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  There has been a betrayal of the promise that was made to parents about how the compensation program would be implemented.

  —Barbara Loe Fisher


  Introduction

  This book is about the National Vaccine Injury Compensation Program—the vaccine court—from the perspective of families who have experienced firsthand vaccine-related injuries and death and who have filed petitions with the program. The National Childhood Vaccine Injury Act of 1986 (NCVIA) established a no-fault compensation system for vaccine-related injuries or death linked to childhood vaccinations. Several years later, the program would be extended to include vaccinations received by adults. Under this no-fault system, a $0.75 excise tax on each antigen component of a vaccine covered by the program goes into a trust fund account known as the Vaccine Injury Trust Fund.

  In this book, I will attempt to highlight and convey the stories of several families who have filed petitions with the NVICP, some of whom won compensation and many of whom have had their cases dismissed. I will discuss some meaningful developments of the NVICP, how the vaccine court handles petitions, the special masters who make decisions on the petitions, and Department of Justice (DOJ) attorneys who defend the government position (the Respondent). I will attempt to present legal decisions in plain English, and I will show how those decisions affect both adults and the parents of vaccine-injured children who have to deal with the process of filing petitions, handle the ongoing process of worrying about the fate of their petition, all amid the constant daily routines of providing care for their children and family members.

  The Vaccine Injury Trust Fund provides compensation for victims of vaccine-related injuries and death plus attorney fees and medical expert fees. The ability to sue a vaccine manufacturer directly is not permitted in the United States. Petitioners submit claims of injury or death to the NVICP. When the NVICP was first established, injured parties were required to file petitions with the program and then, if not satisfied with the outcome, they could exit the program and file civil tort-related suits in state or federal court. However, since 2011, the US Supreme Court, ruling in Bruesewicz v. Wyeth Labs, eliminated the option, as established by Congress, to exit the program and file suit against the vaccine manufacturer.

  Prior to the establishment of the NVICP, parents of children who suffered vaccine-related injuries or death would seek remedy or compensation by filing suit in state or federal court lawsuits. As more vaccines were introduced in the 1970s and 1980s, an increase in vaccine-related injuries and death led to a corresponding increase in vaccine-related tort filings which, due to the cost of litigation, led to a greater threat to the nation’s vaccine supply. The diptheria-pertussis-tetanus (DTP) vaccine illustrates the problem manufacturers were having, resulting in their leaving the market, due to presumed high litigation costs and lack of liability insurance, or at least threatening to do so.

  Congress passed the NCVIA of 1986 to address the problems that lawsuits presented for both the vaccine manufacturers and, more importantly, the families of injured children. Congress established the program as no-fault compensation to allow petitioners to file claims without having to prove fault on part of the manufacturer. Their petitions are adjudicated in the federal court system known as the Court of Federal Claims.

  Also included in the NCVIA was the establishment of the Vaccine Adverse Event Reporting System (VAERS). Congress mandated that health professionals and vaccine manufacturers report specific adverse events that occur after the administration of the vaccine. In 1993, then FDA Commissioner David Kessler, MD, published a report in the Journal of the American Medical Association that stated physicians failed to report up to 99 percent of all serious adverse reactions to vaccines and medications.

  Under the NCVIA, successful petitioners are entitled to compensation for 1) pain and suffering and emotional distance distress not to exceed $250,000; 2) loss of earnings; 3) non-reimbursable medical expenses and; 4) in the case of vaccine-related death, an award up to a cap of $250,000. Petitioners may file either an on-table or off-table claim for vaccine-related injury. On-table claim refers to petitions in which the child receives a program-covered vaccine and experiences an injury listed in the vaccine injury table within the associated time. An off-table claim, by contrast, is filed in response to an injury, disease, or medical condition that is not listed in the table in relation to the received vaccine. Petitioners who file off-table claims bear the burden of proving by a preponderance of evidence that the vaccine was the cause of the injury or symptoms.

  In areas of medical uncertainty, where it is equally probable that the vaccine or another factor caused the injury, the presumption should be for the petitioner and compensate the child’s injuries. Most descriptions of the program start with a no-fault compensation program. But in the reality of today’s setting, the NVICP is not a no-fault system, but an adversarial, highly litigious court process that Congress intended to stay away from.

  Once a petition has been filed, the office of the Division of Vaccine Injury Compensation (DVIC), an agency within the Health Resources and Services Administration, will review and file a Rule 4 report with the court outlining the respondent’s legal position and medical interpretation of the filed petition. DOJ attorneys representing the respondent may offer a settlement to be negotiated with the petitioner, concede the injury or death and offer damages, or recommend the court to dismiss the petition. A special master will oftentimes review the Rule 4 report and the petition, conduct teleconference calls with attorneys representing both the petitioner and the respondent, review medical literature, and conduct hearings with medical experts from both sides, all to reach a logical conclusion and publish a decision for compensation or dismiss the petition.

  The current standard for proving causation in cases involving off-table injuries comes from the landmark case that was decided in 2005, Althen v. HHS. This decision finally provided petitioners more equitable means to prove causation. Prior to Althen, the court was inconsistent in its decisions, starting with nearly a blank slate from Congress on how to determine and adjudicate off-table injuries. Some of the early cases were very punitive toward petitioners and created an undue burden regarding causation. Under the Althen standard, petitioners must demonstrate causation by providing 1) a medical theory causally connecting the vaccination and the injury; 2) a logical sequence of cause and effect showing the vaccination was the reason for the injury; and 3) an approximate temporal relationship between the vaccination and the injury.

  A petitioner who demonstrates all three prongs, or standards, of the Althen test is entitled to recover damages unless the respondent shows, also by a preponderance of evidence, that the injury was, in fact, caused by factors unrelated to the vaccine.

  Protecting your identity and that of your family’s is a high priority for most Americans. In the NVICP, this has become one of the most contentious issues. The Vaccine Act allows a special master, or a judge, to redact certain information from any decision, opinion, or order. Yet even the most generous decision in favor of the petitioner has not gone far enough to protect personal information from being invaded by those individuals and organizations that use this information to intimidate petitioners and discourage the filing of petitions with the NVICP.

  As of March 2014, there have been over 15,100 petitions filed with the NVICP; only 3,500 petitions have been awarded compensation; nearly $2.8 billion has been paid to petitioners and their attorneys, and the balance of the Vaccine Injury Trust Fund is somewhere north of $3.4 billion and growing each year.


  Chapter 1

  How Did We Get Here?

  In order for us to properly examine today’s National Vaccine Injury Compensation Program, whether to advocate for stronger reform measures or to keep the status quo, or to push for a complete repeal of the existing program, we need to have a better understanding of how and why the NVICP came into existence.

  From the middle of the nineteenth century through the early twentieth century, the vaccination policy in the United States was centered around the eradication of smallpox. Out of the struggle against smallpox came the landmark United States Supreme Court ruling in 1905 of Jacobson v. Massachusetts.1

  
    The facts of the case boil down to a conflict between a single man, Jacobson, and the State of Massachusetts, over whether or not Massachusetts could force Jacobson to be vaccinated. Massachusetts had passed a statute in 1902 requiring all citizens who had not been vaccinated at some point during the past five years to become vaccinated or pay a fine. Jacobson, however, refused both to be vaccinated and to pay the fine. He sued on the argument that the Massachusetts statute infringed on his liberty and sought to have his position supported through Massachusetts law. The Massachusetts Supreme Court ruled against him, however, so he appealed to the United States Supreme Court. They decided against Jacobson, ruling that Jacobson’s refusal to accept the vaccination was not so much an act of individual choice as it was an act endangering those around him; He was accepting the benefits of everyone else having received the vaccine without having gotten it himself. Furthermore, this was a situation in which the State had the power to force citizens to act in certain ways in order to protect the common good. The case established the concept of manifold restraints to action which each citizen inherently accepts in being a citizen in order to make the overall society function. There was some dissent, as the decision was a 7–2 decision, but it was accepted, in general, primarily because it was so clearly in favor of the public.2

  

  Further, Mr. Jacobson argued that children were exempted by physicians who determined the vaccination was medically contraindicated; there was no exemption for adults. Mr. Jacobson also wanted to present medical evidence that he had experienced an adverse reaction to a prior vaccination along with medical research undermining the efficacy and safety of vaccination. The high court rejected the offer from Mr. Jacobson.

  That ruling upheld the state’s right to enforce compulsory vaccination laws. At the time of the ruling, there were eleven states that had mandatory vaccination laws, most to combat the smallpox outbreaks. The ruling also created the first medical exemption under Massachusetts law.

  As more vaccines were developed to prevent childhood diseases in the first half of the twentieth century, so, too, did the discussion of how to deal with those who died or were injured from these vaccines. Despite the tremendous health benefits of vaccinations, according to our medical community, a small percentage of children and adults suffered a variety of injuries as a result of them, ranging from minor fever to anaphylactic shock to death.

  In 1955 many people were paralyzed and several died after contracting polio from the Salk polio vaccine. It turned out that 120,000 doses made by Cutter Laboratories in Berkeley contained the live polio virus.3 In the end, at least 160 children were permanently paralyzed, ten died, and perhaps 40,000 experienced less serious bouts with the virus.4 The first cases of polio in children who received the tainted vaccine were reported to regulators on April 25, 1955—two weeks after the nation began a drive to vaccinate millions of schoolchildren.5

  Certain production lots were not made inactive, despite the manufacturers’ adherence to federal government standards. This event would come to be named after one of the manufacturers involved in this tragic episode—the Cutter Incident. Many books and legal papers have been written debating the merits of the incident and subsequent legal proceedings. Many of the injured people and their families filed lawsuits against the manufacturers and settled out of court. However, one case did proceed in the courts. Gottsdanker v. Cutter Laboratories, on appeal to the California State Supreme Court, upheld a lower court ruling that the manufacturer was not negligent in its design or manufacture of the vaccine because it followed the standards set by our federal government.6 However, the company was held liable for financial damages because of the harm the vaccine caused.7

  Because of the general acceptance of the idea that the benefits of vaccination far outweighed these risks, every state adopted measures that required children to receive certain vaccinations prior to entering school. However, as more mandates were placed upon our nation to vaccinate against certain diseases, it became evident that families of injured children needed a legal option to seek compensation for their injuries. Originally, persons who claimed injury as a result of receiving a vaccine relied solely on the civil law tort system for a remedy. The system over time proved to be unsatisfactory for both the vaccine manufacturers and the plaintiffs—those who filed seeking compensation for their injuries. The plaintiff often found the system to be very time-consuming, extremely expensive, and therefore limited to those who would have access to file suit. It was also difficult to determine the exact nature of causation. Vaccine manufacturers also began to feel the impact of the court’s ruling in the 1960s and 1970s from Davis v. Wyeth Labs.8

  In Davis v. Wyeth Labs,9 the plaintiff contracted polio after being vaccinated for that disease as part of a nationally sponsored immunization program and sued the manufacturer of the vaccine for, among other things, failure to provide an adequate warning. The jury returned a verdict for the defendant, but the Court of Appeals reversed on the ground that “the manufacturer [had] a duty to warn the consumer (or make adequate provision for his being warned) as to the risks involved.”10

  The Court of Appeals asserted in their ruling in Davis:

  
    Here, however, although the drug was denominated a prescription drug it was not dispensed as such. It was dispensed to all comers at mass clinics without an individualized balancing by a physician of the risks involved. In such cases . . . warning by the manufacturer to its immediate purchaser will not suffice. The decision (that on balance and in the public interest the personal risk to the individual was worth taking) may well have been that of the medical society and not that of [the manufacturer]. But just as the responsibility for choice is not one that the manufacturer can assume for all comers, neither is it one that he can allow his immediate purchaser to assume. In such cases, then, it is the responsibility of the manufacturer to see that warnings reach the consumer, either by giving warning itself or obligating the purchaser to give warning.11

  

  In 1974, the United States Court of Appeals for the Fifth Circuit, in Reyes v. Wyeth Labs,12 held polio vaccine manufacturers strictly liable for failing to provide product warnings directly to the vaccinees.13

  
    The plaintiff in that case contracted polio slightly more than two weeks after she was vaccinated for that disease at a county health clinic. The vaccine was administered by a registered nurse; no physician was present. The nurse who administered the vaccine said that she read the package circular accompanying the vaccine, but did not warn the plaintiff of the risks of vaccination.

    The plaintiff sued the manufacturer of the vaccine for, among other things, failure to warn. The defendant argued that it met its duty to warn by inserting an adequate warning—the package circular—in the vials of vaccine, and that Davis v. Wyeth Labs was distinguishable because (1) whereas the plaintiff in Davis was vaccinated as part of a mass immunization program, the plaintiff in Reyes was vaccinated at her parents’ request; (2) whereas the plaintiff in Davis was vaccinated by a pharmacist, the plaintiff in Reyes was vaccinated by a “public health nurse”; (3) compared to the defendant in Davis, it “played a relatively passive role” in the national immunization program; and (4) unlike the defendant in Davis, it “had no knowledge that the vaccine would not be administered as a prescription drug.” 498 F.2d at 1277.

    The Reyes court found the defendant’s arguments unpersuasive. Embracing the rationale of Davis, the court first observed that “[w]here there is no physician to make an ‘individualized balancing . . . of the risks,’ . . . the very justification for the [learned intermediary rule] evaporates.” The court then rejected the defendant’s attempt to distinguish Davis on the facts presented.14

  

  The Swine Flu Fiasco of 1976

  In January 1976, a soldier died and four other soldiers became ill from influenza at Fort Dix, New Jersey. Health officials were concerned and thought the death and illnesses were caused by a strain of influenza similar to the flu pandemic of 1918, the Spanish Flu, which killed 500,000 American citizens and millions of people around the world.15 Because of this concern, the public health officials successfully lobbied and encouraged the federal government to start a mass immunization program against influenza.16 Congress started the mass inoculation program in April 1976 by purchasing over 200 million batches of flu vaccine from manufacturers. It was later determined that the flu strain at Fort Dix was not the Spanish Flu. Neither a swine flu epidemic nor a pandemic materialized.

  The tension surrounding the potential liability of vaccine injury was now front and center as insurance companies stopped providing liability insurance to vaccine manufacturers by June 30, 1976.17 The domino effect continued as vaccine manufacturers balked at providing the needed influenza vaccine without some form of liability protection from our federal government. Could the hoax or hysteria of a flu epidemic have really been caused by an overreaction or end-of-the-world-scenario mentality by the insurance companies that provided liability insurance to vaccine manufacturers? What is truly remarkable is the fact that the fear promoted by the insurance industry was never investigated during the debate in Congress. Was the “fear” actually real, or were the insurance companies again using their “frivolous” lawsuits threat, or was it a coordinated effort by the vaccine manufacturers to orchestrate a “perceived” medical threat to get some favorable business-oriented legislation?

  In August 1976, Congress passed the National Swine Flu Immunization program, or “Swine Flu Act.” This act transferred liability from the vaccine manufacturers and those who administered the vaccine to the federal government for any injuries that resulted from the swine flu vaccine. However, the act still required the federal court system to resolve injury cases. Plaintiffs asserted claims directly against the United States through the Federal Tort Claims Act rather than against the alleged “wrongdoer,”18 and the United States assumed the liability of manufacturers, distributors, and vaccinators, “Based on any theory of liability . . . including negligence, strict liability in tort, and breach of warranty.”19 The cost of the program to the taxpayers would be $135 million, but it would be advertised to the public as a free vaccine for everyone. As with so many programs in Washington, DC, there is always a hidden cost.

  Claimants had an exclusive route to compensation from the federal government for personal injury or death arising from the swine flu vaccine.20 The bill, introduced by Senator Ted Kennedy, was passed the same day by both houses without meaningful consideration by any committee in either house. During the time the bill passed the House, most congressmen did not even have a copy of it. See 122 Cong.Rec. 26,625-40, 26,793-817 (1976). President Gerald Ford and Congress believed that the legislation had to be passed quickly so that the Swine Flu Program could be implemented in time to protect the population during the winter of 1976–1977.21

  The federal government quickly halted the immunization program at the end of 1976 after 45 million people were vaccinated and it became clear that the flu pandemic seemed unlikely to develop, and because of side effects to that flu vaccine that became more prominent, such as Guillain-Barré Syndrome and transverse myelitis.22 Four hundred and fifty people developed the rare Guillain-Barré Syndrome.23 Thirty people died as a result of the flu vaccination.

  The threat never materialized.24 The panic in 1976 was partly because of the belief—now known to be erroneous—that the 1918–1919 flu pandemic, which killed half a million Americans and as many as fifty million worldwide, was caused by a virus with swine components.25 Recent research suggests instead that it was avian flu, but that seems unlikely to assuage the current anxiety.26

  By 1985, the federal government had reportedly paid out over $90 million to settle the many lawsuits as a result of the swine flu inoculation program.27 However, CBS News, through their 60 Minutes program, uncovered many disturbing issues about the actions of the federal government and a possible cover-up of policy decisions that turned out to be monumental mistakes. In the 60 Minutes story, Mike Wallace reported that the federal government paid out a total of $3.5 billion, not the $90 million figure reported by our government and used in several media stories.28 This discrepancy can be explained as the total amount of compensation that was filed by the claims versus what was actually paid out to settle all claims. The true figure has yet to verified.

  Highlighted in the 60 Minutes program, which aired in November 1979, is the story of Judi Roberts, an assistant principal at a local public school in Lakeland, Florida. She, like forty-five million other Americans, received the flu vaccine. She received her vaccination in November 1976. Within two weeks, she suffered partial paralysis, and one week later, was totally paralyzed. In order to breathe properly, her doctors performed a tracheotomy. Judi’s condition improved somewhat, allowing her to be confined to a wheelchair for the first year of her ordeal. She would later regain the ability to walk, with the help of braces for each leg. Her doctors ultimately diagnosed her with Guillain-Barré Syndrome (GBS).

  As she began the slow process of recovering from GBS, Judi also began what would be the even slower process of adjudicating her claim in federal court. Judi and her husband, Gene Roberts, filed a claim, seeking $12 million in damages. After researching what actually happened with the soldiers at Fort Dix, she mentioned in the 60 Minutes report that, had she known what occurred at Fort Dix, she might not have received the flu vaccination.

  In the CBS program, viewers were enlightened about the story of Private Lewis. In January of 1976, many of the new recruits at Fort Dix were complaining of symptoms of respiratory illness, much like a common cold. The Army doctor sent throat cultures to the New Jersey Health Lab to determine what type of bug was going around. Meanwhile, Private Lewis left his sick bed to go on a march with his unit. He would later collapse during the march. His sergeant revived Private Lewis with mouth-to-mouth resuscitation. The sergeant would not show any signs of illness; Private Lewis would die a couple of days later.

  We need to examine what actually happened, how our government promoted an immunization program, and the consequences of the swine flu fiasco of 1976. The health lab determined the throat cultures of many of the soldiers were the common flu or the common cold. However, the cultures of five soldiers, including Private Lewis, were different. The lab could not determine what type of virus it was, so they sent those cultures to the Centers for Disease Control and Prevention (CDC). Within a few days, the results were sent to Fort Dix. The five soldiers had swine flu. Four of the soldiers, excluding Private Lewis, recovered within a couple of days without a flu vaccination.

  The message that was promoted to many Americans was that this strain of flu had the potential to kill millions of people. Judi Roberts understood this to mean, in her words, “If a healthy, active soldier will die from this, then a middle-aged school teacher does not have a prayer.”29 She continued by stating that if she “knew the boy was sick, got up, and participated in a forced march, later collapsed and died, I would have never received the flu shot.”30

  The CDC developed an immunization program led by Dr. David Sencer, the head of the CDC. In the 60 Minutes report, he stated the following: “The rationale for our recommendation was not on the basis of the death of a single individual, but was on the basis of when we see a change in the characteristics of the influenza virus, it is a massive public health problem for this country.”31

  Remember, the CDC reviewed the five throat cultures and read the report from the New Jersey health lab about the rest of the throat cultures all having the seasonal flu virus commonly seen in the United States. The CDC began the largest mass immunization program based upon the lab results of five cultures that revealed swine flu, not the Spanish flu that killed 500,000 people in this country in 1918–1919.

  The immunization program would start October 1, 1976. Between then and December 16, 1976, over 40 million US citizens were vaccinated. Additionally, Department of Defense and Veterans Administration programs accounted for several million more.32 Immunization rates varied between states and even between cities within states. Houston, Texas, inoculated 10 percent of the adult population while San Antonio immunized one-third of its population. Minnesota led the nation for large states and immunized two-thirds of its adult population, and the first case of GBS was diagnosed there in the third week of November 1976.33

  Within another week, the state of Minnesota reported to the CDC several more cases of GBS and a couple of fatalities. Other states started to report several cases to the CDC. With these reports, Dr. Sencer, the head of the CDC, consulted with leading influenza experts and neurological experts and concluded that the statistical association of GBS with the influenza vaccine was inconclusive. But they did agree that until the risk was established, it could not be put into a consent form.34 Dr. Sencer consulted with Dr. Salk, who was in Paris, and all agreed to approach President Ford to stop the immunization program. On December 16, 1976, nearly nine months after the initial announcement of the swine flu immunization program, President Ford agreed to immediately suspend the vaccinations.

  Dr. Theodore Cooper, Assistant Secretary for Health in the Department of Health, Education, and Welfare, released a press release later the same day, suspending the immunization program “in the interest of safety of the public, in the interest of credibility, and in the interest of the practice of good medicine.”35 According to Dr. Sencer, there were several reported cases of swine flu around the world, but nothing was confirmed. The most damning question asked by Mike Wallace to Dr. Sencer was the following: “Have you uncovered any other confirmed swine flu cases other than those from Fort Dix?” Dr. Sencer’s answer was “No.” Was the United States and its 218 million citizens just hoodwinked into believing an epidemic was emerging, when in fact there was no evidence to support the CDC’s assertions?

  When the immunization program was rolled out, the CDC created a consent form so that every person could have all the information regarding the safety of the swine flu vaccine. What the public did not know was that the flu vaccine described in the consent form was not the same strain as the influenza vaccine that was part of the immunization program. The flu strain vaccine given to most of the people was called X53A.36 Dr. Sencer, in his interview with Mike Wallace, stated that he did not know if the X53A flu vaccine was ever tested.37 The consent form that was handed out to those who received the flu vaccine did not mention the adverse reactions or risks involved, such as heart attacks or GBS, but rather mentioned sore arm or a headache.

  Dr. Michael Hartwick, leading the surveillance team at the CDC for the swine flu immunization program, reported that there were possibilities of neurological injuries with the swine flu vaccine. Dr. Sencer mentioned that he did not hear of any report of neurological injuries, a claim Dr. Hartwick has called “ridiculous.” As hundreds of claims were filed across the country seeking compensation for the injuries from the vaccination, the court system and the Department of Justice brought the entire process to a halt.

  In the spring of 1978, the Secretary of Health, Education, and Welfare, Joseph Califano, Jr., promised to cut the bureaucratic red tape for victims suffering from GBS and to pay them quickly. On February 28, 1978, the Judicial Panel on Multidistrict Litigation ordered that all swine flu cases be transferred to the District of Columbia for coordinated and consolidated pretrial proceedings.38

  Secretary Califano stated the following during the 60 Minutes interview: “We shouldn’t hold them to an impossible or too difficult standard to prove that they were hurt. Even if we pay a few people a couple of thousand dollars that might not deserve it, I think justice requires we promptly pay those people who do deserve it.” When asked who was making the decision to be so hardnosed about the claims that had been filed, he continued, “I assume that the Justice Department has been.” Today, you could place Secretary Califano’s words into the discussion of what is happening in the NVICP.

  Anyone who has recently filed a petition in the NVICP will tell you that the attorneys from Justice (DOJ) are hardnosed and extremely difficult to deal with. And with comparisons to the swine flu fiasco nearly thirty-five years earlier, it appears that the DOJ views petitions or claims made by US citizens as a nuisance or inconvenience.

  Judi Roberts, in the same 60 Minutes program, concluded by saying that “if it drags out long enough, people will just give up.” Her statement rings just as true today as it did thirty-five years ago. Gene Roberts, Judi’s husband, said the following, “I am mad, that my government, because they knew the facts, they did not release those facts, because if they had released them, the people would not have taken the vaccine. And they can come out tomorrow and tell me there is going to be an epidemic, they can drop like flies, because I will not take another shot my government tells me to take.”39

  This created a national movement of not trusting our government, the CDC, and other agencies when it comes to medical issues. The swine flu fiasco came on the heels of a nation still trying to deal with the Watergate scandal. President Carter would later fire Dr. Sencer. And a little-known federal prosecutor named Laura Millman, who would defend the government against many of the swine flu lawsuits, would later be appointed a Special Master in the NVICP.

  The federal government and the CDC missed out on one of the great opportunities to study the medical outcomes of all those who were vaccinated with the “swine flu” vaccine, or rather the X53A influenza vaccine. The conclusion to Judi Roberts’s story is that she never fully recovered from GBS. She lived the rest of her life with leg braces and loss of strength in her hands. Her legal case would finally reach a conclusion, however. The Roberts family eventually settled for medical expenses that totaled nearly $1 million. What most of us do not know is that she also was diagnosed with cancer. She died at the age of seventy in May 2010 following an eleven-year battle with cancer. One cannot make the assumption that her cancer diagnosis resulted from the swine flu vaccine.

  However, after researching and finding that out of fifteen people who filed injury claims for the swine flu, five of them died of cancer later in life, a hypothesis can be formulated asking whether there is an increased risk of developing cancer or other major medical diseases or disability as a result of this vaccination. But we might never know the answer to that question. The CDC has whitewashed the swine flu fiasco of 1976. They continue to revise history by publishing papers from the major players in the CDC about “Lessons Learned from the Swine Flu of 1976.”

  How much money was actually spent on the swine flu fiasco? The initial cost of vaccination had a price tag of $135 million. The actual cost of settling claims could be estimated at $90 million, perhaps double that if Congress ever wanted to audit the program. And add the undetermined cost to Medicaid and Medicare for the expense of providing medical care for those individuals who were not successful in obtaining compensation for their injuries. The bare minimum cost would be $250 million, with estimates closer to $300 to $350 million. In 2014 dollars, the cost would be approximately $1.02 billion to $1.5 billion. The Swine Flu Act of 1976 would serve as a template for Congress in creating the National Vaccine Injury Compensation Program ten years later.

  DPT

  The vaccine commonly referred to as the DPT is the Diphtheria-Pertussis-Tetanus vaccine. It is often referred to as the “dirty” vaccine and one of the most difficult to manufacture. “Dirty” is meant as a descriptor for a vaccine that has more known side effects than other vaccines.

  It was difficult to determine what the adverse reactions were. As infancy is also the time period in which serious medical conditions appeared in both vaccinated and unvaccinated children—seizures, rashes, development delays, SIDS40—separating DPT reactions from other illnesses was a very difficult task.41

  It was the DPT vaccine that would turn the medical community, parents and families, and Congress upside down and lead to the crafting of a national, no-fault vaccine injury compensation program.

  It would be the whole-cell pertussis portion of the DPT vaccine that would cause many vaccine-related deaths and severe injuries. And it would be the only vaccine weapon to combat whooping cough, a very serious medical condition that caused many deaths, especially in young children. Nearly seventy-three thousand children died from pertussis from 1922 to 1931, and another 1.7 million cases of whooping cough would be reported during the same time period.

  In 1906, Belgian scientist Jules Bordet cultured the bacteria Bordetella pertussis for the first time. There were many attempts to produce a vaccine all the way up to the late 1930s, when Pearl Kendrick and Grace Elderling of the Michigan State Health Department conducted studies of their vaccine, which showed great promise in its efficacy and safety.

  In 1940, the pertussis vaccine was combined with the diphtheria and tetanus for the first time. However, seizures and encephalopathy were constant companions to the DPT vaccine. As more monitoring systems were put in place, more reports of vaccine-related injuries were noted. Because of these constant reports of injury, the effort to create a safer vaccine was in the making.

  In the mid-1940s, vaccine manufacturer Lederle produced an “extracted” form of the pertussis vaccine. By using a centrifuge, the manufacturer was able to break down the cell walls of the bacteria and extract the liquid. This substance would be more free of the toxins that led to many of the injuries. This was the first known form of acellular pertussis, the vaccine that is used today. However, since this substance used human blood cells as cultured media, it did not pass the Pittman Standard. This was named after Margaret Pittman, who developed a standard for safety and efficacy of testing the pertussis vaccine. Lederle would dump the project. It would be nearly forty more years before a safer form of the pertussis vaccine would be developed, mainly because the pertussis vaccine was so cheap to produce. With a cost of close to a nickel per dose, the manufacturers were not interested in researching and producing a newer or costlier vaccine—until the lawsuits came filing in at courthouses around the country.

  In 1975, Charles Manclark, who was hired by the FDA to develop a safer pertussis vaccine, stated the following: “We may be approaching a time in which more vaccine-related problems than those due to the disease will be experienced.”42 Throughout the 1970s and 1980s, the number of lawsuits brought against vaccine manufacturers increased dramatically, and manufacturers made large payouts to individuals and families claiming vaccine injury, particularly from the combined diphtheria-pertussis-tetanus (DPT) immunization.43 In this environment of increasing litigation, mounting legal fees, and large jury rewards, many pharmaceutical companies left the vaccine business.44 In fact, by the end of 1984, only one US company still manufactured the DPT vaccine, and other vaccines were losing manufacturers as well.45

  The number of lawsuits filed prior to the creation of the NVICP as a result of DPT vaccine-related injuries is not as staggering as most would think. In 1979, there was one suit filed, increasing to 255 in 1986 before declining to four in 1997.46 However, the average asking demand for lawsuits filed in 1985 was $26 million.47 The entire market size in the United States in 1981 was only $2 million.48

  The price of the DPT and DT vaccines prior to 1982 was under one dollar.49 However, the price of DPT increased dramatically, reaching $22, with as much as 96 percent of the price comprised of expected litigation costs.50 The price of the DT vaccine held steady.51 After the establishment of the NVICP, the price rapidly declined to $7.40, where it remained until the vaccine was removed from the market.

  While the lawsuit filings were in their infancy, so were the grass roots organizations and parent-led groups all advocating for safer vaccines. On April 19, 1982, NBC aired a one-hour documentary called DPT—Vaccine Roulette. Reporter Lea Thompson hosted the program and interviewed several families regarding pertussis vaccine-related injuries. Ms. Thompson, who would later receive an Emmy for her reporting on this topic, produced a very hard-hitting and controversial news piece about vaccine injury. She highlighted the story of the Resciniti twins, Leo and Anthony, who both were vaccine injured from the DPT vaccine. They were the cousins of Florida Congressman Dan Mica, a democrat. Dan’s brother John was a staff worker for Florida Senator Paula Hawkins, the senator who would introduce legislation in 1983 to establish a vaccine compensation program.
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