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happy baby who met
all the normal developmental srandardshe was walking and
talking by one year.

- About
he
began
three
to regress,
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later, however, ----avoiding eye contact and appearing miserable. “He didn’t seem happy
anymore,” Redwood said in a recent interview. “He just wanted to sit in
his infant seat and watch videos over and over again.”
Doctors initially blamed hearing problems for Will’s decline.
Neurologists told the parents that their son had global and receptive
speech delay. At age 5, the boy was diagnosed as autistic by his school.
.
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Seeking answers to her son’s condition, Redwood turned to
the Internet in 1999 and began a search that led to startling discoveries about thimerosal. This vaccine preservative is composed of nearly 50 percent mercury, which is a known
neurotoxin especially harmful to. fetuses, infants and children.
What’s more, it has been linked to a range of symptoms collectively known as Autism Spectrum Disorders. At one end is
severe autism, in which children are socially withdrawn, do not
speak and exhibit bizarre, repetitive, sometimes aggressive
behaviors. At the other end are Asperger’s Syndrome, a highfunctioning form of autism, Pervasive Developmental Disorder
(PDD), Attention Deficit Disorder (ADD) and Attention
Deficit Hyperactivity Disorder (ADHD).
Thimerosal was widely used since the ’40s in over-the-counter
medicines until that use was banned in 1998. It’s still found in
some vaccines for adults and infants. Its medical, political, economic and international implications represent a chilling chapter in the history of public health, in which regulatory agencies
were
if not guilty, in ‘Overing
hazards, by

FDA had called for the removal of all thimerosal-containing products from over-the-counter products. Thimerosal remained in
more than 50 vaccines, however, until the Public Health Service
(which includes the FDA, the CDC and the National Institutes of
Health) and the American Academy of Pediatrics issued a statement in July 1999 ‘trging” vaccine makers to reduce or eliminate
thimerosal because of “theoretical potential for neurotoxicity.”
Last year, the staff for Rep. Dan Burton (R-Ill.) obtained an
internal e-mail written June 29, 1999, by former FDA scientist
Peter Patriarca. In that e-mail Patriarca offered his colleagues a
“pros and cons” assessment of the thimerosal statement shortly
before its release:
Will raise questions about FDA being ‘asleep at the switch’ for
decades, by allowing a potentially hazardous compound to remain
in many childhood vaccines, and
forcing manufacturers to
exclude it from new products. Will also raise questions about various advisory bodies about aggressive recommendations for use.
we
keep in mind that the dose of ethyl mercury was not
generated by ‘rocket science’: conversion of the % of thimerosal

Before 1980, autism was diagnosed in 1 in 10,000
children; in 2002, the National Institutes Health
raised that figure to 1 in 2!?6 children.
failing to act quickly to protect millions of children. Said
Redwood, a nurse practitioner and a board of health member in
her Georgia county, where vaccination is a major public health
program: “If someone had told me prior to 1999 that vaccines
were responsible for my son’s disabilities, I would have thought
they were crazy.”

Regulators ‘asleep at the switch’
Before 1980, autism was diagnosed in 1 in 10,000 children; in
2002, the National Institutes of Health raised that figure to 1 in
250 children. The Autism Society of America now estimates that
autism disorders are growing by 10 percent or more annually. Some
scientists believe boys are afflicted by the neurological disorders of
autism at a rate three to six times that of girls because the female
hormone estrogen protects against mercury toxicity.
In a sad twist, scientists increasingly believe that the mercurylaced vaccines meant to protect children from illness are at the
root of this spike. In 1985, four of the shots recommended for
infants in their first 18 months contained thimerosal. By 1991,
the Centers for Disease Control and Prevention (CDC) added
three Hepatitis B shots (each containing 12.5 micrograms of
thimerosal) and four Hib shots (each with 25 micrograms of mercury). As a result, the number of vaccines containing thimerosal
jumped to 11, and the amount of mercury exposure mushroomed
to 237.5 micrograms, an amount that exceeded all federal limits.
Neither the Food and Drug Administration (FDA) nor the
CDC, the nation’s chief regulatory agencies for pharmaceutical
products and the watchdogs of public health, added up the micro. The regulatory spotlight was finally fixed on thimerosal in
when Congress passed the FDA Modernization Act. Part of
act required the FDA to investigate all drugs that contained
cury and determine their effects on humans. Within a year, the

to actual ug (micrograms]of mercury involves 9th grade algebra.
What took the FDA so long to do the calculations? Why didn’t
CDC and the advisory bodies do these calculations while rapidly
expanding the childhood immunization schedule?

Roger Bernier, of the CDC‘s national immunization program,
received the e-mail. In a recent interview he explained why the
cumulative amount of mercury was never figured. “Vaccines
tend to be evaluated on an individual basis, the requirements for
safety and efficacy on an individual basis,” Bernier said. “This
holistic view of safety was not part of the review.” Bernier said
the health agencies did not order vaccine makers to stop using
thimerosal and to recall existing vaccines containing it because
“this was a theoretical concern, it was conceived as precautionary measure, not because evidence showed a risk. There wasn’t
a sense of urgency. It was viewed as something to be done-not
because we had to, but because it should be done.”

Toxicity and plausibility
While the FDA and CDC moved glacially slow on mercury,
the EPA had been since the early ’70s aggressively educating the
public about ingesting mercury in food, especially fish, and setting standards for exposure. The inconsistent approach to mercury is reflected in the standards agencies set for maximum daily
consumption. Set in micrograms per kilogram of body weight,
the EPA’s standard is lowest, at .1 micrograms, the FDA’s is .4
micrograms. Those guidelines are for methylmercury, the toxic
cousin of ethylmercury, which is in thimerosal. While some government scientists defending the use of thimerosal have argued
that ethyl is less toxic than methyl, both forms will harm living
tissue, according to Boyd Haley, chair of the department of
chemistry at the University of Kentucky and an expert on toxic
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metals. “Some parents of autistic children called me and asked
me to look at thimerosal. We did some experiments with human
brain tissue and it was dramatic,” Haley said. “It penetrates the
proteins in the brain. I t is toxic to neurons and enzymes.” Haley
co-authored an August 2003 study that showed autistic children
retained more mercury in their bodies than normal children,

Verstraeten’s first report in February 2000 found a statistically significant risk for neurological developmental disorders at age 3
months as the amount of thimerosal that babies received
increased. And he found a risk of autism 2.48 times greater for
infants getting higher amounts of thimerosal in vaccines, compared to infants who received thimerosal-free vaccines. A June
2000 analysis by Verstraeten found a link between
thimerosal and language, speech and developmental delays
during the child’s first 6 months. Verstraeten’s initial findings were never publicly released, and SAFE MINDS
obtained copies of his reports only through Freedom of
Information Act filings in 2001. For Robert Krakow, whose
son is autistic, Verstraeten’s findings were a bittersweet discovery. “If the Verstraeten report had been publicized, my
wife would have read about it because she was up on these
things and our son wouldn’t have had thimerosal-containing vaccines,” he said. “Why is the public not told? To protect the vaccine makers.” Verstraeten left the CDC shortly
after his presentation to work for vaccine maker
GlaxoSmithKline in Belgium. He declined to comment for
this article, citing “ongoing litigation in the U.S. regarding
thimerosal.”
The thimerosal issue continues to reverberate in the scientific and public health community. The Institute of
Medicine (IOM), an advisory body created by the National
Academies of Science, convened in fall 2001 to assess
thimerosal’s potential to cause autism and other neurological problems in children. The IOM’s statement, after assessing Verstraeten’s research and hearing testimony of
scientists such as Haley and others linking autism and

El’ Lilly, iveiitor: of thimerosal, was,graiited
protection rom awsuits by par ,nts of wtistic children
under a short-lived rovision s ippe into the
Hornelan Security Act in Noveinber 2002.
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evidenced by higher levels of the toxin in their hair. That means
the ethylmercury from thimerosal had been absorbed into their
brain and other body tissue, likely causing neurological damage.
The July 1999 statement on thimerosal hardly put the issue to rest.
For Redwood, it was the catalyst that led to the creation of SAFE
MINDS, a parents’ group that has conducted research on the
thimerosal-autismdisorders link. With several other parents of autistic children, in 2001 Redwood published “Autism: A Novel Form
of Mercury Poisoning” in the journal Medud Hypotheses. Their study
showed that the symptoms of mercury poisoning mirrored those of
autism and concluded that easly exposure to mercury from
thimerosal had caused many cases of autism, while genetic and environmental factors made some children more vulnerable than others.
“Once we got the paper together, we contacted the NIH, CDC and
FDA,” Redwood said. “We got mixed responses. We petitioned the
FDA on three occasions to take thimerosal off the market. They
turned us down.”
The CDC launched its own study of thimerosal safety in vaccines in fall 1999, tasking Dr. Thomas Verstraeten to analyze the
agency’s Vaccine Safety Datalink, which gathers information on
vaccine safety from several health maintenance organizations.
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thimerosal, walked a fine line. It said in part: “Although the
hypothesis that exposure to thimerosal-containing vaccines could
be associated with neurodevelopmental disorders is not established ... the hypothesis is biologically plausible.”
In the past year, further studies of thimerosal’s connection to
autism have been churned out in scientific journals, primarily
denying any link. A December 2002 study funded by the
National Institutes of Health and published in The Lancet
claimed thimerosal was safe for babies. An October 2003 study
from Denmark also purported to disprove the thimerosal-autism
link. The most recent study, published November 1 in Pediatrics
by Thomas Verstraeten and a CDC colleague, uses the same
CDC database but this time erases any connection between
thimerosal and neurological damage to children.
If the CDC and FDA seemed to acknowledge the risks of
thimerosal four years ago and the need to get mercury Out of
medical products, today the official stance is to circle the wagons against mounting public and scientific criticism about ,its
handling of the thimerosal issue. “Rational people can think djfferently, but to resolve this issue they must be honest to t e
American people,” Haley said of the regulators. “They C O U !
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come out and say we’ve cleaned it up, we’ll keep it out. But what
they do is come up with cockamamie articles and fight back.”
The stakes are high for the pharmaceutical industry. Eli Lilly,
inventor of thimerosal, was granted protection from lawsuits by
parents of autistic children under a short-lived provision slipped
into the Homeland Security Act in November 2002 (see sidebar). But hundreds of lawsuits now have been filed against it and
other companies, including Merck, GlaxoSmithKline, Aventis
Pasteur and American Home Products, which have used
thimerosal in children’s vaccines. A n additional 4,000 claims are
pending in the federal Vaccine Injury Compensation Program.
“These kids are not going to die. They are going to live 50, 60
years and the cost will be monumental,” said Krakow, a New York
attorney who filed a case with the vaccine compensation program
on behalf of his son. “The political hurdles are the bigger problem. This is SO big and gets to the heart of lots of issues, like what
I call the government-pharmaceutical complex.”

Thimerosal is global
Today, vaccine makers have removed thimerosal from almost
all childhood vaccines or created thimerosal-free alternatives. But
some still have trace amounts, such as GlaxoSmithKline’s
Pediatrix, and its DTaP-Hepatitis B vaccine. Aventis Pasteur

manufactures six vaccines for adults using thimerosal, including
tetanus and flu, each with 25 micrograms of ethylmercury. Merck‘s
Hepatitis B for adults contains 25 micrograms of ethylmercury.
While the health effects of that amount of mercury for adults are
unknown, limiting exposure in all forms-in foods and environmentally-should be a priority of the FDA and CDC, according
to Kentucky researcher Haley. “They should be working on getting all the mercury out. Thimerosal suppresses the immune system, and if you have some elderly person who has a compromised
immune system, a flu shot with thimerosal can pose a risk,” Haley
said. “They are saying its OK to give to Third World countries
where children have compromised immune systems to begin
with.” (Representatives for Aventis and Merck did not respond to
requests for comment on their companies’ policies on thimerosal
use.) But to date, neither the FDA nor the CDC has issued a clear
preference for thimerosal-free vaccines. Many critics believe that
is a politically defensive, not a scientifically sound one.
The Third World is the next frontier in the thimerosal debate.
Eli Lilly has licensing agreements with drug companies in 40
countries that make thimerosal and market it under the trade
name Merthiolate. In countries where sanitary conditions are

Continued on page 28
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iven the long and sordid history of GOP connections to the pharmaceutical industry, health care and,
especially, prescription drugs are issues Democrats usually have in their favor. This makes all the
more disturbing recent Republican attempts to co-opt these issues with glossy pronouncements of
working for prescription drug coverage while at the same time attaching language to the Homeland
Security bill that would absolve drug conglomerates like Eli Lilly from paying damages for thimerosal
litigation. Consistent as ever, Bush even awarded a contract to provide "universal health care" to 25 million Iraqis within
a year while pushing tax cuts that will add to the already 44 million uninsured Americans.
-Williams Cole

G

is one of only two candidates to promote a CanadaCAROL NIOSELEY BRAUN She
style single-payer health plan Moseley Braun points out

that the current health-care system accounts for 15 percent of the GDP, a higher rate than any other industrialized nation, while
leaving millions without health insurance. She would introduce a health proposition based on the Federal Employee Health Benefits Program that. because not employer based, would allow freelancers, small business owners and the unemployed to receive
health insurance and seniors to receive prescription drug coverage The payment system would be combined with Medicaid and
be financed by hikes in in
As a senator in 1994 she fou
ed significant immunity to
ile encouraging in his power to debate Bush regarding the military

WESLEY CLARK and foreign policy, one worries that, because his domestic policies are
so undeveloped, this candidate may actually be vulnerable during a debate with Dubya on health care. Nevertheless, he has identified health care as a "crisis" in the country but has invited much criticism, if not outright dismissal, from other Democratic candidates, most of whom have well-developed
health-care proposals Time to enlist some good people, General.

The Doctor obviously has a lead in credibility regarding health-related issues-and

it

HOWARD DEAN seems like a record to boot: He signed into Vermont law an insurance programthat
gave 99 percent of children health coverage and a third of elderly residents state help with prescription drugs. He also is the only

candidate to release a comprehensive plan on prescription drugs, including supporting legalizing drug re-importation from Canada:
banning direct ads from drug companies, which have climbed from $55 million to $2 billion in the last 12 years; creating a national
law that forces physicians to disclose gifts from the pharmaceutical industry, and expanding the list of preferred drug lists that
would lead physicians to cheaper yet effective drugs and allow states more flexibility in controlling drug costs. He's also a founder of
the Business for Affordable Medicine coalition. But his high profile on medical issues also has invited criticism from other candidates who Doint out his aliqnment

The southern senator shines among politicians in his battles with pharmaceutical

JOHN EDWARDS conglomerates and has called the lobbying power of the drug industry "a scary
thing to see up close." His successful record as a trial lawyer winning suits against HMOs and the pharmaceutical industry compelled him to fight Republican efforts to absolve litigation against drug companies like Eli Lilly. He said he wants to make health
care coverage a "birthright" and has co-sponsored a Patient's Bill of Rights. In June he unveiled a proposal to reduce prescription drug costs. His crusade even earned him the nickname, at least in the /fish Times, the "Erin Brockovich of Capitol Hill." He
reported small investments in pharmaceutical and health-care company stocks.
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