Hearing, House Committee on Veterans’ Affairs, Subcommittee on Health

July 26, 2007

Gulf War Illnesses, Anthrax Vaccine, and Steps Toward Improving DVA Healthcare and Research for Gulf War Veterans

Meryl Nass, M.D.

Mount Desert Island Hospital

Bar Harbor, Maine 04609

Work  (207) 288-5082 ext. 220

Cell    (207) 522-5229

mnass@gwi.net

Thank you for inviting me to testify before this Health Subcommittee.  My name is Meryl Nass, and I practice internal medicine in Bar Harbor, Maine.  I have conducted a specialty clinic to treat patients with fibromyalgia, chronic fatigue syndrome and Gulf War illnesses for eight years.  I also have a longstanding interest in the scientific evaluation and prevention of bioterrorism, particularly anthrax.  Since 1998, I have spoken and written about the many soldiers and veterans who became ill after receiving anthrax vaccinations, usually with illnesses indistinguishable from Gulf War Syndrome.  I hope to clarify outstanding questions about the vaccine in this talk.

Is there a Gulf War Syndrome?
How can I possibly ask that question, 16 years after the Gulf War ended?  I brought it up because many people still deny the reality of this frequently serious illness. Last week, a new patient of mine, who presented with a severe, classic case of Gulf War Syndrome (per the CDC’s case definition,
) and was unable to work, informed me that his VA doctor did not believe in Gulf War Syndrome.  He had never been given a diagnosis, and both he and his wife wondered if his problems were ‘all in his head.’

Six months ago, the Washington Post ran a front page article on Gulf War Syndrome titled, “Funding Continues for Illness Scientists Dismiss” written by David Brown, a physician journalist. Brown misrepresented the findings of the Institute of Medicine, claiming it “reached the same conclusion that half a dozen other expert groups had: Gulf War syndrome does not exist.” 
 Brown set up a straw man he then knocked down:  that there is no cluster of symptoms unique to Gulf War veterans.  He is correct: the symptoms of Gulf War Syndrome are not unique.  Instead, they overlap closely with those of chronic fatigue syndrome, fibromyalgia, multiple chemical sensitivity, and irritable bowel syndrome.

But why should anyone expect Gulf War Syndrome to be a novel illness?  The body has only limited ways of responding to environmental insults.  Different noxious exposures can cause identical lung or kidney diseases, or cancers. Although Gulf War Syndrome may not be absolutely unique in its clinical features, the development of this syndrome in 25% of US veterans of one war is unprecedented.

According to the 2004 Report of the DVA’s Research Advisory Committee on Gulf War Veterans’ Illnesses, there are an estimated 200,000 Gulf War 1 veterans with chronic, ‘Gulf War’ illnesses related to their deployment.
  According to the Washington Post’s David Brown, 199,000 Gulf War veterans receive compensation for such illnesses.

Why Is This Illness so Often Dismissed?  

DoD and DVA together have spent $260 million on Gulf War illness research.
  But the research findings are often contradictory; a large number of studies focused on psychological factors instead of physical illness; and there have been very few breakthroughs.  According to John Feussner, M.D. (in the aforementioned Washington Post article) who was DVA’s chief research officer from 1996 to 2002, “After hundreds of millions of dollars and a decade or better of research, we really haven't made any significant findings." 

However, the research methods used in these studies have been repeatedly criticized by GAO.  For example, models investigating sarin exposure and subsequent illness were inadequate to identify areas of sarin exposure .
  Insufficient coordination and analysis of the huge Gulf War research portfolio has persisted.
  Media reports have focused more on the lack of a unique syndrome and the negative studies than on the clinically relevant, validated research results.

Gulf War Syndrome does not have an ICD-10 code.  It is not described in medical textbooks yet, and it is not taught in medical schools.  The massive, confusing body of published research is extremely difficult for the non-specialist, let alone a journalist, to understand. Veterans have so many symptoms they often appear to have psychiatric, rather than physical, illness to uninformed medical practitioners.  Therapies recommended by the DVA emphasize the use of psychiatric medications as primary treatment modalities.
  All these factors have conspired to create a smoke screen that both the ill veteran, the competent medical practitioner and policymakers have trouble penetrating.
A closely related smokescreen has been created around the safety of anthrax vaccine and its role in Gulf War illnesses. 

Despite the finding by a Senate committee in 1994 that anthrax vaccine was being considered as a possible cause of Gulf War illnesses,
 and the statement by the Persian Gulf Veterans Coordinating Board that “all potential causes [of Gulf War illnesses] that have been identified are being investigated,”
 when I first reviewed the portfolio of federal research on GWS in 1999, I was surprised to find that of 166 studies listed, none looked specifically at anthrax vaccine.
 Since 1999, a dozen Congressional hearings and seven expert committees have investigated anthrax vaccine safety and made research recommendations. Yet, since then the DVA and DoD have failed to correct the omission of anthrax vaccine-specific Gulf War illness research.

I reviewed the (latest available) 2005 Annual Report to Congress on Gulf War Veterans’ Illnesses, which lists a total of 300 separate studies at a cost of $260.6 million dollars.
  Not one title mentions anthrax vaccine.

Contrary to the DVA and DoD research funding priorities, anthrax vaccine has not been dismissed as a possible cause of Gulf War illnesses by the experts.  Since 2000, three expert panels have reviewed Gulf War illnesses and commented on the possible role of anthrax vaccine.  Here are some of their findings and recommendations: 

1.   Institute of Medicine Committee on Health Effects Associated with Exposures During the Gulf War:
 

· Studies of the anthrax vaccine have not used active surveillance to systematically evaluate long-term health outcomes.

· The committee recommends a long-term, longitudinal study of participants in the Anthrax Vaccine Immunization Program.

· The committee recommends a careful study of current symptoms, functional status, and disease status in cohorts of Gulf War veterans and Gulf War era veterans for whom vaccination records exist.  These cohorts should include nonimmunized, deployed and nondeployed Gulf War veterans; and immunized, deployed and nondeployed Gulf War veterans.

· Future research should consider issues related to potential long-term adverse effects of the combinations of these and other vaccines routinely given to armed forces personnel.

2.   2004 Independent Public Inquiry on Gulf War Veterans’ Illnesses (UK) report:

· It is of the highest importance to discover the cause or causes of the illnesses from which the veterans are suffering, because only if the causes can be discovered is there any prospect of finding effective treatment.

· A third strong candidate must be the multiple vaccinations, especially the combination of anthrax and pertussis.  This would be the best explanation for those few [ill veterans] who received the vaccines but were never deployed to the Gulf.

· On balance, the inquiry concluded that the immunological impact of the multiple vaccinations administered was unusual, possibly unprecedented.  The consequences for health of this vaccination programme remain uncertain.

3.   VA Research Advisory Committee on Gulf War Veterans’ Illnesses:

· That VA work with federal agencies (CDC, NIH, DoD) involved in conducting vaccine trials that include administration of AVA [anthrax vaccine adsorbed] to ensure that these trials include follow-up assessments of study subjects a minimum of five years after inoculation.  Such studies should utilize methods and instruments capable of capturing chronic symptoms and cognitive difficulties similar to those experienced by Gulf War veterans.

· That VA conduct a retrospective cohort study that compares chronic symptoms and diagnosed conditions experienced by veterans who received AVA as part of the military’s mandatory anthrax vaccination program to those of a comparable group of veterans who did not receive this vaccine.

The research to determine the extent of anthrax vaccine’s contribution to Gulf War illnesses has simply not been done.  

Could the smokescreen be deliberate?  The Office of the Secretary of Defense contracted with the RAND Corporation to produce eight volumes on various Gulf War illness exposures.  Since 2000, only one has remained unavailable: the study of vaccines and Gulf War illnesses.  Dr. Beatrice Golomb completed this report in 1999, but it was not published.  At DoD direction she revised the report in 2004-5, and for a time the RAND website promised publication in 2005, but it still remains unpublished.
  Neither DoD nor RAND has explained why.

Even the journal Science commented on the perceived lack of objective science in Gulf War illness research:

“Questions about the Pentagon's ability to objectively study Gulf War illness have dogged the department for years and spawned numerous conspiracy theories. Removing those doubts has proven difficult. Just 6 weeks ago, an independent panel reported that the Pentagon had worked "diligently ... to leave no stone unturned." But that conclusion was spoiled by nasty disputes among panel members and staff, some of whom charge that its review was flawed and anything but independent.” 

What do we know about anthrax vaccine and adverse health effects?  

There are two diametrically opposed bodies of work on this subject.  Studies performed by the Defense Department since 1998 have uniformly found the anthrax vaccine to be safe, as did one Institute of Medicine (IOM) Committee funded by the Defense Department.  However, that committee chose to ignore all anthrax vaccine-related studies of Gulf War illnesses,
 and also failed to use the traditional weight-of-evidence approach.
  The DoD studies are filled with methodological errors, as outlined by FDA in the vaccine label.
  Yet it was these studies that formed the primary basis for the 2002 IOM report used by DoD to validate the vaccine’s safety.

Because the US Army developed the anthrax vaccine, owns the patent, owns the production equipment, owns most of the vaccine stockpile, has indemnified the vaccine manufacturer against all claims regarding lack of safety or efficacy, and chose to vaccinate its troops with an insufficiently tested and improperly licensed vaccine
 on a mandatory basis, it is potentially at risk for large financial losses if the vaccine is found to be dangerous, its production negligent, or if the vaccine stockpile cannot be used.  (One case of a disabled civilian Merchant Mariner, vaccinated with anthrax and smallpox vaccines, was settled for 2 million dollars.)

The non-DoD studies suggest the anthrax vaccine was a contributor to Gulf War illnesses, and a cause of multiple chronic medical problems.  These studies include one by Unwin et al., which found British anthrax vaccinations to have increased the risk of chronic Gulf War illnesses by 50% in Gulf War veterans, and by 230% in a small cohort of vaccinated Bosnia veterans.
  The Canadian Department of National Defense hired a contractor to investigate Gulf War exposures and subsequent illnesses.  Anthrax vaccine recipients had a 92% greater chance of developing chronic fatigue than unvaccinated veterans.
  A DoD-HHS Anthrax Vaccine Expert Committee found that combinations of symptoms suggestive of Gulf War illnesses reported to the FDA-CDC’s Vaccine Adverse Event Reporting System (VAERS) occurred 2-3 times as often as would have been expected by chance alone.
  Females have had higher rates of Gulf War illnesses than male veterans; females also have two times the rate of immediate systemic adverse reactions to anthrax vaccine as males, and file reports to VAERS at 3 times the rate of males. Schumm
 and Wolfe
 both determined that anthrax vaccine was a risk factor for Gulf War illness in separate cohorts of veterans. 

As of June 26, 2007, the Vaccine Adverse Event Reporting System had received a total of 5359 adverse event reports for anthrax vaccine.  These included 670 reports that FDA had designated serious, and 44 reports of deaths.

Raw data from the military’s Defense Medical Surveillance System in 2001
 revealed statistically significant increased rates of hospitalizations after vaccination, compared to pre-vaccination, for heart attacks, psychosis, depression, breast cancer, thyroid cancer, gallbladder and bile duct cancers, uterine cancer, diabetes, blood clots, asthma, multiple sclerosis and abnormal PAP smears in 300,000 soldiers.  Yet no focused studies of these relationships have been conducted or made public since.

An unpublished Navy study of active duty women inadvertently vaccinated during the first trimester, revealed a 39% greater rate of birth defects in vaccinated mothers, compared to mothers who received anthrax vaccine at any other time.
  An Army study found no increased rate of birth defects in vaccinated mothers, but did not examine first trimester vaccinations, and was admittedly not adequately powered to examine the issue.

Easily verifiable, but non-public, DoD and CDC data suggest that anthrax vaccine is associated with birth defects and long-term adverse effects.  Just last month the GAO, citing CDC and Vaccine Healthcare Center officials as sources, reporting that 1-2% of anthrax-vaccinated individuals “may experience severe adverse events, which could result in disability or death.” 
  Since the CDC has been conducting a trial of anthrax vaccine in 1564 subjects since 2002, and the Vaccine Healthcare Centers have performed full evaluations on over 2,400 putative vaccine injuries, most following anthrax vaccinations, officials of these agencies should be knowledgeable about the effects of the vaccine.  However, no published studies exist to confirm that 1-2% of vaccine recipients have serious or life-threatening adverse events, and the true number may be more or less than this.  The number of deaths that were definitely caused by the vaccine is also unknown.

The evidence is convincing that anthrax vaccine is a contributor, but not the only contributor, to Gulf War illnesses.

How many individuals may be affected?  

It is uncertain how many deployed Gulf War and non-deployed Gulf  “era” veterans received this vaccine.  The Pentagon estimated that 150,000 deployed 1991 Gulf War veterans received anthrax vaccine.  The VA Research Advisory Committee on Gulf War Veterans’ Illnesses staff, using the 40% anthrax vaccination rate in self-reports, estimated that 285,000 veterans received anthrax vaccine in the Gulf War period.
  Reports exist of experimental anthrax vaccines that were used in addition to the licensed vaccine.
  There are very few available records of who received any anthrax vaccines in theater during Operations Desert Shield and Desert Storm.  (Yet the Pentagon did a study in over 400 Fort Bragg soldiers two years after the war, in which booster doses of anthrax and botulinum toxoid vaccine were administered.  The Pentagon was somehow able to identify the number of anthrax and botulinum toxoid vaccines administered during the subjects’ Gulf War deployment, and the dates, for all soldiers in the study.
) 

Subsequent to the Gulf War, FDA estimated that 475,000 soldiers received anthrax vaccine between 1991 and 1998, yet very few veterans have anthrax vaccine listed in their medical records from this period.
  Since 1998, 1.6 million soldiers have received anthrax vaccinations, averaging 4 doses each.  An unknown number of military contractors and merchant mariners have also received anthrax vaccinations.  

Thus over two million American soldiers have been vaccinated since the 1991 Gulf War, half of whom have been vaccinated since the start of Operation Iraqi Freedom.  Consequently, DVA may continue to see large numbers of veterans who have become ill as a result.

How can DVA improve its research and its care of ill Gulf War veterans?  

1. DVA has the ability to conduct the long-term anthrax vaccine safety studies, and should do so, as advised by every expert committee that has investigated the vaccine.
  Matched vaccinated and unvaccinated cohorts could be studied longitudinally to finally resolve questions about the types and rates of illness associated with the vaccine.

2. DVA should support the Research Advisory Committee on Gulf War Veterans’ Illnesses recommendations regarding areas of research that are likely to bear fruit. Clinical research intended to improve the treatment of veterans should receive the highest priority.

3. DVA should improve its ability to provide care to veterans with Gulf War illnesses and vaccine-associated illnesses.  DVA designated physicians at each facility to care for Gulf War veterans, but the level of support and training provided to these physicians has not been adequate.  Although DVA has convened consensus panels and created clinical algorithms for its practitioners, the fact remains that to effectively evaluate and treat these patients is extremely difficult.  The patients often have idiosyncratic responses to medications, particularly if they are chemically sensitive.  They may react adversely to odors in the clinic.  They usually have cognitive and often emotional problems, and often forget their doctor’s advice.  They require a very patient and understanding clinician, and need detailed written instructions to take home.  These patients require care from multiple medical specialists and therapists, and their primary provider needs to supervise this process.  They have more symptoms, and require much longer visits, than other patients.

Ideally, DVA will follow the model that DoD and CDC, under Congressional directives, pioneered.  DoD and CDC jointly created a Vaccine Healthcare Centers Network of four clinics, which perform very detailed and complete evaluations of patients.   This provides a solid basis for treating complex patients by establishing firm diagnoses, and furthermore allows for a strong bond to develop between the patient and the provider.  This bond is particularly important for the patients, whose condition is likely to be poorly understood by other providers, and who may have lost trust in the military and DVA systems.

DoD also created a Deployment Health Center at Walter Reed, where a similar detailed diagnostic process can take place, and patients undergo inpatient training about their condition and how best to manage it.  This type of center might also be beneficial for Gulf War illness and vaccine-injured patients.

4. Treatment trials for those with Gulf War illnesses are sorely needed.  For example, many Gulf War veterans have chronic diarrhea.  Empiric trials that included antibiotics, anti-yeast drugs, dietary manipulation, digestive enzymes and probiotics such as Lactobacillus rhamnosus could be done in conjunction with studies of motility, stool flora, and autonomic nervous system dysfunction.  Veterans should be screened for hypogonadism, and offered replacement hormone if positive.  Those with sleep disorders should undergo formal sleep studies and be given C-PAP trials as indicated.  A specialty Gulf War clinic could make such evaluations routine.

5. Accurate, linked medical records between DoD and DVA are a prerequisite for optimal care of veterans.  According to GAO, “In 1997, the President, responding to deficiencies in DoD’s and VA’s data capabilities for handling service members’ health information, called for the two agencies to start developing a comprehensive, lifelong medical record for each service member.” 
  Yet the databases are still not linked.  Congressional attention to this issue might generate more progress than has been made in the ten years since this policy was put in place.

6. DoD and DVA receive entirely separate funding.  Thus, the Defense Department does not have to pay for the long-term care required by soldiers who become ill as a result of DoD’s medical countermeasures.  Ill soldiers are medically discharged, and costs are shifted to the DVA.

If DoD was required to contribute to the long-term care of some ill soldiers, it might place a higher priority on the safety of the countermeasures and other exposures to which its troops are subjected.  Congress should consider instituting a mechanism that would extract a financial penalty from the Pentagon when its decisions lead to high rates of (preventable) chronic medical illnesses in its soldiers. 

7. A huge amount of effort and money was expended to research Gulf War illnesses for very little return.  After arranging for 300 studies, it is striking that DVA and DoD have not published quality reviews of this body of work, which would make an understanding of the subject so much easier for the public.  The officials in charge of this failed research project have, for the most part, remained in control for the past ten years.  Congress must assure accountability by insuring that future funding of Gulf War illness research is conducted objectively, and is independent of the institutional biases so far demonstrated by DoD and DVA.
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