousness of these deficiencies to the manufacturer (MDPH, MBPI and Bioport) and to the US Army in: 

· An FDA letter dated 22 Dec 1993.

· An FDA Warning Letter dated 31 Aug 1995

· An FDA "Notice of Intent to Revoke" (NOIR) MBPI's license dated 11 Mar 1997.

19 Feb 1998 -- DoD's "independent expert" review of anthrax program is announced as complete.

· DoD received a report on the anthrax vaccine policy from Dr. Gerard Burrow of Yale University. Dr. Burrow, a professor of gynecology, had been asked by now-Deputy Secretary of Defense Rudy DeLeon to act as an “independent expert” to review the proposed AVIP, and Burrow’s “approval” was made a prerequisite by Secretary of Defense Cohen for DoD to proceed with immunizations.  Dr. Burrow concluded, “The anthrax vaccine appears to be safe and offers the best available protection against wild-type anthrax as a biological warfare agent.”
 

· Yet when Dr. Burrow was asked by Congress to testify about his review at a 29 April 1999 hearing, he declined. In a 26 April 1999 letter to Representative Christopher Shays (R-CT), Burrow stated: “The Defense Department was looking for some [sic] to review the program in general and make suggestions, and I accepted out of patriotism. I was very clear that I had no expertise in Anthrax and they were very clear they were looking for a general oversight of the vaccination program.”

20 Feb 1998 FDA inspection report begins: “The manufacturing process for Anthrax Vaccine is not validated.
 

· The FDA report documented numerous instances of redating vaccine lots that had either expired or failed potency testing.  All of the vaccine given to US troops under the AVIP to-date has come from a stockpile that was manufactured or re-dated during the 1993-1998 period of repeated failed FDA inspections.

· In January 1998, just a few weeks before the FDA was to return to the anthrax vaccine manufacturer, MBPI (now Bioport, Inc), unilaterally stopped production of the anthrax vaccine -- according to DoD because of “renovations”. However, in testimony before the House Armed Services Committee on 13 Jul 2000, DoD representatives acknowledged that the FDA would not have allowed any more anthrax vaccine production from the Michigan facility.
 

1998 Secretary of the Army Indemnification Letter -- In September 1998 DoD granted indemnification to the anthrax vaccine manufacturer. While DoD press statements implied that indemnification was common practice, this had last occurred with the Swine Flu vaccine in 1976. 

“The obligation assumed by MBPI under this contract involves unusually hazardous risks associated with the potential for adverse reactions in some recipients and the possibility that the desired immunological effect will not be obtained by all recipients.  Although AVA has been extensively tested under the auspices of the Food and Drug Administration, the size of the proposed vaccination program may reveal unforewarned idiosyncratic adverse reactions.  Moreover, there is no way to be certain that the pathogen used in tests measuring vaccine efficacy will be sufficiently similar to the pathogen that U.S. forces might encounter to confer immunity. These concerns, coupled with the uncertain and evolving state of product liability law with regard to vaccines, lead me to the conclusion that the performance of this contract will subject MBPI to certain unusually hazardous risks.”

1999 update of 1996 Investigational New Drug (IND) Application -- On 29 Jan 1999 BioPort Corporation submitted a progress report containing meeting minutes referring to studies related to the 1996 Investigational New Drug (IND) application. The FDA Form 1571 on which the submission is made lists "inhalation anthrax" (not a change in dosage or route of administration) as the only reason covered under this submission.
 The form also lists Army personnel at Ft. Detrick who are responsible for the investigation supporting the changed indication.

One year after the announcement of a mandatory anthrax vaccination program the new owner of the anthrax vaccine plant, BioPort, acknowledged in their update to the FDA that the vaccine was not licensed for the purpose for which DoD was using it. This acknowledgement means that DoD’s use of the anthrax vaccine required informed consent. Despite this, DoD officials have repeatedly attempted to infer that the IND application submitted to FDA was only for a change of dosage and route of administration -- not a new indication for inhalation anthrax. BioPort's CEO also failed to mention this primary reason for the IND application during his 30 Jun 1999 testimony before Congress.

5 Oct 1999 FDA Notice of Proposed Rulemaking (NPRM)
 -- proposed, never enacted -- On 5 Oct 1999 FDA issued a Notice of Proposed Rulemaking (NPRM) to change the licensing requirements for biowarfare drugs and vaccines. During Congressional testimony on 9 Nov 1999 William Raub, Ph.D., HHS Deputy Assistant Secretary For Science Policy, explained why
:

“....FDA is proposing to amend its new drug and biological product regulations to identify the information needed to provide substantial evidence of the efficacy of new drug and biological products used to reduce or prevent the toxicity of chemical, biological, radiological, or nuclear substances. This proposal would apply when the traditional efficacy studies in humans are not feasible and cannot be ethically conducted under FDA's regulations for adequate and well-controlled studies in humans...In these situations, certain new drug and biological products that are intended to reduce or prevent serious or life-threatening conditions could be approved for marketing based on evidence of effectiveness derived from appropriate studies in animals, without adequate and well-controlled efficacy studies in humans (21 CFR 314.126)
.”

The FDA NPRM is a tacit admission that anthrax vaccine is an investigational new drug, because it cannot meet FDA regulatory requirements for progressing to a fully licensed status for its intended use by DoD. 

FDA's proposal to introduce a different licensing standard for biowarfare drugs and vaccines is in concert with a recommendation made by two Army doctors in a 1992 article. They explained
:

“For products designed to protect against chemical and biological agents, a clear demonstration of efficacy would require exposure to humans to these lethal agents.  Since this practice would be unethical and immoral, these products never advanced beyond the investigational stage.”

Two years after the Anthrax vaccine policy was announced the FDA took steps to legally sanction it, and other drugs and vaccines likely to be developed under the $325 million Joint Vaccine Acquisition Program. Despite proposing a new rule, however, FDA has taken no further action to enact it in federal law.  Until it does, use of the anthrax vaccine for inhalation exposure is not recognized or approved as one of its’ intended uses and therefore requires informed consent.

23 Nov 1999 -- FDA inspects BioPort's new manufacturing facility. An FDA inspection of the anthrax vaccine manufacturer conducted 15-23 Nov 1999 reiterated once again the failure to meet FDA standards.

· The FDA Inspection Report again begins: “The manufacturing process for the production of Anthrax Vaccine Adsorbed is not validated.”
· At a 13 Apr 2000 Senate Armed Services Committee hearing DoD officials admitted that they do not expect the FDA to certify the new anthrax vaccine production facility until late 2000 -- nearly three years after the old facility was shutdown. 

· By the fall of 2000 the manufacturer’s certification is slipped at least an additional year to mid to late 2001 based on problems in the manufacturer’s packaging and labeling operation discovered during an October 2000 FDA inspection.  The FDA also noted the manufacturer had failed to investigate adverse reactions.

3 April 2000 Congressional Report (draft released on 17 Feb 2000)– After multiple Congressional hearings concerning the AVIP controversy, the full Committee on Government Reform adopts the National Security Subcommittee report, titled "Unproven Force Protection", recommending suspension of the experimental anthrax program.

· House Government Reform Committee Findings:

1. The AVIP is a well-intentioned but over-broad response to the anthrax threat. It represents a doctrinal departure over emphasizing the role of medical intervention in force protection.

2. The AVIP is vulnerable to supply shortages and price increases. The sole-source procurement of a vaccine that requires a dedicated production facility leaves DOD captive to old technology and a single, untested company. Research and development on a second-generation, recombinant vaccine would allow others to compete.

3. The AVIP is logistically too complex to succeed. Adherence to the rigid schedule of six inoculations over 18 months for 2.4 million members of a mobile force is unlikely, particularly in reserve components. Using an artificial standard that counts only shots more than 30 days overdue, DOD tolerates serious deviations from the Food and Drug Administration (FDA) approved schedule.

4. Safety of the vaccine is not being monitored adequately. The program is predisposed to ignore or understate potential safety problems due to reliance on a passive adverse event surveillance system and DOD institutional resistance to associating health effects with the vaccine.

5. Efficacy of the vaccine against biological warfare is uncertain. The vaccine was approved for protection against cutaneous (under the skin) infection in an occupational setting, not for use as mass protection against weaponized, aerosolized anthrax.

· House Government Reform Committee Recommendations:

1. The force-wide, mandatory AVIP should be suspended until DOD obtains approval for use of an improved vaccine. To accomplish this:

2. DOD should accelerate research and testing on a second-generation, recombinant anthrax vaccine; and,

3. DOD should pursue testing of the safety and efficacy of a shorter anthrax inoculation regimen; and, 

4. DOD should enroll all anthrax vaccine recipients in a comprehensive clinical evaluation and treatment program for long term study.

5. While an improved vaccine is being developed, use of the current anthrax vaccine for force protection against biological warfare should be considered experimental and undertaken only pursuant to FDA regulations governing investigational testing for a new indication.

1999-2000 General Accounting Office reports -- all critical of the safety and efficacy of the vaccine, DoD's lax contract relationship with BioPort, and impact of the AVIP:

· 11 Oct 2000 -- ANTHRAX VACCINE: Preliminary Results of GAO’s Survey of Guard/Reserve Pilots and Aircrew Members. GAO-01-92T. 

· 14 Apr 2000 -- "Contract Management: DOD's Anthrax Vaccine Manufacturer Will Continue to Need Financial Assistance", testimony before the Subcommittee on Personnel, Senate Committee on Armed Services. GAO/T-NSIAD-00-140

· 13 Apr 2000 -- "Medical Readiness: DOD Continue to Face Challenges in Implementing Its Anthrax Vaccine Immunization Program,” testimony before the Senate Committee on Armed Services. GAO/T-NSIAD-00-157

· 12 Oct 1999 -- Medical Readiness: DOD Faces Challenges in Implementing Its Anthrax Vaccine Immunization Program (22Oct99) GAO/NSIAD-00-36

· 21 July 1999 -- Medical Readiness: Issues Concerning the Anthrax Vaccine (07/21/1999), T-NSIAD-99-226 

· 30 June 1999 -- Contract Management: Observations on DOD's Financial Relationship With the Anthrax Vaccine Manufacturer (06/30/1999), T-NSIAD-99-214

· 29 Apr 1999 -- Medical Readiness: Safety and Efficacy of the Anthrax Vaccine (04/29/1999), T-NSIAD-99-148 

· 29 March 1999 -- Gulf War Illnesses: Questions About the Presence of Squalene Antibodies in Veterans Can Be Resolved (03/29/1999), NSIAD-99-5 

Section C

Legal issue #1 -- Informed consent

The first legal issue is based on violations of existing law, Presidential executive order, regulations and directives; and further by the false testimony under oath by senior DoD officials and experts that obscure the relevant issues.

Illegal Program:  AVIP in its mandatory form is in violation of 10 USC 1107, EO 13139, and DODD 6200.2 by failing to provide US Armed Forces members informed consent with the use of an experimental or investigational vaccine. Both SR 103-97 and HR 106-556 deemed the use of the anthrax vaccine as “experimental” and / or “investigational” following lessons learned from the Gulf War.  DoD recognized the experimental nature of the anthrax vaccine before the 1997 initiation of the AVIP.  The subsequent policy process behind the implementation of the AVIP clearly attempts to circumvent the requirements of the regulations, and later the specific requirements of the US Code, Executive Order, and DoD Directive, as well as the rights of US Servicemembers under these laws, regulations or directives.


False statements:  False statements have been made under oath by at least two senior military officers, LtGen. Ronald Blanck, US Army, Retired; and Colonel Arthur Friedlander, US Army.  These officer’s false testimony regarding the IND (Investigational New Drug Application) for the Anthrax Vaccine Absorbed (AVA) obstructed the regulatory and legal bodies receiving the testimony from accurately assessing the legal issues involved.  Further, Col. Friedlander’s false testimony occurred across international borders as a representative of the US Military, tarnishing our nation’s and military’s reputation and credibility.  Both officers have testified to Congress and sacrificed our nation’s armed forces creditability and integrity in the eyes of our Congressional representatives and its military members.
Charge 1:  AVIP violates Informed Consent rights of US Armed Forces members, contrary to US Law, Executive Order and DoD Directive:
1.  1999 Law on informed consent for US Servicemembers -- 10 USC 1107.

2.  September 29, 1999 Executive Order by President Clinton -- EO 13139.

3.  August 1, 2000 DoD Directive 6200.2 codifies USC and EO requirements.

Background:

Statement of John J. Michels, Jr. -- before the House Government Reform Committee, 3 Oct 2000
:

“The 1970 NIH-approved license for AV indicates that it was approved as a prophylaxis only against cutaneous exposure to anthrax for a specific methodology of administration, and a specific vaccination schedule.  (See: PHS / NIH approval paperwork submitted in Congressional Testimony by Dr. Claussen, October 12, 1999; House Committee on Government Reform; also See:  Federal Register, December 13 1985, previously provided to the DoD IG on 16 JAN 01).

Recognizing the need for certification for pulmonary infections, in 1995 the Michigan Department of Public Health (“MDPH”) and the Army discussed establishing a plan for Investigational New Drug approval by the FDA. [See:  Anthrax Vaccine License Amendment Project Plan briefing slides (October 20, 1995].  The briefing slides clearly show that the Army was well-aware that the AV, in order to meet the above-described legal requirements for licensure, had to pass through the IND application process in order to become fully licensed as a prophylaxis for pulmonary anthrax.  The focus of the proposed plan was to get approval from the FDA for a change to the immunization schedule (in this case to a series of three doses of vaccine versus the prescribed six) and to change the labeling to reflect that the vaccine was properly administered as protection against pulmonary or airborne anthrax.
In fact, less than one year from the date of the briefing, on September 20, 1996, MBPI filed an Investigational New Drug application with the FDA.  The application identified the three areas where the current license would be modified – showing a new designation for “inhalation anthrax”, changing the “route of administration”, and changing the “vaccination schedule”.  The application indicates that it is an “initial” investigational new drug application.  (See:  Previously provided IND Application, dated September 20, 1996, to DoD IG on 16 JAN 00).

Thus, as the DoD was preparing to kick-off its anthrax vaccination program, the sole producer of anthrax vaccine recognized that its product, as labeled, was not legally viable and undertook the appropriate steps to change product use labeling, method of administration, and vaccination schedule.  These substantial changes in how this drug was to be used rendered it an IND.  This is explicitly acknowledged by the September 20, 1996 application by MBPI.  MBPI or Bioport has never withdrawn that application, nor has it ever been modified or acted on in any way.  In fact the application was modified / updated in Jan. 1999 to include a single indication change:  “Inhalation Anthrax.”

The formal record of the anthrax program is littered with references to the vaccine’s IND status.  For example, as the Army began to move forward to try and license the vaccine as a prophylaxis against inhaled or pulmonary anthrax, it followed up its October 1995 meeting with a series of meetings designed to request that MBPI file an IND application for the vaccine.  On November 13, 1995 the Joint Program Manager for Biological Defense, Army Brigadier General Walter L. Busbee, instructed the Joint Program Office for Biological Defense that the DoD needed to “…develop a … package for initiating and completing an amendment to MDPH anthrax license for:  (1) reduced immunization schedule, (2) immunization by the intramuscular route, and (3) indication for protection against an aerosol challenge”.  Minutes of the Meeting on Changing the Food and Drug Administration License for the Michigan Department of Public Health (MDPH) Anthrax Vaccine to Meet Military Requirements (November 13, 1995), Atch. 6.  As late as June 30, 1999, in testimony before the House Subcommittee on National Security, Veterans Affairs and International Relations,  Atch 7, at 12, Mr. Fuad El-Hibri, President and CEO of Bioport, stated

[w]e continue to hold an Investigational New Drug application - IND 6847 – to improve administration of the anthrax vaccine.

The use of the AV as currently contemplated by DoD is a clear change in how the drug was to be originally used and for which it was licensed, rendering the AV an IND.  There can be no doubt that “administration of the anthrax vaccine for mass prophylaxis in Biological Warfare should be considered an off-label use of the product to treat an indication for which it is not explicitly licensed… both the new indication and the new schedule should be undertaken only pursuant to FDA regulations governing clinical trials on investigational new drugs”.  The Department of Defense Anthrax Vaccination Immunization Program:  Unproven Force Protection, p.3, House of Representatives Government Oversight Committee (March 9, 2000) Atch. 8.

This current vaccine is obviously a “new” drug under any FDA standard.  Moreover, the Anthrax Vaccine is apparently is not even the same substance originally tested and approved by NIH. This bizarre conclusion is borne out in a GAO report dated April 29, 1999, entitled Medical Readiness:  Safety and Efficacy of the Anthrax Vaccine, Atch. 9 where, at p. 3, it was revealed that the AVIP vaccine being administered to DoD members is not the same vaccine as originally tested prior to 1970.  The import of this fact cannot be emphasized enough; the vaccine in current DoD inventories is NOT the same chemical compound as the original compound tested in advance of the 1970 NIH approval.

Accordingly, there can be absolutely no claim by DoD that the AV is anything but an IND.  This fact is recognized by the AV’s manufacturer, Bioport, in its IND application, which is still current and pending, and by the complete failure of Bioport, DoD or any other entity to provide verifiable clinical testing showing that the AV is either safe or effective, in humans,  as a prophylaxis to pulmonary anthrax.  The FDA testing regimen, which has not been waived or excepted for the AV, federal statutes, and federal case law, all point to the inescapable determination that the AV is an IND as it is currently being used on members of the Armed Forces without their informed consent.  
As a work around, it becomes apparent that the Department of Defense recognized that the manufacturer’s inability to gain certification for its manufacturing process from the FDA due to failure to comply with CGMPs (current good manufacturing practices), as well as the inability to gain IND approval due to lack of efficacy testing against inhalation anthrax IAW regulations.  As a result the Assistant SECDEF for Health Affairs, Mr. Stephen Joseph wrote a letter to FDA Lead Commissioner Michael Friedman on 4 Mar 1997 maintaining that Anthrax Vaccine Absorbed had been long recognized as approved for inhalation anthrax protection.  This new commissioner accepted the DoD’s request.  On 13 Mar 1997 FDA Lead Commissioner Michael Friedman offered to ASD/Health Affairs Stephen Joseph a letter on FDA letterhead with the language DoD felt they needed to circumvent the regulatory requirements – the language specifically said the the DoD’s use for the vaccine, “was not inconsistent” with the product’s license.  As the GAO noted in House Congressional Hearing on 11 October 2000, this also did not maintain that the use was “consistent” with the AVA’s label or license.

Further, the Code of Federal Regulations, specifically 21 CFR 10.85 -- Advisory Opinions – explains precisely why the 13 Mar 1997 letter by FDA Lead Deputy Commissioner is legally irrelevant – yet this is the primary justification the DoD uses to maintain product approval:

"A statement made or advice provided by an FDA employee constitutes an advisory opinion only if it is issued in writing under this section. A statement or advice given by an FDA employee orally, or given in writing but not under this section or Sec. 10.90, is an informal communication that represents the best judgment of that employee at that time but does not constitute an advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the views expressed."
 

The FDA personal memo of 13 March 1997 didn’t proceed through this or any other process that complies with the requirements of the regulations or current laws.  It appears to be a quick fix for a vaccine that was to be the foundation of a multi-level biowarfare vaccine force protection program.”

Specific Background on Charge 1, Item 1 -- 1999 Law on informed consent for US Servicemembers -- 10 USC 1107:

A determination that the AVA is an IND renders inescapable the conclusion that service members as a consequence of federal law and service regulations must give their informed consent prior to submitting to AVA vaccinations.  Despite the complexities of these requirements, Servicemembers cannot be denied this right unless the President waives their informed consent.  This has not happened.  This argument is codified in the laws of the land as of 1999 and the passage of Title 10, Section 1107 of the US Code:

The Federal Statute:

10 U.S.C. § 1107 (1999) entitled “Notice of Use of an Investigational New Drug or a Drug Unapproved for its Applied Use” specifically provides:

A -- Notice Required. - (1) Whenever the Secretary of Defense requests or requires a member of the armed forces to receive an investigational new drug or a drug unapproved for its applied use, the Secretary shall provide the member with notice containing the information specified in subsection (d). 

E -- Limitation and Waiver. - (1) In the case of the administration of an investigational new drug or a drug unapproved for its applied use to a member of the armed forces in connection with the member's participation in a particular military operation, the requirement that the member provide prior consent to receive the drug in accordance with the prior consent requirement imposed under section 505(i)(4) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 355(i)(4)) may be waived only by the President.  The President may grant such a waiver only if the President determines, in writing, that obtaining consent – 

1. Is not feasible; 

2. Is contrary to the best interests of the member; or 

3. Is not in the interests of national security.  (Emphasis added).

Specific Background on Charge 1, Item 2 -- The Executive Order of the President:

An Executive Order is a lawful order of the Commander-in-Chief of the United States Armed Forces.  On September 30, 1999, the President issued Executive Order 13139, entitled “Improving Health Protection of Military Personnel Participating in Particular Military Operations”.  EO 13139 reiterates many of the requirements of federal law and specifically provides in part:  

Sec. 2.  Administration of Investigational New Drugs to Members of the Armed Forces.  (a) The Secretary of Defense (Secretary) shall collect intelligence on potential health threats that might be encountered in an area of operations.  The Secretary shall work together with the Secretary of Health and Human Services to ensure appropriate countermeasures are developed.  When the Secretary considers an investigational new drug or a drug unapproved for its intended use (investigational drug) to represent the most appropriate countermeasure, it shall be studied through scientifically based research and development protocols to determine whether it is safe and effective for its intended use.  (b) It is the expectation that the United States Government will administer products approved for their intended use by the Food and Drug Administration (FDA).  However, in the event that the Secretary considers a product to represent the most appropriate countermeasure for diseases endemic to the area of operations or to protect against possible chemical, biological, or radiological weapons, but the product has not yet been approved by the FDA for its intended use, the product may, under certain circumstances and strict controls, be administered to provide potential protection for the health and well-being of deployed military personnel in order to ensure the success of the military operation.  The provisions of 21 CFR Part 312 contain the FDA requirements for investigational new drugs. 
Sec. 3.  Informed Consent Requirements and Waiver Provisions. (a) Before administering an investigational drug to members of the Armed Forces, the Department of Defense (DoD) must obtain informed consent from each individual unless the Secretary can justify to the President a need for a waiver of informed consent in accordance with 10 U.S.C. 1107(f).  Waivers of informed consent will be granted only when absolutely necessary.  

In addition, the provisions of 21 C.F.R. §§ 50, 312 (October 5, 1999) support both the federal statute and the Executive Order by specifically noting situations where the informed consent requirements may be waived.  Echoing 10 U.S.C. § 1107, the Regulations note that only the President of the United States may waive the informed consent requirements mandated by his Executive Order and federal law.  Waiver is allowed only if one of three preconditions is met – if obtaining informed consent is not feasible; if obtaining informed consent is contrary to the best interests of the recipient; or if informed consent is contrary to national security interests.  The President has yet to issue any such waivers, or even initiate action to do so regarding the AVA.  

Specific Background on Charge 1, Item 3 – DoD Directive 6200.2:

Reiterating both Federal Law, Executive Order and standing FDA Regulations, the Department of Defense coordinated it’s own Directive in August of 2000, which DoD is also in violation of by using AVA without informed consent or with a Presidential waiver:

Department of Defense DIRECTIVE -- NUMBER 6200.2 -- SUBJECT: Use of Investigational New Drugs for Force Health Protection – i.e., requirements to comply with Federal Law and applicable Executive Orders.
References: (a) Section 1107 of title 10, United States Code  (b) Executive Order 13139, "Improving Health Protection of Military Personnel Participating in Particular Military Operations," September 30, 1999  (c) Title 21, Code of Federal Regulations, Parts 50, 56, 312, Subpart I of Part 314, Subpart G of Part 601, current edition (d) House Report No. 105-736, Conference Report to Accompany Proposed Strom Thurmond National Defense Authorization Act for Fiscal Year 1999, page 685 (e) through (f), see enclosure 

1. PURPOSE  -- This Directive:

1.1. Establishes policy and assigns responsibility for compliance with references (a) through (c) for the use of investigational new drugs for force health protection.  

1.2. Designates the Secretary of the Army as the DoD Executive Agent for the use of investigational new drugs for force health protection.  

2. APPLICABILITY AND SCOPE  -- This Directive:  

2.1. Applies to the Office of the Secretary of Defense, the Military Departments, the Chairman of the Joint Chiefs of Staff, the Combatant Commands, the Office of the Inspector General of the Department of Defense, the Defense Agencies, the DoD Field Activities and all other organizational entities within the Department of Defense. 

2.2. Applies to all uses of investigational new drugs by the Department of

Defense for force health protection.

3.  DEFINITIONS --  3.2. Investigational New Drug (IND). A drug or biological product subject to the FDA regulations at 21 CFR Part 312 (reference (c)), including:  3.2.1. A drug not approved or a biological product not licensed by the FDA.  3.2.2. A drug unapproved for its applied use.

Charge 2:  False Testimony

False testimony to Congress and to a Canadian Courts-martial concerning the IND issue misrepresents the issue surrounding AVA’s use without informed consent:

#1 -- COL Arthur Friedlander's false testimony to a Canadian court-martial

COL Friedlander's vague answers in his trial testimony (below), while under oath, consistently attempt to deny any knowledge of the primary purpose of the 20 Sep 1996 Investigational New drug application prepared by USAMRIID for the anthrax vaccine manufacturer -- to obtain a new licensed indication for inhalation anthrax.

Excerpted testimony from 30 Mar 2000, questioning by Assistant Defence Counsel Jill Duncan and answers by Colonel (Dr.) Arthur Friedlander, U.S. Army (USAMRIID, Ft. Detrick, MD):

MINUTES OF PROCEEDINGS

STANDING COURT MARTIAL

For the trial of K72 142 802 Ex-Sergeant Michael Richard KIPLING, Canadian Forces, Regular Force, held at 17 Wing Winnipeg, Manitoba on the 15th, 16th, 17th, 22nd, 23rd, 24th, 25th, 28th and 29th days of February 2000; and the 27th, 28th, 29th, 30th and 31st days of March 2000; and the 26th day of April 2000; and the 5th day of May 2000.

MILITARY JUDGE

F26 089 814 Colonel G.L. Brais, Office of the Chief Military Judge.

Assistant Defence Counsel Duncan:

Q.If I'm going to suggest to you, sir, that the drug was licenced for cutaneous anthrax only and that there has been a subsequent amendment for coverage for inhalation anthrax, would you agree with me or disagree with me? 

Colonel Friedlander:

A. I'm not aware of that.

Q. Okay. I'm going to show you something, sir, that seems to suggest at least­­I'll give you a copy. 

A. Uh-huh.

ASSISTANT DEFENCE COUNSEL: Oh, I've given you the copy for the judge. I'll just refer, Your Honour, if I might to where I want the witness to attend to and then I'll show it to Your Honour.

MILITARY JUDGE: Yeah, but I'd like to know what it is first, before you have the witness ...

ASSISTANT DEFENCE COUNSEL: 

Q. It's off of the web and it indicates that it's an article from the Belleville News-Democrat newspaper, March 27th, the year 2000? 

A. Uh-huh.

Q. Have you seen this newspaper article, sir? 

A. No, no.

Q. In particular, the fifth paragraph, it says that the office, and this is referring to the Joint Program Office for Biological Defense, quote: "'managed and funded efforts leading to the submission of a Biologic Licensure Application amendment to the FDA,' including data to support its proposal 'to license the vaccine to provide protection against aerosol exposure to anthrax.'". Is that something you're familiar with, sir, or would you disagree with that statement? 

A. I'm not sure the details of this. I do know that there were questions that were raised, since there are no direct studies in humans with this vaccine, and that a statement was made by the FDA that the use of the vaccine in the Gulf War against the threat of aerosol use of spores was not inconsistent with the product licence.

ASSISTANT DEFENCE COUNSEL: Okay. I don't know whether my learned friend has any objection to tendering this into evidence; the witness has referred to it.

MILITARY JUDGE: Well, you've, sort of, put the cart before the horse. But, you know, I mean, I wanted to see the document before you questioned the witness on it. I guess there was no objection, so now it's done.

PROSECUTOR: Your Honour, I would object to this. He has responded to ...

MILITARY JUDGE: Well, it's too late, its done, I've heard it. I've heard it, now it's a question of weight.

PROSECUTOR: Well, ...

ASSISTANT DEFENCE COUNSEL: Okay, I'll proceed then. This is not a document that was offered by this gentleman, so I'll just leave it at that.

Q. But, sir, when you say that it's not inconsistent with inhalational anthrax, that's something slightly different than saying it was licenced for inhalational anthrax, wouldn't you agree? 

A. I can read to you what it says in the product insert about anthrax, and I think that the question is what you mean by "contact".

Q. Okay. Well, my question to you actually, sir, was: To say that it's not inconsistent with inhalational anthrax is different than saying this drug is­­or this vaccine is for inhalational anthrax? 

A. That's for the person who wrote that statement to­­I mean, the interpretation of that, I'm not here to interpret that statement, I didn't make that statement.

Q. If I was to suggest to you, sir, that we've heard evidence that the vaccine was licenced for cutaneous anthrax and that there was an application placing the drug into IND status with the FDA for three reasons: one, is to change for inhalational anthrax; two, was to change the route of administration; and, three, to change the scheduling of the drugs, would you agree with that or do you know? 

A. I know that there have been studies dealing with trying to reduce the number of doses and to look at the route of administration.

Q. So are you saying, sir, that you're not familiar with what I've said, or you disagree with it? 

A. No, no. I don't know that­­I'd have to look back at the documents that you're referring to.

Q. Okay. So you're not saying the drug is not in an IND status for those three variations? 

A. You know, I'm not clear what you're saying in terms of­­I mean, I'm not quite clear what that means, in other words. There are studies that have been done, that I'm involved with, looking at reducing the number of doses and changing the route of administration.

Q. Okay. That's not actually what I'm asking, sir? 

A. Yes.

Q. Okay. Maybe if I can make myself clearer: We've heard evidence that the drug was licenced for cutaneous anthrax and that it's now been proposed, presumably by DOD, to make three changes: one, is make it a countermeasure for inhalational anthrax as opposed to cutaneous; two, change the route of administration; and, three, the schedule of dosages, and that because it's an amendment, the drug has gone into IND status for that purpose? 

A. You know, I can't answer that question. You have to talk to the people actually directing that study.

Q. So you're saying you're not sure? 

A. That's right.
-----------------------------------------------------------------------------------------------

Comment: The DoD documents provided to the DoD IG, and detailed in the previously listed chronology, reflect that despite Col. Friedlander assertion that he was "not aware" of the purpose of the Investigational New Drug application filed on 20 Sep 1996, on at least three occasions he was present at DoD meetings during which he specifically briefed the three reasons for the IND application, including an FDA license amendment to add an indication for inhalation anthrax:

1. 20 Oct 1995 briefing. Colonel Friedlander presented a briefing at a meeting held by the Joint Program Office for Biological Defense on 20 Oct 1995. The meeting was a strategy session held by DoD and manufacturer representatives to develop a gameplan for "Changing the Food and Drug Administration License for the Michigan Department of Public Health (MDPH) Anthrax Vaccine to Meet Military Requirements."
 According to the meeting minutes, Col Friedlander:

“…presented a  briefing covering the three topics: (1) evidence for a reduction in the number of doses of anthrax vaccine, (2) evidence for vaccine efficacy against an aerosol challenge [inhalation anthrax], and (3) progress towards an in vitro correlate of immunity.”

“Dr. Friedlander agreed that the surrogate animal model needed to be established”, which followed his acknowledgment that “there was insufficient data to demonstrate protection against inhalation disease.”

Last, a briefing slide from this meeting titled, "Immediate Objectives for Anthrax Vaccine Licensure", explained the purpose of the IND to be prepared by the Army:

 “To obtain a [FDA] Product License Application Supplement approval for a specific immunization schedule change…and for a labeled indication change (such as the indication for use in protection against aerosol challenge).”

2. 9 Feb 1996 briefing. At a follow-up meeting on 9 Feb 1996 Col. Friedlander presented another briefing titled “Research Plan to Support Reduction in Dosage of Licensed Anthrax Vaccine (AVA) and Indication for Aerosol Exposure”. This clearly demonstrates that Col. Friedlander was integrally involved in the preparation of the investigation protocol prepared by the US Army, and which the manufacturer ultimately submitted to the FDA on 20 Sep 1996. The meeting minutes show that Friedlander discussed the need for the study to show a correlation between animal and human immune response to the vaccine -- a recognition that the anthrax vaccine had never demonstrated efficacy for inhalation anthrax in humans which is the legal requirement for licensure.

3. 10 Nov 1997 briefing. Col. Friedlander presented another briefing to DoD and contractor representatives on 10 Nov 1997 titled: “Supplement to AVA License”. This was 14 months after the submission of the IND application by the manufacturer. The briefing slides clearly show the three changes sought (including an indication for inhalation anthrax] and that Col. Friedlander was responsible for the pre-clinical portions of these studies intended to obtain FDA approval for these changes.

4. 15 Dec 1998 briefing concerning the update to the IND application.  A meeting was held and Col. Friedlander was listed as an attendee in which the IND application status was the primary topic.  The only reason listed as a new “indication” on the IND application was “inhalation anthrax.” 
 

Col. Friedlander’s testimony stands contrary to his presence at these meetings and his intimate knowledge of the IND application.  This IND application update, dated 29 January 1999, was submitted in the very month military pilots in the Connecticut Air National Guard were being forced out of their combat positions with their questions about the illegal nature of the AVIP mandate left unanswered.

#2 -- LTG Ronald Blanck false testimony to Congress

Further evidence of attempts to deny knowledge of the IND application came in testimony to the Senate Armed Service’s Committee on 13 April 2000.  In testimony before Congress LTG Ronald Blanck, then-Army Surgeon General, misrepresented the purpose of the Investigational New Drug application prepared by the Army for the manufacturer. The Senator who queried LTG Blanck was unfamiliar with the Food, Drug, and Cosmetic Act and accepted LTG Blanck's testimony without question. Therefore, he did not pursue the fundamental issue -- that the Army knew that the anthrax vaccine is not licensed for inhalation anthrax and that it had prepared an IND application for the vaccine manufacturer to submit to the FDA on 20 Sep 1996 to satisfy a legal standard that it later ignored.

Excerpted verbatim testimony before the Senate Armed Services Committee, 13 Apr 2000:

SEN. ROBERTS: General Blanck, the annual Congressionally mandated chemical and biological defense program report to Congress submitted on March 15, 2000, states: "The Department submitted data to the FDA last year to license the vaccine to provide protection against aerosol exposure to anthrax." My question is why is the Department seeking a license for the vaccine when the license for the anthrax vaccine has existed since 1970? 

GEN. BLANCK: It is really for the facility, not for the vaccine per se. 

SEN. ROBERTS: Oh, I see, okay. All right. That clears that up. 

Legal Issue #1 – Informed Consent -- Conclusion:

To the contrary, these two examples of misleading and false testimony do not clear things up.  These examples of false testimony over the pivotal issue of the IND status of the anthrax vaccine go straight to the core of the legal issues involved.  By not answering these questions in a forthright manner the legal concerns of both the Canadian Court and the US Congress were obstructed by these US Army officers.  Further, the chain of events in the chronology and the awareness by the US Army that the anthrax vaccine was inadequate and unlicensed make it painfully clear that the Anthrax Vaccine Absorbed and the Anthrax Vaccine Immunization Program, testimonials, education programs, and UCMJ action against US Servicemembers all stand contrary to the Law, Executive Order, DoD Directives, and every military member’s oath to uphold the Constitution and the laws of the land.

Section D

Legal issue #2 -- Adulteration

History of Anthrax Vaccine Adsorbed. 

The Search. 

The search in the Western hemisphere for a vaccine protective against Bacillus anthracis began in earnest in the mid-1940’s with Gladstone
 in the United Kingdom and Cromartie
 in the United States. Identification studies, production studies, and animal trials continued through the 1940’s and into the early 1960’s. The first human use of an anthrax vaccine in the United States was chronicled in 1954
. 

The Vaccine.

The first field trial of a human anthrax vaccine, known as the Brachman Study, was conducted from 1955-1959 at four goat hair-processing mills in the Northeast U.S. The findings were published in 1962
. Development of the vaccine continued unabated during this time and in 1965 a patent was granted to the U.S. Army
 for an anthrax antigen [vaccine].  It is this vaccine, not the vaccine used in the Brachman study for which a license was sought. 
An application to license this vaccine was submitted in 1967. A study was conducted in Talladega using this patented vaccine (the results have never been published). Correspondence between the investigators and the National Institutes of Health indicate problems with the study. In January 1968 the Acting Chief of the study, Dr. Philip Coleman, wrote
  

“As to the efficacy of the vaccine, we have no real method of determining the protection afforded.” 

A 6 February 1969 memorandum from the licensing oversight committee to Dr. Margaret Pittman, of HEW, chides the study efforts by stating
:

“The lack of cases of anthrax in an uncontrolled population of approximately 600 persons in the Talladega mill can hardly be accepted as scientific evidence for efficacy of the vaccine.”

On 10 February 1969 Dr. Pittman recommended licensure of the vaccine but wrote
:

“It was noted also that clinical data establishing efficacy of the product had not been submitted and that data be requested from NCDC [National Communicable Disease Center].”

On 2 November 1970 license approval was recommended by the Department of Health, Education, and Welfare without any efficacy data.
  The License was granted on 10 November 1970. At some point the efficacy data from the earlier Brachman Study was submitted and accepted (no documentation of this has been uncovered). The Brachman Study is referenced on the approved package insert. It is important to realize that the vaccine used in the Brachman Study differed from the licensed vaccine in strain, formulation, and production method.

The license for biologic products actually consists of two separate applications, the establishment license application (ELA), and the product license application (PLA). FDA requires that both applications be approved simultaneously for a license to be granted.

The vaccine was ostensibly developed to protect mill workers in danger of contact with anthrax spores from handling contaminated animal products. Shortly after the vaccine was licensed, the mills began closing as the garment industry changed. The risk of exposure and infection from anthrax spores by the general public disappeared. The vaccine’s use became limited to experiments on laboratory animals, the researchers conducting the experiments, and the staff at the manufacturing plant.

The FDA and Anthrax Vaccine Adsorbed.

The FDA completed a review of biologic products (vaccines) in 1985 and published a Proposed Rule in the Federal Register on 13 December 1985.
 This proposed rule was the result of a review of the safety, efficacy, and labeling of bacterial vaccines and toxoids with standards of potency. AVA is such a product. The FDA review of AVA severely limits its endorsement of the product.

“In general, safety of this product is not a major concern, especially considering its very limited distribution…” 

“Immunization with this vaccine is indicated only for certain occupational groups with risk of uncontrollable or unavoidable exposure to the organism. It is recommended for individuals who come in contact with imported animal hides, furs, wool, hair (especially goat hair), bristles, and bone meal, as well as laboratory workers involved in ongoing studies on the organism.” 

“Anthrax vaccine poses no serious special problems other than the fact that its efficacy against inhalation anthrax is not well documented.” 

“The Panel believes that there is sufficient evidence to conclude that anthrax vaccine is safe and effective under the limited circumstances for which this vaccine is employed.” 

The FDA made the following critique of the licensed vaccine in the 1985 review.

“The vaccine manufactured by the Michigan Department of Public Health has not been employed in a controlled field trial.”

“The labeling seems generally adequate. There is a conflict, however, with additional standards for anthrax vaccine. Section 620.24(a) defines a total primary immunizing dose as 3 single doses of 0.5 mL. The labeling defines primary immunization as 6 doses…”

“Labeling revisions in accordance with this Report are recommended.”

FDA recognized a discrepancy and recommended that the labeling be changed. The additional standards, published in the Code of Federal Regulations, were the standard approved by FDA. FDA noted that the labeling indicated six doses where the additional standards indicated three doses. 

A review of late-1960's Annual Progress Reports on the licensing study indicates that the primary dosing schedule was three doses.
 The labeling has never been changed, the DOD has followed the six-dose schedule, and the FDA has not commented on or corrected this glaring discrepancy.
The Manufacturer. 

The Michigan Department of Public Health (MDPH), holder of the one U.S. license for anthrax vaccine adsorbed, produced the vaccine sporadically throughout the 1970’s and 1980’s. The first large DOD contract occurred in 1988, with three additional DOD contracts through 1998. The Michigan Department of Public Health semi-privatized its Biologics Division into the Michigan Biologic Products Institute in 1997. They in turn sold the facility and its licenses to BioPort in 1998. During the Gulf War there was an effort by the US Army to obtain FDA approval of other manufacturer's under the MDPH license. Although at least on contract was awarded and the manufacturer was indemnified by the Secretary of the Army
, the Army claims these entities made no vaccine.

Until the 1988 contract with DOD, production of AVA was infrequent, a batch being produced every three to four years, the largest being 7500 doses. MDPH had one production line that they alternately used for other vaccine products. A requirement to drastically increase production for the DOD contracts required an expansion of the production facility.

Originally one production line was built around a 100-liter glass-lined fermentor. Two new stainless steel fermentors (production lines) were added in 1990. The original production line was replaced in 1991 with two additional stainless steel fermentors (production lines). These four fermentors produced AVA until the facility was shut down in January 1998.

The new production lines used different equipment than that approved for the original facility. The manufacturer was aware of the need to gain FDA approval for this new equipment and an FDA official communicated to Dr. Myers, Responsible Head for MDPH, that the new equipment was considered a major change to the ELA.
 MDPH applied for an amendment to the ELA in December 1990
, after the first two fermentors had been installed. The FDA approved this amendment to the ELA in 1993.
 No ELA amendment for the two fermentors installed in 1991 was ever sought or made. Additionally, MDPH did not seek to amend their PLA with this change of equipment.

The type of filter used in the sterilization process was also changed at this time. There were no amendments sought to the ELA or PLA. 

Once the additional production lines became operational, MDPH mixed the batches coming off the lines to form a final anthrax vaccine (FAV). Prior to the additional lines the vaccine was merely called Lot3, Lot4, etc. After the new lines were operational, the vaccine released for distribution was called Lot FAV001, FAV002, etc.

Throughout this time frame, MDPH made other changes, to include changing the reference standard, applying for a change to the potency test, changing the amounts of preservative, etc. FDA approved most of these changes. However, an application to change the reference standard was never made. 

Plans for a new facility began during the mid-1990’s and in January 1998, BioPort stopped producing AVA. The production facility was razed shortly thereafter. BioPort has made AVA in the new facility, but awaits FDA approval of the new facility and the vaccine produced there.

The FDA and the Manufacturer.

FDA regularly inspected MDPH. These inspections document a pattern of non-compliance with current good manufacturing practices (cGMP), not only with AVA, but also with every product the manufacturer made. Every inspection of MDPH resulted in discrepancies ranging from unsanitary conditions and unapproved procedures to non-compliance with current Good Manufacturing Practices (GMP), contaminated products, and changing equipment and products without approval. For example:

1988.

“There is no written procedure for assessing stability characteristics of final biological products.”

 “No direct physical accountability for packaged undated anthrax vaccine which was stored alongside of packaged and dated vaccine with the same lot number. Nine hundred and six vials of unfinished vaccine were distributed freely in 3 cardboard boxes with unknown number of vials in each carton. Removal of vials as needed was not indicated.”

1990.

“Anthrax prod. fac. was observed to be in a state of general disrepair in that there was: (A)Paint peeling from the walls (B)Exposed light fixtures (C)Cracked ceiling (D)Exposed raceways (E)Dirt & filth & dust on overhead pipes (F)Cluttered work space.”

“Anthrax prod. records are inconsistent in that procedures used to formulate Lot #21 are different from those used to formulate Lots #25, 26 & 27 in that media is autoclaved for sterilization for Lot #21 and filtered for sterilization for Lots #25, 26 & 27.”

1992.

“Changes in the manufacturing methods for…were not submitted as amendments to the product license application prior to releasing the material for distribution…”

“No SOP [standard operating procedure] exists to describe procedures for handling potentially infectious material…”

1993.

“There are insufficient personnel to assure compliance with current GMP regulations, e.g., failure to report changes in manufacturing, failure to maintain calibration records adequately, failure to adequately validate equipment used in the formulation or testing of product.”

1994.

“There are insufficient personnel to assure compliance with current GMP regulations, e.g., failure to maintain calibration records adequately, failure to maintain environmental controls adequately in that production area temperatures were above 80°F, and failure to submit changes to CBER.”

“There is no annual review of production batch records [anthrax].”

“Raw material [anthrax vaccine materials] stored in an unapproved warehouse, building (redacted) i.e., no ELA [establishment license application] supplement has been submitted for this area.”

1995.

“the company did not inform FDA of the procedural and equipment change during the production of…”

“facilities and equipment were not adequate.”

“SOP’s did not exist for many procedures.”

“SOP’s were incomplete or incorrect.”

“SOP’s were not adhered to.”

“Frequent contamination during vaccine manufacturing was documented but not investigated.”

The CBER Inspection Task Force recommended the issuance of a Warning Letter to MDPH on 22 June 1995. A Warning Letter was issued to MDPH on 31 August 1995.

1996.

“The firm had not completed cleaning validation studies for routine cleaning procedures on multi-use equipment.”

“Validation studies to demonstrate microbial retention and compatibility have not been conducted for sterilizing filters…”

“There was condensate dripping onto open (redacted) tanks…”

“There was no procedure for clean-up of live rabies virus spills…”

The anthrax production facility was not inspected because “it comes under military inspection.”
 
1997.

CBER issues a “Notice of Intent to Revoke” citation to Michigan Biologic Products Institute on 11 March 1997. The Army responds by sending in a team to assist the manufacturer develop a "strategic compliance plan."

1998.

In anticipation of an FDA inspection following up on their threat to revoke the manufacturer's license, MBPI "voluntarily" shut down production in January 1998. On 4 February 1998 the FDA returned to inspect the facility, and issued a report finding: 

“The manufacturing process for Anthrax Vaccine is not validated.”

“There are no written procedures , including specifications, for the examination, rejection, and disposition of Anthrax and Rabies.”

“Prior to August 1997, the (redacted) filters used for harvest of Anthrax vaccine were neither validated nor integrity tested. This filter is the only sterile filtration step in the Anthrax manufacturing process.”

“There is no written justification for redating lots of Anthrax vaccine that have expired.”

“The firm does not trend multiple contaminations with microorganisms in sublots.”

As a result of this inspection, MBPI “voluntarily” quarantined 11 lots of AVA. The failure of FDA to recall the quarantined vaccine and order it destroyed resulted in some of it being shipped to the Canadian military and being used on their servicemembers.

Another inspection took place in October 1998, finding:

“Stability testing has not always been performed in accordance with stability protocols, for example…”

“CBER has not been notified in accordance with Error and Accident reporting of the following…”

“On 6/30/98, the firm installed a new reaction tank mixer on Tank (redacted). There is no data documenting that the new mixer is equivalent to the old mixer, including mixing profiles. In addition, CBER has not been notified of this change.”

1999.

FDA finding: “The manufacturing process for Anthrax Vaccine Adsorbed is not validated.” 

Thirty observations were noted. The inspection report ends with this comment.

“The observations noted in this FDA-483 are not an exhaustive listing of objectionable conditions. Under the law, your firm is responsible for conducting internal self-audits to identify and correct any and all violations of the GMP regulation.”

2000.

“The design and construction…do not assure sterility of products filled…”

“The following product lots failed initial sterility testing for release or for stability testing…Investigations into these initial sterility failures are incomplete…”

“Investigations are incomplete, inaccurate, or not conducted.”

“There is no assurance equipment is operating as designed.”

Adulteration. The law.

Anthrax Vaccine adsorbed is a biologic product designed for human consumption. Biologic products are regulated by the Public Health Service Act (PHS) and the Federal Food, Drug, and Cosmetic Act (FDCA). 42 USC Section 262 describes the regulation of biologic products according to the PHS. Chapter 9 of Title 21 of the U.S. Code contains the FDCA. The FDCA provides the following definition of an adulterated drug:

“A drug shall be deemed to adulterated (a)(1) (A) if it has been prepared, packed, or held under insanitary conditions whereby it may have been contaminated with filth, or whereby it may have been rendered injurious to health; or (B) if it is a drug and the methods used in, or the facilities or controls for, its manufacture, processing, packing, or holding do not conform to or are not operated or administered in conformity with current good manufacturing practice to assure that such drug meets the requirements of this chapter as to safety and has the identity and strength, and meets the quality and purity characteristics, which it purports or is represented to possess”

The Federal Food, Drug, and Cosmetic Act provides a definition of a misbranded drug:

“A drug or device shall be deemed to be misbranded – (a) False or misleading label. If its labeling is false or misleading in any particular.”

The Federal Food, Drug, and Cosmetic Act also establishes prohibited acts related to adulteration and misbranding:

“The following acts and the causing thereof  are prohibited: (a) The introduction or delivery for introduction into interstate commerce of any food, drug, device, or cosmetic that is adulterated or misbranded.”

The Code of Federal Regulations set forth the current good manufacturing practice regulations in manufacturing, processing, packing, and holding of drugs. 21 C.F.R. § 210.1(b) describes the status of the current good manufacturing practices regulation.

“The failure to comply with any regulation set forth in this part and in parts 211 through 226 of this chapter in the manufacture, processing, packing, or holding of a drug shall render such drug to be adulterated under section 501(a)(2)(B) of the act and such drug, as well as the person who is responsible for the failure to comply, shall be subject to regulatory action.
21 C.F.R. § 210.2(a) describes the applicability of the current good manufacturing practices regulation.

“The regulations in this part and in parts 211 and 226 of this chapter as they may pertain to a drug and in parts 600 through 680 of this chapter as they may pertain to a biologic product for human use, shall be considered to supplement, not supersede, each other, unless the regulations explicitly provide otherwise.”

Part 600 of 21 C.F.R. deals with Biologics. The only portion of Part 600 that “explicitly provides otherwise” concerns applications for the establishment and product licenses for a therapeutic DNA plasmid product, therapeutic synthetic peptide product of 40 or fewer amino acids, monoclonal antibody product for in vivo use or therapeutic recombinant DNA-derived products. All other biologics regulations are supplemented by the current good manufacturing practices regulations cited above.

21 C.F.R. § 601.12 reads in part:

“(a) General. As provided by this section, an applicant shall inform Food and Drug Administration (FDA) about each change in the product, production process, quality controls, equipment, facilities, responsible personnel, or labeling, established in the approved license. Before distributing a product made using a change, an applicant shall demonstrate through appropriate validation and/or other clinical and/or non-clinical laboratory studies, the lack of adverse effect of the change on the identity, strength, quality, purity, or potency of the product as they may relate to the safety or effectiveness of the product.” 

“(b) Changes requiring supplemental submission and approval prior to distribution of the product made using the change (major changes). (1) A supplement shall be submitted for any change in the product, production process, quality controls, equipment, facilities, or responsible personnel that has a substantial potential to have an adverse effect on the identity, strength, quality, purity, or potency of the product as they may relate to the safety and effectiveness of the product. (2) These changes include but are not limited to: (i) Changes in the qualitative or quantitative formulation or other specifications as provided in the approved application or in the regulations; (vi) Changes which may affect product sterility assurance, such as changes in product or component sterilization method(s), or an addition, deletion or substitution of steps in a aseptic processing operation."
Adulteration. The Fermentors.

The anthrax vaccine (AVA) produced by MDPH since 1990, by MBPI when they took over the operations in 1996, and the stockpile currently owned by BioPort is adulterated. The product is adulterated for many reasons.

The fermentors added in 1990 were considered a major change. Ms. Devine, an FDA employee, informed MDPH's executive director, Dr. Myers, of this in the summer of 1990. The request to amend the ELA was made in December 1990. This amendment was finally approved in July 1993, two and one half years after the facility had been modified. During this time frame, MDPH was producing and distributing AVA without the prior approval required IAW 21 C.F.R. § 610.12 above.

The fermentors added in 1991 are also considered a major change. An independent review of the facility by a DoD contractor in February 1996 noted that two of the fermentors had not been supplemented [approved], and if FDA found out they could expect severe consequences.
 This means that all the AVA produced and distributed since these two additional fermentors were installed in 1991 is adulterated.

Adulteration. The Filters.

Along with the new fermentors came new filters. As referenced in the above CFR, “Changes which may affect product sterility assurance, such as changes in product or component sterilization method(s)” require prior approval. No such amendment was sought. FDA made note of this in their February 1998 inspection report: 

“Prior to August 1997, the [redacted] filters used for harvest of Anthrax vaccine were neither validated nor integrity tested. This filter is the only sterile filtration step in the Anthrax manufacturing process.”

“I questioned W. White, D. Slabbekoorn, and T. Wilsey regarding the filters used prior to this validation. Each reported that the filters used prior to the introduction of the [redacted] filters had not been integrity validated nor were they routinely integrity tested.”
Filters were approved in August 1997. However, the February 1998 inspection revealed that the validation process used to gain the approval was not valid. 

“Validation of microbial retention by the (redacted) filters used for harvest of Anthrax vaccine was performed only with (redacted) media, which is used in tetanus production. Studies were not performed using Anthrax product or media.”
Adulteration.  Redating.

Biologic products have expiration dates as described in Part 600 of 21 C.F.R.. Modifications to the expiration dates shall be made only upon written approval, in the form of a supplement [amendment] of the product license, issued by the Director of the Center for Biologics Evaluation and Research. Expiration dates are also regulated under the current good manufacturing practices as described in 21 C.F.R. § 211.137, which states in part:

“To assure that a drug product meets applicable standards of identity, strength, quality, and purity at the time of use, it shall bear an expiration date determined by appropriate stability testing described in §211.166.”

21 C.F.R. § 211.166 states in part:

“There shall be a written stability testing program designed to assess the stability characteristics of drug products. The results of such stability testing shall be used in determining appropriate storage conditions and expirations dates.”

In 1997, MBPI relabeled 1.5 million doses of AVA. MBPI took vials of AVA that were already labeled with an expiration date and soaked the labels off. They then relabeled the vials with new expiration dates. These 1.5 million doses of AVA are adulterated for several reasons.

· MBPI had no approved stability testing program at the time this relabeling occurred, as observed in the February 1998 FDA inspection.

· MBPI had no approved procedures for removing and relabeling filled vials of vaccine.

· MBPI had no procedure, approved or otherwise, for reconciling the vials with the original Lot once the labels were removed. In other words, MBPI could not assure that the vials would be re-identified correctly, i.e. FAV008, or FAV009, etc.

MBPI also redated bulk vaccine that had expired without justification or approved procedures. These doses, too are adulterated.
Both of these practices, relabeling and redating, require a supplement to the product license IAW 21 C.F.R. § 610.53(d). No supplement was sought or approved at the time of these events. Current good manufacturing practice regulations require compliance with these parts of the C.F.R.. As stated above, non-compliance renders the drug adulterated.

Adulteration.  Mislabeling.

The Lot number or control number of a drug is an important regulatory requirement. As such 21 C.F.R. § 202.18 states the requirements.

“The lot number on the label of a drug should be capable of yielding the entire manufacturing history on the package. An incorrect lot number may be regarded as causing the article to be misbranded.”

Additionally, the current good manufacturing practices regulation defines "Lot number" as: 

“any distinctive combination of letter, numbers, or symbols, or any combination of them, from which the complete history of the manufacture, processing, packing, holding, and distribution of a batch or lot of drug product or other material can be determined.”

On several occasions, MBPI sought and CBER approved the extension of the expiration date of a Lot of AVA. CBER’s approval notice amended the Lot number. For example, MBPI sought to redate Lot FAV020. CBER approved the extension of the expiration date and renamed the Lot FAV020a, to indicate this Lot as different from the original FAV020. 

MBPI failed to put the correct Lot number on the labels of the redated vaccine. This failure to correctly identify the vaccine contained within makes it difficult if not impossible for the label to provide “the entire manufacturing history” as required by § 202.18, causing the vaccine so labeled to be considered misbranded, or as required by the current good manufacturing practices regulations causing the vaccine so labeled to be considered adulterated.
Both of these acts are prohibited under the U.S. Code § 331 as described above.

Adulteration.  New Drug Application requirement.
The FDCA defines “new drug” in two ways. 21 U.S.C. § 321(p)(2) states:

“Any drug… the composition of which is such that such drug, as a result of investigations to determine its safety and effectiveness for use under such conditions, has become so recognized, but which has not, otherwise than in such investigations, been used to a material extent or for a material time under such conditions.”

21 C.F.R. § 310.4 (h) further defines “new drug” as:

“The newness of a drug may arise by reason (among other things) of (5) The newness of a dosage, or method or duration of administration or application, or other condition of use prescribed, recommended, or suggested in the labeling of the drug, even though such drug when used in other dosage, or other method or duration of administration or application, or different condition, is not a new drug.”

AVA has been licensed since 1970. In the first twenty years approximately 70,000 doses were made. The use of the vaccine was essentially limited to military researchers and test animals. With the use of the vaccine for inhalation anthrax during the 1990-91 Gulf War, a vastly larger population began taking the drug. This new "application", or use, is an example of the US Code definition of a new drug. 

In addition to a new population, the drug was being used (applied) for an indication that was not “prescribed, recommended, or suggested in the labeling.” This, too, renders the vaccine a “new drug”.

The rules and regulations for new drugs are lengthy and involved. Suffice to say that MDPH, MBPI, and BioPort are not in compliance with these rules and regulations.

The manufacturer has produced and distributed to the DOD an unlicensed and unapproved new drug from 1990 to the present.
Adulteration.  The patent.

The AVA license is based on United States Patent, No. 3,208,909. This patent specifies the equipment used in the manufacture of AVA. When the facility was enlarged and the type of equipment used to produce AVA was changed, the vaccine was no longer being made in accordance with the patent (license). The AVA produced without a patented procedure is considered a new drug. Section 355 of the U.S. Code describes such a drug and the requirements for approval and licensure. MDPH and MBPI did not file applications based on this section of the Code. To date, BioPort has not done so either.

Section E

On-going litigation

Background:  Cases run the gamut from all charges being dropped to currently imprisoned US Marines, to an on-going General Court-Martial of an Air Force officer and physician.

1. Ft. Hood soldier -- charges dropped in October. Army doctor had attempted to ascribe soldier's adverse reaction to an allergy after a possible causal relationship to the vaccine had been noted in the soldier's medical records. Doctors at Walter Reed advised Army prosecutors they had limited chance of success because the vaccine is contraindicated following an adverse reaction, so the soldier should not have been ordered to get any more shots.

2. Ft. Bragg soldier -- convicted in October, imprisoned in a high-security jail at Camp LeJeune for 30 days, given a bad conduct discharge, reduction in rank and forfeitures of pay, and loss of all GI Bill benefits.

3. Comparative punishments: anthrax refusal vs. other offenses. Refusal to take the anthrax vaccine is being punished more severely than first-time illegal drug offenses.  Where active duty soldiers have been imprisoned, members of the Guard and Reserve have been coerced out of their positions without due process or discharge boards.

4. Ruling by Navy Marine Corps Court of Criminal Appeals.

NMCCA heard five different cases on extraordinary writ.  All five of the writs were heard and the cases stayed pending the ruling by the appeals court. Ultimately the court denied the writs, lifted the stays, and the cases docketed for court so that the court-martials may proceed.  David Ponder, Jason Stonewall, Vitalino Arroyo, Ocean Rose, and Matthew Perry were all docketed for the month of January 2001. The NMCCA essentially decided in all of the cases that it was not a judicial usurpation of power for the judge to decide that the order is lawful as a matter of law.  Court held that all of the petitioners had failed to show a clear and indisputable right to the relief requested.  The appeals court did not preclude direct appellate review of the issue, but did tip their hand as to their view of the vaccine’s status.

Defense counsel believes that the court erred in several respects in its analysis of the Executive Order (EO 13139) and in the way that it ignored the federal statutes.  Additionally, there is no analysis on the issue of military precedents and the fact that the DoD has internal regulations requiring informed consent for use of an IND or a drug unapproved for its applied use.  See 32 CFR 219.
  Also, there are numerous DoD and BUMED Instructions that address IND’s and the right every servicemember has to informed consent to medical treatment (See BUMED Inst and DoDD 6200.2, etc.). 

5. Status of appeal by Seaman David Ponder and the case of Dr. John Buck, USAF – and additional USMC cases:

The ruling by the military judges on the Navy Marine Court of Criminal Appeals is subject to appeal to the Court of Appeals for the Armed Forces (CAAF), a panel of civilian federal judges. In late December 2000 defense counsel filed a writ-appeal of the NMCCA decision.  In this petition, counsel is again asking for a stay of the proceedings until the case can be decided, as well as dismissal of the charge, or at least, an opportunity to put on evidence in court that establishes the drug as investigational or unapproved for its applied use.

The plethora of cases and UCMJ action just prior to the change of administrations is problematic for the new Secretary of Defense.  By upholding the imprisonments that occurred prior to the 20th of January 2001, the new administration carries the risk of being implicated in the implementation and UCMJ action surrounding an illegal order.  The sheer quantity of cases and unprecedented terms of imprisonment after no imprisonments for since the summer of 1999 are equally troubling. 

The current case and pending court-martial of Dr. John Buck, USAF MD and Emergency Room physician, presents an impasse for the new leadership in the Department of Defense.  To allow a UCMJ action to proceed that began in the previous administration’s tenure, and to allow for the first time all the arguments about the illegality of the vaccine and the order to be presented by the defense, affords an opportunity to let the UCMJ make a ruling based on the full set a facts.

If the case of Dr. John Buck finds the order to be in violation of the US Code, the Executive Order, and DoD Directive, through the use of a suspect and possibly adulterated product, the case can serve as a precedent for the new civilian leadership in the Department of Defense to reverse all previous adverse personnel actions caused by the AVIP.

By allowing disciplinary action set forth by the previous SECDEF, the current leadership can finish the AVIP ethical dilemma once and for all by allowing the UCMJ to vindicate the servicemembers involved in this travesty.

Section F

Food and Drug Administration

Introduction. The regulatory system that governs new drug development is relatively new. Prior to 1906, there was no effective regulation in existence. From 1938, when the Food and Drug Administration first received broad statutory authority to regulate interstate shipment of unapproved new drugs for investigational use, until 1962, when the Kefauver-Harris Amendments were enacted, the FDA exercised virtually no direct control over the clinical development of new drugs. 

Initial Regulation. The purpose of the Federal Food, Drug and Cosmetic Act is to limit interstate commerce in drugs to those that are safe and effective. 

Originally enacted as the Federal Food and Drugs Act of 1906, the act prohibited adulterated or misbranded food or drugs from interstate commerce. However, the 1906 Act was very inadequate. False statements made about a drug by its manufacturer (i.e., public advertising) were not considered as misbranding by the courts. Additionally, the Act did not grant authority to ban unsafe drugs. For a drug to be legal under the 1906 law, it only had to meet the standards for composition of the United States Pharmacopoeia or the National Formulary. The Bureau of Chemistry enforced this law.

Sulfanilamide Disaster of 1937. It was not until after the sulfanilamide disaster of 1937 that the Act was modified. Soldiers originally used sulfanilamide. As a powder, it was sprinkled over a wound to prevent infection. A manufacturer decided to expand the antiinfective use of the drug by mixing the sulfanilamide with diethylene glycol, the same substance used today as antifreeze in car radiators, and marketed it as an elixir for sore throats. No clinical tests were performed prior to marketing. There were 107 reported deaths from this product.

Food, Drug, and Cosmetic Act of 1938. Subsequently, the Federal Food, Drug, and Cosmetic Act of 1938 was enacted which extended government's control over advertising and labeling. More importantly, it authorized the Food and Drug Administration (for the first time) to establish a regulatory system for obtaining pre-marketing clearance of an investigational new drug. Manufacturers were now required to submit a new drug application (NDA) containing evidence that a drug was safe for its intended use. 

However, the FDA established a system of minimal regulation. These regulations, which remained in effect without change until 1963, left the protection of human subjects almost entirely to the discretion of sponsors and investigators. For example, it did not require a notice for conducting investigational trials to be submitted to the FDA, it did not require pre-clinical safety studies prior to administration of a drug into humans, and it did not require informed consent of test subjects. 

There was a continued lack of adequate control over advertising. More importantly, there continued to be no government control over investigational plans prior to the submission of a new drug application. As a result, abuses occurred. For example, people were administered investigational drugs without being told that they were participating in an experiment.

Role of the American Medical Association in Legislative Actions. The American Medical Association (AMA) had campaigned vigorously for the first food and drug law of 1906. They were a powerful force in achieving the passage of strong legislation. Relationships between the AMA and federal agencies regulating drugs were very close as they lobbied together to advance legislative decisions regarding the regulation of new drug development. When the 1938 Act was passed, the AMA was disappointed that it was not stronger. In 1953, it proposed a bill that eventually passed, authorizing the FDA to inspect pharmaceutical laboratories without first obtaining permission from the proprietor. 

In 1959, Senator Kefauver began his hearings on the prices of drugs and the practices of the drug industry. The AMA, however, totally opposed the proposals for a change in the laws. Specifically, the AMA was against the provision that a drug manufacturer had to prove claims of efficacy before he could market the drug. They also were against the provision requiring the Secretary of Health, Education and Welfare to make determinations of what was the relative efficacy of structurally related drugs. Relationships with the federal agencies disintegrated. The AMA became increasingly critical, especially of over-regulation.

Thalidomide Disaster of 1962. In 1962, thalidomide, a sleeping pill developed and widely used abroad for several years, was being studied for use in the United States. The FDA did not approve this drug for marketing in the U.S. because of the safety clearance requirements in the Federal Food, Drug, and Cosmetic Act, and because of the refusal of an FDA medical officer, Dr. Frances Kelsey, to clear the drug on what she believed to be inadequate safety evidence provided by the manufacturer. 

However, although the drug was restricted to investigational use in the U.S., the sponsoring pharmaceutical company widely distributed it to doctors for their use.  Subsequently, it was reported to clearly be a human teratogen which caused malformations in many European children. Children were being born without arms or with other severe deformities. A series of lawsuits demonstrated that, in general, prescribers of drugs had been relying on manufacturers for information pertaining to the drugs, and that this information in some instances had been based on inadequate testing, or even on deliberate falsification and deception.  The Kefauver-Harris amendments of 1962 were finally enacted as a result of this incident.

Kefauver-Harris Amendments of 1962. The Drug Amendments of 1962 included several important policy innovations. 

First, it required that all clinical testing of investigational drugs be conducted under applications submitted to the FDA (Investigational New Drug Applications). Additionally, sponsors were required to submit reports of pre-clinical studies to justify their proposed clinical testing in humans, obtain informed consent from test subjects prior to their entry into a study, and report all findings resulting from the investigational studies to the FDA.

Second, Good Manufacturing Practices (GMP) were established. Any drug would be considered adulterated if a manufacturer produced the drug without adhering to such practices.

Prescription drug advertising was placed under the supervision of the FDA.

Third, the 1962 amendments required that all new drugs must be shown to be effective, in addition to being safe, for their intended use, prior to marketing. The standard for scientific evidence acceptable for demonstrating substantial effectiveness was defined by Congress as:

“adequate and well controlled investigations, including clinical investigations, conducted by experts qualified by scientific training and experience to evaluate the effectiveness of the drug involved, on the basis of which it could be fairly and responsible be concluded by such experts that the drug will have the effect it purports or is represented to have under the conditions of use prescribed, recommended, or suggested in the labeling.”

The FDA had actually proposed new regulations before the 1962 amendments were enacted, and it issued final rules three months after the new law took effect. These regulations are the broad outlines of the investigational drug regulatory system that remains in effect today. 
Note that despite the 1962 amendments, until 1973 when DBS was put under FDA, they did not necessarily require efficacy data for approval, and this is how anthrax vaccine slipped in without good efficacy data, despite Congress's explicitly instructing otherwise in law a decade beforehand.

FDA Culture and Vaccines.

The former DBS (Division of Biologics Standards) was involuntarily transferred to FDA from the Public Health Service in 1973. Its transfer was triggered by the failed Polio vaccine release, on the grounds that old world style management encumbered it. The DBS was viewed as incapable of protecting the public health because it was too closely involved with the industry it was supposed to regulate ("unholy marriages"). That merger only lasted a few years and resulted in de-merging and the reestablishment of a Center for Biologics Evaluation and Research (CBER).

When the FDA assumed responsibility for regulation of vaccines in the early 1970's, there were clearly two cultures in the FDA. These were driven by two statutes, one for the regulation of pharmaceutical drugs (Food Drug and Cosmetic Act) and one for the regulation of biological products such as vaccines and blood and blood products (Public Health Service Act). 

The FDA's vaccine culture was based on a dual mandate to both promote public health and to regulate vaccine manufacturers. This culture is analogous the culture within the FAA before the ValuJet crash in the Everglades: the regulatory entity, FAA, only knew how to regulate companies that self-regulated and sought to nurture weak, start-up airlines. The FDA's ambivalent regulatory relationship with a state-owned manufacturer (MDPH) of the limited-use anthrax vaccine used almost solely by the military, and which no private company would produce, represented an inherent conflict between the FDA's dual role.

Licensing.

In the drug process, a firm (1) Registers, and (2) Lists its products. This is covered under section 510 of the FD&C Act.  The C.F.R. covers the requirements for changes, the frequency for updating drug lists, etc. Biological manufacturers are required to Register and List, but in addition, the Product License and Establishment License are mandatory. This is a quirk in the dual-statutes involved -- FD&C Act for both drugs and biologicals, and Sec. 351 of the PHS Act for Biologicals.

Summary: There are no inherently safe (safety: 1938) or effective (efficacy: 1962) prescription drugs or vaccines, only those which are not “adulterated” or “misbranded” within the meaning of the Act when  labeled, used or administered in accordance with an FDA approved New Drug Application (IND/NDA) or FDA approved Product License Application (PLA) for marketed biologicals.

Investigational New Drug Applications and Product License Amendments.

Anthrax Vaccine Adsorbed is not an Investigational New Drug (IND).  It is a licensed biological product legally marketed for the uses and indications in its approved labeling.  The problem arises for DOD in that aerosolized exposure is not included in the currently approved labeling. The manufacturer needs to gain approval for the aerosolized exposure indication through a supplement to the Product License Amendment (PLA).

The regulatory scheme calls for a supplemental PLA to be approved by FDA to permit distribution for use under certain conditions, in this case, aerosol exposure.  This is supposed to be approved before such use. This has not been done, and under normal enforcement procedures such a firm would be ordered by FDA to cease and desist, or action would be taken to revoke its license.

The IND/NDA or PLA supplement is the mechanism whereby those prescription drugs "not generally recognized, among experts qualified by scientific training and experience” are evaluated with respect to “the safety and effectiveness of drugs, as safe and effective for use under the conditions prescribed, recommended or suggested in the labeling thereof.” (FD&C Act Section 20l (p)(1)).

A PLA or an NDA is like a contract with the FDA. Compliance with the terms and conditions specified within the PLA or NDA is the assurance that the firms’ product will not be considered to be  (1) adulterated, or (2) misbranded, within the meaning of the FD&C Act.

If the firm or establishment does not comply with the PLA or NDA, then the firm can be subject to (1) License revocation for a biological, or  (2) withdrawal of an NDA.

 In addition, the firm can be prosecuted for non-compliance with Current Good Manufacturing Practices (CGMP), or products manufactured during a period of non-compliance with CGMP may be considered to be adulterated, and subject to seizure (a court ordered action accomplished by a US Marshall).
New Drug Applications (NDAs).

Twice during the history of the FD&C Act amendments (1938 and 1962) provisions were made for the so-called "Grand fathering" or exemption of drugs from the New Drug Provisions of the Act for those prescription drugs which were marketed prior to the effective dates of the amendments (1938 & 1962).  This would have "Grand fathered" or declared such drugs as Not-New Drugs; however these provisions have never been used.

There are no prescription drugs or biologicals on the market that are grandfathered as "Not-New Drugs" therefore, there are no inherently safe or effective drugs.

Only the FDA can make a determination as to whether or not a drug (or vaccine) is a “new drug”.  This decision was rendered by the Supreme Court in one of several landmark cases decided back in the 1970's.

Section G

Medicine

Gulf War Illness -- DoD has avoided investigations of a link to vaccines. At least four panels, the Defense Science Board, the National Institute of Health, the Institute of Medicine, and later, the Presidential Advisory Commission on Gulf War Illness reviewed possible causal factors in Gulf War Illness. Although the IOM recommended further study on vaccines, none was funded. 

An August 1995 report by the federal interagency (DoD, HHS, DVA, and EPA) Persian Gulf Veterans Coordinating Board observed
:

“...approximately 150,000 troops received at least one dose of anthrax vaccine and about 8,000 received at least one dose of botulinum toxoid. Both vaccines have been used for many years without adverse effects. All three review panels stated that no long-term adverse effects have been documented or would be expected. Further study of the potential adverse effects of vaccines in this population is not recommended by any of the three panels, nor is it endorsed in this plan.”

DoD has misrepresented previous reviews as scientifically valid investigations when no research was ever conducted. DoD has consistently defended the anthrax vaccine by stating that these groups have "found no evidence" of a causal relationship between anthrax vaccine and Gulf war Illness. Former Army Surgeon General LTG Ronald Blanck, publicly defending the anthrax vaccine in a March 2000 op-ed, stating
:

“These panels have included the Presidential Advisory Commission, the Defense Science Board, the National Institutes of Health and the Institute of Medicine. They all have concluded that there is no evidence of a connection between the illnesses and any of the vaccines, either singly or in combination.”

Statements by LTG Blanck and other DoD officials incorrectly imply that these panels' conclusions were based on scientific investigation.  The panels "found no evidence" because neither they, nor DoD, have ever published the results of a scientific investigation to determine whether a link exists between anthrax vaccine and Gulf War Illness in US troops.
Gulf War Illness-- UK (Unwin) study linking vaccination to GWI. The US Department of Defense funded a study (for over $1 million) of 8,195 British Gulf War-era veterans. Its findings included
:

“The Gulf War cohort reported symptoms and disorders significantly more frequently than those in the Bosnia and Era cohorts, which were similar...Gulf War veterans were more likely than the Bosnia cohort to have substantial fatigue, symptoms of post-traumatic stress, and psychological distress, and were twice as likely to reach the CDC case definition [of Gulf War Illness.]...Vaccination against biological warfare and multiple routine vaccinations were associated with all outcomes.”

“Service in the Gulf War was associated with various health problems over and above those associated with deployment to an unfamiliar hostile environment. Since associations of ill health with adverse events and exposures were found in all cohorts, however, they may not be unique and causally implicated in the Gulf War-related illness. A specific mechanism may link vaccination against biological warfare agents and later ill health, but the risks of illness must be considered against the protection of servicemen.”

During testimony before the Senate Armed Services Committee on 13 Apr 2000, then-Army Surgeon General LTG Ronald Blanck denied knowledge of the Unwin study.
 He was not asked, nor did he explain why DoD has never funded a similar study.

Gulf War Illness-- Kansas study linking vaccination to GWI. The state of Kansas Commission of Veterans Affairs funded a study of 2,030 Gulf War era veterans. Despite over $150 million spent on Gulf War Illness research, DoD has never conducted a comparable study on US servicemembers. The Kansas study concluded
:

“Gulf War illness, defined as having chronic symptoms in three of six domains, occurred in 34% of PGW veterans, 12% of non-PGW veterans who reported receiving vaccines during the war, and 4% of non-PGW veterans who did not receive vaccines. The prevalence of Gulf War illness was lowest among PGW veterans who served on board ship (21%) and highest among those who were in Iraq and/or Kuwait (42%). Among PGW veterans who served away from battlefield areas, Gulf War illness was least prevalent among those who departed the region prior to the war (9%) and most prevalent among those who departed in June or July of 1991 (41%). Observed patterns suggest that excess morbidity among Gulf War veterans is associated with characteristics of their wartime service, and that vaccines used during the war may be a contributing factor.”

“A relation between vaccinations and illness has been observed among Gulf War veterans from the United Kingdom and Canada, and a mechanism for an association of illness with multiple vaccinations has been proposed. The prevalence of multisymptom illness was associated with reports by veterans from the United Kingdom of receiving vaccines against biologic warfare agents (anthrax, plague, pertussis adjuvant) and with receiving multiple vaccinations during deployment. A 1998 study of Canadian Gulf War veterans found a significant association between receiving "nonroutine immunizations" (anthrax, plague) and several symptom-defined outcomes.”

Gulf War illness -- French study. On 13 Sep 2000 Defense Minister Alain Richard announced the creation of an independent commission into the health of the French military servicemembers who participated in the Gulf War. The commission's first hearing occurred on 2 Nov 2000 and it is tasked to investigate all health risks that French soldiers were exposed to during the Gulf War.

“Armed forces medical corps spokesman Colonel Michel Estripeau, himself a doctor, said France's belief that allied troops were victims of their own protective measures were based on a long series of meetings with U.S. medical experts..."About 100,000 of the 600,000 Americans who served in the Gulf complain of ailments that have tentatively been lumped under the Gulf War syndrome heading. No one has yet come to definitive conclusions but we note that of 25,000 Frenchmen who served in the Gulf, only 180 have ailments whose origin could be in question. The only really major difference between the two groups is vaccinations,'' he said.” 

Institute of Medicine studies. Three studies -- one complete. One already standing IOM committee issued a letter report on the safety of the anthrax vaccine in March 2000. Two additional IOM study panels have been convened in response to a mandate from Congress in the FY2000 defense legislation for a National Research Council study of the safety and efficacy of the anthrax vaccine.

1. Committee on "Health Effects Associated with Exposures During the Gulf War". Because of immediate concern over anthrax vaccine safety issues, the IOM offered to draw relevant information from an ongoing study of Gulf War exposures funded by the Department of Veterans Affairs. With the agreement of the Department of Veterans Affairs, the IOM was able to produce this letter report that summarizes the committee’s literature review on the safety of the anthrax vaccine. Its findings were
:

“There is a paucity of published peer-reviewed literature on the safety of the anthrax vaccine.’

“The published studies have found transient local and systemic effects (primarily erythema, edema, or induration) of the anthrax vaccine. There have been no studies of the anthrax vaccine in which the long-term health outcomes have been systematically evaluated with active surveillance.”

“The committee concludes that in the peer-reviewed literature there is inadequate/ insufficient evidence to determine whether an association does or does not exist between anthrax vaccination and long-term adverse health outcomes.”

2. Committee on "The Safety and Efficacy of Anthrax Vaccine for the U.S. Military." The committee will analyze available information, hold workshops and make specific recommendations on technical aspects regarding the safety and efficacy of the licensed anthrax vaccine. The issues addressed in this 24 month study include: the types and severity of adverse reactions, including gender differences; long-term health implications; inhalational efficacy of the vaccine against all known anthrax strains; correlation of animal models to safety and effectiveness in humans; validation of the manufacturing process focusing on, but not limited to, discrepancies identified by the Food and Drug Administration in February 1998; definition of vaccine components in terms of the protective antigen and other bacterial products and constituents; and identification of gaps in existing research.

Significantly, this committee will neither conduct, nor sponsor, any research.
3. Committee on "Review of the CDC Anthrax Vaccine Safety and Efficacy Collaborative Research Program. This committee will advise the Centers for Disease Control and Prevention (CDC) on the completeness and appropriateness of the CDC plan to respond to the Congressional mandate to study the safety and efficacy of anthrax vaccine, addressing: (1) risk factors for adverse reactions, including gender differences; (2) determining immunologic correlates of protection and documenting vaccine efficacy; (3) optimizing the vaccination schedule and routes of administration to assure efficacy while minimizing the number of doses required and the occurrence of adverse events. The CDC, the National Institutes of Health (NIH), and the Department of Defense (DOD) are directed by Congress to collaborate and cooperate fully in this 24-month study.

Significantly, this committee will only provide advice for the Centers for Disease Control's study of the anthrax vaccine, conducted in concert with DoD. There will be no independent, non-governmental study by an outside entity.
Potential conflict of interest on two IOM study panels. Two researchers who conducted and authored the original efficacy study of a similar anthrax vaccine in New England mills in the 1950's were named to the IOM study committees. Additionally, a study director of one panel has co-authored a recent study with Army medical researchers. These personnel assignments place the researchers in a position to control the study agenda and influence the discussion in ways that those opposed to the anthrax vaccine cannot.

1. Concerns about the Committee on "The Safety and Efficacy of Anthrax Vaccine for the U.S. Military." The IOM preliminarily named Dr. Stanley Plotkin to the advisory committee that provides expert advice to this study committee. After an objection by Rep. Dan Burton, Dr. Plotkin was removed from the committee before its first meeting. Congressman Burton wrote
:

“To alleviate concerns that may be raised about your study's results, I strongly encourage you to insure that no member of the IOM Anthrax Vaccine Committee has the slightest appearance of a conflict of interest. In particular, I am concerned about the inclusion of Dr. Stanley Plotkin on the study's advisory committee. I am aware of Dr. Plotkin's distinguished career in vaccine research and his role in developing the rubella vaccine. However, Dr. Plotkin was also one of the authors of the only peer-reviewed anthrax vaccine efficacy study, published by Dr. Brachman, et.al., in 1962. Dr. Plotkin's inclusion in your advisory committee allows him an opportunity to influence your committee's analysis of the original efficacy study of the anthrax vaccine that opponents of the vaccine will not be afforded. This could place in jeopardy the credibility of the results of the IOM's two-year study.”

Further, the study director of this committee, Dr. Lois Joellenbeck, co-authored a study last year with the former director of the Army's medical research establishment at Ft. Detrick, MajGen (Dr.) Philip Russell. Her close collaboration with DoD medical personnel again raises concerns as to whether dissenting views will he given the opportunity for a fair unbiased hearing during the IOM's review of the safety and efficacy of the anthrax vaccine.
 

2. Concerns about the Committee on the "Review of the CDC Anthrax Vaccine Safety and Efficacy Collaborative Research Program." The IOM named Dr. Philip Brachman to chair the committee which will oversee the review of unpublished CDC and DoD safety and efficacy data on the anthrax vaccine. Despite an objection by Rep. Dan Burton, Dr. Brachman remains on this committee. Congressman Burton wrote
:

“Dr. Philip Brachman has been selected to chair the second IOM anthrax vaccine committee. I am aware of Dr. Brachman's distinguished career at CDC and Emory University. However, Dr. Brachman was also the lead author of three of four papers describing the only human anthrax vaccine efficacy study in the published medical literature. Dr. Brachman also has had a long professional relationship with key Army researchers at Ft. Detrick, MD, including co-authoring the chapter on anthrax vaccine in the medical textbook "Vaccines" [ed. Plotkin, et.al.] with Colonel (Dr.) Arthur Friedlander. According to IOM's Dr. Lois Joellenbeck, Dr. Plotkin was removed from participating in the first IOM Committee because "the IOM and National Academies had decided that Dr. Plotkin should not serve as a member of the committee because of his role as an author on a paper important to the committee's work."  How then can it be appropriate for Dr. Brachman -- the lead author of the same study -- to be chosen to chair this second committee which will review the work of those with whom he has a close professional relationship?”
Institute of Medicine -- 1999 Report on "Strategies to Protect the Health of Deployed U.S. Forces". This report is the result of a three-year study by the Institute of Medicine in response to a 1996 request by former Deputy Secretary of Defense John White to the leadership of the National Research Council. One of the two co-authors of the study was Dr. Philip Russell (MajGen, USA, ret.), former commander of the Army's medical research facility at Ft. Detrick and assistant Surgeon General of the Army before he retired. Dr. Russell's report makes the following frank assessment of the anthrax vaccine and its manufacturer
:

“The manufacturer of the current anthrax vaccine, BioPort, has had problems meeting regulatory requirements and standards, resulting in a costly program to upgrade the manufacturing process and facility so that it meets U.S. Food and Drug Administration (FDA) standards. Since this vaccine is made by a process devised more than 40 years ago, it is far from the optimal product possible today using modern biotechnology production and purification methods. The current vaccine requires multiple doses and contains many extraneous proteins. A much more efficient vaccine that has a uniform content and that requires fewer doses can be developed. The Committee on R&D Needs for Improving Civilian Medical Response to Chemical and Biological Terrorism Incidents recommended that a second-generation vaccine be developed for civilian use (Institutue of Medicine, 1999c). Developing a second-generation anthrax vaccine would be an appropriate action for DoD as well.”
Centers for Disease Control -- December 2000 recommendations of the Advisory Committee on Immunization Practices (ACIP). The ACIP is a standing committee tasked by the Centers for Disease Control to issue recommendations on the appropriate use of vaccines in the United States. Ignoring the UK (Unwin) and Kansas (Steele) studies, CDC incorrectly claims that there is no scientific evidence of a correlation between anthrax vaccine and Gulf War Illness.  Further, neither of the studies cited by CDC below looked at anthrax vaccine as a potential causal factor. Claiming an absence of specific scientific studies that might provide scientific evidence of a correlation, CDC then recommends the use of the vaccine on the basis that "scientific evidence does not support" a connection between anthrax vaccine and Gulf War Illness. It recently issued recommendations on the use of anthrax vaccine.

“CDC has conducted two epidemiologic investigations of the health concerns of Persian Gulf War (PGW) veterans that examined a possible association with vaccinations, including anthrax vaccination. The first study, conducted among Air Force personnel, evaluated several potential risk factors for chronic multisymptom illnesses, including anthrax vaccination. Occurrence of a chronic multisymptom condition was significantly associated with deployment to the PGW but was not associated with specific PGW exposures and also affected nondeployed veterans (79). The ability of this study to detect a significant difference was limited. The second study focused on comparing illness among PGW veterans and controls. The study documented that the self-reported prevalence of medical and psychiatric conditions was higher among deployed PGW veterans than nondeployed veterans. In this study, although a question was asked about the number of vaccinations received, no specific questions were asked about the anthrax vaccine. However, the study concluded that the relation between self-reported exposures and conditions suggests that no single exposure is related to the medical and psychiatric conditions among PGW military personnel (80). In summary, current research has not documented any single cause of PGW illnesses, and existing scientific evidence does not support an association between anthrax vaccine and PGW illnesses.”

CDC tries to have it both ways: claiming that in two studies they have "examined a possible association with vaccinations, including anthrax vaccination", then admitting that neither study was capable of detecting a relationship, then finally asserting without adequate data that "no single exposure is related to [GWS]" and "existing scientific evidence does not support an association between anthrax vaccine and PGW illnesses."   CDC's attempt to bolster the claim that anthrax vaccination cannot be related to GWS by citing two studies, which lacked the power to explore the issue, is not good science.

CDC does not recommend anthrax vaccine for civilian "first-responders" to bioterrorism incidents, but states vaccination of military personnel "may be indicated." Significantly, the criterion CDC used to determine whether vaccination is indicated is "a calculable risk assessment." CDC does not address the contradiction between their recommendation not to vaccinate the civilians most at risk of anthrax exposure versus DoD's plans to immunize all military personnel against anthrax, regardless of location or deployable status.

“Although groups initially considered for preexposure vaccination for bioterrorism preparedness included emergency first responders, federal responders, medical practitioners, and private citizens, vaccination of these groups is not recommended. Recommendations regarding preexposure vaccination should be based on a calculable risk assessment. At present, the target population for a bioterrorist release of B. anthracis cannot be predetermined, and the risk of exposure cannot be calculated. In addition, studies suggest an extremely low risk for exposure related to secondary aerosolization of previously settled B. anthracis spores (28,83). Because of these factors, preexposure vaccination for the above groups is not recommended. For the military and other select populations or for groups for which a calculable risk can be assessed, preexposure vaccination may be indicated.”
CDC acknowledges lack of efficacy data. Significantly, the co-author of the recent ACIP recommendations, Dr. David A. Ashford (D.V.M.) made the following statement about the anthrax vaccine's efficacy during a CDC-sponsored conference in July 2000
:

“For those of us working with the vaccine, we do not have specific information on the efficacy of the existing vaccine for the prevention of inhalational anthrax and we probably never will.”

This admission by a CDC staff member means that DoD's use of the anthrax vaccine for inhalation anthrax exposure in a biowarfare environment is investigational, and therefore, is subject to the informed consent requirements in federal law (10 USC 1107).

Adverse reaction reporting and the willingness of the DoD medical community to proactively acknowledge and treat medical problems caused by the anthrax vaccine have been constrained by command influence. For example, Secretary of Defense Cohen, stated
:

“The vaccinations began in 1998 after these four conditions were met. Gen. Hugh Shelton, the Chairman of the Joint Chiefs, and I were among the first to receive the shots. We experienced the same mild side effects, such as temporary soreness or a small bump on the arm, that many others feel. Indeed, the side effects are frequently less than those caused by other routine vaccinations that most Americans routinely receive. Our careful monitoring of the program reveals no unexpected side effects. Nevertheless, if our troops experience a negative reaction, we provide quality medical care.”

The House Committee on Government Reform report on the DoD anthrax vaccine policy, titled "Unproven Force Protection", debunks this statement by SecDef Cohen, but also recognized the impact DoD's senior leadership has had on the treatment of servicemembers who have adverse reactions to the anthrax vaccine. 
The Government Reform Committee report found that no meaningful effort was made to meet the "four conditions" stipulated by Cohen when the AVIP policy was announced in 1997
:

“Signaling an awareness the anthrax immunization effort was on weak conceptual and logistical footing from the start, Secretary Cohen announced four preconditions to the start of the program: supplemental vaccine testing, an adequate tracking system, completed implementation and communication plans and an independent scientific review. Those were appropriate. Had they been more scrupulously addressed, the AVIP might be a very different, much better program.” (p.95)
The Government Reform Committee report documented the impact of command pressure on the military medical community
:

"Preposterously low adverse report rates generated by DOD point to a program far more concerned with public relations than effective force protection or the practice of medicine. The AVIP raises an ominous question: Who protects the force from ill-conceived force protection? The anthrax vaccine effort is designated a commander's program not a medical program, so DOD doctors appear unable to act as advocates for individual patients in the face of command pressure to meet force-wide inoculation levels." (p.3)

The House Government Reform Committee report found that military servicemembers with adverse reactions have consistently met resistance from a DoD medical community that will not accept the possibility that their administration of the political sensitive anthrax vaccine could be the cause of potentially life-threatening illnesses
:

“A system already known for underreporting can be made even less reliable in the hands of an institutional culture resistant, even hostile, to reports attributing ill health to the anthrax vaccine.” (p. 81)
Secretary Cohen's assertion that the military will provide "quality medical care" to those made ill by the anthrax vaccine has yet to occur. The military medical community has only responded to the medical needs of ill servicemembers when they are under pressure from Congress or the media. Their response to the ill has been to convene medical discharge boards to get rid of seriously ill servicemembers, rather than to treat them.

DoD cannot accept the failure of the anthrax vaccine policy, or objectively view its flaws, because it is the centerpiece of a new military doctrine.

Taken at face value, DoD's decision not to pursue studies appears to be based simply on accepting inaccurate assumptions about the safety of the vaccine that do not comport with pre-Gulf War acknowledgements of the anthrax vaccine's reactogenicity or anecdotal experience during the Gulf War.

Yet, the December 2000 report on vaccine use during the Gulf War by the Pentagon Office of the Special Assistant for Gulf War Illness clearly demonstrates DoD's motivation not to explore the safety of the anthrax vaccine
:

“Vaccines are an integral part of DoD's new strategy of force health protection, which was developed in part from lessons learned from the Gulf War.”

In fact, the link between the anthrax vaccine and DoD's new doctrine, Joint Vision 2010, was made clear by a flag officer in the first press briefing on the AVIP program in December 1997
:

“If you look at the national military strategy right now, we have four strategic concepts...Given those concepts, the vaccination is the only way to accommodate a force that is very mobile...I think it was more of a reflection, and the other briefer can comment on this, in the context of Joint Vision 2010, the whole idea of force protection, what do we mean by it and what needs to be done to make it work was relooked at.”

The consequence of vaccines being the keystone of the military's "force health protection" doctrine, and the anthrax vaccine being a prototype of the much more ambitious Joint Vaccine Acquisition Program, is that bureaucratically DoD cannot afford to scientifically determine if a connection between anthrax vaccine and Gulf War Illness exists. The latest report by the Office of the Special Assistant for Gulf War Illness, ten years after the war, admits they have once again avoided a scientific investigation while simultaneously justifying the continued use of the anthrax vaccine because of an absence of evidence which a scientific investigation might disclose. 

"No individual health records were reviewed and this paper cannot provide detailed information on the specific vaccines that an individual servicemember may have received." 

Section H

Risk/benefit analysis

The Clinton Administration has exaggerated the threat of biological warfare and bioterrorism. 

“Although the absence of those types of [bioterrorism] cases over the past twenty-five years does not preclude their occurrence in the future, analysis of terrorist behavior with chemical and biological substances does not provide much backing for the not-if-but-when catastrophic terrorism school of thought... Conventional terrorism was far more prevalent, far more harmful, and far more deadly than chemical or biological terrorism. Therefore, if the past is any predictor of the future, terrorist incidents involving chemical and biological substances will continue to be small in scale and far less harmful than conventional terrorist attacks.”

The current Administration's bioterrorism threat response assessment has lacked empirical validity. 

“...instead of examining historical cases in which terrorists sought to acquire and use such agents, the Clinton administration, as well as many outside analysts, developed their threat assessments and response strategies in an empirical vacuum. Lacking solid data, they fell back on worst-case scenarios that may be remote from reality.”

SecDef Cohen is personally responsible for exaggerating the threat and has been inconsistent in his statements.

· Mr. Cohen's five-pound bag of sugar
:

“In a television appearance in 1997, Defense Secretary Cohen held up a 5-pound sugar bag that he said was big enough, if filled with anthrax spores, to wipe out half the population of Washington, D.C. A group of government experts later wrote in a scholarly journal, the Archives of Internal Medicine, that Cohen's estimate had overshot the mark by 100 times.”
· Mr. Cohen's Jul 1999 Washington Post op-ed
: 

“At least 25 countries, including Iraq and North Korea, now have -- or are in the process of acquiring and developing -- weapons of mass destruction...This is not hyperbole. It is reality...The race is on between our preparations and those of our adversaries. We are preparing for the possibility of a chemical or biological attack on American soil because we must. There is not a moment to lose.”


Mr. Cohen's Jul 2000 Army Times op-ed
:

“At least 10 countries have or are developing anthrax as a weapon.”

Statements by DoD officials indicate a premeditated effort to hype the biowarfare threat:

“BG Busbee addressed a need to make the case that anthrax is currently the principal biological warfare (BW) threat.”


“The hype, I think, was necessary to get our attention," said David R. Franz, former head of the U.S. Army Medical Research Institute of Infectious Diseases. "But we have to be careful to deal with facts rather than hype, or we will be expending unnecessary resources.”

Objective analysis of the biowarfare threat indicates that it has not changed significantly in the last decade.

n April 1999 General Accounting Office report concluded
:

“The nature and magnitude of the military threat of biological warfare (BW) has not changed since 1990, both in terms of the number of countries suspected of developing BW capability, the types of BW agents they possess, and their ability to weaponize and deliver those BW agents...”

DoD testimony to Congress on the threat substantiates the static nature of the biowarfare threat: 


1988 DoD testimony to Congress on the number of threat countries
:

“...what has happened is that we have seen the number of nations possessing biological agents increase from 4 to 10 that we know of -- there are probably more -- and this drove us to approach the Armed Services Committee asking for increased funding for biological defense.”


April 2000 DoD testimony to Congress on the number of threat countries:
· Written testimony of Joint Staff Director of Intelligence, J-2: 
“At least 10 countries have or are developing a biological warfare capability. Several of these countries are suspected of developing anthrax as a biological warfare agent.” 

· Verbal testimony of Joint Staff Director of Intelligence, J-2, indicates just two countries with weaponized anthrax capability
:

SEN. WARNER: “Do you know whether or not any military has formally weaponized these systems? You have covered that pretty well, but I am talking about do we have positive knowledge of that?”
ADM. JACOBY: “Very clear and positive knowledge that the former Soviet Union and Iraq have weaponized and had operational systems to deliver anthrax, yes, sir.”

Credible experts dispute the notion that Iraq has an effective aerosol biowarfare capability. 
· Dr. Raymond Zilinskas, Center for Public Issues in Biotechnology, University of Maryland
:

 “Anthrax slated for weapons may be produced as slurry (an insoluble liquid mixture) or dry powder.  Anthrax slurry, while easier to manufacture than powder, is less efficient for biological warfare purposes; agents in slurry lose virulence relatively quickly and, more importantly, slurry is troublesome to disperse as an aerosol with particles of optimal size.  Yet, although Iraq possessed dryers and grinders that could have been used to produce dry anthrax, all of its deployed biological warfare munitions  were filled with wet anthrax.  The Iraqis may have been unable to overcome either the technical difficulties or the safety problems inherent in dry anthrax production.”  
Other credible experts dispute the hyped-portrayal of the biowarfare threat.
· Milton Leitenberg, Senior Fellow at the University of Maryland Center for International and Security Studies, commenting on the Secretary of Defense Cohen’s bioterrorism pronouncements
:  
“They are exaggerated and alarmist. They are probably even dangerous and counterproductive, since they virtually solicit and induce precisely what they portray as fearing...No agency of the U.S. government has prepared a threat analysis that provides indications that these events are imminent or even likely.  Instead, various analysts have provided vulnerability projections and scenarios, which are always easy to concoct in the abstract...Either the advice reaching the secretary of defense and other senior officials on this subject is extraordinarily poor, or they are intentionally disregarding real-world experience.”


· Professor Jeanne Guillemin, Sociology Department, Boston University, Anthrax, The Investigation of a Deadly Outbreak, documenting the 1979 accidental release of anthrax in Sverdlovsk, Russia from a biowarfare facility
:  
“Based on experiments with hundreds of monkeys done at Fort Detrick in the 1950s, the U. S. army standardized a value of eight thousand inhaled spores as the dosage lethal for 50 percent of a human population receiving it, the so-called LD50.  But nowhere in Sverdlovsk was the case fatality rate 50 percent.  Even at the ceramics factory pipe shop, apparently right on the centerline of the passing spore cloud, only ten of about four hundred and fifty workers fell ill and died, a fatality rate of 2 percent.”

· State Department Fact Sheet, Chemical - Biological Warfare
:  

“The Department of State has no information to indicate that there is a likelihood of use of chemical or biological agent release in the immediate future. The Department believes the risk of the use of chemical/biological warfare (CBW) is remote, although it cannot be excluded.  There are, of course, no guarantees.  Until a threat becomes know, American citizens must make their own decisions with regard to those precautions they might take to avoid injury.”
· Ed Regis, in his book, The Biology of Doom, documenting American germ warfare projects (concluding paragraph) 
: 

“An effective weapon stunned, stupefied, and bullied the enemy into submission with a sudden manifestation of overwhelming power.  Biological weapons did none of those things.  And that was why no one had ever used them.”
· Dr. Raymond Zilinskas, Monterey Institute of International Studies
: 

“... what I try to make clear...is that there is need for placing the threat of bioterrorism in perspective ( the greater biological threat facing the U. S. is not terrorists armed with biological weapons, it is, as it always has been, diseases of natural origin.  If we can successfully meet and defeat the real threat of emerging, re-emerging, and transported infectious diseases, then we have also gone a long way toward being able to handle whatever manifestation of bioterrorism that will occur.”
Public exaggeration of the threat is fear-based, opportunistic, inaccurate and costly.

General

· Noted science journalist Daniel Greenberg
: 

“No doubt there are nuts and demons out there planning evil things.  But it should be noted that there’s a whiff of hysteria-fanning and budget opportunism in the scare scenarios of the saviors who have stepped forward against the menace of bioterrorism.”

·  Rutgers University political science professor Leonard Cole
:

“...the number of false bioterrorism threats has mushroomed in the past year, costing taxpayers millions of dollars and disrupting the lives of more than 13,000 potential victims. . . The suddenness of the hoax phenomenon is underscored by the fact that in the years before October 1998, fewer than a half-dozen anthrax threats had been recorded.  Since then, according to the FBI, more than 200 threats have been logged. The cost of police, fire and emergency medical responses for a single incident runs as high as $500,000  . . . The most compelling explanation for the rash of bioterrorism threats has been the ballooning of publicity and hype, especially about anthrax. The (reported) number (of incidents) mentioning "anthrax" grew from seven in 1996 to 122 in 1998. . . The trend began in April 1997 with the nation's first major bioterrorism hoax, at the B'nai B'rith building in Washington. An anthrax threat there disrupted the downtown area as TV news cameras caught naked people being decontaminated outdoors. In a highly publicized performance in November, Cohen hoisted a five-pound bag of sugar on national TV, warning that an equivalent amount of anthrax could kill half the population of Washington.”
Media exploitation
· Boston College Sociology Professor Jeanne Guillimen
:  

“In modern time...the media profitably market the risks that confront society, whether or not those risks materialize.  In this regard, biological weapons offer almost unlimited potential for exploitation.”

· Comments on ABC Nightline series on Bioterrorism, 1-8 Oct 1999:

· Donald A. Henderson, Director of the John Hopkins Center for Civilian Biodefense Studies
:  

“Biological terrorism is a hot media topic these days, but by confusing fact and fiction, coverage could cause more harm than good. . . misleading stories are appearing -- including the recent anthrax scenario on ABC’s ‘Nightline’ . . . ‘Nightline incorrectly portrayed medical and public health intervention as ineffectual...antibiotics were erroneously depicted as being of little value. . . …‘Nightline’s’ story ended at Day Seven, implying -- incorrectly -- that no further interventions would be useful. . . These efforts (at awareness) should be improved by increasing public understanding of the true threat of bioterrorism -- a result that can only come from careful media coverage of this easily sensationalized topic.”

· Professor Jeanne Guillemin
: 

 “Cohen has said publicly that a bioterroism attack is a queston of ‘when,’ not ‘if.’  This is surely one of the most irresponsible statements of our times from a government official. . . the American public deserves better than being manipulated by the military-media scare industry.  And maybe a future ‘Frontline’ [sic: should say ‘Nightline’] will educate us on how that $10 billion against terrorism is really getting spent.”
Victims. DoD has been unwilling to acknowledge that there are chronically ill victims of the anthrax vaccine and possibly deaths.

· DoD has established a presumption against any adverse reaction being caused by the anthrax vaccine, despite repeated acknowledgment of the vaccine's high reactogenicity during the pre-Gulf War period and in medical texts written by Army physicians as recently as 1999.

· Testimony before the House Government Reform Committee has provided compelling evidence of a safety problem with the vaccine.  While DoD reacts quickly to any safety issue (for instance, by grounding aircraft) it has not applied the same standard to safety risks associated with the anthrax vaccine. This includes continuing to administer the vaccine to servicemembers who have experienced adverse reactions.

Section I

Policy
Policy Origins.

Clinton Administration bioterrorism policies.  Terrorist incidents were a catalyst for the policy -- but bureaucratic, political, and budget factors provided momentum. These policies had bipartisan support through legislation such as the 1996 Nunn-Lugar-Domenici amendment to the FY1997 Defense bill, which passed in the Senate by a 96-0 vote
: 

"Several factors inflamed the tenor of the US debate. The problem of terrorism truly began to crystallize for Americans when prominent buildings in New York City and Oklahoma City were bombed, sinking in even further with bombings of US targets in Saudi Arabia and Africa. The backdrop for these events was the revelation of frightening details about the extent of the bioweapons programs in Iraq and the former Soviet Union.  Adding to the tinder, international terrorist Osama bin Laden threatened to acquire mass destruction weapons specifically to use against Americans.  Other, more political factors, also fanned the debate, such as the vested interests of defense contractors and government offices in larger budgets,  not to mention the desire of elected officials to be perceived as “doing something” about the problem.”

Both Administration and DoD biowarfare policy-making has been the result of narrowly-focused staff processes relying on a limited number of "experts", who may have bureaucratic or financial interests in the outcome of a policy decision. 

“A review of events leading to the Clinton vaccine decision reveals that the proposal was pushed by a small group of scientists, businessmen and policy makers who largely shared the same views as they struggled to do something, anything, about a threat whose dimensions were potentially terrifying but frustratingly unclear. Working in Washington's frenetic, often insular world, they tended to overwhelm or sidestep doubters, and failed to see warning signs.”
 

“But some senior civilian Defense Department officials, who ardently support the vaccination plan, ultimately convinced the military leaders...senior defense officials eager to institute a broad vaccination program departed from normal departmental practice this spring and organized two meetings that included vice chiefs of the Army, Navy, Air Force and Marine Corps and civilian experts. "The meetings were unusual in that we were starting at the top instead of trying to staff an issue from the bottom up," said one of the organizers.”
 

President Clinton's personal involvement, and desire for a "legacy" issue, precluded an objective policy-making process.

“Clinton became fixated on the emerging germ threat and ways to counter it among civilians, aides said.  Influences are said to have included the Iraqi crisis, the Russian claims, the intelligence reports and a novel, "The Cobra Event" (Random House, 1997), about a terrorist attack on New York City with a genetically engineered mix of the smallpox and cold viruses.”

“Clinton said he hoped that a major legacy of his Presidency would be to stave off unconventional attacks.”

“...abandoning the vaccination program could unravel the administration's entire response to biological threats, discrediting a major element of Clinton's self-described legacy.”

Within DoD, a new standard of accountability provided support for "force protection" policies. Secretary Cohen set his standard for accountability for the military when he ended the career of an Air Force general over the Khobar Towers terrorist bombing in July 1997. Cohen, judging a terrorist incident that occurred on his predecessor's watch, said
:

“Personal accountability is not simply a question of assigning blame. It involves understanding the obligations of leadership, defining command responsibility, and clarifying the high standards of performance that we expect from commanders who are entrusted with the safety of our troops…force protection is first and foremost the responsibility of the commander on the scene.”

For the military leadership the lesson was clear: casualties were no longer an acceptable consequence of sending troops in harm's way -- and their job security depended upon embracing force protection policies. Compare the earlier treatment of the USS Vicennes, USS Stark, and Beirut bombing with Cohen's treatment of the Khobar Towers, A-6 ski-gondola in Italy, and USS Cole incidents. 

The DoD anthrax vaccine policy, often ascribed by senior civilian defense officials as driven by regional CINCs' concerns, was a visible symbol of a broad Administration counterterrorism policy, PDD-63, that anticipated heavy DoD involvement in a "consequence management" (civil defense) role.

· Although shots were already being given in Southwest Asia (USCENTCOM), full-scale AVIP implementation was announced on 22 May 1998, the same day the President announced PDD-63, his new counter-terrorism policies, in a speech at the Naval Academy.
 

· As part of PDD-63, DoD also announced the formation of weapons of mass destruction (WMD) rapid assessment elements using National Guard personnel. The teams are part of DoD's effort to support local, state and federal civil authorities in the event of an incident involving the use of on U.S. soil.
 (These teams are now called WMD Civil Support Teams.)

The White House announced a new "Medical Force Protection" policy concurrent with the deployment of US forces to Southwest Asia in late 1997.
· First announced by President Clinton in Nov 1997 -- it created a rationale for the AVIP policy decision that had actually already been made a year earlier, but not yet announced.

· Implemented with a White House policy directive, PRD-5, in August 1998, six months after anthrax vaccine shots started. This policy document anticipated the problems incurred by the anthrax vaccine policy:

“...efforts to protect, preserve, or enhance the health of military members may be viewed with suspicion if such measures appear to restrict retention in the military, infringe on freedom of choice, limit personal or career opportunities, pose a potential adverse health effect, or exceed current civilian norms regarding risk and benefit...”

· PRD-5 indicates that "medical force protection" policy is driven by casualty aversion concerns within the Administration. 

“The military and civilian leadership of the government is being held to the extremely high standard of avoiding adverse health effects subsequent to military service—service that by definition, tradition, and reality is inherently hazardous.”

While laudable, recent research shows this casualty aversion to be out of sync with the expectations of the American people.

· PRD-5 contained extensive communications guidance that DoD AVIP officials have not followed:

“Health risk messages and supporting materials should not minimize the existence of the scientific uncertainty of a given risk from an identified hazard. Research needs and data gaps should be acknowledged up front, as should any disagreement among experts.”
 
Objective policy evaluations of the anthrax vaccine policy find it doctrinally flawed:

· Bulletin of Atomic Scientists (Nov/Dec 1998) -- authored by a former UN weapons inspector in Iraq.

· Orbis (Spring 2000) -- authored by a retired US Army colonel and director of the International Relations at Boston University.

Ethics. 

Senior officers have hidden behind anonymity during three critical AVIP briefings

· 15 Dec 1997 -- announcement of AVIP policy.

· 22 May 1998 -- announcement of full-scale implementation of AVIP.

· 5 Aug 1999 -- announcement of more than doubling of the price of vaccine and 18.7 million dollar interest-free loan by DoD to BioPort.

AVIP has been characterized by slogans repeated by DoD officials defending the program that have little basis in fact or which are simply moralistic appeals to emotion. 

· Why AVIP? "we believe it's the right thing to do"
· Why AVIP? "this is classic deterrence"
· Anthrax vaccine is "widely" or "routinely" used by veterinarians
· Helmet analogy -- 'this is no different than an order to wear a helmet'
· Independent medical expert from Yale "reviewed" the anthrax vaccine policy
· Vaccine has been supplementally tested to insure its safety

· SecDef: "I would be derelict in my duty not to vaccinate the troops."
· General officer: "It would be unconscionable not to vaccinate the troops"
· "This is a commander's program, not a medical program."
· General officer on MBPI/BioPort problems: "An urban legend."

· "Emergency stockpile" of vaccine is readily available

· General officer, et.al.: "I would give it to my child."

· Indemnification of contractor: "A misreading of a routine contracting  procedure"

· Reactions "very similar to other vaccines"

· "There have been no deaths and no long-term chronic or life-threatening illness"

· General officer: "Only one known refusal in the ANG out of 10,700 vaccinated."

(Refusals number in the hundreds)

· Animal studies have proven the safety and efficacy of the anthrax vaccine

DoD's tactics equate to an information warfare campaign ("psyops") against their own troops, frequently blaming the internet for their problems, while aggressively spending millions to promote the policy on their own internet site and in DoD publications. 

· The Army AVIP Agency exists solely for the promotion of the anthrax vaccine. It is budgeted at $74 million over a six year period (FY99-FY05).
  No other military medicine program needs to be forced on servicemembers with an orchestrated campaign of this type. 

· William Arkin, a defense writer and former Army intelligence officer observed
: 

“...this is the Pentagon versus its own service members. It is a depressing window into the breakdown of discipline and basic confidence in the political and military leadership. That has nothing to do with the Web.”

Untruthful testimony to Congress by a general officer and senior political appointee prompted a DoD IG complaint by 73 officers against a senior DoD political appointee and the Director of the Air National Guard.

· DoD IG attempted to drop complaint without investigation in May 2000.

· Representative Christopher Shays pressured the DoD Inspector General to resume an investigation that continues at a very slow pace.

On 22 Jan 2001 two officers submitted to the DoD IG documented false testimony to Congress by Lt Gen Blanck and to the Canadian Court-martial by Col. Friedlander.  The complaint was subsequently referred to the “Senior Advisor to the Deputy Secretary of Defense for Biological and Chemical Protection.”

· DoD IG relegated this complaint of false testimony to Congress and across an international border back to the organization responsible for the AVIP and the senior officer in charge of the policies’ defense and promotion, MG Randall West.
Two additional Examples of ethical lapses by military officers:

In addition to the ethical issues present in the false testimony of LtGen Blanck and Col. Friedlander concerning the IND arguments and the lack of informed consent in the “inhalation anthrax”, additional breakdown are represented in two more examples.  While these are far from exclusive of the questionable statements made by senior military officials under oath in defense of the anthrax program, they are representative a the larger concern  -- When did it become acceptable for military members to not testify truthfully to the Congress of the United States?

· #1 -- MGen Paul Weaver, ANG (USAF) -- Director of the Air National Guard.

Statement on the retention impact of the anthrax vaccine on the ANG

Finding: MajGen Weaver's made misleading statements to the House Government Reform Subcommittee on International Relations and Veterans Affairs and to the entire Air National Guard about the retention impact of the AVIP policy.

The statements of concern occurred during the 29 September 1999 hearing before the U.S. House of Representatives Subcommittee on National Security, Veterans’ Affairs and International Relations (Government Reform Committee).  Major General Paul Weaver, Director of the Air National Guard, made the following statement
:

“So, when I hear all of these other figures about these mass resignations, and what not, they're just not there. There are challenges with explaining, with discussing, as they all are, with the members of their unit, on the anthrax issue. But when it really gets down to it, we've had 10,700 people inoculated for anthrax in the Air National Guard, with one known refusal.” 

Months prior to his testimony, however, eight pilots from the Connecticut Air National Guard and seven from the Wisconsin Air National Guard refused the anthrax vaccine. MGen Weaver first became aware of the imminent departure of these pilots from warnings forwarded to the Air National Guard headquarters by the commander of the Connecticut ANG 103rd Fighter Wing in October 1998 – nearly one year prior to his testimony. Subsequently, on 21 January 1999 Assistant Secretary of Defense Mr. Bacon acknowledged the departures from the Connecticut ANG by stating  “eight or nine people have resigned rather than take the shot.”
 These resignations were also covered in media reports beginning on 15 January 1999.
 The Wisconsin ANG pilot losses that occurred months before MGen Weaver's testimony were also widely publicized.

Further, on 26 October 1999 during a live nationwide close circuit television briefing to the Air National Guard, MGen Weaver was asked why he stated to Congress, under oath, that only one person had refused the anthrax vaccine. MGen Weaver was reminded about the pilots who resigned over the vaccine at Connecticut and Wisconsin.  Here is an excerpt of MGen Weaver's response:

“So, I was very much aware, when I said one refusal…that was a refusal of a person who had a commitment to the Air National Guard.  My additional testimony also reflects that I was also very much aware that people did...did walk who…again…were volunteers of our Air National Guard Family.” 

Despite this statement to the entire Air National Guard, MGen Weaver did not qualify his remarks in any way in his 29 September testimony before Congress. He said nothing of "one refusal with a commitment." Nor did he acknowledge that other members of the Air National Guard had "walked”.

Upon publication of the preliminary findings of the GAO in October of 2000 in their report, 11 Oct 2000 -- ANTHRAX VACCINE: Preliminary Results of GAO’s Survey of Guard/Reserve Pilots and Aircrew Members. GAO-01-92T, it became apparent that indeed a major negative readiness impact was inherent in implementation of the Anthrax Vaccine Immunization Program (AVIP) 
:   

“While many factors can influence an individual’s decision to leave the military, surveyed Guard and Reserve pilots and aircrew members cited the anthrax immunization as a key reason for leaving or otherwise changing their military status. Since September 1998, an estimated 25 percent of the pilots and aircrew members of the Guard and Reserve in this population transferred to another unit (primarily in a non-flying position), left the military, or moved to inactive status. While several reasons influenced their decision, when asked to rank the one most important factor, the anthrax immunization was the highest, followed by other employment opportunities, and family reasons. Further, about one in five (18 percent) left before qualifying for military retirement benefits. Additionally, 18 percent of those still participating in or assigned to a unit reported their intentions to leave within the next 6 months. These individuals also ranked the anthrax immunization as the most important factor for their decision to leave, followed by unit workload and family reasons. Each of these groups—those who have left and those who plan to do so–had accumulated an average of more than 3,000 flight hours, which symbolizes a seasoned and experienced workforce.

On our survey, most Guard and Reserve pilots and aircrew members expressed a positive view toward general immunizations. Almost three out of four believe that immunizations are effective (74 percent), and more than half believe immunizations to be safe (60 percent). However, their views on the anthrax immunization program and potential biological warfare immunizations in the future are very different. For example, two out of three reported little or no support for the anthrax program (65 percent). Despite DOD’s high-visibility campaign to educate servicemembers about the anthrax immunization program, only about one in four believes that the information provided on DOD’s anthrax Web site is timely (25 percent), 19 percent believe it to be complete, and 17 percent believe it to be accurate. Just 1 in 10 (11 percent) believe the information to be unbiased. Further, three out of four indicated they would not or probably would not take the shots if the anthrax immunization program were voluntary (76 percent). Eighty-seven percent, or almost 9 out of 10, indicated they would or probably would have safety concerns if additional vaccines for other biological warfare agents were added to the military immunization program.

Forty-two percent of the respondents reported that they had received one or more anthrax shots. Of those taking the shots, 86 percent reported experiencing some type of local or systemic reactions, for example, a knot in the arm or joint pain. For some reactions, the reported duration was more than 7 days (for example, limited arm/body motion and joint pain). Some of these reactions could have implications for work performance.”

· #2 -- Colonel Gaston Randolph, USA -- director of the US Army AVIP Agency.

On the reason vaccine production was suspended

Finding: Colonel Gaston Randolph, Director of the DoD AVIP Agency, and other senior military officers have repeatedly made misleading statements regarding the reason anthrax vaccine production was suspended in January 1998. His statements are in conflict with testimony of senior defense officials, which he witnessed, and statements made by FDA officials.
The statements below infer the closure of the anthrax vaccine manufacturing facility was due to "renovations", rather than the real reason -- multiple failures of FDA inspections leading to the FDA to conclude in a 20 Feb 1998 report: "The anthrax vaccine manufacturing process is not validated."

1. DoD press briefing, 15 Dec 1997  -- "problems found were not in the anthrax production line". On the day the AVIP policy was announced a general or flag officer who declined to be named made the following false statement about the FDA's March 1997 Notice of Intent to Revoke the anthrax vaccine manufacturer's license
: 

“Last spring the Food and Drug Administration notified the producer of the vaccine -- the Michigan Biological Laboratory -- that they had some production problems with regard to quality assurance and production practices and they needed to fix these. Those were identified, a management plan was put in place, we worked closely with the lab to do that. The problems found were not in the anthrax production line, they were in other areas of other products being produced in the lab.” 

2. DoD press briefing, 5 Aug 1999  -- "urban legend". A general officer who declined to be named was a briefer at a press conference held to announce Secretary Cohen's first bailout of BioPort, including a more than doubling of the price of the vaccine and an $18.7 million interest-free loan. The anonymous general made the following statement
:

“The first [issue] that's sort of hanging in the background and I think needs a direct answer is the FDA having to shut the plant down for renovations. That's another one of those urban legends or something that just keeps cropping up. We planned to shut the plant down to modernize it...”
3. Air Force Magazine, December 2000. Colonel Gaston Randolph, Director of the DoD AVIP Agency, was quoted in the December 2000 edition of Air Force Magazine making a statement about the closure of the anthrax vaccine manufacturing that is inconsistent with the admission before Congress by senior DoD officials that the FDA would not have allowed the Michigan plant to manufacture any more vaccine
:

“The decision to halt production of the vaccine also was taken by some critics as evidence that the shots are risky. But Randolph insists it was not FDA that ordered the interruption in delivery of the shots. "Early on," he said, "we realized that the original facility would not be large enough to handle the volume of production we needed and approved an expansion of what then was [Michigan Biologics Product Institute]. It is the renovation, which requires new FDA approvals, that has caused the vaccine shortage.”

4. House Armed Services Committee testimony, 13 Jul 2000. Colonel Randolph was sitting with Deputy Assistant Secretary of Defense for Chemical and Biological Defense Dr. Anna Johnson-Winegar and DepSecDef Rudy DeLeon when they admitted, in the testimony quoted below, that the FDA would not have allowed the Michigan plant to manufacture any more vaccine.
 This testimony clearly rebuts statements made by Colonel Randolph in the December 2000 Air Force Magazine:

Mr. SHAYS. And the FDA basically shut down the old plant. Isn't that correct?

Secretary DE LEON. I would ask Dr. Johnson-Winegar, since she has been our action officer.

Dr. JOHNSON-WINEGAR. Sir, the FDA did not shut down the plant. The plant was scheduled for renovation and upgrade and that was initiated. In the meantime, these lots—

Mr. SHAYS. Didn't the FDA make it clear that they would not approve any more from this old plant and that they needed to upgrade it?

Dr. JOHNSON-WINEGAR. Yes.

Mr. SHAYS. And that is a matter of public record, correct?

Dr. JOHNSON-WINEGAR. Yes.

Secretary DE LEON. Correct.

Mr. SHAYS. Didn't the FDA make it clear that they would not approve any more from this old plant and that they needed to upgrade it?

Dr. JOHNSON-WINEGAR. Yes.

Mr. SHAYS. And that is a matter of public record, correct?

Dr. JOHNSON-WINEGAR. Yes.

End of excerpted testimony.

5. FDA's position on plant closure. The FDA's position was made clear in a 25 June 2000 article in the Vancouver, Canada, newspaper The Province.  The article quoted below was the result of an extensive interview with Mr. Mark Elengold, the deputy director for operations at the FDA's vaccine division, the Center for Biologic Evaluation and Research. The reporter asked Elengold to explain the significance of the FDA's March 1997 "Notice of Intent to Revoke" letter to the manufacturer, and the subsequent closure of the vaccine production line in January 1998:

“In 1997, the FDA gave notice that it would revoke the manufacturer's licence if it did not comply with regulations...”

“...In the three years I have been in this job, I have done it about three times," said Elengold, deputy director for operations for the FDA's Centre for Biologic Evaluation Research.”

“It is a very serious tool. We view it . . . to be equivalent to an injunction . . . where we get a court to order compliance.”

“The company failed to comply completely and a year later still faced the possibility of losing its licence, according to Elengold.”

“The FDA held off pulling the licence, in part because it would have left the U.S. Department of Defence -- which had just announced that all soldiers were to receive anthrax vaccine -- with no domestic source.”

"This is a one-source product so we tend to try to work with firms and put additional monitoring steps in to avoid revoking the licence," said Elengold.

The prestigious British medical journal Lancet reported at the time that "a plea from the Pentagon has prevented an 'eleventh-hour' closure of the only U.S. producer of anthrax vaccine," according to an e-mail to DND medical headquarters in February 1998.”

“Elengold confirmed the Pentagon sat in on a crucial call to the company in which he discussed revoking the licence.”

6. National Academy of Science/Institute of Medicine position on the anthrax vaccine manufacturer shutdown. In a 1999 report co-authored by Dr. Philip Russell (MajGen, USA, ret.), the former commander of the US Army medical research facility at Ft. Detrick, the following reason is given for the shutdown
:

"The manufacturer of the current anthrax vaccine, BioPort, has had problems meeting regulatory requirements and standards, resulting in costly program to upgrade the manufacturing process and facility so that it meets U.S. Food and Drug Administration (FDA) standards."
Impact of the anthrax vaccine policy (AVIP) on military culture:

The House Government Reform Committee report on the DoD anthrax vaccine policy made the following observation about the interplay between the policy and military culture.

“Trust must be earned. It can be earned only with a degree of candor and openness that has not been the hallmark of the AVIP to date. While claiming a new awareness of the need for effective risk communication, the Pentagon still reverts to absolutist declarations, heavy handed propaganda, and ad hominem attacks whenever the risks of the anthrax vaccine are communicated too effectively or persistently. In a culture based on a chain of command and the power to compel, attempts at persuasion and education often devolve into intimidation. Labeling opponents paranoiacs and ridiculing the intelligence or courage of those with legitimate questions are not the methods of modern risk communication.” (p.96)
An example of the unprofessional actions of those charged with implementing the anthrax vaccine policy is this ad hominem attack on opponents of the anthrax vaccine by the former director of the Army's AVIP Agency, which was posted on DoD's anthrax vaccine website from June-October 1999
:

“Much of the hand-wringing and bizarre allegations about the vaccine is coming from a vocal minority of people who think the "field" is where a farmer works and "Gortex" is one of the Power Rangers. Most of these folks have never spent a single moment in harm’s way and have no appreciation of what that sacrifice means—and they openly resent the limited budget currently used to finance our nation’s defense.”
This statement was removed from the DoD anthrax vaccine website after Chairman Dan Burton of the House Government Reform Committee made note of it during a hearing on 12 Oct 1999.

Impact of AVIP on civil-military relations.

The anthrax vaccine policy has highlighted the inherent conflict between active duty military officers' blind obedience to a commander-in-chief and citizen-soldiers who place their first loyalty to the Constitution -- the rule of law. The framers of the Constitution, who created two Armies --one federal and one state -- to act as a check and balance, anticipated this conflict.
 Increased reliance on the Guard and Reserve in the post-Cold War era has increased the likelihood of these types of conflicts.

Actions by senior military officers to defend a clearly political policy were evident when a two-star Marine general publicly dismissed a bipartisan Congressional committee report critical of the anthrax vaccine policy, dangerously blurring the lines of responsibility between civilian political appointees and military officers.
 

The anthrax vaccine has placed the American citizen-soldier in conflict with senior military leaders who increasingly equate their oath to support and defend the Constitution with supporting and defending the executive branch. On a political level, the anthrax vaccine policy represents a conflict between the Congress, which passed a new law requiring informed consent for military servicemembers in 1998 and an executive branch, which has willfully disregarded that law. Unfortunately, the armed services committees in both the Senate and the House -- staffed by many former military officers -- appear reluctant to enforce this law (10 USC 1107).

The consequence of senior military officers supporting a mandatory anthrax vaccine policy without informed consent is that they have shielded the President and commander-in-chief from having to assume the political liability, required of him in law, of waiving servicemembers' rights of informed consent. 

Conclusion: the anthrax vaccine policy is an American "Dreyfus Affair." 

“Nearly 12 years passed before Dreyfus’ conviction was reversed. Despite what he had endured, the stoic captain never lost faith and returned to the army: he was promoted to the rank of major and given the Legion of Honor. 
Still, like other great divisions among the French, the Dreyfus case lives on because it remains viscerally political. Among the anti-Dreyfusards were conservatives still opposed to the outcome of the French Revolution. Dreyfusards saw in the case a major issue, individual rights, trampled in the name of national security."”
Just as the Dreyfus Affair dishonored the French military 100 years ago, the American military leadership's passive acquiescence to Mr. Cohen's force protection panacea has revealed an epidemic of careerism and moral decay in the American officer corps. Then, a dogmatically Catholic French military leadership defensively persisted for eight years in falsely accusing a Jewish officer as a spy; today, America's generals blindly blame internet disinformation for opposition to the anthrax vaccine. The senior leaders have been aided by line commanders who have cooperated in shielding from Congress both adverse reactions and the retention impact of the vaccine. Military leaders have placed results before process by either acceding to the breaking of the law or by willfully subverting the Congress' Constitutional oversight responsibility. In time this will come to be seen as a stain on an American officer corps that collectively refused to expose a falsehood -- that risk can be inoculated away -- to protect their careers. 

Section J

Recommendations
· Stop the anthrax vaccine immunization program immediately until the FDA specifically licenses the anthrax vaccine for inhalation anthrax or the Commander-in-Chief (President) waives servicemembers' right of informed consent in accordance with federal law.

· Stop the anthrax vaccine immunization program immediately until the FDA certifies that the manufacturer has met all federal regulatory standards and only newly -produced vaccine is used or the Commander-in-Chief (President) waives servicemembers right of informed consent in accordance with federal law.

· Congress should establish a presumption of service-connected injury for certain medical conditions resulting from the anthrax vaccine and direct both the DoD and DVA to acknowledge the sick and to provide adequate long-term medical care and disability payments for those made sick by the vaccine.

· Congress should establish independent, civilian oversight of the military practice of medicine.  The DoD-sponsored Armed Forces Epidemiological Board has proven inadequate to this task.

· Congress should change federal law to delineate that promotion of public health is the sole the responsibility of the Centers for Disease Control, that the FDA is solely responsible for the regulation of drugs and biologics (vaccines), and, specifically, that FDA is responsible for regulating DoD's use of drugs and biologics (vaccines).

· The new Secretary of Defense should direct DoD to correct the military records of Servicemembers punished, discharged, or court-martialed for opposition to the DoD anthrax vaccine immunization program and compensate them for all fines, garnished pay, legal costs, and medical bills they have incurred.

· The new Secretary of Defense and Secretary of Health and Human Services should request a Department of Justice-led investigation of the DoD and FDA officials responsible for implementation of the anthrax vaccine immunization program. The investigation should recommend administrative action or indictments of officials who have misled Congress about the impact of the AVIP policy on the health and retention of Servicemembers; for violations of the federal law on informed consent, the Food, Drug, and Cosmetic Act, federal contracting regulations, and DoD and Service regulations.
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