Friday, 17 October 2008
To All:

The text following this page is a draft review of the text electronically extracted from a report,
“Florida’ Governor’s Task Force on Autism Spectrum Disorders — Task Force Requests to the Florida
Department of Health” received as a file, labeled: “autismrept_9-16-08.pdf”, on 17 September 2008.
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FAIR USE NOTICE: The following review contains quotations from copyrighted (©) material the use of which has not been
specifically authorized by the copyright owner. Such material is made available for educational purposes, to advance reader's
understanding of human rights, democracy, scientific, moral, ethical, social justice and other issues. It is believed that the
author’s quoted statements are a 'fair use' of this copy-righted material as provided for in Title 17 U.S.C. section 107 of the
US intellectual property law. This material is being distributed without profit.

This formal review, which is titled: “A Draft Review of: ‘Florida Governor’s Task Force on Autism
Spectrum Disorders —Task Force Requests to the Florida Department of Health’, Part 2”, resumes
the review on page 26 of the report. [Note: Because of its length, this review has been divided into 2 parts —
“Part 1” reviewed the first 25 pages of the body of the report; “Part 2” covers the rest of the report and provides
other info (references, an “About This Reviewer” brief & 2 appendices).]

Introductory Remarks
First, to simplify this review, when portions of the report are addressed in the review, the statements in
this report will be quoted in a “Times New Roman” font.

Second, remarks by this reviewer, Paul G. King, PhD, will be presented in indented text following each
part of the report that is being reviewed.

In addition, this reviewer’s remarks and suggested changes will be in a dark blue “News Gothic MT”
font except, when he quotes: a) from or refers to any federal statute or regulation, the text will be in a
“Lydian” font or b) from other sources, the quotations will be in an “Arial Narrow” font.

When this reviewer quotes from statements made in the author’s article, this reviewer will use an
italicized “Times New Roman” font; suggested word corrections will be made in red.

When this reviewer quotes from statements made in the author’s article, this reviewer will use an
italicized “Times New Roman” font.

Finally, should anyone find any significant factual error for which they have published substantiating
documents, please submit that information to this reviewer so that he can improve his understanding of
factual reality and revise his views and the final review.

Respectfully,

<ds>
Paul G. King, PhD,
Founder,

33A Hoffman Avenue
Lake Hiawatha, NJ 07034-1922

Email: drkin ti.net
Tel. 1-973-263-4843, after 19:00 Eastern Time
[To whom all inquiries should be directed]


mailto:drking@gti.net

from the pen of Paul G. King, PhD Analytical Chemist

A Draft Review of the ‘Task Force Requests to the Florida Department of Health’ Report

Part 2 of 2 Parts

“requests 4 and 5

A list of all vaccines and the years they were introduced into the
schedule of Florida Pre and post 1980 vaccine schedules (compar-
ison, list of all vaccinations received since 1980 and when added
to the vaccine schedule)

Florida adopts the same Routine Childhood and Adolescent Immunizatien Vaccinations
Schedules as published by the Centers for Disease Control and Prevention (CDC) and Advisory Committee on
Immunization Practices (ACIP).

The schedules contain recommended #amunizatiens vaccinations, ages and spacing to assist healthcare
providers plan preventive healthcare with parents for their children.

Immunizatiens Vaccinations are provided as a standard of care by the healthcare provider irrespective of
school entry requirements.

Vaccination is one of a small group of medical interventions with direct and simultaneous benefits to
individuals and communities. The more vaccinated individuals there are in a community, the greater the
protection against disease. This is called herd immunity.

School #mssunizatien vaccination laws were first established to control outbreaks of smallpox and are now
used to avoid epidemics of vaccine-preventable contagious diseases, such as measles and pertussis (whooping
cough) that can be spread in the close contact of the classroom.

It is important to note that not all of the #msunizatiens vaccinations on the routine schedule are required for
child care and schools in Florida. There is often confusion between what is recommended as part of medical
care and what is required for school.

The table below illustrates the increased number of vaccines since 1980 that are available to prevent a greater

number of communicable diseases and the complications that may develop.”

Vaccines in the Routine Childhood and Adolescent Schedule Pre and Post 1980
Vaccines Pre 1980 Post 1980 to Present
*Diphtheria-Tetanus-Pertussis (DTaP) X X
*Haemophilus influenzae type b (Hib) X
Hepatitis A X
*Hepatitis B X
Human Papillomavirus (HPV) X
Influenza (Flu) X
*Measles-Mumps-Rubella (MMR) X X
Meningococcal (MCV4) X
*Pneumococcal (PCV) X
*Polio X X
Rotavirus X
Smallpox ** X
*Varicella X
* hmmunizations-Vaccinations required by Florida for school and/or child care
** Vaccine wasl/is actually a cowpox, Vaccina, vaccine against smallpox - not a smallpox vaccine per se
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Except for correcting the use of the words “immunization” and “immunizations” when
“vaccination” and “vaccinations” are more accurate and adding a footnote to the table, this
reviewer accepts that these paragraphs accurately reflect the policies and views of the
Florida Department of Health (DoH) though this reviewer finds some of these are
problematic.

11

While there are no states to date that have laws in place for an ‘Opt-Out’ for a specific vaccine, 18
states have laws allowing philosophical exemption for immunizatiens-vaccinations.”

More importantly, unlike nations where parents and guardians are free to choose vaccines
and when to vaccinate and the national government freely provides those vaccines that have
been proven to be safe and in-use health-cost effective, the States, Commonwealths,
Districts, Territories and Protectorates that comprise the USA have elected to mandate
vaccination and provide limited exemptions that may allow some to decline vaccination on
medical, religious, and philosophical.

The real reason that any path to exemption is provided is that having such exemptions
protects the states from being directly held financially responsible for any harm that may
occur as a result of vaccination — which would be the case, under U.S. law, if the “states”
were to provide no “choice”.

In the fairer states, the exemptions provided include a philosophical exemption but, as with
the other exemptions provided, some states erect onerous requirements that discourage
people from freely exercising this exemption option.

Should the apparent vaccination-fueled chronic-disease epidemics continue to increase and
the vaccine apologists, public health officials, vaccine makers, healthcare providers and
elected government officials continue to ignore these and/or claim that they have no known
causes or that the causes are complex, then, this reviewer predicts that the public outrage
will grow to the point that all demand that: a) the laws in all states be changed to “optin” laws
and b) there be no vaccination requirements for attending any school, engaging in any lawful
activity and/or activity or holding any position or office.

When this occurs, then the governmental agencies will become the providers of only those
vaccines that have truly been proven safe and truly cost-effective for the individual.

Given this possibility, this reviewer would strongly counsel the Florida DoH and all other
similar agencies to determine, based on their own active surveillance programs, which
vaccine components are: a) truly in-use effective for their state’s population, b) provide long-
term protection to almost everyone vaccinated, and c) meet, or exceed, the U.S. safety
standards.

Then, they should eliminate all vaccine components that do not meet the preceding
requirements from the Florida required vaccination programs.
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Moreover, this reviewer strongly suggests that all those involved in any facet of the vaccine
establishment had better prove, in appropriate human case studies and animal-model toxicity
studies:

» What the underlying vaccine-related causal factors are in the epidemic increase in
various chronic diseases and

» Unequivocally reveal the truth about the causal links found,

or face the loss of all credibility and the wrath of the inflamed public, who will demand that
they be appropriately tried for their malfeasances and, if found guilty, appropriately
sentenced.

“In contrast, 47 states provide exemptions for religious beliefs and one state provides for religious exemption
from #mesunizatiens vaccinations in child care and pre-K only.
e Florida provides exemptions from s#msrenizatien vaccination for religious beliefs and medical reasons as
identified by the child’s healthcare provider.
e Public health balances its responsibility to provide appropriate #sssassization vaccination exemptions while
also protecting the susceptible, sa=#amrunized un-vaccinated students from exposure in the classroom. If this
balance is lost, the possible outcome would be pockets of diseases that should be prevented by vaccine. While

most people do not suffer severe complications, all vaccine-preventable-diseases may result in a fatal
outcome.

The snsunizatien vaccination coverage rate for the MMR vaccine is high in Florida and nationally as well.
However, public health remains vigilant to any significant drop in these coverage rates in order to protect children
and adults from measles, mumps and rubella. Florida has experienced small outbreaks in communities that have
low or no #xsunizatien vaccination coverage rates.

Great Britain has experienced a rise in measles and mumps case reduction because fewer parents are
immunizing their children.

o Lmmunizatien Vaccination rates in England dropped and the number of measles and mumps cases rose
significantly following a publication in The Lancet of a 1998 paper and the subsequent media coverage that
suggested an association with the combination measles, mumps and rubella vaccine—MMR—and the
development of autism.”

Though the initial statements only misuse the word “immunization” and related forms thereof,
the preceding statements on measles and England are a craven distortion of the facts.

Factually, the uptake rates for the MMR vaccine used in England were falling before the 1998
paper was published in The Lancet.

The uptake rates were falling in the United Kingdom because MMR vaccine that had been
being offered to the English public contained a virulent strain of mumps, the Urabe strain, that
Canada had already stopped using on safety grounds since a safer vaccine MMR vaccine,
Merck’s MMR Il, was available.

Apparently, the UK public health officials elected to provide the less safe Urabe-mumps-
containing MMR vaccine because it was less expensive than the safer MMR vaccine.

e “2007 saw the highest number of measles cases recorded in England and Wales since the current method of
monitoring the disease was introduced in 1995.”

While this reviewer accepts that the report’s statement is correct, he notes that the
report failed to provide the case numbers or the corresponding number of deaths for 1995
and 2007 so that an assessment of this statement’s significance could be made.

e “The Lancet article was withdrawn following further scientific review.”

The report knowingly misrepresents the facts about the article in question:
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Factually,

1. The UK medical establishment attempted to blame the paper for the decline in
vaccination when the adverse outcomes from the less-safe MMR vaccine containing the
more virulent Urabe strain of mumps was the culprit;

2. There was no scientific review but rather a medical witch hunt against the article’s
principle author, Dr. Andrew Wakefield (and those who refused to speak against the
paper) that is still going on in 2008;

3. In 2004, eight years after the Wakefield et al. study was published in The Lancet, 10 of
the 13 original authors signed a statement that only repudiated the study’s
“Interpretation” of the findings but nothing else; and

4. The paper was not withdrawn.

e “Low vaccine uptake over the past decade means there is now a large group of children who either haven’t
been vaccinated or who have received just one dose. These children are susceptible to not only measles but to
mumps and rubella as well.”

Again, the statement made here distorts the facts because:

1. Many of the unvaccinated have had mumps, rubella and/or measles and are no longer
vulnerable to the diseases with which they contracted and then recovered;

2. Allthose who are vaccinated are abnormally infected with measles mumps and rubella
so that the immunity developed, if any, is incomplete and does not last as long as the
natural immunity acquired from having the disease; and

3. Some children who did not receive the MMR vaccine have been given the MR vaccine,
or the individual measles, mumps, and/or rubella vaccines.

o “While #nmunizatien vaccination levels were reduced from 92% to 85%, measles cases increased from 112
to 958 for the years 1995 to 2007.”

First, there seems to be a disconnect between the information reported in cases data and the
years for the measles data because the maximum number of measles cases on the report’s
“measles” graph on the next page appears to be about 1100 cases in the 2004 — 2005 and,
based on the apparent “50” cases from the graph for the 2006 — 2007 period, the probable
number of measles cases in “2007” should have been closer to 100 than to 1,000 cases.

Moreover, based on the “measles” graph, there was no significant rise in measles cases until
the single-dose uptake rate in 2-year olds dropped below 82 %

Though there are other concerns, this reviewer finds these apparent discrepancies are very
troubling and they need to be addressed and corrected.

Additionally, this reviewer finds that this report fails to mention the actual number of children
reportedly killed or seriously injured when they were given the MMR vaccine —
in the U.S., this is a considerable number.

Since most of the vaccine-related deaths are not reported, one can presume that the “true”
measles death rate (from contracting measles “naturally” or by being injected with the live
measles virus in the MMR vaccine) may not have changed significantly.

As the population of England was increasing because of a large influx of immigrants from
other nations during this period, without population-segment rate breakouts for native and
immigrant populations and for the different socioeconomic groups, it is not possible to assess
how much of the increase in measles cases is from: a) decreased vaccine uptake, b) the
influx of immigrants bringing new strains of measles against which the MMR vaccine used
wasl/is not fully protective, or c) other factors (like a favorable climate for transmission).
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Finally, no report was made of the serious adverse events, including death, that are known to
be associated with the MMR vaccine.

Given all of the preceding realities, this reviewer must: a) discount this statement and b)
request that the Florida DoH provide the missing information.

e “Fearing the vaccine more than the disease: the graphs on the following page reflect the decrease in the
percent of 2-year-olds in England who received at least one dose of MMR, and the rise in the cases of measles
and mumps reported. Source: Health Protection Agency, United Kingdom.”

First, this reviewer finds it curious that the report failed to include a graph for rubella cases —
perhaps there was no significant effect even when the uptake fell below 82 %.

Second, this reviewer finds it curious that the number of mumps cases in the “mumps” graph
provided does not track the time and uptake-level trends in the “measles” graph.

At a minimum, the “mumps” graph indicates that factors other than uptake among 2-year olds
were affecting the number of cases reported.

Finally, these graphs provide no evidence the public feared “the vaccine more than the disease” —
only that the English parents and guardians of different cohorts of “two-year-olds”, for whatever
reasons, had different levels of vaccine acceptance.

Hopefully, the Florida DoH will address and resolve the apparent anomalies in the “measles”
and the “mumps” graphs provided as well as address the “rubella” cases during the same time
period.

Percent of 2-year-olds in England who Received at Least One Dose of MMR and the Number of Measles Cases Reported
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Percent of 2-year-olds in England who Received at Least One Dose of MMR and the Number of Mumps Cases Reported
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Factually, MMR uptake in the UK was dropping before the paper by Wakefield et al. was
published in 1998.
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from the pen of Paul G. King, PhD Analytical Chemist

This drop was precipitated by the public concern caused by the UK government’s decision to
license an MMR vaccine that contained the highly virulent Urabe strain of the mumps virus
because it was less expensive than the MMR vaccine containing a safer mumps strain.

This choice resulted in a sudden surge in adverse outcomes, including death, shortly after
that vaccine was given to the child.

Thus,
» The UK government’s actions,

»  The subsequent sharp increase from the MMR vaccine with the Urabe strain of mumps
and

»  The public’s concern about the increased vaccine harm caused by that MMR vaccine
were largely responsible for the fall in MMR uptake, and not the Wakefield et al. paper.

Finally, this decrease in MMR uptake was slow to turn around even after the UK’s
government finally “recognized” the vaccine problem, but, without informing the public about
this Urabe-strain problem, chose to cover it up and to simply offer MMR vaccines that had a
safer strain of mumps.

“Public confidence in England for the MMR vaccine is now high with more than 8 out of 10 children receiving
one dose of MMR by their second birthday. While the percentage of children being vaccinated is rising again,
England has had to declare measles and mumps endemic again as it will take years to reverse the disease trend.”

Again, this reviewer finds the report’s statements here to be somewhat problematic because,
from the graphs, measles cases are close to the low levels seen before the start of 2004 and,
since rubella cases are not mentioned, the low vaccination rates for MMR apparently did not
adversely affect the number of rubella cases.

This leaves the problematic and perplexing “mumps” cases data which: a) does not appear to
track the data for the “MMR” uptake and b), even when the vaccine uptake levels were close to
90%, indicates that there were 2,000-plus to 6,000 cases annually in England while, for the
period 1999 through 2005 in the USA where the population is roughly 6 times larger, there were
less than 400 cases annually — levels 5 to 15 times lower than in the UK, but in 2006, with
uptake levels higher than 92%, there were more than 6,000 cases in the USA, while, in England
with apparently 80+ % uptake levels, there were more than 35,000 cases — more than 5 times
the cases in the USA.

Taken together, these facts indicate that some factor other than uptake, perhaps viral strain
related, has a significant impact on the number of cases in both the USA and the UK.

Hopefully, after reviewing this reviewer’s concerns, the report’s authors will address and resolve
the incongruities in the information provided.

1]

Which vaccines given to children under the age of two still have
thimerosal? Flu shot has thimerosal? Did DOH mandate that all
vaccines have none? How long has this been in place?

Which vaccines given to children under the age of two still have thimerosal? Flu shot has

thimerosal? Routinely recommended childhood vaccines have not contained thimerosal as a preservative since
2001.”
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Since: a) the CDC’s ACIP added the Thimerosal-preserved influenza vaccines to U.S.
schedule for the routinely recommended childhood vaccines as well as pregnant women in
2002 and b) the expiration dates for some lots of some of the other routinely-recommended
Thimerosal-preserved vaccines extended into 2004, if not later, the last statement here is
factually inaccurate, to say the least.

Fortunately, unlike New Jersey, Florida has not yet mandated the less-than-effective
influenza vaccines or a vaccination exemption for this vaccination, as a prerequisite for
attending childcare facilities and schools for children 6 months to 59 months of age.

“All vaccines for children under the age of two are available without thimerosal. Table 1, produced by the U.S
Food and Drug Administration, lists all vaccines routinely recommended for children 6 years of age and younger.
This table illustrates the absence of thimerosal as a preservative in childhood vaccines.”

Factually, the most recent FDA/CBER Table 1, shown below and on the next page, contains
two Thimerosal-preserved vaccines, highlighted in bolded italics, that are clearly listed in the
FDA's “Table 17, rendering the report’s “This table illustrates the absence of thimerosal as a
preservative in childhood vaccines” statement factually inaccurate.

Table 1. Thimerosal Content of Vaccines Routinely Recommended for Children 6 Years of Age and Younger - (updated 7/18/2005*)

*Since this update, a biologics license application was approved for Rotavirus Vaccine, Tradename-RotaTeq (Merck), that is thimerosal free and never
contained thimerosal.

Approval Date for Thimerosal Free or

. Tradename Thimerosal Status X .
Vaccine Manufacturer) Concentration**(Mercury) Thimerosal / Preservative Free (Trace
( Y Thimerosal)*** Formulation
DTaP Infanrix Free Never contained more than a trace of
(GlaxoSmithKline thimerosal, approval date for thimerosal-free
Biologicals) formulation 9/29/2000
Daptacel Free Never contained Thimerosal

(Sanofi Pasteur, Ltd)

Tripedia Trace (0.3 ug Hg/0.5mL dose) 03/07/01

(Sanofi Pasteur, Inc)

DTaP-HepB-IPV Pediarix Free Never contained more than a Trace of
(GlaxoSmithKline Thimerosal, approval date for thimerosal-free
Biologicals) formulation 1/29/2007

Pneumococcal conjugate Prevnar Free Never contained Thimerosal

(Wyeth Pharmaceuticals Inc)

Inactivated Poliovirus IPOL Free Never contained Thimerosal
(Sanofi Pasteur, SA)

Varicella (chicken pox) Varivax Free Never contained Thimerosal
(Merck & Co, Inc)

Mumps, measles, and M-M-R-II Free Never contained Thimerosal
rubella (Merck & Co, Inc)
Hepatitis B Recombivax HB Free 08/27/99

(Merck & Co, Inc)

Engerix B Free 03/28/00, approval date for thimerosal-free
(GlaxoSmithKline formulation 1/30/2007
Biologicals)
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Haemophilus influenzae ActHIB Free Never contained Thimerosal
type b conjugate (Hib) (Sanofi Pasteur, SA)

OmniHIB

(GlaxoSmithKline)

PedvaxHIB Free 08/99
(Merck & Co, Inc)

HibTITER, single dose Free Never contained Thimerosal

(Wyeth Pharmaceuticals, Inc.)’

Hib/Hepatitis B Comvax Free Never contained Thimerosal
combination (Merck & Co, Inc)
Influenza Fluzone 0.01% (12.5 ug/0.25 mL dose, 25

(Sanofi Pasteur, Inc) ug/0.5mL (:IOSE)2

Fluzone Free 12/23/2004

(Sanofi Pasteur, Inc)’

(no thimerosal)

Fluvirin 0.01% (25 ug /0.5 mL dose)

(Novartis ~ Vaccines  and
Diagnostics Ltd)

Fluvirin Trace (<1ug Hg/0.5mL dose) 09/28/01
(Novartis ~ Vaccines  and

Diagnostics Ltd)

(Preservative Free)

Influenza, live FluMist Free Never contained Thimerosal
(MedImmune Vaccines, Inc)

** Thimerosal is approximately 50% mercury (Hg) by weight. A 0.01% solution (1 part per 10,000) of thimerosal contains 50 ug of Hg per 1 mL dose or 25 ug of Hg per
0.5 mL dose.

*%% The term "trace" has been taken in this context to mean 1 microgram of mercury per dose or less.

" HibTil TER was also manufactured in thimerosal-preservative containing multi-dose vials but these were no longer available after 2002.

% Children 6 months old to less than 3 years of age receive a half-dose of vaccine, i.e., 0.25 mL; children 3 years of age and older receive 0.5 mL.

* A trace thimerosal containing formulation of Fluzone was approved on 9/14/02 and has been replaced with the formulation without thimerosal.

e “According to data, there is no convincing scientific evidence of harm caused by the low doses of thimerosal
in vaccines, except for minor reactions like redness and swelling at the injection site.”

First, the maximum allowed “nominal”’ dose of Thimerosal in a 0.5-mL dose of a Thimerosal-
preserved vaccine is about 50 micrograms [50 pg] of Thimerosal (100 ppm Thimerosal),
which translates into a mercury concentration of about 50 ug of mercury per mL:
»  Aconcentration that is about 250 times the EPA maximum concentration for hazardous
liquid “mercury” waste (0.2 ug of mercury per mL [0.2 ppm]), and

» A dose that, on the mercury toxicity scale, is anything but a “low” dose.

Moreover, Eli Lilly documents (furnished in now-sealed court cases involving Eli Lilly and
Thimerosal-containing drugs) reported Thimerosal toxicity from vaccine doses of 1-ppm
Thimerosal (0.5 ppm mercury) — a level that still 2.5 times the EPA’s toxic-waste threshold
(0.2-ppm mercury).

Based on the EPA’s threshold of 0.2 ppm for the total concentration of mercury species in a
liquid that classifies that liquid as a hazardous waste, no dose of mercury in a Thimerosal-
preserved vaccine is a “low” dose and, in vaccines containing a lesser level of Thimerosal, a
low dose of mercury might be a 0.5-mL dose that contains less than 0.001 micrograms of
mercury (< 2 nanograms of Thimerosal).
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“However, in July 1999, the Public Health Service agencies, the American Academy of Pediatrics, and
vaccine manufacturers agreed that thimerosal should be reduced or eliminated in vaccines as a precautionary
measure.”

Factually, the bulk of the scientific toxicity evidence shows that the 100-ppm level of
Thimerosal in most-Thimerosal-preserved vaccine is more than 100 times higher than the
level of Thimerosal that, in developing animal studies (using fertilized chicken eggs,
hamsters, mice, pheasants, pigs, rats, and monkeys), multigenerational studies (using
rodents), developing studies, human cell studies, and human tissue studies, has been
shown to cause adverse health effects in the animals, developing cell systems, and skin
tissues treated with a simple covalently bonded ethyl mercury compound or with
Thimerosal, the sodium salt of ethylmercury thiosalicylate.

e “There are licensed flu vaccines available for infants 6 months and older that are thimerosal free.”

Factually, there is only a limited number of doses (roughly 8 — 10 million doses) of one “no
Thimerosal” FDA-licensed human influenza vaccine that is available for infants 6 months of

age and older, Sanofi’s “no Thimerosal” Fluzone.

The other FDA-licensed “thimerosal free” flu vaccines that are approved for use in children
are:
1. The “no Thimerosal’ live-virus Medlmmune FluMist vaccine, which:
a. is also only available in a limited number of doses (roughly 5 million doses),
b. is currently licensed for those 2 to 49 years of age, and
c. because it is a live-virus vaccine, can infect those who are inoculated with the
vaccine as well as those have contact with the inoculees for up to 3 weeks (21
days) after the inoculees receive the vaccine, and

2. The currently unavailable Novartis “trace Thimerosal” inactivated-virus flu vaccine for
those who are 4 years of age and older.

Given the reality that the CDC’s current recommendation is for “every” child 6 months to 18
years of age to get one flu vaccination dose and for some children to get 2 doses, a month
(for the inactivated vaccine) to 6 weeks (for the live-virus vaccine) apart, it is clear that there
is not enough FDA-approved childhood “Thimerosal free” influenza doses to meet the about
75 million doses needed for this age group.

“How long has this been in place?

e Asaprecautionary measure, the U.S. Public Health Service (including the FDA, National Institutes of Health
(NIH), Centers for Disease Control and Prevention (CDC), Health Resources and Services Administration
(HRSA)), and the American Academy of Pediatrics issued two Joint Statements, urging vaccine
manufacturers to reduce or eliminate thimerosal in vaccines as soon as possible (CDC 1999 and CDC 2000).
The U.S. Public Health Service agencies have collaborated with various investigators to initiate further
studies to better understand any possible health effects from exposure to thimerosal in vaccines.”

First, for better accuracy, the report’s narrative here should be revised to read:

“As a precautionary measure, the U.S. Public Health Service, U.S. Food and Drug
Administration (FDA), National Institutes of Health (NIH), Centers for Disease Control
and Prevention (CDC), and the Health Resources and Services Administration (HRSA)
along with the American Academy of Pediatrics (AAP) issued two Joint Statements, the
first (CDC 1999) urging manufacturers to remove all the Thimerosal from vaccines
as soon as possible, and the second (CDC 2000) changing the ‘remove’ request
to simply reducing the level of Thimerosal in vaccines as soon as possible. The
CDC has overseen retrospective epidemiological studies, which have been
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‘iteratively revised’*® to minimize the chance of finding any link between the
administration of Thimerosal-preserved vaccines (and/or the MMR vaccine) and
any neurodevelopmental disorder, including ‘autism’ (autistic spectrum disorder).
To date, the comprehensive Thimerosal toxicity studies actually required to better
understand any possible health effects from exposure to Thimerosal in vaccines, that
were originally assigned to the National Institute of Mental Health (NIMH) in 1999
were put on hold in 2000 and, as of mid-September 2008, not complete — most of
the required studies have not even been initiated.”

Factually, the U.S. Public Health Service (USPHS), FDA, NIH, CDC, and HRSA are equal-
rank agencies in the Department of Health and Human Services (DHHS); and all report to the
Secretary of Health and Human Services (HHS).

Additionally, numerous independent studies, conducted outside of the CDC’s oversight, have
found and reported causal links between: a) the level of exposure to Thimerosal-preserved
vaccines, or their equivalent, in developing human and developing animal studies and b) the
risk of neurodevelopmental disorders, including autistic disorder, as well as other
developmental conditions in developing children.

Further, case studies have established that most of the children who have a diagnosis in the
“autism spectrum” are mercury poisoned and many of these children are either poor
excretors, or non-excretors, of the mercury in serums and vaccines to which they were
exposed from conception through the first 12 months of life.

In fact, the causal link between Thimerosal and autism had become so well accepted that Dr.
Larry Needham, Chief, Organic Analytical Toxicology Branch, Nat'l Center for Environmental
Health, CDC presented a slide that showed Thalidomide, Lead, Ethanol, ‘Retinoids’, Valproic
Acid, and Thimerosal as causal agents for autism spectrum disorders in his April 2007
presentation to Institute of Medicine®'.

Finally, in the Fall of 2007, medical professionals in the Department of Health and Human
Services conceded® that the vaccinations given to Hannah Poling when she was 19-months
of age were causal factors in the regressive autism she subsequent developed before her
case, scheduled to be heard as a test case in the ongoing Omnibus Autism Proceeding in the
U.S. Court of Federal Claims for the hypothesis: Thimerosal in vaccines is a causal factor in
autism, could be heard and even before the petitioners’ experts, Drs. Andrew Zimmerman
and Mark R. Geier, testifying on behalf of Hannah Poling and her parents, were scheduled to
file their formal reports confirming that:

« Hannah had developed regressive autism and, later, seizures, as a result of adverse
reactions to the vaccinations she received at 19 months of age, and

«+ She was mercury poisoned by the Thimerosal-preserved vaccines she received at that
time.

%0 One of the fundamental tenets of sound epidemiological study is that, once the study is designed, the study’s design should
not be revised when the findings are not what those designing the study hoped they would be. In the U.S. studies of the
Vaccine Safety Datalink (VSD) by CDC researchers, the Verstraeten et al. studies, repeatedly violated this fundamental
tenet and, after seeing results strongly associating the level of early-developmental Thimerosal exposure with the risk for
autistic disorder and other neurodevelopmental disorders, these researchers repeatedly revised the study design until the
computed link became non-statistically significant. Furthermore, the CDC-overseen studies in Canada, United Kingdom
(UK), Denmark and Sweden have been similarly compromised.
April 2007 (PowerPoint Presentation) by Dr. Larry Needham, Chief, Organic Analytical Toxicology Branch, Nat'| Center for
Environmental Health, CDC, “Exposure (To Stressors) and Autism Spectrum Disorders” to the IOM.
Hannah Poling v. Sec. HHS, VICP case 02-1466V, vaccinations as a causal factor in child’s autism was conceded by
DHHS medical professionals in a report filed with the “Vaccine Court” on November 9, 2007.
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Given all of the preceding realities and the supporting studies published in 2008, this reviewer
finds it hard to believe that anyone would continue to misrepresent the state of knowledge
concerning the proven causal links between:
«+ Some children’s receiving bolus doses of organic mercury from Thimerosal-preserved
vaccines and
% The subsequent onset of regressive autism in children, who, like Hannah Poling, are
poor excretors of mercury, for whatever reasons, during their early developmental
period (from conception through three to five years post partum).

e “At present, all routinely recommended vaccines for U.S. infants are available only as thimerosal-free
formulations or contain only trace amounts of thimerosal (<1 micrograms mercury per dose), with the
exception of inactivated influenza vaccine. Inactivated influenza vaccine for pediatric use is available in a
thimerosal-preservative containing formulation and in formulations that contain either no thimerosal or only a
trace of thimerosal, but the latter is in more limited supply (see Table 1). All [other] pediatric vaccines in the
routine infant #mssuaizatien vaccination schedule are manufactured without thimerosal as a preservative. As
of January 14, 2003, the final lots of vaccines containing thimerosal as a preservative expired. These changes
have been accomplished by reformulating products as more expensive single dose vials that do not contain a
preservative.”

While the report’s first statement here is true, the realities are:

»  For the inactivated influenza vaccines, Thimerosal-preserved inactivated influenza
vaccines: a) are still approved for infants from 6-months of age onwards and b), in all
but a few states, can “legally” be given to pregnant women at any time during their
pregnancy (even though all inactivated influenza vaccines are Pregnancy C drugs
indicating that safety for the developing fetus has not been established),

»  Thimerosal is a proven human teratogen, mutagen, carcinogen, and immune-system
disruptor at levels below 1 ppm, and

» Retrospective population studies have shown that the children born to mothers who
received a Thimerosal-preserved inactivated flu shot during pregnancy had
significantly increased risks for certain birth defects (cleft palate when the flu shot was
given to the mother in her first trimester of pregnancy; and hydrocephaly and pyloric
stenosis across the pregnancy)®.

With respect to the report’s statement:

“As of January 14, 2003, the final lots of vaccines containing thimerosal as a preservative expired”,
it is obvious, given the Thimerosal-preserved influenza vaccines in the childhood vaccination
schedule, that this statement is not true.

Furthermore, some lots of other formerly Thimerosal-preserved vaccines expired well after
January 14, 2003.

“Did DOH mandate that all vaccines have none? There is no DOH mandate regarding thimerosal in
vaccines. Bills were introduced by the legislators during the last few sessions and were not passed. The Florida
Department of Health provides and recommends thimerosal-free vaccine for children.”

Since there are about 12 million U.S. children under three years of age needing up to 14
million doses of influenza vaccine, not to mention about 20 million more children between 3
and 8 years of age and about 40 million children between 8 and 18 who all need a flu shot
under the current CDC recommendations and, for the 8 million children under 2, needing 10
million doses of Sanofi’'s “no Thimerosal” vaccine (where only 8- to 10-million doses are

* Heinonen OP, Slone D, Shapiro S. Birth Defects and Drugs in Pregnancy. Littleton, Massachusetts: Publishing
Sciences Group, Inc., 1977.
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produced —leaving a probable deficit of available doses of that vaccine for these children and
“none” for children from 3 years to18 years of age).

Moreover, there are only about 5 million doses of FluMist for those 2 years of age and up,
needing 3-plus million doses a year for each age cohort from age “2” up to “18”, it seems that
there is a net-deficit for “no Thimerosal” vaccines for children of on the order of 35-plus
million doses of “no Thimerosal” vaccine, because, this year, no “trace Thimerosal” Fluvirin
influenza vaccine appears to be available.

Thus, unless the percent coverage is less than 25% and the states, like California (where
15% of American children reside), that have outlawed giving anything but “no Thimerosal”
and “trace Thimerosal” flu vaccines to children under 3 years of age and needing about 10
million doses of flu vaccine for all of their children, or, in some states, the need for “no/trace
Thimerosal” vaccines is up to age 8, haven’t pre-ordered all of the available “no Thimerosal”
vaccine doses (Fluzone and FluMist) for their children, it would seem that Florida will have a
hard time getting sufficient doses of “no Thimerosal” vaccine that is approved for use in
children (because only Fluzone, Fluvirin and Flu Mist are approved for administration to
children).

Therefore, this reviewer finds the report’s statement (with underlining added for emphasis):
“The Florida Department of Health provides and recommends thimerosal-free vaccine for children”
is less than credible given the scarcity of “no Thimerosal” doses approved for children
(Sanofi's “no Thimerosal” Fluzone) and the apparent ongoing unavailability of “trace
Thimerosal” doses approved for children (Novartis’ “trace Thimerosal” Fluvirin).

“Thimerosal. Thimerosal is a mercury-containing organic compound. Since the 1930s (Powell, 1931), it has
been widely used as a preservative in a number of biological and drug products, including many vaccines, to help
prevent potentially life threatening contamination with harmful microbes. It has been used to kill bacteria and
prevent contamination in antiseptic ointments, ...”

Here the report is a master of both understatement and distortion.

Factually, Thimerosal is a highly toxic organic mercury compound whose metabolites
bioaccumulate in the human body and, in normal excretors of mercury, accumulate in the
brain with a half-life of about 20 years and in other organs with half-lives of 10 to 20 years.

Thimerosal and its ethylmercury metabolites are also known human teratogens (inducers of
birth defects when administered to pregnant women), mutagens, carcinogens and immune
system disruptors at levels below 1 ppm.

Without toxicological proof that the Thimerosal level used is:
s Safe to use,
s Truly effective as a preservative in the product formulations to which it has been
added, or
% Since 1968, “sufficiently nontoxic ...” to the extent specified in 21 C.F.R. Sec. 610.15(a),
drug manufacturers, including vaccine makers, have:
a. Used Thimerosal in the manufacture of their drug products without the required proof
of safety, and

b. Claimed that, at levels between 10 and 100 ppm, depending on the formulation,
Thimerosal is a “preservative”.

Given the preceding, since January 1968, when the current good manufacturing practice
(CGMP) safety minimum requiring proof that the “preservative used” is “sufficiently nontoxic so
that the amount present in the recommended dose of the product will not be toxic to the
recipient” and the vaccine makers failed to provide the toxicological proof that their vaccines
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were safe to this standard, all Thimerosal-preserved vaccines have been adulterated drugs
under 21 U.S.C. Sec 351(a)(2)(B) because, as both the FDA and the vaccine manufacturers
have repeatedly admitted, the manufacturers have knowingly failed to comply with the current
good manufacturing practice (CGMP) safety minimum for proof that it is “sufficiently nontoxic
...”, as currently set forth in 21 C.F.R. Sec. 610.15(a), and thereby rendered their Thimerosal-
preserved vaccines adulterated under 21 U.S.C. Sec. 351(a)(2)(B).

“... creams, jellies, and sprays used by consumers and in hospitals, including nasal sprays, eye drops, contact lens
solutions, immunoglobulins, vaccines, antivenins, and tattoo inks. Thimerosal does not reduce the potency of the
vaccines that it protects (Baker 2008).”

With respect to the report’s statements:

“It has been used to kill bacteria and prevent contamination in antiseptic ointments, creams, jellies,
and sprays used by consumers and in hospitals, including nasal sprays, eye drops, contact lens
solutions, immunoglobulins, vaccines, antivenins, and tattoo inks. Thimerosal does not reduce the
potency of the vaccines that it protects (Baker 2008)”,

this reviewer notes that the requisite “proof of safety” to the standard “sufficiently nontoxic ...”
has not been provided for any of these products, and studies attempting to verify safety in
“antiseptic ointments, creams, jellies, and sprays used by consumers and in hospitals” led to a 1982
FDA report recommending banning its use as an antiseptic and, in 1998, to the FDA'’s
banning the use of Thimerosal in all over-the-counter “antiseptic ointments, creams, jellies, and
sprays” and in vaginal contraceptives because Thimerosal was found to be: a) ineffective and
b) unsafe for use in such products.

Additionally, Thimerosal has not been used as a preservative in plasma products and infused
“immunoglobulin® products for more than 3 decades because serious patient mercury
intoxication (poisoning) was observed in the 1940s in the first instance, and in the 1970s in
persons receiving multiple-milliliter doses of these drug products in the second instance.

While the existing stocks of FDA-approved antivenins contain Thimerosal or, if they are
lyophilized, phenylmercuric acetate in the diluent, current manufacture has been suspended
because the antivenin makers have committed to producing mercury-free antivenin products.

Moreover, though not yet banned from “nasal sprays, eye drops, contact lens solutions”, most of
the manufacturers of such products voluntarily removed Thimerosal from their formulations in
the late 1990s/early 2000s.

Finally, except for 10 vaccine formulations, 5 of which are for inactivated influenzas (four
human and one avian), all of the current FDA-approved vaccine formulations nominally
provide not more than 1 ug of mercury per dose and most their doses are “no Thimerosal”
and “no preservative” formulations although the FDA has, as yet, failed to revoke the licenses
of the replaced Thimerosal-preserved vaccine formulations or, as required by law, declare all
of the existing Thimerosal-preserved vaccine formulations adulterated drugs under 21 U.S.C.
Sec 351(a)(2)(B) and force them off of the market.

Thus, because of repeated studies showing lack of proof of safety and product-lifetime
effectiveness and public pressure, most all vaccines and other drug products with a declared
level of Thimerosal have been either banned or “voluntarily” removed from the U.S. market.

“Thimerosal is metabolized or degraded to ethylmercury and thiosalicylate. Ethylmercury is an

organomercurial that should be distinguished from methylmercury, a substance that has been the focus of
considerable study.”
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The information provided here is, at best, inaccurate.

Factually, when dissolved in water, Thimerosal, sodium ethylmercury thiosalicylate, slowly
disproportionates into ethylmercury hydroxide and sodium thiosalicylate.

In the presence of trace levels of metal ions, particularly, copper, and dissolved oxygen,
common components found in living systems and vaccine formulations, this disproportion
reaction is driven by the removal of the thiosalicyclate formed by its being oxidized to the
disulfide.

When Thimerosal is dissolved in sterile saline, the basis solution for many vaccine
formulations, the disproportionation reaction produces both ethylmercury chloride and
ethylmercury hydroxide.

Moreover, in the presence of direct sunlight, the “mercuric” mercury, Hg®*, in Thimerosal can
be photolytically converted to metallic mercury, Hg’, and, though this reaction has not been
fully studied, possibly S-ethyl thiosalicylate.

While the report’s glib statement:
“Ethylmercury is an organomercurial that should be distinguished from methylmercury, a substance
that has been the focus of considerable study”
is essentially true, Thimerosal and other ethylmercury compounds, including those also used
as agricultural fungicides from the 1930s through the 1970s, have been the subject of more

study than the vaccine apologists are willing to admit or cite.

Ethylmercury is not methylmercury—Significant Differences

Methyl Mercury Ethyl Mercury
Health risk Toxic chemical; scientific evidence of health risk Ne Scientific evidence of health risk has been accumu-
lating since the 1930s and the current body of
toxicological, case study and legal case concessions
by the medical professionals in the Poling case have
clearly proven that Thimerosal is a health risk at
levels below 1 ppm and probably below 0.01 ppm
in those who are” non-excretors”.
Sources Toxic chemical found in the environment and food: Thimerosal (used as a preservative previowshy—ased in
* Biotransformed products from the emissions | vaccines)
of coal-fired power plants, mercury-dia- ¢ All early childhood vaccines have thimerosal-free
phragm chlor-alkali plants, crematoria, and versions
cement kilns and dental waste found Eesal
peswerplantemissiens in air and water
* Seafood
Amount 60 ug in one 6 oz can of albacore tuna 0 or fess not more than 1 pg per dose in a “trace
BUT: Thimerosal vaccine or 24.5-25 pg per dose in
a. UL.S. children < 12 months of age do not eat | Thimerosal-preserved vaccines
tuna.
b. Light tuna typically has < 25 ug of mercury
per can.
c. Typically, < 25% of the mercury in ingested
fish is absorbed into the body; ~ 70 % — 80 %
is bound up in the gut and is excreted
without being absorbed.
Metabolism Accumulates in body Exeretedrom-bedy-Accumulates in body

Based on Burbacher et al., methylmercury
hydroxide is less bioaccumulative in the brain
than Thimerosal’s ethylmercury hydroxide/
chloride metabolites since 9 of the 17 test subjects
failed to have a detectable level of “inorganic”

Data from animal studies in monkeys and
hamsters and post-mortem autopsies of the brains
of children diagnosed with an autism spectrum
disorder have proven that mercury from any
Thimerosal accumulates in the body’s organs to
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mercury whereas all 17 of those injected with
Thimerosal had detectable levels of both organic
mercury and “inorganic” mercury.

varying degrees (see below).

From the findings in developing monkeys and
hamsters, the level of accumulation in the brain
varies by more than factor of 10 in a given strain of
monkey or hamster.

Based on studies by Sugita (Sugita M. The
biological half-time of heavy metals. The existence
of a third, “slowest” component. Int Arch Occup
Environ Health 1978; 41(1): 25-40), the half-lives of
accumulating mercury in tissue is on the order of
10 to 20 years.

Exposure
(half-life)

1.5 months in blood

The value reported appears to be the half-life in
the monkey brain or blood?

Factually, in Burbacher et al., the portion of the
methylmercury hydroxide, which was fed to
young monkeys, found in the brain and
metabolized there into “inorganic mercury had
an indeterminate half-life (see Burbacher TM, et
al. Comparison of blood and brain mercury levels
in infant monkeys exposed to methylmercury or
vaccines containing Thimerosal. Environ Health
Persp 2005; 113(8): 1015-1021).

Less than 1 week in blood

Again half-life reported here appears to be for
mercury in blood from the INJECTED Thimerosal
metabolized into ethylmercury hydroxide and
ethylmercury chloride.

Here, the data from Burbacher et al. indicates
that, on average, up to 3 times as much “inorganic”
mercury accumulated in the brains of the monkeys
injected with Thimerosal as compared to
methylmercury hydroxide force fed to another
group of these monkeys.

Again, the “inorganic mercury’s half-life was
indeterminate and clearly much > 180 days.

In animal feeding studies, the comparative toxicity data indicate that though the acute toxicity
of these alkyl mercury compounds are similar.

However, studies designed to feed developing animals less than lethal doses of these
compounds have, in some instances, found the ethyl mercury compound used was
significantly more toxic than the methyl mercury compound to which it was compared®.

Hopefully, after reviewing this reviewer’s remarks and the paper in question, the authors of
this report will, at least, correct their misuse of the half-life data for mercury in blood as if it
were the half-life of mercury in the body as a whole or in any organ, including the brain.

Factually, for bioaccumulative poisons like the alkyl organic mercury compounds in the
preceding study by Tryphonas et al., studies injecting an appropriate dose of Thimerosal that
contains a small percentage of Thimerosal that has radiolabeled mercury atoms; and then
collecting and monitoring all of the body’s elimination products until the data from the
radiolabel indicates half of the mercury dose injected was recovered outside of he body
would be needed to establish the half-life of the mercury in Thimerosal or methylmercury
hydroxide injected into the test subjects.

Turning to the table of vaccines presented in this report for children under 6 years of age, this
reviewer simply notes that two (2) of the vaccines (highlighted in bolded italics) listed in that
“Table 1” are Thimerosal preserved vaccines.

Table 1. Thimerosal Content of Vaccines Routinely Recommended for Children 6 Years of Age and Younger
(FDA website http://www.fda.gov/cber/vaccine/thimerosal.htm—accessed 8/1/2008)

Vaccine

Tradename Thimerosal Status Approval Date for Thimerosal Free
(Manufacturer) Concentration**(Mercury) | or Thimerosal/ Preservative Free

3 Tryphonas L, Nielsen NO. Pathology of chronic alkylmercurial poisoning in swine,“ American Journal of Veterinary
Research. 1973; 34(3): 379-392.
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from the pen of Paul G. King, PhD Analytical Chemist

(Trace Thimerosal)***
Formulation

Never contained more than a trace of
Free, thimerosal, approval date for thimerosal
free formulation 9/29/2000

Infanrix
(GlaxoSmithKline Biologicals)

DTaP Daptacel

(Sanofi Pasteur, Ltd) Free Never contained Thimerosal

03/07/01
Trace (<0.3 pg Hg/0.5mL dose) | Thimerosal-Preserved formula was in
distribution until after Apr. 2003/4.

Tripedia
(Sanofi Pasteur, Inc)

Pediarix Never contained more than a Trace of
DTaP-HepB-IPV, . . . . Free Thimerosal, approval date for
(GlaxoSmithKline Biologicals) thimerosal-free formulation: 1/29/2007

Pneurpococcal Prevnar . Free Never contained Thimerosal
conjugate (Wyeth Pharmaceuticals Inc)
Inactivated IPOL . .

Poliovirus (Sanofi Pasteur, SA) Free Never contained Thimerosal
Varicella Varivax . .
(chickenpox) (Merck & Co, Tnc) Free Never contained Thimerosal
Mumps, measles M-M-R-1I . .

& rubella (Merck & Co, Inc) Free Never contained Thimerosal

Recombivax HB 08/27/99
Merck & Co, Inc) Free Thimerosal-Preserved formula was in the
(Mere 0, Inc distribution chain until after Sept. 2001/2.
03/28/00
s Thimerosal-Preserved formula was in the
Hepatitis B Encerix B distribution chain until after Apr. 2002/3.
g Free approval date for thimerosal-free

(GlaxoSmithKline Biologicals) formulation: 1/30/2007

Trace-Thimerosal formula will be in the
distribution chain until after Feb. 2009/10.

ActHIB (Sanofi Pasteur, SA)

OmniHIB (GlaxoSmithKline) Free Never contained Thimerosal
Haemophilus PedvaxHIB 08/99
influenzae type b Merck & Co. I Free Thimerosal-Preserved formula was in the
conjugate (Hib) (Merc 0, Inc) distribution chain until after Sept. 2001/2.
HibTITER, single dose . :
(Wyeth Pharmaceuticals, Inc.)! Free Never contained Thimerosal
Hib/Hepatitis B Comvax : ;
combination (Merck & Co, Inc) Free Never contained Thimerosal
Fluzone 0.01% (12.5 png/0.25 mL dose,
(Sanofi Pasteur, Inc) 25 ug/0.5 mL dose)?
Influenza 12/23/2004
Fluzone (Sanofi Pasteur, Inc)® F ) )
] . (no thimerosal) ree Trace-Thimerosal formula was marketed in
NOTE: Fluvirin the 2002/3 and 2003/4 “flu” seasons.
(Novartis) is only Fluvirin
li d f 9
ifiﬁisle drer?rol\lli; (Novartis Vaccines & Diagnostics Ltd) 0.01% (25 pg/0.5 mL. dose)
four years old. Fluvirin Trace 09/28/2001

(Novartis Vaccines and Diagnostics Not available in U.S. after 2005 because

Ltd) Preservative Free (<lug Hg/0.5mL dose) of microbial contamination

Influenza, live FluMist (MedImmune Vaccines, Inc) Free Never contained Thimerosal

*  Since this update, Rotavirus Vaccine was licensed, that is thimerosal free.

** Thimerosal is approximately 50% mercury (Hg) by weight. A 0.01% solution (1 part per 10,000) of thimerosal contains 50 g of Hg per 1 mL dose or 25 g of Hg per 0.5 mL
dose.

*** The term “trace” has been taken in this context to mean 1 microgram of mercury, or less, per dose exless.

L HibTiTER was also manufactured in thimerosal-preservative containing multidose vials but these were no longer available after 2002.
2 Children 6 months old to less than 3 years of age receive a half-dose of vaccine, i.e., 0.25 mL; children 3 years of age and older receive 0.5 mL.
3 A trace thimerosal containing formulation of Fluzone was approved on 9/14/02 and has been replaced with the formulation without thimerosal.
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In addition to the pertinent references in this reviewer’s list of references at the end of this

review, this reviewer recommends the following website:
http://www.mercury-freedrugs.org

as a resource for information on Thimerosal in vaccines and other drugs, and related issues

as well as some information on vaccines and vaccination.

14

The Task Force wanted data on numbers of vaccine preventable
diseases for the 18 states with philosophical exemptions.

Vaccine-preventable disease levels have been successfully reduced in the U.S. with the advent of
immunizatiens-vaccines. However, these diseases still exist and can once again become common—and
deadly—if vaccination coverage does not continue at high levels. Even though most infants and toddlers have
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received all recommended vaccines by age 2, many uadesimamunized-undervaccinated children remain, leaving
the potential for outbreaks of disease.

The following table reflects the numbers of vaccine-preventable diseases for the 18 states [36% of states] with
philosophical exemptions for #sssunizatiens-vaccination. This data was provided by the Centers for Disease
Control and Prevention (CDC). Florida data has been added to correspond with the data from the 18 states with
philosophical exemptions.

e [tis not possible to draw any conclusions about the effect of philosophical exemptions on disease rates from
these data alone. Incidence rates (cases per 100,000 children per year) would have to be compared between
states with and without philosophical exemptions.

e Such a comparison must take account of other factors in addition to the size of the population of children,
such as introductions of disease from outside the U.S., and socio-economic factors.”

In general, this reviewer agrees that comparisons between states with and without any
category of exemption, not just philosophical, is complicated; but, though not without some
uncertainty, the comparison between a) California or b) all of the states with a philosophical
exemption as well as large population, diverse ethnic and socioeconomic groups and
significant immigration and c) the U.S, as a whole, might be of some use.

e “Experience has shown that, while reported case numbers may be low one year, introduction of a disease into
a susceptible community can escalate into an outbreak very quickly.”

This reviewer accepts the general premise here.

However, he notes that, in fully vaccinated populations, any outbreak would be localized and
not spread provided the vaccine and the vaccination program are truly effective.

Thus, the recent focus on measles outbreaks in a population with high levels (>92%) of MMR
vaccination is problematic because the level of measles and congenital rubella cases has
remained very low on this population while, in the U.S., the levels of mumps cases has
remained at a significantly higher level and, in 2006, jumped to 6,000+ cases without any
CDC explanation of the reason for the sudden increase in mumps cases.

Moreover, with only a slightly lower uptake level, the tolerated level of annual mumps
incidence is more than an order of magnitude higher in England, based on the data provided
in this report, than it is in the USA, based on CDC'’s annual notifiable disease reports.

Finally, this reviewer notes that, for MMR vaccination in both the USA and England, there
seems to be much less concern about mumps “resurgence” than measles, even when the
uptake percentage in England dipped to near 80%.

These and other anomalies makes this reviewer concerned about whether the intent of the
information being broadcast about measles by the CDC: a) is based on a genuine concern or
b) is rather intentional fear mongering designed to herd the public into the acceptance of
even more vaccines and/or distract them from the epidemic rise in children of a number of
chronic diseases that the CDC and public health officials seem not to even see and about
which they are almost silent.

e “The CDC’s Morbidity and Mortality Weekly Report (MMWR) reported in its August 23, 2008, issue about
the US measles experience for the first half of 2008. They state: ‘The number of measles cases reported
during January 1-July 31, 2008, is the highest year-to-date since 1996. This increase was not the result of a
greater number of imported cases, but was the result of greater viral transmission after importation into the
United States, leading to a greater number of importation-associated cases. These importation-associated
cases have occurred largely among school-aged children who were eligible for vaccination but whose parents
chose not to have them vaccinated.’

e 2006 paper published in the Journal of the American Medical Association (Omer SB, Pan WKY, Halsey NA
et al: ‘Non-medical Exemptions to School Immunization Requirements: Secular Trends and Association of
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State Policies with Pertussis Incidence,” JAMA 2006, 296:1757—-1763) showed that pertussis (whooping
cough) incidence was 50% higher in states with easier availability of non-medical exemptions to school
immunization requirements, and with available personal belief exemptions.

. A 2000 paper in the same journal (Feikin DR, Lezotte DC, Hamman RF, Salmon DA, Chen RT, Hoffman RE:
‘Individual and Community Risks of Measles and Pertussis Associated with Personal Exemptions to
Immunization,” JAMA 2000, 284:3145-3150) showed that in Colorado, which has had a philosophical
exemption since 1977, the risk of measles and pertussis is elevated 22-fold and 6-fold, respectively, in
exemptors compared to vaccinated children. They also showed that the rate of measles in vaccinated children
was higher in counties with high proportions of exemptors.”

First, this reviewer notes that the preceding three bullet points are clearly examples of biased
reporting.

This is the case because they apparently do not reflect the impact of the findings on the
overall health of the children affected.

Second, if the measles vaccines were “herd protective”, why would we see “the rate of measles
in vaccinated children was higher in counties with high proportions of exemptors” even though the
overall rates exceed 90%"7?

Third, absent any reporting of the absolute rates, how can anyone interpret the importance of
the relative numbers reported (e.g., if the rate is “<1 in a million”, then even a 100 % increase
translates into a risk of “< 2 in a million” — a change of little population concern).

Based on his understanding of reality, this reviewer finds that these bullet points are, at best,
pro-vaccine-biased warnings that are of little, or no, importance when it comes to the
fundamental issue, which this report again avoids discussing: the overall health of our
children and ourselves.

Is the overall health of the public improving, holding steady, or declining?

This reviewer clearly sees that, when both acute and chronic medical conditions are
considered:
a. The health of American children is declining,
b. Infant mortality in the USA is unacceptably high in comparison to Japan’s,
c. Life expectancies in the USA are below those of the other advanced industrial nations
and apparently starting to decline, and
d. Any past gains from the suppression of disease by vaccination in the USA have been
more than offset by the increases in chronic disease that are clearly mostly attributable
to the current inclusion of childhood vaccines that:
i. Are not for acute life-threatening and once highly contagious diseases (e.g.,
measles and diphtheria), but
ii. Are rather for lifestyle and/or rarely immediately fatal diseases that mostly affect
adults (e.g., hepatitis B, herpes zoster varicella as shingles, and HPV).

Given the reality of the declining overall public health in the USA and its apparent connection
to the overall increases in vaccine doses and vaccines, the CDC’s recommended vaccination
programs and Florida’s vaccination requirements are obviously in need of an urgent review
and reassessment.

Hopefully, after reading this review, the Florida DoH and the public will recognize the same
realities, do the necessary review and appropriately alter the Florida vaccination
requirements across the board.
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Based on the review of the data for California in which a significant fraction of the population
of the USA resides and the overall disease numbers reported for these 18 states and the
USA, it seems that, for MMR, having a philosophical exemption appears to “lower” the
disease risk both in California and in the 18 states with a general philosophical exemption as
a whole compared to the overall number of 2006 cases in
the USA for measles, mumps and rubella.

However, for the diphtheria and pertussis (and hepatitis B) cases data, the disease risk

appears to be slightly higher.

2006 Comparison of Vaccine-Preventable Disease Cases, Among States with Philosophical Exemptions

for Immunizations, Florida and U.S.

2006 Measles* | Mumps** Rubella* Tetanus* | Pertussis** Hep B POllO. Diphtheria**
acute* (paralytic)*
Arizona 0 40 0 1 508 u 0 0
Arkansas 8 0 1 112 87 0
(California (-15% 31 1 11 1,749 427 0 0
of US pop.]
% of US Total 10.9 0.471 9.09 26.8 112 9.06
[% of “15%"] [72.71*3 [3.14]"3 [60.1]"3 (179 [74.6]*° [60.4]° [] [T
Colorado 1 51 0 0 710 34 0 0
Idaho 0 0 0 88 15 0 0
Louisiana 0 3 0 3 24 63 0 0
Maine 0 0 0 0 174 26 0 0
Michigan 1 84 1 3 632 141 0 0
Minnesota 1 180 0 0 320 32 0 0
New 0 3 0 0 147 24 0 0
Mexico
North Dakota 0 14 0 1 43 1 0 0
Ohio 0 45 0 3 644 123 0 0
Oklahoma 0 10 0 1 64 96 0 0
Texas 0 58 0 1 954 833 0 0
Utah 0 5 0 1 779 26 0 0
Vermont 0 0 0 0 110 4 0 0
Washington 2 ) 0 0 377 74 0 0
State
Wisconsin 0 842 0 0 221 33 0 0
Total of 11 1,423 2 26 7,656 2,039 0 0
states above
% of US Total 20.0 216 182 63.1 49.0 433
[% of 36%]" [55.6] [60.0] [50.5] [176] [136] [120] [--] [-]
Florida 4 15 1 2 228 420 0 0
% of US Total 7.3 0.23 9.1 49 15 8.9
U.S. Total 55 6,584 11 41 15,632 4,713 0 0

population.

* Confirmed Cases **Confirmed and Probable Cases

! Since the vaccine given is the MMR vaccine, the average of the percentages should show the “deleterious” effect of philosophical exemption if and only if the
MMR average is > 100% of the expected level based on the population. For MMR, the average percentage is 45.3% of the expected % based on California’s

2 For the DTaP vaccine, ignoring diphtheria because there are no cases and tetanus because the annual data indicate wide fluctuations in the states reporting
cases, the relative pertussis % of 74.6 again indicates that the CA “exemption” effect led to a reduced incidence over that expected.

Moreover, excluding Tetanus cases, the average level for the other 5 diseases, where cases were observed, is less than 55% of the expected percents.

4 Presuming that, on average, the 18 states have a total population that is about the same % of the U.S total population as the 18 states are of the 50 states, then
the data indicate that the philosophical exemption’s only significant effect on cases observed is seen with the DTaP and the Hep B vaccines. Since no cases are
seen for diphtheria, the effect for the DTaP vaccine again indicates that this vaccination program may not provide adequate long-term protection for the tetanus
and pertussis components, although, based on the population breakdowns provided by the CDC, it provides more than adequate childhood and early adult
protections for severe tetanus cases. For Hep B, one could argue that philosophical exemption may have contributed to an apparent “20%” excess in disease
cases; however, this is probably an artifact because most all of the cases of acute hepatitis B cases, except for those born to mostly untreated Hep-B-infected
mothers, are found in adults and not in children (see Table “14").

Since the table provided in the report fails to furnish the separate numbers for the cases
occurring in children:
» Too young to be vaccinated,
» Who are partially vaccinated,

» Who were exempt, and
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» The corresponding categories for adults,
this reviewer finds that the information provided cannot be used to address the real

impacts on disease incidence in a population, if any, of a philosophical exemption, where
such exemptions are available.

Table “14” 2006 Hepatitis B Cases, Percentages, and Incidence Rates (per 100K Cases) by
Age Group in Years,

Age <1 1-4 5-14 15-24 25-39 40-64 >65 Age not
Total
Group yr yrs yrs yrs yrs yrs yrs stated
Cases 5 1 8 381 1,922 2,037 247 10 4,713
Incidence
(per 100,000) 0.12 0.01 0.02 0.92 3.21 2.17 0.69 -— -—
Percentage 0.106 0.021 0.170 8.084 40.781 43.221 5.241 0.212 100
(11

All fifty states have medical exemptions to vaccines, such as a serious allergy to a vaccine
component. Forty-eight states, including Florida, provide for religious exemptions. Additionally, there are 18
states that have philosophical exemptions for school entry. Two additional states have a philosophical exemption
for child care entry only.

e Vaccines are recommended by the Centers for Disease Control and Prevention (CDC) and professional
societies, such as the American Academy of Pediatrics. These organizations make science—based
recommendations; states set requirements, usually when children enter child-care centers and elementary
schools as entry requirements. These requirements help prevent the spread of communicable diseases in these
group settings.”

While, the narrative here clearly presents the views of the Florida Department of Health, this
reviewer notes that the current recommendations made by the CDC and/or by the American
Academy of Pediatrics (AAP) are clearly not science-based decisions.

Factually:

1. To be added to the list of vaccines covered by the National Vaccine Injury Program
(NVICP), the vaccine only needs to be recommended by the CDC for inclusion into the
national program.

2. Inthe past, the CDC has, in at least one instance, recommended a vaccine for inclusion
in the national vaccination program even before the FDA approved the vaccine (e.g.,
Wyeth’s RotaShield rotavirus vaccine) without having any U.S. data on post-approval in-
use experience and, less than 2 years later, this vaccine was removed from use
because of the in-use harm that it actually caused.

3. In 2006, the CDC recommended a new rotavirus vaccine (Merck’s recently approved
RotaTeq) be added to the national childhood vaccination program — again without any
U.S. post-approval in-use experience that it was safe to do so — and, in spite of serious
in-use adverse events (intussusception and Kawasaki’s disease) has continued to
recommend this vaccine as well as a 2008-approved rotavirus vaccine,
SmithKlineBeecham’s Rotarix.
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4. Worse, the CDC has added Merck’s Gardasil HPV vaccine to the national childhood
vaccination schedule at the time it was approved, without any in-use U.S. data and, in
spite of thousands of reports to VAERS of serious adverse reactions, including death,
continues to recommend it.

Obviously, since there was no in-use experience for the aforementioned vaccines, there can
be no valid science-based decision to recommend a vaccine for the national program
because the small groups of children used in the clinical trials to obtain the FDA approvals for
these vaccines do not match the population of American children for whom these vaccines
are being recommended.

Worse, for RotaShield, the CDC’s decision was made before the FDA approved the vaccine.

Moreover, when the CDC made its recommendations for all of the rotavirus vaccines, it was
clear that these national vaccination programs were not, and, even without any serious
adverse reactions, would not be cost-effective for the American pubilic.

Based on the preceding realities, the CDC obviously added these vaccines to the national
childhood vaccination schedule in order to place them under the NVICP and thereby shield
the vaccine’s makers and the healthcare providers from the civil lawsuits for the harm the
CDC knew that these vaccines would, based on the results from the biased clinical trials
conducted, cause.

With respect to the AAP, it simply appears to act as a virtual rubberstamp for the CDC’s and
the vaccine makers’ wishes, often publishes CDC-recommended papers without critical
scientific review, and has repeatedly refused to publish critiques of those studies by
independent scientists.

With respect to the report’s “states set requirements, usually when children enter child-care centers
and elementary schools as entry requirements”, this reviewer finds that, increasingly the CDC and
the vaccine makers lobby the health departments and politicians who, ignoring:

»  The fact that the vaccination program is not cost-effective on any basis,

»  The absence of sufficient in-use experience with the vaccine,

»  The potential adverse impacts on the overall health of the population, and

»  The concerns of the people of their state,
add the vaccine to their entry requirements for “child-care centers and ... schools”.

In this regard, this reviewer finds that the Florida DoH is to be commended because it:
» Seems to have been more resistant to this lobbying than some states and

» Has not yet mandated some of the recent CDC-recommended vaccines as entry
requirements to “enter child-care centers and ... schools”.

e “School #msmunizatien vaccination requirements have largely contributed to a significant drop in diseases and
the complications that can be prevented by #sunizatiens vaccinations. Before the measles vaccine, measles
caused 100,000 American children to be hospitalized and 3,000 to die every year. In the early 1970s, public
health officials found that states with vaccine mandates had rates of measles that were 50 percent lower than
states without mandates.”

First of all, though this reviewer accepts that the data presented is valid, he again notes that:
a) there is no report of a comparative assessment of the overall health of the children in these
two groups of states, and b) absent the average incident rates in the group of states with
vaccine mandates and the population sizes of the to groups of states as well as the baseline
average measles rates in each group of states before the measles vaccine was introduced,
there is no way anyone can assess the import of this relative “50 percent lower” claim.
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Second, since the count for “measles cases” ignores those “measles cases” caused in those
inoculated with a live-virus measles vaccine, the actual percentage of this decrease in
measles cases is probably significantly less than the percentage claimed.

Further, this example fails to address today’s vaccination program realities for, for example,
hepatitis A.

Therefore, this reviewer finds that the general assertions:
“School immunization requirements have largely contributed to a significant drop in diseases and the
complications that can be prevented by immunizatiens vaccinations”,
made here, while they may be substantive, a) again misrepresent vaccinations as
“immunizations”; b) are overly broad; and c) are not supported by the evidence presented.

In addition, with respect to the report’s assertion:

“Before the measles vaccine, measles caused 100,000 American children to be hospitalized and 3,000

to die every year”,

this reviewer notes that, since the early 1960s death rates from measles were less than 1,000
per year (see reviewer’'s Figure “1”) before an effective measles vaccine was introduced in
1963, the report’s “3,000 to die every year” statement, to say the least, misrepresents the
annual measles deaths in the period just prior to the introduction of an effective measles
vaccine®.

e “Florida balances the need to protect the health of students in the classroom while respecting those with a
religious opposition to #amunizatiens vaccinations. During an outbreak, any child who does not have
protection against that specific disease is excluded from school. This includes children who have either
medical or religious exemptions.”

First, this reviewer finds the statements here to be misleading because, if one were truly
balancing competing imperatives, the balance would be a two-way street and not, as
presented here, a one-way one.

Furthermore, the statements here would have also addressed these same issues for the staff
and visitors.

Moreover, the statement:
“During an outbreak, any child who does not have protection against that specific disease is excluded
from school”,
intentionally misrepresents what Florida schools do.

In general, Florida schools exclude those who lack proof of vaccination against the specific
disease unless they can prove they are protected from contracting that specific disease
(generally by having proof that they have had that specific disease), while allowing those
children who are vaccinated according to Florida requirements to attend school without
requiring any proof that the vaccinations the children have received are protecting each child
from contracting that specific disease.

Moreover, unless the day-care centers and schools also exclude all, including staff, who have
been recently vaccinated with any live-virus vaccine from attending for a period of not less
than 21 days after vaccination, Florida day-care centers and schools are ignoring the need to
protect the health of its “unprotected” (the unvaccinated who have not had the disease and
those vaccinated but not protected) attendees or students, and staff and visitors from those
attendees or students, staff and visitors who may be shedding live virus and may thereby
infect these unprotected individuals with whom they interact.

% Fromthe graph in reviewer’'s Figure “1”, it appears that one has to go back into the late 1930s to find years where “3,000”
died of measles; by 1950, annual measles deaths had dropped below “1,000”.
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Thus, the report’s language here should be revised to simply state what Florida is actually
doing.

Finally, this reviewer can only hope that the Florida DoH will upgrade the information it
provides to address the live-virus vaccine, live-virus disease, staff and visitor quarantine and
risk issues he has raised.

e “The finding that lower #mmunizatien vaccination rates caused higher rates of disease shouldn’t be
surprising. In 1991 a massive epidemic of measles in Philadelphia centered on a group that chose not to
#mmanize vaccinate their children; as a consequence nine children died from measles.”

While this reviewer is saddened by the death of any child, this reviewer finds that the account
presented is at odds with the facts on several points.

A quick Google search found:
http://stason.org/TULARC/child-parent/vaccinations/1-3-What-is-herd-immunity.html
which contained the following text:
"The nation [U.S.] has experienced a marked increase in measles cases during 1989 and 1990. Almost one half of all
cases have occurred in *unvaccinated* preschool children.” (JAMA. 1991 Sep 18. 266(11). P 1547-52.)
‘Beginning in October, 1990, a large measles outbreak involving predominantly *unvaccinated* preschool age children
occurred in Philadelphia. By June, 1991, 938 measles cases had been reported to the Philadelphia Health Department. In
addition to these cases, 486 cases and 6 measles-associated *deaths* occurred between November 4, 1990, and March

24,1991, among members of 2 Philadelphia church groups that do not accept vaccination.’ (Pediatr-Infect-Dis-J. 1993
Apr. 12(4). P 288-92.)”

Factually, the “1991 a massive epidemic of measles in Philadelphia” was only a large measles
outbreak, that outbreak spanned the period from October 1990 to June 1991, and involved
1,424 cases of measles.

In the 2 churches that did not accept vaccination there “486 cases of measles and 6 measles-
associated *deaths*” — meaning that 98.77 % of those in these churches recovered and only
1.23 % died.

Absent the ages of those who died and the exact cause of death listed on their death
certificates, one cannot make any further presumptive statements other than to say that the
480 who recovered had/have near lifetime immunity from being infected from that point
forward.

Presuming the overall measles-associated death toll was 9 and the overall cases were 1,424,
this translates into a 99.74 % survival rate and, since the account that this reviewer found did
not mention the other three measles-associated deaths indicates that these may have been
individuals who had been vaccinated and still contracted a case of measles to which they
ultimately succumbed.

Returning to the literature, this reviewer found: Morbidity and Mortality Weekly Report
1993 May 21; 42(19): 378-381, which states (with text underlining added for emphasis):

“Measles -- United States, 1992

As of January 2, 1993 (week 53), local and state health departments reported a provisional total of 2200 * measles
cases for 1992 (1) -- a 77% decrease from the 9643 cases reported for 1991 (2), and a 92% decrease from the 27,786
cases reported for 1990 (3). Cases were reported from 36 states and the District of Columbia. This provisional total is
one of the lowest annual totals reported in the United States; fewer cases were reported only in 1982 (1714 cases) and
1983 (1497 cases) (4). This report summarizes epidemiologic characteristics of measles cases reported for 1992 and
compares them with cases reported during 1989-1991.

From 1989 through 1992, the median age of persons reported with measles declined steadily (12.0 years in 1989, 5.7
years in 1990, 5.2 years in 1991, and 4.9 years in 1992), while the proportion of cases among infants increased. Of
measles cases in 1992, 22.2% occurred among children less than 12 months of age, an increase from 19.2% in 1991
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and 17.0% in 1990; 27.9% of reported cases were among children aged 1-4 years, compared with 30.1% for 1991.
Persons aged greater than or equal to 5 years accounted for 49.7% of reported cases, compared with 50.6% in 1991. A
provisional total of three measles-associated deaths was reported in 1992 for Texas (two) and Alaska (one).

Texas and Kentucky reported the largest outbreaks (990 and 443 cases, respectively) during 1992. The outbreak in
Texas continued the pattern of outbreaks reported during 1989-1991 affecting predominantly unvaccinated preschool-
aged children (2,3). Seventy-one percent of cases in this outbreak were reported from Nueces and Hidalgo counties; the
other cases were reported from 22 (9%) of 254 counties in the state. Most (75%) cases were among children aged less
than 5 years; 35% of cases were among children less than 12 months of age. In comparison, in Kentucky, measles
transmission occurred predominantly among children aged 5-19 years (218 cases {49%j}). Fifty-one percent of cases
from the Kentucky outbreak were reported from Jefferson County (Louisville); the remaining cases were reported from
34 (28%) of 120 counties in the state.

Reported by: State and local health depts. Div of Immunization, National Center for Prevention Svcs, CDC.
Editorial Note

Editorial Note: During 1989-1991, a period of increased measles transmission, approximately 55,000 cases and 132
suspected measles-associated deaths were reported. However, from mid-October 1992 through January 1993, no
outbreaks of measles (i.e., five or more epidemiologically related cases) were reported, suggesting that the measles
resurgence in the United States has ended. During the first 18 weeks of 1993, 80 measles cases were reported,
representing only 13% of the number reported for the same period during 1992. Possible explanations for the end of the
measles resurgence include a decrease in susceptible populations following widespread transmission of the virus;
improved vaccination coverage in the susceptible population; an overall decrease in the occurrence of measles in the
Western Hemisphere (5); and the periodic cyclicity in measles transmission that has been noted since the prevaccine
era.

The magnitude of the recent resurgence is not likely to have substantially reduced susceptibility (2), even in cities with
the highest incidence of measles. For example, retrospective surveys of school enterers in 15 cities indicated that
coverage against measles ranged from 51% to 79% at the time of the second birthday (6,7); based on these findings,
approximately 800,000-2 million U.S. children aged 12-23 months would be susceptible. However, during 1989-1992,
approximately 9300 cases of measles were reported among children aged 12-23 months -- a number insufficient to have
substantially reduced overall susceptibility in this age group.

A reduction in measles susceptibility may have occurred through increased measles vaccination levels among
preschool-aged children. From 1971 through 1985, the United States Immunization Survey (USIS) demonstrated that
measles vaccine coverage among children aged 1-4 years ranged from 61% to 66% (CDC, unpublished data, 1986). By
comparison, the National Health Interview Survey (NHIS) in 1991 targeted the same population as the USIS and
documented measles vaccine coverage to be 78% among children aged 1-4 years -- the highest level ever reported
(CDC, unpublished data, 1993).

The estimates of increased vaccine coverage, based on the NHIS, are consistent with data indicating increased
measles vaccine administration in the public sector. During 1991 and 1992, 1,358,117 and 1,344,901 doses,
respectively, of measles vaccine were administered in public clinics to children aged 12-23 months -- a 42% and 41%
increase, respectively, when compared with 1988 (953,535 doses), the year before the measles resurgence (CDC,
unpublished data, 1993). In addition, in 1992, provisional totals of reported mumps (2433) and rubella (147) (1) were the
lowest since reporting began in 1968 and 1966, respectively, reflecting the contribution of increased vaccination with
combined measles-mumps-rubella (MMR) vaccine.

In contrast to vaccination coverage for measles, mumps, and rubella, coverage against other diseases has not
increased substantially. In particular, NHIS findings for 1991 indicated that only 66% of children aged 1-4 years had
received three or more doses of diphtheria and tetanus toxoids and pertussis vaccine (DTP), and 51% had received
three or more doses of oral poliovirus vaccine (OPV) (Table 1) -- coverage comparable to or lower than that reported in
previous years. Overall, only 42% of preschool-aged children had received all age-appropriate vaccinations **, although
this level may underestimate coverage because parents may have failed to recall some doses of multiple-dose vaccines
(8). However, this level is substantially lower than the national health objective for the year 2000 of 90% complete series
coverage by the second hirthday (objective 20.11) (9).

Strategies to improve vaccination levels include 1) reducing barriers to vaccination (e.g., increasing the number of clinic
hours when vaccinations are given and the availability of walk-in vaccination services); 2) taking advantage of all
opportunities to vaccinate (e.g., simultaneous use of multiple vaccines whenever possible, excluding from vaccination
only persons with valid contraindications); 3) using innovative vaccine delivery techniques (e.g., vaccination in hospital
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emergency departments); 4) increasing the number of children who return for vaccination at the appropriate age by
improving follow-up and recall systems; and 5) providing education about vaccination to parents (10).

A major comprehensive childhood vaccination initiative is under way to improve levels among preschool-aged children.
The principal components of this initiative are 1) improving the vaccine delivery infrastructure through increased federal
funding for this purpose (e.g., increasing vaccination clinic personnel and hours of operation, particularly in the inner
cities); 2) assuring universal access to vaccination services; and 3) assuring that computerized systems are established
in each state for tracking the vaccination status of all children.

To sustain the decrease in transmission of measles in the United States, and to achieve similar results with other
vaccine-preventable diseases, age-appropriate vaccination coverage efforts must be improved -- particularly among
preschool-aged children living in inner-city areas. Transmission of measles among preschool-aged children is likely to
recur unless measles vaccine coverage is improved and age-appropriate vaccination is ensured.
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Based on the preceding document, it is clear that, at the end of the 1980s and extending into
the early 1990s, there was a general resurgence in measles in the USA that peaked at 27,786
cases in 1990, and that the coverage level (in the high 60s to 70s in percentage in those age 1
to 4 years of age) was insufficient to prevent measles cases surging from a background of
about 2000 before (1987) and after (1992) the resurgence peaking in 1990.

Given the much higher vaccination level to day, the surge in measles cases in late 2007
through mid-2008 may be but another cyclic up-tick in an environment where the background
rate for annual measles cases is, with 2 doses of MMR and >90% coverage, currently about
50 casesl/year instead of the <2400 cases/year seen in 1980’s and early-1990’s America.

Moreover, except for the 1989 — 1990 outbreak in the Philadelphia area, very few measles-
associated deaths have since occurred and, apparently because of vaccination-related
factors, the percentage of measles cases in those who are too young to be vaccinated (under
1 year of age increased) from 17.0% in 1990 to 22.2 % in 1992.

However, the preceding realities indicate that this example has little to do with today’s world
where the uptake level is >90 % for 2 doses of MMR instead of <70% for 1 dose of measles
vaccine.

“And in 2005, a 17-year-old unvaccinated girl who unknowingly brought measles back with her from
Romania attended a church gathering of 500 people in Indiana and caused the largest outbreak of measles in
the United States in ten years; this outbreak was limited to children whose parents had chosen not to vaccinate
them.”
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As this reviewer has previously reported in other reviews addressing the outbreak in Indiana
referred to in this report, this outbreak was not “limited to children whose parents had chosen not
to vaccinate them”.

In fact, the person most seriously affected was the hospital lab worker in his 30s who, though
vaccinated, contacted measles and then developed measles-related pneumonia.

Blatant factual distortion, such as reported here:

» Does little to increase public confidence in our vaccination programs and

» Undermines the credibility of public health officials and other vaccine apologists who
continual make such statements.

“These events showed that, for contagious diseases like measles and pertussis, it’s hard for unvaccinated

children to successfully hide among herds of vaccinated children.”

First, since the only events reported here are for measles, it is somewhat disingenuous to
associate the contagiousness of pertussis with that of measles.

Second, these events only show that it is difficult for unprotected, including the never
vaccinated and the vaccinated who fail to be protected by the vaccinations they have received,
individuals to avoid contracting measles when they are exposed to live measles virus,
including, in some cases, the live measles virus shed by those who have been vaccinated with
any live-virus measles vaccine.

Furthermore, it is not appropriate to speak of “herds of vaccinated ...” here because both of the
examples provided here speak to exposure in population segments where the most affected
groups mentioned were comprised of mostly unvaccinated children and adults.

Accepting that the information provided in this table is correct, this reviewer notices that, in
those states with complete surveys at both grade levels, the % of philosophical exemptions
declines in the “Grade School” survey from the “Kindergarten” survey’s percentages.

In Florida, where most children were surveyed and there is no philosophical exemption, the
religious exemption also declines from 0.6 % to 0.4%.

Since, for the philosophical exemption, these declines are the confounded confluence of several
factors, this reviewer only notes that those factors include:
<> Use of an exemption by parents to delay the timing of vaccinations that they eventually
have administered to their children, and
<> Increased use of an exemption to avoid all or certain vaccines as vaccination concerns
grow for these vaccines.

“The following table reflects school entry exemptions and school population data for the states with a
philosophical exemption.”

School Immunization Assessment Survey Results, 2006/2007 School Year

Kindergarten Middle School
:E::::«lodlf:(lll gllll:kiel;l; Medical Religious Philosophical ggiﬁ{:&l (Sj:;i/(l;il:l Medical Religious Philosophical
Arizona 90,719 89,915 166 | 0.2% . 1,822 | 2.0% 87,089 86,633 147 | 0.2% . 1,246 | 1.4%
Arkansas 36,790 36,790 16 | 0.0% 36 | 0.1% 123 | 0.3% 34,109 34,109 2 | 0.0% 27 | 0.1% 520. | 0.2%
California 503,160 503,160 827 | 0.2% * *7,108 | 1.4% NA NA NA NA NA NA NA NA
Colorado 64,468 956 . 1] 0.1% 55 | 58% 62,420 1,428 1 ] 0.1% 71 0.5% 42 | 2.9%
Idaho 21,663 21,663 65 | 0.3% 77 | 0.4% 538 | 2.5% 20,565 20,565 35 [ 0.2% 82 | 0.4% 382 | 1.9%
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Louisiana, , 148,538 | *148,538 20 | 0.0% * . NA NA NA NA
Maine 14,751 13,826 62 | 0.4% 15 | 0.1% 373 | 2.7% 33,918 . . .
Michigan 134,898 134,898 969 | 0.7% 499 | 0.4% 3,549 | 2.6% 131,209 131,209 560 | 0.4% 427 | 0.3% 2,311 | 1.8%
Minnesota 67,337 67,337 382 | 0.6% * *3,919 | 5.8% 66,804 66,804 303 | 0.5% * *3043 | 4.6%
New Mexico 28,067 27,845 49 1 0.2% | *243 | 0.9% * 27,220 26,623 17 |1 0.1% | *128 | 0.5% *
g::‘(tolia 7,641 7,092 11 | 0.2% 11| 02% 46 | 0.6% 18,731 14,662 11| 0.1% 15 | 0.1% 31 | 0.2%
Ohio 150,212 148,112 392 | 0.3% * *1,232 | 0.8% NA NA NA NA
Oklahoma 49,348 48,220 81 | 0.2% 104 | 0.2% 194 | 0.4% NA NA NA NA
Texas 352,969 344,176 | 2,260 | 0.7% * *6,478 | 1.9% 331,513 321,408 | 1,579 | 0.5% * *2,689 | 0.8%
Utah 47,486 46,062 93 | 0.2% 16 | 0.0% 1,176 | 2.6% 39,627 38,835 49 | 0.1% 18 | 0.0% 979 | 2.5%
Vermont 6,838 6,838 20 | 0.3% 51 0.1% 164 | 2.4% 7,760 7,760 33 1 0.4% 14 | 0.2% 123 | 1.6%
Washington 77,218 75,288 213 | 0.3% 106 | 0.1% 3,077 | 4.1% 79,744 73,991 212 | 0.3% 141 | 0.2% 2,964 | 4.0%
Wisconsin 71,298 1,560 510.3% 2| 0.1% 25 | 1.6% NA NA NA NA
Florida 226,536 226,536 479 | 0.2% | 1,249 | 0.6% - 216,892 216,892 494 | 0.2% 836 | 0.4% -

* Religious and Philosophical exemptions included together.
Information was obtained from the Centers for Disease Control and Prevention’s 2006-2007 School Entry Immunization Assessment
Report—this report may be viewed at the following web address: http://www2.cdc.gov/nip/schoolsurv/rptgmenu.asp
Florida does not have an exemption for philosophical reasons

14

DOH/DOE: The number of unvaccinated people in Florida and
incidence. Funding an epidemiological study.

Data is not available to provide the number of unvaccinated people in Florida. Reporting of all
#mmanizations vaccinations administered in Florida into the centralized issssunization vaccination registry is
voluntary and not mandated by law. The following provides a description and considerations for designing a study
of vaccine exposure and autism spectrum disorders.”

For conditions that are subpopulation related, as neurodevelopmental disorders seem to be,
straight raw epidemiological studies of the unvaccinated versus those who have received
even one dose of vaccine using the outcomes “autism” and/or “autism spectrum disorders
(ASDs)” should be recognized as exercises designed not to find significant evidence of a
linkage.

“Summary

This document reviews options available for an epidemiologic study to address the question, ‘Is the rate
of autism or autism spectrum disorders (ASDs) significantly lower in Florida children who have
received no doses of any vaccine, than in children who have received one or more doses of vaccine?’”

If the goals was to answer the question about the rates for autism and/or ASDs in Florida
children where reasons for no vaccination were not related to a pre-existing health issues as
compared the rates in Florida children where the children have been fully vaccinated until age
6 or they are diagnosed with an ASD, then this reviewer might support such studies provided
they were not designed by a person or persons who, because of their position or patronage,
were predisposed to minimize any link that such studies might find.

“The smaller the difference one wants to detect in a study, the larger the needed number of study subjects is.
Also, sample size has to be very large for a study where both the exposure (no vaccines) and the disease (autism)
are uncommon. Such a study requires an adequate number of subjects who have both the exposure and the
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disease. Autism spectrum disorders taken together have a cumulative incidence of 5 to 10 children per 1000 by
age 8, and receiving no vaccines is quite rare, at 1% or less of all children at age 2 to 3 years old. A study would
likely have to include most, or all, autistic children in the state. There is no central registry of all these children, or
of the vaccine status of all children.

The best option is an alternative cohort study design, in which immunization histories are obtained for all
autistic children in a certain age range in a defined geographic area, and the size of the population of children with
no or some doses of vaccine received by that age living in that area is estimated from immunization surveys. If a
wide enough age range of children is included, and if significant data access issues can be resolved, it might be
possible to do such a study in the geographic area covered by the CDC-sponsored University of Miami ASD
prevalence project.

Because of the large sample sizes needed for any of these studies, they are likely to be expensive to carry out.
While an exact dollar amount cannot be estimated without knowing precisely which question is to be answered,
and thus what the details of the study design would be, it would be wise to assume such a study would take at least
two years to complete.”

The Case-Control Alternative

Rather than even attempt to conduct the types of retrospective studies outlined above, the
Florida DoH would do well to identify as many children with an ASD that they can find, assign
them to the appropriate cohort year, and then, as part of a full differential diagnostic workup,
including genetic screening, screen all of these children for the following markers:

1. For those who have not received prolonged effective mercury-specific chelation treat-
ments with DMPS or DMSA that are designed to lower level of tissue-bound mercury
and/or lead in the body, mercury and/or lead poisoning based on the LabCorp random-
sample urine porphyrin profile analysis “UPPA”,

Full panel hormones assessment in blood, with special focus on the androgen levels,
DHEA, DHEA-S, and the hormones that control their levels in unaffected children,
Transsulfuration metabolites in blood and bile levels,

Levels of glutathione, reduced glutathione, cysteine, homocysteine,

The strength assessment and mitochondrial function markers in blood, and

Methylation markers.

N

o0k w

As controls, the researchers should choose matched children with no evidence of
neurodevelopmental deficit or behavioral problems and perform the same work ups.

Next, the researchers should compare the findings from the group with an ASD diagnosis to
the diagnostic outcomes for the control group.

Then, those markers for each ASD diagnosis that are the most significantly elevated or
depressed in the test group over the levels in the matched controls not only identify those
markers as the key markers for each ASD but can also be used to appropriately screen all
Florida children for assessing their ASD risk.

Since the ASDs are conditions where the diagnosed child has significant deficits, the goal
should be to use the key markers developed to identify future children who may be at risk of
developing an ASD and appropriately intervene to stop that development or lessen its
impacts on the child’s development.

One advantage of these studies is that children newly diagnosed with a given ASD could be
dynamically added to the test cohort as they are identified and the appropriate differential
diagnostic workups used to confirm the causal factors for the ASD diagnosis assigned.

(13
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One interested party has described the study question as whether autism ever occurs in children
who have received no vaccines. Since autism was first described as a syndrome in the early 20th century,
before vaccines came into use, receipt of vaccines is not a necessary precursor to or cause of autism or autism
spectrum disorders.”

First, serums for diphtheria and tetanus were in use in the USA in the 1930s, and the vaccina
(cowpox) vaccine for smallpox had been in widespread use and the rabies vaccine had been
in use in humans since the late 18"/early 19" centuries.

Thus, contrary to the narrative in the report, vaccines obviously predate autistic disorder
(autism) or the other autism spectrum disorders in all but the surreal history created here by
those who fabricated it.

However, this reviewer concedes the reality that “receipt of vaccines is not a necessary precursor
to or cause of autism or autism spectrum disorders” although the evidence is, and medical
professionals have conceded, that the receipt of vaccines can be a sufficient causal factor for
a child to be diagnosed with autistic disorder or another autism spectrum disorder.

Moreover, looking into American history, autism was diagnosed after the start of the use of
organic mercury compounds as biocides (mainly alkylmercury fungicides) in agriculture in the
1930s through the 1970s — a use that abruptly ended when researchers recognized the
bioaccumulative toxicity of these compounds.

In addition, starting in the 1930s, organomercurials were used as antiseptics (mainly,
Thimerosal and Mercurochrome) until being banned from over-the-counter [O-T-C] antiseptic
drugs in 1998.

The FDA also banned the use of Thimerosal in vaginal O-T-C contraceptives in 1998.

The use of organomercury compounds (mainly Thimerosal and, to a much lesser extent,
phenyl mercury acetate) as preservatives in biological preparations, injected and infused
medicines (vaccines, plasma, immunoglobulin products, antisera [principally, snake and
spider antivenins], and other biopharmaceutical products) also began in the 1930s.

However, the use of Thimerosal in all but vaccines, and possibly some monoclonal antibody
products, was voluntarily discontinued by the manufacturers starting in the 1950s with
plasma, then proceeding to most immunoglobulin, antisera, and other drug products so that
most uses had been abandoned by the start of the 21 century.

Thus, by 2002, the principal remaining disclosed use of alkylmercury compounds in medicine
in the USA was the use of Thimerosal in vaccines.

Given:

+ The strong temporal and proximity connection between organic mercury compound
use starting in the 1930s and the definition of “autistic disorder” by Dr. Kanner in the
USA in the 1940s as well as

« The strong probable link between the use of Calomel (inorganic mercury; mercury (1)
chloride [Hg,Cl,]) and “Pink” disease, which disappeared a few years after all Calomel-
containing medicines were taken off the market in the 1940s in the USA but not until
1956 in Australia,

the link between the inadvertent or adverent exposure to alkyl (organic) mercury compounds
in the mid 1930s and the characterization of “autistic disorder” in the early 1940s seems to
clearly establish that “autistic disorder”, a cause-unknown disorder, and the other ASDs are
simply various manifestations of subacute mercury poisoning in a genetically diverse
population of developing children exposed to low but toxic and bioaccumulative doses of
Thimerosal from before birth onwards.
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If the reader wishes to pursue this line of reasoning, he or she should consider visiting the
Internet website: http://www.mercury-freedrugs.org and read the evidence presented there in
the many pertinent documents discussing this issue that are posted there by this reviewer in
the “Documents” webpage

Based on all the research papers that this reviewer has studied, the evidence is over-
whelming that vaccine-derived Thimerosal mercury poisoning has been and, to a somewhat
lesser extent, still is a major causal factor in most of the children who have an ASD diagnosis.

Moreover, the recent reduction in the average level of Thimerosal exposure from the removal
Thimerosal of, or the reduction in the level of Thimerosal in, some vaccines has been offset
by adding the mostly Thimerosal-preserved influenza vaccine to the vaccination
recommendations for pregnant women as well as for children 6-months of age to:

» 23 months of age in 2002,

» 36 months of age in 2003/4 with 2 doses the first time vaccinated,

» 59 months of age in 2005/6,

»  59months/107 months of age in 2007, and

> 18 years of age in 2008/9%.

“So perhaps the question can be reformulated as, ‘Is the rate of autism or autism spectrum disorders (ASDs)
significantly lower in children who have received no doses of any vaccine, than in children who have received one
or more doses of vaccine?’”

As those who are posing these questions know all too well, the questions asked need to be
much more specific and to be population-segment targeted if one seeks to find causal links.

However, when possible causal links have been established, attempting to answer questions
such as this is a waste of resources better spent in assessing the magnitude of the risk for
each possible causal factor identified using case-control studies to elucidate the probable
impact for each of the established causal factors.

“A closely related question would be, ‘Is the rate of autism or ASDs greater in children in proportion to the
number of doses of vaccines received?’ While this latter question would have to be refined in an actual study
design, the question would be whether children who have received 4 different injections have a higher rate than
those who have received 3 injections, which in turn is higher than in those who have received 2, 1, or 0 injections.

% Coincidentally, as the total maximum level of Thimerosal-derived mercury exposure from the non-influenza vaccines has
declined, the CDC has broadened the recommendations for the use of influenza in children.

The CDC has done this even though several studies have clearly established that the influenza vaccines are not effective
in protecting those vaccinated from contracting influenza and there is a proven dietary influenza preventative (“daily” intake
of (or sun-exposure to produce) 1,000 to 5,000 IU [25 to 125 micrograms] of vitamin D-3, a vitamin that has recently been
proven to have other significant health benefits).

Moreover, the CDC’s recommendations that pregnant women should be given a flu shot that can be Thimerosal-preserved
(and, when it is, exposes their developing fetus to a 25-microgram bolus of Thimerosal-derived mercury) is even more
troubling because: a) all inactivated influenza vaccines are Pregnancy Class C drugs having unknown fetal safety, b)
studies published in a 1977 book, Birth Defects and Drugs in Pregnancy, by Heinonen et al., clearly established that
pregnant women given Thimerosal-preserved flu shots were an associated factor in the increased levels of severe birth
defects (cleft palate, hydrocephaly, pyloric stenosis) seen in their offspring, and ¢) Thimerosal is a proven human teratogen
atlevels below 1 ppm (levels more than 100 times lower than the level of Thimerosal in a Thimerosal-preserved vaccine).

Based on the preceding realities, it seems clear to this reviewer that the CDC is adding Thimerosal to offset the drop in
mercury exposure so that the number of children diagnosed in the ASD spectrum will not decline precipitously.

Supporting this reality are the general observations by those who treat children with an ASD diagnosis that the severity in
each category, autistic disorder, PDD-NOS, and Asperger’s, is dropping and, in some states, a percentage shift from
autistic disorder to PDD-NOS and from PDD-NOS to Asperger’s is being observed.

Perhaps that explains the reason the CDC has refused to do any “autistic disorder only” or separate category surveys or to
update their 2002 surveys of 8-year-olds nominally born in 1994 in New Jersey, the state with the highest ASD rate, as
reported in 2007, to a 2007 survey of 6-year olds born in 2001 in New Jersey before, coincidentally, the New Jersey
mandate to vaccinate all children up to age 3 became effective.
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The measurement of vaccine exposure in such a study would also have to be refined to take account of the number
of different antigens contained in each vaccine dose received.”

Since independent researchers have already conducted these studies using both VAERS
and the VSD and found causal linkages between the cumulative dose of mercury and the risk
for various neurodevelopmental disorders including autistic disorder (autism), this reviewer
sees no need to more of such studies.

Perhaps more studies looking at the impact of measles doses on neurodevelopmental
disorders would be helpful since, for the current MMR vaccine, the measles component has
the most potential to cause neurodevelopmental damage to the central nervous system and,
for the current DTaP/Tdap vaccines, perhaps a similar doses study for the effect of the dose
of pertussis toxin might be informative.

“The material that follows is based on answering the original question, about ASD risk associated with no
vaccine versus any vaccine. Different questions may be of interest, for example comparisons of ASD risk in
relation to the age at first dose of vaccine, or number of doses of vaccine or number of antigens received by a
certain age, or the maximum number of antigens administered on any one visit. Addressing these would involve
similar study designs and sample size considerations as those described here, but the details would be different. In
particular, the needed level of detail about exact immunization histories needed for these alternative questions
may not be available in the statewide 2-year-old survey and thus the best option mentioned above may not be
feasible.”

Since valid UPPA testing in children with an ASD diagnosis have established that >75% of
those with an ASD diagnosis are mercury poisoned, it would seem better to set up a
screening program to perform a valid UPPA test on all Florida children who are 8 years of
age and younger and who have not been previously extensively chelated with DMSA or
DMPS to reduce their body burden of mercury and other heavy metals, and then do a
differential diagnostic work up designed to find all medical conditions on the children who the
UPPA test results indicating they have indications of heavy-metal toxicity (body burden) from
mercury, and/or lead, and/or arsenic.

13

In general, epidemiologic studies fall into three categories: cohort studies, case-control studies, and
cross-sectional studies. All are designed to see if there is an association, not due to chance, between particular
exposures and particular disease outcomes.

In cohort studies, people are enrolled based on whether they do or do not have a particular exposure or
characteristic of interest, and then are followed over time to determine whether they develop the outcomes of
interest. If there is an association between the exposure and the disease, there will be an increased rate of the
disease in those with the exposure compared to the rate in those not exposed. Subjects must be enrolled as
exposed or unexposed without any knowledge of their eventual outcome. Cohort studies can be prospective,
where subjects are enrolled now and followed into the future, or historical, where subjects are enrolled
retrospectively, often many years after the fact, and then followed until the present.”

Since the ASD epidemic seems to be at, or near, its peak, and there are many other
childhood medical conditions that may be vaccine related and are already at epidemic levels,
cohort studies would waste valuable time in which properly diagnosed children could be
treated before the harm from their medical condition becomes non-reversible.

Thus, cohort studies should have the least priority.

Moreover, retrospective epidemiological population database surveys should be limited to
those medical conditions where there is no established/conceded link between the medical
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from the pen of Paul G. King, PhD Analytical Chemist

condition and one or more vaccines/vaccine components (e.g., childhood asthma or
childhood idiopathic cardiomyopathy).

“In case-control studies, people are enrolled based on whether or not they have a particular disease, and are
then studied to determine whether they had certain exposures of interest in the past. If there is an association
between the exposure and the disease, the proportion of those with the disease who have the exposure will be
higher than the proportion among those without the disease. Subjects must be enrolled as cases or controls without
knowing whether they had the exposure of interest.”

While this reviewer supports the use of case-control studies and finds that, when the medical
condition is at epidemic levels as it is for autistic disorder, the other ASDs, and many other
childhood disorders that, in the 1960s, were unknown or virtually unknown, (e.g., childhood
type 2 diabetes), this is the preferred approach that should be used in all such studies.

“In cross-sectional studies, people are enrolled from a population without knowing whether they are exposed or not, and
without knowing whether they have the disease of interest or not. This approach is commonly used in a random sample
questionnaire survey of people from a population, for example the population of people who partook of a meal that was
followed by a gastroenteritis outbreak, or the population of a town with a suspected waterborne disease outbreak.

Cohort studies are particularly useful with reasonably common diseases, and can be used to study multiple outcomes.
They usually take a long time to complete, unless done as historical cohort studies. If the study is historical, the investigator
usually has much less control over how exposure was measured or assessed. Cohort studies are very inefficient for rare
diseases, because large numbers of subjects have to be enrolled to be reasonably sure an adequate number of cases will occur
for study. Case-control studies are particularly useful with rare diseases, but again retrospective exposure assessment can be
limiting. Case-control studies also require large sample sizes if the exposure is also rare.”

Since this reviewer has no problem with the statements being made here, he sees no need to
review them in depth.

“Baseline data for Florida

Data from the Florida DOH annual random sample of two-year-old immunization levels show that
quite consistently, from year to year, about 1% of Florida children aged 2 to 2.9 years old have
received no doses of vaccine. A federal telephone survey carried out nationally each year suggests that the
Florida percentage is much lower, with around 0.3% of children having no vaccine doses on board at age 2 to 2.9
years. That same federal study shows that children with no vaccines fall into three quite diverse groups: children
with low-education, low-income parents who do not have access to health care services; children with high-
education, high-income parents, who have access to health care services but do not #sssusize vaccinate their
children for religious or philosophical reasons; and children with medical contraindications to vaccination.

While we do not have exactly comparable data available at school entry, the percentage with no vaccines on
board cannot be lower for any birth cohort than it was at age 2 to 2.9 years old.

The expected prevalence of autism and ASD by age 8 years, using the methods of the CDC-sponsored autism
surveillance sites, is about 5 to 10 children per 1000, or 0.5 to 1%. If the percentage with no immunizations is 1%,
then for each one-year birth cohort of 220,000 live births, there would be about 2200 unimmunized children at age
2. The expected number of autistic children (that is, children with a diagnosis of an autism spectrum disorder) by
age 8 in that cohort of 2200 children would be 11 to 22. If we were to combine 5 one-year birth cohorts, the
expected number would be 55 to 110 autistic children by age 8. These children would amount to approximately
0.5 to 1.0% of all autistic children in Florida, if there was no protective effect of non-vaccination.

These calculations would have to be refined to account for children who move in or out of Florida between
birth and age 8 years. Also, by age 8 some of the children with no doses of vaccine at age 2 to 2.9 years will have
received one or more doses of vaccine, perhaps for attendance at daycare or school. For purposes of this proposed
study, the investigators would need to be clear about what they would consider to be a child not exposed to
vaccines: never exposed before autism diagnosis, or not exposed prior to a particular age.”
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This reviewer finds the information reported here to be plausible and helpful even if the true
rate for all ASD cases is closer 1.5 to 3 % of children than it is to 1% or less.

“Cohort study options

A straightforward cohort study would involve identifying all the totally unimmunized
unvaccinated children who had been born in Florida in a certain time period, verifying they
have received no doses of vaccine by age 2 or 3, and then determining if they have developed
autism by some specified age. A similar cohort of #mmunized vaccinated children would also be followed
up. This is not practical, as there is no central registry of children at this age who have not received any vaccines.

An alternative approach to a cohort study might be to gain access to a complete list of Florida-born autistic
children in Florida, such as might be the result of applying the methods of the current Miami-Dade county
prevalence study to the entire state. The entire population of live-born infants for a five-year study period could be
considered to be the cohort of interest. We would then ascertain the complete s#amunizatien vaccination history
of all these autistic children, and thus identify all those who have never received doses of any vaccine, only a few
doses, or a full complement of vaccines. The denominators for these two incidence rates would be the estimated
number of children who had zero and any doses of vaccine by age 3, from the annual Florida #ssaunizatien
vaccination survey.

We can then estimate incidence rates in the birth cohort, for those who have received no doses of vaccine by
age 3 and those who have received one or more doses of any vaccine by age 3.

One weakness of this approach is that we have two conflicting estimates for the percentage of Florida children
aged 2 to 2.9 years old, one from a Florida Department of Health survey and one from a national survey with
many Florida respondents. One would have to decide which of these to rely on. The fact that the immunization
vaccination histories of the autistic children would have been derived from a different methodology than either of
the surveys would also be a methodologic issue.

Another weakness is that there is currently no state-wide autism registry using the CDC/University of Miami
methods. If this study were to be done with just Miami-Dade County subjects in the CDC-funded University of
Miami prevalence study, it would have only about 15% as large a sample size as a statewide study. This reduction
in sample size would result in about a tenfold reduction in statistical power to detect a two-fold difference in
incidence between the two groups.

It is important to do a study of this type in a setting where the probability of inclusion in the study is the same
for all persons with the same condition (ASD here). Including data from the health and special education
information systems of many different school systems is not advisable, without the kind of quality control that is
included in the CDC-sponsored prevalence study area projects.

Study size would likely be further reduced by exclusion from the numerator and denominator of the rates of
some or all of the children who had medical contraindications to some or all vaccines. Such children might be at
increased risk of developing ASDs or other neurodevelopmental conditions, and thus would not be a good
population to include in the proposed study.

Any study of this type would need to account for numerous potential confounders of the relationship between
vaccine receipt and ASDs, since healthy children who receive no vaccines are different in many ways from those
who do receive vaccines. One way to recruit children who have received no doses of any vaccine would be from
religious communities who object to #smunizatien vaccination. In some states, such communities are highly
visible and localized and it would be relatively easy to recruit families systematically from such communities. In
Florida, however, families with such beliefs can be found in all parts of the state in relatively

small numbers. The impression of county health department staffis that the parental decision to request a religious
exemption at school entry is highly individual, even among families who belong to religious communities that
have objections to #mmunizatiens vaccinations.
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At school entry, approximately 0.6% of children entering kindergarten (in 2007, this was 1,362 children) are
enrolled with religious exemptions, as well as 0.4% of children in seventh grade (925 children). DOH does not
know the identities of these children. Children attending school on religious exemptions may have received some
doses of vaccine. It would probably be worth determining how many children could be recruited for an
epidemiologic study in Florida through religious congregations and religiously-oriented schools, and how many of
those would be totally ssisssaunized unvaccinated. If the number is sufficient, such children could serve as the
basis for a cohort study.”

Given the reality that cohort studies take time, it is or should be obvious that, when diseases
are at epidemic levels: a) the cohort-study approach should not be pursued and b) discussing
it in detail, in this section, detracts from this report’s real-world relevance.

“Case-control study options

In a case-control study, we would select a group of autistic children (cases), and a group of non-
autistic children (controls) of the same age, and determine their immunization histories. A project of
this type could be done by sampling the case subjects from the records of one or more large autism treatment
centers or school systems, and selecting control subjects at random from the same communities from which the
cases came.

Sample size issues are also important here, however. It would take approximately 7,000 subjects (2,000 cases
and 5,000 controls) to have an 88% certainty of being able to detect an odds ratio of 2.0 (that is, the odds of
disease are twice as high in the exposed as in the non-exposed), for the association between “any vaccine receipt”
and ASD. In Florida, in each one-year birth cohort about 1,100 to 2,200 autism cases are expected. If five one-
year birth cohorts are included in the study, about 5,500 to 11,000 children would be available for study, so from
10 to 40% of all autistic children in the state would have to be included as cases in the study.”

While this reviewer finds the narrative provided initially useful, when it begins to discuss
sample size considerations, the discussion veers from reality into the surreal because the
small (<100 cases) case-control studies on children with ASDs and their matched controls
that have been published have, for the factors assessed, found that the magnitudes of the
effects identified have been anything but small so far.

In addition, since the state public health officials have access to most of Florida’s children
and each vaccine’s disorder-causing effects extend beyond ASDs in specific and
neurodevelopmental disorders in general to encompass many other identified chronic
childhood medical conditions where the apparent odds ratios exceed 5.0, it would seem that
the Florida DoH should start these studies as soon as possible.

Moreover, given its access and reach, the Florida DoH should be able to complete the
requisite studies in less than 18 months — since independent researchers, with much less
access and reach, have been able to complete their definitive case-control studies in less
than a year.

Hopefully, after reading the existing peer-reviewed case-control studies published in 2006,
2007 and 2008, the authors of this section of the report will appropriately revise this section.

“Cross-sectional study options

In a cross-sectional design, we would enroll children in the study in some region of the state, for
example at school entry, without knowing either their immunizatien vaccination or their autism
diagnosis status. The assumption here is that all children who reach school-entry age are registered for school,
even if they are moderately or profoundly disabled. The biggest challenge of a study of this type would be
assuring uniform diagnostic criteria for ASDs across multiple schools and school districts.
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School personnel already ascertain #assusizatier vaccination status at the moment of school entry, which in
principle should allow identification of children with no doses of any vaccine. This may or not be recorded
unambiguously for children seeking enrollment under medical or religious exemptions; this would have to be
explored further. Also, if the desire is to identify children who had received no doses by a particular cut-off age
like 2 or 3 years, then full #ssunizatien vaccination histories would have to be obtained for all children, to find
those who had received at least some vaccines between age 3 and school entry but none before.

Sample size considerations would argue strongly against this study design. Unless a very large fraction of the
state or the whole state was included in the project, the number of subjects enrolled for the study who turned out
to be autistic would be too small to allow for adequate study power to detect a small increase in risk.”

This reviewer agrees with the report’s findings that the Florida DoH should not attempt to use
a cross-sectional design to attempt to assess the causal links between each vaccine in the
Florida vaccination program and ASDs because of:

« The large population size required,

« The complexity in establishing the true level of exposure for some vaccine components
that, for nominally the same vaccine, have had multiple formulation changes, with
overlapping distribution, in the period from 1999 through 2008, and

% The need to include CDC-recommended vaccines that some Florida children received
and are receiving even though they are not “recommended”.

14

What is the risk of waiting until 24 to 30 months to introduce
mmunizatiens vaccinations?

In general, infants are our most vulnerable population to infectious diseases. Their ability to fight off
potential deadly diseases has not fully developed in comparison to older children and adults. Any delay in
providing this necessary prevention increases the risk of their contracting these life-threatening diseases and
developing severe complications or death.”

Here, this reviewer finds that the narrative is much too simplistic.

Case 1: The Nursing Naturally Immune Mother®’

If the child is carried by and, after delivery, nursed by a mother who, by having been exposed
and developed “natural” immunity to the diseases to which her child may be exposed,
supplies full antibody protection to her child through her breast milk, that child may be “fully”
protected from these diseases while the child’'s immune system develops until his or her
immune system can handle exposure to these diseases without being significantly harmed by
these diseases.

Thus, for these mothers, delaying any consideration of vaccination while nursing and/or
feeding her child her expressed milk may not increase “the risk of their contracting these life-
threatening diseases and developing severe complications or death”.

Moreover, since the natural period of nursing extends to from two to four years, a mother who
nurses and/or feeds the child her expressed milk until she starts to dry up may be easily able

37 Though the custom has fallen into disfavor in the USA, those who, for medical reasons, cannot nurse their baby may want
to consider reviving this practice and/or using human milk supplied by LaLeche League mothers to feed their baby and,
thereby, provide most of the protections that she herself would otherwise have provided.
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to wait until her child is 24 to 30 months of age to begin vaccination with those vaccines she
thinks are appropriate.

Given the first live-virus vaccines are recommended for 12-15 months of age, it would
probably be best that lactating mothers nurse for at least 12 months if at all possible.

If vaccination is planned for her children, a lactating mother who plans to nurse longer than
12 months may want to consider starting the planned vaccinations at least 6 months prior to
the intended end of nursing.

Case 2: The Nursing Mother with Both Natural and Vaccine-acquired Immunities or
Only Vaccine-acquired Immunities

For the diseases for which she has natural immunity and/or the ones for which vaccination
confers long-term protection, the reality is that it may be safe for these mothers to delay
vaccination for these diseases until she stops nursing.

For those disease for which the vaccines do not confer long-term immunity and having the
communicable disease does, then, these parents should not be too worried about having her
child contract these diseases while breastfeeding.

However, even while nursing, if she plans to vaccinate her children, she may want to
consider starting some of the vaccinations for them before she stops nursing.

Case 3: Children Who Are Neither Nursed Nor Fed Human Milk

These are the children for whom there is a significant early disease risk that only increases if
vaccination is significantly delayed.

However, as a recent study on the effect of delaying the start of the DTaP vaccine series by
“2 months” showed, short delays can significantly reduce the risk of adverse vaccine effects
associated with the development of chronic medical conditions.

Given the trade-offs inherent in these decisions, the parents or guardians of children who are
not breastfed face difficult choices for which there are no guaranteed right answers.

However, these parents or guardians may be able to use the background case rates in the
USA for children under 1 and children 1 to 4 as an aide in making these decisions.

In addition, for these children, the risks for disease increase if they are placed in a childcare
environment and, in these cases, significantly delaying vaccination may significantly increase
their risk of infection before their immune systems may be able to provide an effective
defense against the disease they have contracted.

Hopefully, these broad generalizations will help the reader to frame their risks in terms of how
at one with nature their feeding and care choices are as well as how much exposure risk that
the parents, caregivers, and the children may have.

e “Many of the diseases vaccines protect against are very dangerous to infants. Newborns, babies, and toddlers
can all be exposed to diseases from parents, other adults, brothers and sisters, at child care, on a plane, or even
at the grocery store. International travel is easier than ever—an infant can be exposed to diseases from other
countries without a parent knowing.

e Infants and children stand to benefit the most from vaccines, as they are the most vulnerable to disease and
the least likely to have been previously exposed to infection and acquired natural immunity.

e Waiting until a child is 24 to 30 months of age to be immunized exposes the young infant to serious and
possibly deadly diseases that can be prevented.”

Here, this reviewer finds that the three preceding bullets present the biased views of those
who neither recognize nor appreciate all of the advantages/protections that extended
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breastfeeding provides to the developing infant nor even see the problems presented by
replacing breastfeeding with formula feeding.

e “Many people think that they don’t have to vaccinate their children because the risk of vaccine-preventable
diseases is so low. However, lapsing immunization rates are the reason why epidemics begin—both in this
country and abroad. It has happened in our time, and can happen again if children fail to be vaccinated.

—Between 1989 and 1991, lapsing rates of MMR vaccinations among preschoolers in the US led to a sharp
jump in the number of measles cases. 55,000 people became sick and 120 died.”

Here, this reviewer finds that the writers of this report are again attempting to rewrite history.

As the excerpt from the Morbidity and Mortality Weekly Report 1993 May 21; 42(19):
378-381 stated:

“Possible explanations for the end of the measles resurgence include a decrease in susceptible populations following
widespread transmission of the virus; improved vaccination coverage in the susceptible population; an overall decrease in
the occurrence of measles in the Western Hemisphere (5); and the periodic cyclicity in measles transmission that has
been noted since the prevaccine era”,

there was no lapses in “rates of MMR vaccinations among preschoolers in the US” between 1989
and 1991, though improved coverage and the subsequent introduction of a second dose of
the MMR vaccine did finally reduce the “baseline” measles rates to the current < 60 cases
per year background measles rate.

“—From January 1 through April 25, 2008, CDC received a total of 64 reports of confirmed measles cases in
nine states—the highest number for the same time period since 2001.

—Of'the 64 people infected by the measles virus, only 1 had documentation of prior vaccination. Among the
other 63 case patients were 14 infants who were too young to be vaccinated.

—Many of the cases among US children occurred in children whose parents claimed exemption from
vaccination due to religious or personal beliefs, or in children too young to be vaccinated. Disease
transmission occurred in a variety of community and healthcare settings, including homes, childcare centers,
schools, hospitals, emergency rooms, and doctors’ offices.”

What this narrative fails to note is that others may have been vaccinated but lacked
“documentation of prior vaccination” or that these cases and the others that have raised the
total to 130+ cases:

» Occurred in multiple disjoint locales,

» Were caused by exposure to imported cases of measles from outside of the USA in
almost all of the reported instances of measles “outbreaks”,

» Contrary to CDC definitions, which require at least 3 cases for the cases to be
considered an outbreak, included instances where 2 cases occurred in a given locale
were called an outbreak, and

» Occurred against a background average of 50+ cases annually, where, based on recent
history from 1989 through 2007, an isolated cases level of 250+ cases in a given 12
months would be needed before any alarm should be considered and 1,000+ cases
would be needed before there might be a genuine concern.

Based on the preceding realities, it is clear that the report’s narrative here is a not-so-subtle
form of fear mongering.

e “For almost all of the diseases that are vaccine-preventable, incidence and mortality rates were very high in
infants and toddlers before vaccines were introduced. The major exceptions would be hepatitis A and B, and
even there, transmission from mother to unborn baby was an important route of transmission. Even polio,
which we sometimes think of as a disease of school-age children because of the epidemics in that age group in
the early 1950s, was originally named “infantile paralysis.”
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Ignoring the fear mongering, this reviewer is pleased to find that hepatitis A and hepatitis B
are recognized as exceptions to the “very high” incidence and mortality rates in “infants and
toddlers before vaccines were introduced”, although this reviewer is disappointed that chickenpox
was not also mentioned.

However, this reviewer is disappointed that the reasons for the low incidence and mortality
rates for hepatitis A and hepatitis B in children were not stated.

Instead, the report focuses on the “route of transmission”, which, per se, has little to do with the
incidence and mortality rates for these diseases, when the principle source of the
transmission to the children is mothers who, as a group, have very low levels of fransmissible
disease.

Overall, this reviewer finds that the report would be improved if this passage were simply
deleted.

e “During 1997-2000, out of 28,187 reported cases of pertussis (whooping cough), one quarter were in children
under age 6 months. Almost 81% of the hospitalizations, 57% of the pneumonias, 58% of the
encephalopathies, and over 93% of the deaths were in children under 6 months old. (CDC. Pertussis—United
States, 1997-2000. MMWR 2002; 51: 73-76).”

First, given the current vaccination program for the DTaP/Tdap vaccines, most all of the
pertussis cases in children under 6 months would probably have occurred even if the
vaccination rate were almost 100%.

Moreover, to the extent that the current DTaP vaccines are designed to only protect all of
those vaccinated from the adverse effects of the pertussis toxins but does not effectively
protect those vaccinated from being carriers for the pertussis bacteria, most all of those with
severe adverse effects will disproportionately fall on those who contract pertussis but are too
young to be protected from the pertussis toxins by vaccination.

e “Most children are protected from measles by antibodies passively transferred from their mother until they are
about a year old. Incidence of the infection then rises rapidly after the first birthday. This is why measles
vaccine is recommended to be given at the first birthday, and even earlier during outbreaks. Waiting until
children are 2 years old to give measles vaccine would allow development of a very large pool of #a=
samanized unvaccinated and unprotected children aged 12 to 24 months—about 200,000 at any one time in
Florida alone—who could easily maintain an extensive measles epidemic. Among 67,032 measles cases
occurring in the United States in 1987-2000, 43% were under 5 years old. Among these children, 41.4 % had
one or more complications, 26% were hospitalized, and 0.3% died (97 children). Complication rates were
much lower in people aged 5 to 9 years (18.1%), and 10 to 19 years (12.8%), and then were higher in adults
aged 20 to 29 (29%) and aged 30 and over (34.1%).”

Accepting that the preceding are the realities for measles in a population that does not
breastfeed its children for extended periods of time, simply encouraging Florida mothers to
breast feed their children for at least 2 years (by providing the appropriate support and, for
those who cannot nurse for medical reasons, wet nurses) rather than the current “6 months”:
» Would:
e Reduce the risk that children younger than 2 years of age would contract measles
or other common contagious disease and
e Improve the overall health of Florida’s babies as well as the mental health of
Florida’s nursing mothers, and
» Could reduce the risk for vaccine-related childhood chronic diseases in those whose
parents decided to appropriately postpone the start of the “Florida required” vaccina-
tions.
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Perhaps the outcomes from having an extended-breastfeeding program might encourage the
reintroduction of other natural childrearing practices that produce happier and more healthy
babies, and happier mothers with stronger maternal protective bonds to their children.

e “Inthe 1920s, more than 125,000 diphtheria cases, with 10,000 deaths, were reported annually in the US, with

the highest fatality rates among the very young and the elderly.” (Nelson Textbook of Pediatrics, 18th Edition,

Saunders, 2007, page 1153).”

Since, in the early 21% century, the current sanitation/hygiene/diet/antibiotic/vaccination-
driven reality is “0” cases of diphtheria, this reviewer sees little reason to include this isolated
bullet point — especially, because the data for this bacterial disease seems to indicate that,
unlike pertussis and tetanus, the risk of being exposed to diphtheria and contracting
diphtheria is nearly “0”, and, with the advent of antibiotics, there are now effective antibiotics
that can be used to effectively treat an isolated case should one be identified unlike in the
1920s example tossed in here.

e “The following chart reflects the decline in the disease rate of measles, mumps and rubella in Florida with the

date of vaccine licensure.

Florida Reported Cases of Measles, Mumps, and Rubella in S year Averages

Measles Vaccine

7000 Licensure (1963) Measles
Mumps
6000 Mumps Vaccine Rubella
Licensure (1967)
5000 1971 - Measles and
Rubella Vaccine Rubella Required
4000 Licensure (1969) for School entry
3000 [MMR Vaccine 1977 - Measles,
Licensure (1971)] [Second dose Mumps and
2000 of MMR vaccine Rubella Required
added (1989)] for School entry

1000

1941-1945 1946-1950 1951-1955 1956-1960 1961-1965 1966-1970 1971-1975 1976-1980 1981-1985 1986-1990 1991-1995 1996-2000 2001-2005”

While this chart is informative, it is also misleading because it does not indicate the date for
the MMR vaccine was licensed (1971) nor the date (1989) at which, to control measles in a
highly vaccinated population, the CDC added a recommendation for administering a second
dose of the now MMR |l vaccine to children attending grades K-12 as well as to those in
coIIege (http:/www.cdc.gov/mmwr/preview/mmwrhtml/mm5522a4.htm).

This addition was made in recognition of the failure in a highly vaccinated (>95%) populations
of the single-dose of MMR to provide adequate protection from contracting measles and
mumps for those who were only given a single inoculation with the MMR |l vaccine.

Furthermore, in apparent recognition of the failure of the MMR vaccine to provide long-term
immunity even with two (2) doses of MMR vaccine in some, the CDC now (as of 2006)
recommends:

» The titers for measles be checked when a women completes or terminates a pregnancy
and

» When the titers are low or absent, the woman should be given an MMR shot before
being discharged — even though a measles-only vaccine would be more appropriate if
the only low titers were those for measles.
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If measles antibody titers are important, then, it would be better if a women had her titers
checked before trying to conceive and, if they are low, be offered a measles-only vaccine to
boost titers before attempting to conceive.

e “While the risk of infants and children coming into contact with vaccine-preventable diseases is lower since
the advent of #amunizatiens vaccinations, the best way to keep that risk down is to keep those vaccinations
up. Any decline in #ssmenizatien vaccinations—either on a community, national or even an individual
basis—can open up a window on vaccine-preventable diseases that #msunizations vaccinations have done
such a great job keeping closed.”

This reviewer can only support this position for those vaccine that are safe and truly
cost-effective even when the costs of caring for those injured by that vaccine are fully
reflected in that vaccine’s costs.

e “Before the Haemophilus influenzae type b (Hib) vaccine was introduced, mortality rates from meningitis due to that
organism in the early 1980s were 5 times as high in children under one year of age as in children one to four years old.
(Schoendorf KC, Kiely JL, Adams WG, Wenger JD, “National trends in Haemophilus influenza meningitis mortality and
hospitalization among children,” 1980 through 1991).”

This reviewer again finds the narrative here does not address the reality that the Hib vaccines
have been a failure in preventing Hi cases and Hi deaths in young children — even though
these vaccines did reduce the annual cases of Hib.

Factually, the Hib vaccines: a) are clearly not cost-effective; b) may be a causal factor in the
increases in Hi cases; and c¢) have caused adverse changes in the strains of bacteria and the
nature of the bacteria occupying the Hib niche.

Thus, as this reviewer has previously pointed out in detail, Hib vaccines are poster children
for vaccines that do not protect the physical and financial health of American children but are
significant financial contributors to their manufacturers’ and healthcare providers’ bottom
lines.

e “The problem is even a low risk of contact with vaccine-preventable diseases places unvaccinated infants and
children at-risk. The only disease that has been completely wiped out in the world is smallpox (which is why
smallpox is the only vaccine that is no longer needed). The rest of the diseases that children are issunized
vaccinated against still make occasional appearances and may pose a risk to anyone who isn’t fully
vaccinated.”

This reviewer agrees with the report’s view that low-risk of exposure is still a risk.

e “Experts frequently say that the diseases that are uncommon in the U.S. are only a plane ride away. That’s because
outbreaks in this country often begin when an unvaccinated person travels to a country where vaccination isn’t routine,
and where diseases like polio, diphtheria, or measles still occur. The traveler then picks up the disease, and brings it
home—a dangerous souvenir that can then be passed around to anyone who isn’t vaccinated or hasn’t yet been fully
vaccinated (including those who are at greater risk, such as infants and pregnant women). Foreign visitors can also bring
diseases into the country.”

Given the stated realities stated here and the availability today of rapid screening tests for
incipient infection, why is it that the CDC still refuses to implement a visual check of all
passengers arriving at American ports, borders, and airports for disease onset symptoms,
and, for those showing any disease symptoms, quarantining them until the screening tests
find that they are not contagious?

o “Why #msaunize Vaccinate infants? Today’s low risks could potentially grow into high risks. If enough parents stop

smmsuaiziae Vaccinating their children, diseases that have been under control for years can actually make comebacks,
causing epidemics.”
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This reviewer can only warn those who are promoting vaccination that their continued
misrepresentation of the facts about diseases and the vaccines that purport to safely and
effective, but are not, continues to erode the public’s trust in their written statements and the
vaccination programs they are promoting.

Thus, this reviewer must again recommend that the writers of this section of the report cease
and desist from such fear mongering, clean up your act, and only present factually accurate
and complete information that is pertinent to today’s world — not to the world of the 1920s.

14

The following Florida Statutes and Administrative Codes assure
provision of immunizations for eligible children and details
immunization requirements for childcare and school.

Medicaid and Insurance Benefits for Eligible Children

Section 409.815, F.S., lists Medicaid benefits and also lists benchmark benefits (KidCare) which include preventive health
services including services recommended in the “Guidelines for Health Supervision of Children and Youth” as developed by
the American Academy of Pediatrics and immunizations and injections.

Medicaid policy for the Child Health Check-up (EPSDT is a mandatory Medicaid service) lists the periodicity of visits
and addresses the content of care, including routine immunizations. In addition under OBRA 89, states must provide all
medically necessary services identified during and EPSDT screen (known as child health check up in Florida) without regard
to whether those services are included in the state’s Medicaid state plan.

Section 627.6579, F.S., addresses requirements for commercial insurance regarding child health supervision and also
includes routine immunizations.

Mandated School Immunizations

The following is a summary of required school immunizations, which are detailed in the “Immunization Guidelines— Florida
Schools, Child Care Facilities and Family Day Care Homes,” which are referenced in Rule 64D-3.046, Florida
Administrative Code.

Requirements: Prior to entry, attendance or transfer to preschools, schools (K-12), licensed childcare facilities, and
family daycare homes, each child shall have on file a Florida Certification of Immunization, DH 680, documenting the
following:

PUBLIC/NON-PUBLIC SCHOOLS K-12 (CHILDREN ENTERING, ATTENDING, OR TRANSFERRING TO
FLORIDA SCHOOLS): Four or five doses of diphtheria, tetanus, and pertussis vaccine; three or four doses of polio
vaccine; two doses of measles, mumps, and rubella vaccine; two or three doses of hepatitis B vaccine; one dose of varicella
vaccine (kindergarten effective school year 2001/2002, then each year an additional grade); two doses of varicella vaccine
(kindergarten effective school year 2008/2009, then each year an additional grade

PUBLIC/NON-PUBLIC SCHOOLS SEVENTH GRADE: one dose tetanus diphtheria (TD) vaccine; Effective with the
2009/2010 school year, one dose of tetanus-diphtheria-pertussis vaccine (Tdap)

PUBLIC/NON-PUBLIC PRE-K (AGE-APPROPRIATE DOSES AS INDICATED): diphtheria, tetanus, and pertussis
vaccine; polio vaccine; measles, mumps and rubella vaccine; hepatitis B vaccine; varicella vaccine (effective school year
2001/2002); Haemophilus influenzae type b (Hib) vaccine

LICENSED CHILDCARE FACILITIES AND FAMILY DAYCARE HOMES: Children entering or attending licensed
childcare facilities and family daycare homes shall have received as many of the following age-appropriate immunizations as
are medically indicated in accordance with the current Recommended Childhood Immunization Schedule: diphtheria, tetanus,
and pertussis vaccine; polio vaccine; measles, mumps and rubella vaccine; varicella vaccine; Haemophilus influenzae type b
(Hib) vaccine; Pneumococcal Conjugate vaccine
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FACILITIES FOR THE CARE OF MILDLY-ILL CHILDREN: sections 402.305 & 402.313, Florida Statutes, and Rules
65C-22.006 and 65C-25.002 and 25.008, Florida Administrative Code”

“2008 Bibliography: The Potential Association between Vaccines

and Autism, by Eartha S. Butler Florida Agricultural and Mechanical
University, College of Pharmacy and Pharmaceutical Sciences, Institute of
Public Health Intern

1.

10.
11.

12.

13.

14.

15.

16.

17.

18.

Akshoomoff, N., Pierce, K., & Courchesne, E. (2002). The neurobiological basis of autism from a developmental
perspective. Development and Psychopathology, 14, 613-634.

American Academy of Pediatrics. Facts for parents about autism and vaccine safety from the American Academy of
Pediatrics 2008. 1-3.

American Academy of Pediatrics. Study fails to show a connection between thimerosal and autism. American Academy
of Pediatrics, 2003. p. 6

Andrews, N., Miller, E., Grant, A., Stowe, J., Osborne, V. & Taylor, B. (2004). Thimerosal exposure in infants and
developmental disorder: a retrospective cohort study in the United Kingdom does not support a causal association.
Journal of the American Academy of Pediatrics, 114, 584-591.

Baker, J. (2008). Mercury, Vaccines, and Autism. American Journal of Public Health, 98(2), 244-252.

Ball, L., Ball, R. & Pratt, D. D. (2002). An Assessment of Thimerosal Use in childhood vaccines. Journal of the
American Academy of Pediatrics, 107(5), 1147-1153.

Barbarsi, W. J., Katusic, S. K. & Voigt, R. G. (2006). Autism. Archive of Pediatric Adolescent Medicine, 160, 1167—
1175.

Bower, H. (1999). New research demolishes link between MMR vaccine and autism. British Medical Journal, 318, 1643.

CNN TV. "Vaccine case draws new attention to autism debate." World Autism Day. April 2, 2008. 2 p. Retrieved June
25,2008, from http//:www.cnn.com.

Coleman, E. (2003). Ethylmercury in vaccines. Journal of the American Academy of Pediatrics, 111, 922-923.

Colgrove, J. & Bayer, R. (2005). Could it happen here? Vaccine risk controversies and the specter of derailment. Health
Affairs, 24(3), 729-739.

DeStefano, F. & Thompson, W. W. (2004). MMR vaccine and autism: an update of the scientific evidence. Expert
Review of Vaccines, 3(1), 19-22.

DeStefano, F., Bhasin, T. K., Thompson, W. W., Yeargin-Allsopp, M. & Boyle, C. (2004). Age at first measles-mumps-
rubella vaccination in children with autism and school-matched control subjects: A population-based study in
Metropolitan Atlanta. Journal of the American Academy of Pediatrics, 113(2), 259-266.

D’Souza, Y., Fombonne, E. & Ward, B. J. (2006). No evidence of persisting measles virus in peripheral blood
mononuclear cells from children with autism spectrum disorder. Pediatrics, 118(4), 1664—1675.

Fitzpatrick, M. (2004). MMR: Risk, choice, chance. British Medical Bulletin, 69, 143—153.

Folb, P., Bernatowska, E., Chen, R., Clemens, J., Dodoo, A. N., Ellenberg, S. S., et al. (2004). A global perspective on
vaccine safety and public health: The global advisory committee on vaccine safety. American Journal of Public Health,
94(11), 1926-1931.

Fombonne, E. & Chakrabarti, S. (2001). No evidence for a new variant of measles-mumps-rubella-induced autism.
Journal of the American Academy of Pediatrics, 108(4), 1-8.

Fombonne, E. (2008). Thimerosal disappears but autism remains. Archives of General Psychiatry, 65(1), 15-16.

R-108



19.

20.

21.
22.

23.

24,

25.

26.
27.

28.

29.

30.

31.

32.

33.

34.

35.

36.

37.

38.

39.

40.

41.

42.

43.

44.

from the pen of Paul G. King, PhD Analytical Chemist

Fortin, J. Despite medical advances, kids’ shots still important. 2008. Retrieved June 25, 2008, from
http://www.cnn.com.

Geier, M. R. & Geier, D. (2003). Neurodevelopment disorders after thimerosal-containing vaccines: A brief communi-
cation. Experimental Biology Medicine, 228, 660—664.

Gottlieb, S. (2004). Study finds no connection between MMR vaccine and autism. British Medical Journal, 328, 421.
Halsey, N. A., Hyman, S. L. & Conference Writing Panel. (2001). Measles-Mumps-Rubella vaccine and autistic
spectrum disorder: Report from the new. Journal of the American Academy of Pediatrics, 107(5), 1-23.

Harmon, A. (2004). How about not ’curing’ us, some autistics are pleading. The New York Times, pp. 1-4.

Heron, J. & Golding, J. (2004). Thimerosal exposure in infants and developmental disorders: A prospective cohort study
in the United Kingdom does not support a casual association. Journal of the American Academy of Pediatrics, 114, 577—
583.

Hviid, A., Stellfeld, M., Wohlfahrt, J. & Melbye, M. (2003). Association between thimerosal-containing vaccine and
autism. Journal of the American Medical Association, 290(13), 1763—-1766.

Immunization Action Coalition & Offit, P. A. Vaccines and Autism 2006. 1-3.

Jick, H. & Kaye, J. A. (2004). Autism and DPT Vaccination in the United Kingdom. The New England Journal of
Medicine, 350(26), 2722-2723.

Withdrawal of Rotavirus vaccine recommendation. Journal of American Medical Association. (1999). 282(22),2114—
2115.

Kaye, J. A., del Mar Melero-Montes, M. & Jick, H. (2001). Mumps, measles, and rubella vaccine and the incidence of
autism recorded by general practitioners: A time trend analysis. British Medical Journal, 322, 460—463.

Kimmel, S. R. (2002). Vaccine adverse events: Separating myth from reality. American Family Physician, 66(11),2113—
2120.

Kirby, D. (2008, February 28). The vaccine-autism court document every American should read. The Huffington Post,
pp- 1-5. Retrieved June 25, 2008, from http://www.huffingtonpost.com.

Kirby, D. (2008, March 22). Obama climbs on the vaccine research band wagon. The Huffington Post, pp. 1-3.
Retrieved June 25, 2008, from http//:www.huffingtonpost.com.

Landa, R. J., Holman, K. C. & Garrett-Mayer, E. (2007). Social and communication development in toddlers with early
and later diagnosis of autism spectrum disorders. Archives of General Psychiatry, 64(7), 853-864.

Larsson, H. J., Eaton, W. W., Madsen, K. M., Vestergaard, M., Olesen, A. V., Agerbo, E., et al. (2005). Risk factors for
Autism: Perinatal factors, parental psychiatric history, and socioeconomic status. American Journal of Epidemiology,
161(10), 916-925.

LeBaron, C. W., Bi, D., Sullivan, B., Beck, C. & Gargiullo, P. (2006). Evaluation of potentially common adverse events
associated with the first and second dose of measles-mumps-rubella vaccine. Journal of the American Academy of
Pediatrics, 118(4), 1422-1430.

Maclntyre, C. R. & Maclntyre, P. B. (2001). MMR, autism and inflammatory bowel disease: Responding to patient
concerns using an evidence-based framework. Medical Journal of Australia, 175, 127-128.

Madsen, K. M., Hviid, A., Vestergaard, M., Schemed, D., Wohlfahrt, J., Those, P., et al. (2002). A population-based
study of measles, mumps, rubella vaccination and autism. The New England Journal of Medicine, 347(19), 1477-1482.
Madsen, K. M., Lauritsen, M. B., Pederson, C. B., Thorsen, P., Plesner, A., Anderson, P. H., et al. (2003). Thimerosal
and the occurrence of autism: Negative ecological evidence from Danish population-based date. Journal of the American
Academy of Pediatrics, 112(3), 604—606.

Manjoo, F. McCain, Obama, Clinton push dangerous vaccine-autism myth. May 5, 2008. Retrieved June 25, 2008, from
http://www.salon.com.

Martin, D. S. Vaccine-autism question divided parents, scientist. 2 p. Retrieved June 24, 2008, from
http://www.cnn.com.

Meadows, M. (2004). IOM Report: No link between vaccines and autism. Food and Drug Administration Consumer
Magazine, pp. 1-3.

Mutter, J., Naumann, J., Schneider, R., Walach, H. & Haley, B. (2005). Mercury and autism: Accelerating evidence?
Neuroendocrinology Letters, 26(5), 439—446.

Nelson, K. B. & Bauman, M. L. (2003). Thimerosal and autism? Journal of the American Academy of Pediatrics, 111,
674-679.

Newschaffer, C. J., Fallin, D. & Lee, N. L. (2002). Heritable and nonheritable risk factors for autism spectrum disorders.
Epidemiologic Reviews, 24(2), 137-153.

R-109



45.

46.
47,

48.

49.

50.

51.

52.

53.

54.

55.

56.

57.
58.

59.

60.

61.

62.

63.

64.

65.

66.

from the pen of Paul G. King, PhD Analytical Chemist

Palmer, R. F., Blanchard, S., Jean, C. R. & Mandell, D. S. (2005). School district resources and identification of children
with autistic disorder. Research and Practice, 95(1), 125-130.

Parker-Pope, T. “Will a 9-year-old change the vaccine debate?”” The New York Times. 2008.

Parmet, W. E., Goodman, R. A. & Farber, A. (2005). Individual Rights versus the public’s health—100 years after
Jacobson v. Massachusetts. New England Journal of Medicine, 352(7), 652—654.

Pichichero, M. E., Gentile, A., Giglio, N., Umido, V., Clarkson, T. & Cernichiari, E. (2008). Mercury levels in newborns
and infants after receipt of thimerosal-containing vaccines. Journal of the American Academy of Pediatrics, 121, e208—
e214.

Rimland, B. (2004). Association between thimerosal-containing vaccine and autism. Journal of American Medical
Association, 29(12), 180.

Schechter, R. & Grether, J. K. (2008). Continuing increases in autism reported to California’s developmental services
system. Archive of General Psychiatry, 65(1), 19-24.

Schuchat, A. & Trevathan, E. Commentary: A view from the CDC on autism. 2 p. Retrieved June 25, 2008, from
http://www.cnn.com.

Shattuck, P. T. (2006). The contribution of diagnostic substitution to the growing administrative prevalence of autism in
US special education. Journal of the American Academy of Pediatrics, 117, 1028-1037.

Smeeth, L., Cook, C., Fombonne, E., Heavey, L., Rodrigues, L. C., Smith, P. G., et al. (2004). MMR vaccination and
pervasive developmental disorders: A case-control study. The Lancet, 364, 963—969.

Smith, M. J., Ellenberg, S.S., Bell, L.M., & Rubin, D.M. (2007). Media coverage of the measles-mumps-rubella vaccine
and autism controversy and its relationship to MMR immunization rates in the United States. Pediatrics, 1098—4275,
836-843.

Stern, A. M., & Markel, H. (2005). The history of vaccines and immunization: Familiar patterns, new challenges. Health
Affairs, 24(3), 611-621.

Sugarman, S.D. (2007). Cases in vaccine court—Legal battles over vaccine and autism. The New England Journal of
Medicine, 357;13, 1275.

Tanne, J.H. (2002). MMR vaccine is not linked with autism, study says. British Medical Journal, 325, 1134.

Taylor, B., Miller, E., Farrington, C. P., Petropoulos, M., Favot-Mayaud, 1., Li, J., et al. (1999). Autism and measles,
mumps, and rubella vaccine: No epidemiological evidence for a causal association. Lancet, 353, 2026-2029.

Taylor, B., Miller, E., Lingam, R., Andrews, N., Simmons, A. & Stowe, J. (2002). Measles, mumps, and rubella
vaccination and bowel problems or developmental regression in children with autism: Population study. British Medical
Journal, 324, 393-396.

Thompson, W. W., Price, C., Goodson, B., Shay, D. K., Benson, P., Hinrichsen, V. L., et al. (2007). Early thimerosal
exposure and neuropsychological outcomes at 7 to 10 years. The New England Journal of Medicine, 357(13), 1281—
1292.

Verstraeten, T., Davis, R. L., DeStafano, F., Lieu, T. A., Rhodes, P. H. & Black, S. (2003). Safety of thimerosal-
containing vaccines: A two phased study of computerized health maintenance organization databases. Journal of the
American Academy of Pediatrics, 12(5), 1039-1048.

Wakefield, A.J., Murch, A., Linnell, J., Casson, D. M., Malik, M., Berelowitz, M., et al. (1998). Ileal-lymphoidnodular
hyperplasia, non-specific colitis, and pervasive development disorder in children. The Lancet, 351, 637-641.

Wallis, C. Case study: Autism and Vaccines. (2008). 1-4. Retrieved June 25, 2008, from http://www.time.com.
Willingham, V. Autism’s mysteries remain as numbers grow. (2008). 1-2. Retrieved July 1, 2008, from
http://www.cnn.com.

Wilson, K., Mills, E., Ross, C., McGowan, J. & Jadad, A. (2003). Association of autistic spectrum disorder and the
measles, mumps, and rubella vaccine: A systematic review of current epidemiological evidence. Archives of Pediatric
Adolescent Medicine, 157, 628—-634.

Woo, E. J., Ball, R., Bostrom, A., Shadomy, S. V., Ball, L. K., Evans, G., et al. (2004). Vaccine risk perception among
reporters of autism after vaccination: Vaccine adverse event reporting system 1990-2001. American Journal of Public
Health, 94(6), 990-995.”

R-110



fl'om the pen (ngauI G. King, PhD Anal)’tical Chemist

“acknowledgements

This publication is produced through the combined efforts of
many individuals within the Florida Department of Health.

Deputy Secretary for Health—Public
Health Programs

Jean L. Kline

Division of Disease Control

Dr. Russell Eggert

Dr. Richard Hopkins

Dr. Julia Gill

Charles Alexander

Cameron Noblit

Phyllis Yambor

Janet Hamilton

Leah Eisenstein

Kate Goodin

John Keegan

Childrens Medical Services

Dr. Joseph Chiaro

Dr. Phyllis Sloyer

Family Health Services

Annette Phelps

Dr. Bill Sappenfield

Vivienne Treharne

County Health Department Directors
and Administrators

Dr. Kevin Sherin

Dr. John Lanza

Dr. Gladys Branic

Statewide Research Office

Dr. Robert L. Hood

Planning, Evaluation and Data Analysis
Meade Grigg

General Council

Michael Greif

Office of Marketing

Georgia Murphy

Thank you to those who volunteered and pulled this information together with special attention to
Georgia Murphy who put all the information into this document.”

Documents Relied Upon By Reviewer

1. McMillan DE. Risk assessment for neurobehavioral toxicity. Environmental Health Perspectives 1987; 76;
155-161.

2. Arctic Council Action Plan to Eliminate Pollution of the Arctic (ACAP): Russian Federal Service for
Environmental, Technological and Atomic Supervision, Danish Environmental Protection Agency. Assessment
of Mercury Releases from the Russian Federation. Copenhagen, Denmark: Danish Ministry of the
Environment, 2005.

3. http://www.epa.gov/ttn/atw/hithef/mercury.html.

R-111


http://www.epa.gov/ttn/atw/hlthef/mercury.html

10.
1.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24.

25.

26.

27.
28.

29.

30.
31.

Gosselin NH, Brunet RC, Carrier GT, LeBouchard M, Feeley M. Reconstruction of methylmercury intakes in
indigenous populations from biomarker data. J Exposure Anal Environ Epidemiol 2006, 16(1): 19-29. [E-pub
29 June 2005 (www.nature.com/jea): 1-11. Erratum in: J Expo Sci Environ Epidemiol. 2006 Jul; 16(4): 386.]

Canuel R, Boucher de Grosbois S, Atikessé L, Marc Lucotte M, Arp P, Ritchie C, Mergler D, Chan HM, Amyot
M, Anderson R. New Evidence on Variations of Human Body Burden of Methylmercury from Fish
Consumption. Environmental Health Perspectives 2006 Feb; 114(2): 302-306.

Gilbert SG, Grant-Webster KS. Neurobehavioral effects of developmental methylmercury exposure.
Environmental Health Perspectives 1995; 103(Suppl 6): 135-142.

Rice DC, Evangelista de Duffard AM, Duffard R, et al. Lessons for neurotoxicology from selected model
compounds: SGOMSEC joint report. Environmental Health Perspectives 1996; 104(Suppl 2): 205-215.

Grandjean P, Budtz-Jorgensen E. Total imprecision of exposure biomarkers: implications for calculating
exposure limits. Am J Ind Med. 2007 Oct; 50(10): 712-719. [2007 May 9; Epub ahead of print].

Tryphonas L, Nielsen NO. Pathology of chronic alkylmercurial poisoning in swine,” American Journal of
Veterinary Research. 1973; 34(3): 379-392.

21 C.F.R. Sec. 7.3 Definitions [recall classes].

Hornig M, Chian D, Lipkin WI. Neurotoxic effects of postnatal Thimerosal are mouse strain dependent. Mol
Psychiatry 2004; 9: 833-845.

Havarinasab S, Hultman P. Alteration of the spontaneous systemic autoimmune disease in (NZB x NZW)F1
mice by treatment with thimerosal (ethyl mercury). Toxicol Appl Pharmacol 2006; 214: 43-54.

Parran DK, Barker A, Ehrich M. Effects of thimerosal on NGF signal transduction and cell death in
neuroblastoma cells. Toxicol Sci 2005; 86: 132-140.

Parry JM. The use of yeast cultures for the detection of environmental mutagens using a fluctuation test. Mutat
Res 1977; 46: 165-176.

Leong CC, Syed NI, Lorscheider FL. Retrograde degeneration of neurite membrane structural integrity of nerve
growth cones following in vitro exposure to mercury. Neuroreport 2001; 12: 733-737.

Owhadi H, Boulos A. Bistable equilibrium points of mercury body burden. Quantitative Biology 14 July 2006.
http://aps.arxiv.org/abs/g-bio/0606024.

Sugita M. The biological half-time of heavy metals. The existence of a third, “slowest” component. Int Arch
Occup Environ Health 1978; 41(1): 25-40.

Aschner M, Aschner JL. Mercury neurotoxicity: mechanisms of blood-brain barrier transport. Neurosci
Biobehav Rev. 1990; 14(2): 169-176.

21 C.F.R. “Sec. 610.15 Constituent materials” and 21 C.F.R. § 610.15(a).

Kevan Berkovitz, a Minor by his Parents and Natural Guardians Arthur Berkovitz, et ux., et al.,
Petitioners, v. UNITED STATES. Case No. 87-498. 108 S.Ct. 1954, 100 L.Ed.2d 531, 56 USL W 4549. (Cite
as: 486 U.S. 531, 108 S.Ct. 1954.)

Havarinasab S, Lambertsson L, Qvarnstrom J, et al. Dose-response study of thimerosal-induced murine
systemic autoimmunity. Toxicol Appl Pharmacol 2004; 194: 169-179.

Havarinasab S, Haggqvist B, Bjorn E, et al. Immunosuppressive and autoimmune effects of thimerosal in mice.
Toxicol Appl Pharmacol 2005; 204: 109-121.

Agrawal A, Kaushal P, Agrawal S, et al. Thimerosal induces TH2 responses via influencing cytokine secretion
by human dendritic cells. J Leukoc Biol 2007; 81: 474-482.

Goth SR, Chu RA, Gregg JP, et al. Uncoupling of ATP-mediated calcium signaling and dysregulated
interleukine-6 secretion in dendritic cells by nanomolar Thimerosal. Environ Health Pespect 2006; 114: 1083-
1091.

21 U.S.C. § 321(g)(1) — FDA definition of the term "drug".

21 U.S.C. § 321(u) - “"The term 'safe' as used in paragraph (s) of this section and in sections 348, 360b, and 379e of
this title, has reference to the health of man or animal."”
Kharasch, M. S. 1928. Alkyl Merucric Sulphur Compound and Process for Producing it. US Patent 1,672,615.

Smithburn KC, Kempf GF, Zerfas LG, Gilman, LH. Meningococcic meningitis: a clinical study of one-hundred
and forty-four epidemic cases. J. Am Med Assoc 1930; 95: 776-780.

May 2003, Subcommittee on Human Rights & Wellness of the Government Reform Committee, US House of
Representatives (Chairman Dan Burton —following a 3 year congressional investigation), “Mercury in Medicine
— Taking Unnecessary Risks” pgs 1-80.

Powell HM, Jamieson WA. Merthiolate as a germicide. Am J Hyg 1931; 13: 296-310.
Kharasch, M. S. 1932. Stabilized Bactericide and Process of Stabilizing it. US Patent 1,862,896.

R-112


http://aps.arxiv.org/abs/q-bio/0606024

32.
33.

34.
35.

36.

37.
38.

39.
40.
41.
42.
43.

44,

45.

46.

47.
48.
49.
50.
51.
52.

53.

54.

55.

56.

57.
58.

59.

60.

61.

62.

63.
64.

Kharasch, M. S. 1935. Stabilized Organo-Meruri-Sulphur Compounds. US Patent 2,012,820.

Salle AJ, Lazarus AS. A comparison of the resistance of bacteria and embryonic tissue to germicidal
substances. Proc Soc Exp Biol Med 1935; 32: 665-667.

Cummins SL. Merthiolate in the treatment of tuberculosis. Lancet 1937; 230: 962-963

Welch H. Mechanism of the toxic action of germicides on whole blood measured the loss of phagocytic activity
of leukocytes. J Immunol 1939; 37: 525-533.

Welch H, Hunter AC. Method for determining the effect of chemical antisepsis on phagocytosis. Am J Public
Health 1940; 30: 129-137.

Kinsella RA. Chemotherapy of bacterial endocarditis. Ann Intern Med 1941; 15: 982-986.

Kendrick DB. Blood Program in World War Il. Washington, DC: Office of the Surgeon General, Department of
the Army, 1989.

Anonymous. Mercurials as “preservatives.” JAMA 1943; 122: 1253.

Ellis FA. Possible danger in use of Merthiolate ophthalmic ointment. Arch Ophthalmol 1943; 30: 265-266.
Ellis FA. The sensitizing factor in merthiolate. Journal of Allergy 1947; 18: 212-213.

Cogswell HD, Shown A. Reaction following the use of tincture of Merthiolate. Ariz Med 1948; 5: 42-43.

Morton HE, North LL, Engley FB. The bacteriostatic and bactericidal action of some mercurial compounds on
hemolytic streptococci. JAMA 1948; 136: 37-41.

Engley FB. Evaluation of mercurial compounds as antiseptics. Annals of the New York Academy of
Sciences 1950; 53: 197-206

Davisson EO, Powell HM, MacFarlane JO, et al. The preservation of poliomyelitis vaccine with stabilized
merthiolate. Journal of Laboratory and Clinical Medicine 1956; 47: 8-19.

Engley FB. Mercurials as disinfectants — evaluation of mercurial antimicrobial action and comparative toxicity
for skin tissue cells. Soap & Chemical Specialties 1956, pgs. 199, 201, 203, 205, 223-5.

47 FR 436, Jan 5, 1982.

63 FR 19799-19802, April 22, 1998.

63 FR 68775-68777, December 14, 1998.
64 FR 23083-23086, April 29, 1999.

64 FR 63323-63324, November 19, 1999.

Morbidity Mortality Weekly Report, 48(26), pages 563-565 (July 09, 1999 [original press release issued on
July 7, 1999]) — can be found by searching the MMWR subsite (http://www.cdc.gov/mmwr/).

Sass JE. Histological and cytological studies of ethyl mercury phosphate poisoning in corn seedlings.
Phytopathologia 1937; 27: 95-99.

Trakhtenberg IM. The toxicity of vapors of organic mercury compounds (ethimercuric phosphate and
ethylmercuric chloride) in acute and chronic intoxication (experimental data). Gigiena Sanitariya 1950; 6:13-
17.

Oliver WT, Platonow N. Studies on the pharmacology of N-(ethylmercuri)-p-toluenesulfonanilide. Am J Vet
Res. 1960; 21: 906-916.

Birbin SS, Alekseeva A, Bulatov AA. The poisoning of swine treated with Granosan. Veterinariya 1968; 8: 60-
61.

Tishkov AL, Saley P, Vitkalov VP. Poultry poisoning with Granosan. Veterinariya 1968; 45: 58.

Oharazawa H. Effect of ethylmercuric phosphate in the pregnant mouse on chromosome abnormalities and
fetal malformation. J Jpn Obstet Gynecol. 1968; 20: 1479-1487.

Goncharuk GA. Experimental investigation of the effect of organomercury pesticides on generative functions
and on progeny. Hyg Sanit. 1971; 36: 40-43.

Spann JW, Health RG, Kreitzer JF. Ethyl mercury p-toluene sulfonanilide: lethal and reproductive effects on
pheasants. Science 1972; 175: 328-331.

Mukai N. An experimental study of alkylmercurial encephalopathy. Acta Neuropathol (Berl) 1972; 22: 102-
109.

Wright FC, Palmer JS, Riner JC. Retention of mercury in tissues of cattle and sheep given oral doses of
mercurial fungicide, Ceresan M. J Agric Food Chem. 1973; 21: 614-615.

Saley PL. Evaluation of slaughter products from Granosan-poisoned animals. Veterinariya 1970; 46: 102-103.

Yonaha M, Ishikura S, Uchiyama M. Toxicity of organic mercury compounds. Ill. Uptake and retention of
mercury in several organs of mice by long term exposure of alkoxyethylmercury compounds. Chem Pharm
Bull (Tokyo) 1975; 23: 1718-1725.

R-113


http://www.cdc.gov/mmwr/

65.
66.
67.

68.

69.
70.

71.

72.

73.

74.
75.

76.
77.
78.

79.

80.

81.

82.

83.

84.

85.

86.

87.

88.

89.

90.

91.

92.
93.
94.
95.

D’ltri PA, D’ltri FM. Mercury Contamination: A Human Tragedy. New York, NY: John Wiley & Sons, 1977.
Damluji S. Mercurial poisoning with the fungicide Granosan M. J Fac Med Baghdad 1962; 4: 83-103.

Dahhan SS, Orgaly H. Mercury poisoning and electrocardiographic changes. J Fac Med Baghdad 1962; 4:
104-111.

Al-Kassab S, Saigh N. Mercury and calcium excretion in chronic poisoning with organic mercury compounds. J
Fac Med Baghdad 1962; 4: 118-123.

Jalili MA, Abbasi AH. Poisoning by ethyl mercury toluene sulphonanilide. Br J Ind Med. 1961; 18: 303-308.

Shustov VIA Syganova Sl. Clinical aspects of subacute intoxication with Granosan. Kazansk Med zZh. 1970; 2:
78-79.

Nizov AA, Shestakov HM Contribution to the clinical aspects of Granosan poisoning. Sov Med. 1971; 11: 150-
152.

Mukhtarova ND. Late sequelae of nervous system pathology caused by the action of low concentrations of
ethyl mercury chloride. Gig Tr Prof Zabol. 1977; (3): 4-7.

Cinca |, Dumitrescu |, Onaca P, et al. Accidental ethyl mercury poisoning with nervous system, skeletal
muscle, and myocardium injury. J Neurol Neurosurg Psychiatry 1980; 43: 143-149.

Zhang J. Clinical observations in ethyl mercury chloride poisoning. Am J Ind Med. 1984; 5: 251-258.

Derban LKA. Outbreak of food poisoning due to alkyl-mercury fungicide on southern Ghana state farm. Arch
Environ Health 1974; 28: 49-52.

Bakulina AV. The effect of subacute Granosan poisoning on the progeny. Sovet Med. 1968; 31: 60-63.
Mal'tsev PV. Granosan poisoning in children. Feldsher Akush. 1972; 37: 14-16.

Ramanauskayte MB, Baublis PP. Clinical picture and treatment of organomercurial pesticide poisoning in
children. Pediatriya Moscow 1973; 35: 56-60.

Nelson EA, Gottshall RY. Enhanced toxicity for mice of pertussis vaccines when preserved with Merthiolate.
Appl Microbiol. 1967; 15: 590-593.

Suzuki T, Takemoto T, Kashiwazaki H, et al. Chapter 12 — Metabolic fate of ethylmercury salts in man and
animal. In: Mercury, Mercurials and Mercaptans. Miller MW, Clarkson TW (eds). Springdfield, IL: Charles C.
Thompson Publisher, 1973, pgs. 209-232.

Itoi M, Ishii Y, Kaneko N. Teratogenicities of antiviral ophthalmics on experimental animals. Jpn J Clin
Opthalmol. 1972; 26: 631-640.

Axton JH. Six cases of poisoning after a parenteral organic mercurial compound (Merthiolate). Postgrad Med
J. 1972; 48: 417-421.

Gasset AR, Itoi M, Ishii Y, et al. Teratogenicities of ophthalmic drugs. Il. Teratogenicities and accumulation of
Thimerosal. Arch Opthalmol. 1975; 93: 52-55.

Blair AMJN, Clark B, Clarke AJ, et al. Tissue concentrations of mercury after chronic dosing of squirrel
monkeys with thiomersal. Toxicology 1975; 3: 171-176.

Van Horn DL, Edelhauser HF, Prodanovich G, et al. Effect of ophthalmic preservative Thimerosal on rabbit and
human corneal endothelium. Invest Ophthalmol Vis Sci. 1977; 16: 273-280.

Fagan DG, Pritchard JS, Clarkson TW. Organ mercury levels in infants with omphaloceles treated with organic
mercurial antiseptic. Arch Dis Child. 1977; 52: 962-964.

Heinonen OP, Slone D, Shapiro S. Birth Defects and Drugs in Pregnancy. Littleton, Massachusetts:
Publishing Sciences Group, Inc., 1977.

Anundi I, Hogberg J, Stead AH. Glutathione depletion in isolated hepatocytes: its relation to lipid peroxidation
and cell damage. Acta Pharmacol Toxicol (Copenh). 1979; 45: 45-51.

Heyworth MF, Truelove SC. Problems associated with the use of merthiolate as a preservative in anti-
lymphocytic globulin. Toxicology 1979; 12: 325-333.

Matheson DS, Clarkson TW, Gelfand EW. Mercury toxicity (acrodynia) induced by long-term injection of
gammaglobulin. J Pediatr 1980; 97: 153-155.

Forstrom L, Hannuksela M, Kousa M, et al. Merthiolate hypersensitivity and vaccination. Contact Dermatitis
1980; 6: 241-245.

Heyworth MF. Clinical experience with antilymphocyte serum. Immunol Rev. 1982; 65: 79-97.
Takahashi N. Cytotoxicity of mercurial preservatives in cell culture. Ophthalmic Res. 1982; 14: 63-69.
Anonymous. Mercury poisoning in child treated with aqueous merthiolate. Md State Med J. 1983; 32: 523.

Kravchenko AT, Dzagurov SG, Chervonskaia GP. Evaluation of the toxic action of prophylactic and therapeutic
preparations on cell cultures. lll. The detection of toxic properties in medical biological preparations by the
degree of cell damage in the L132 continuous cell line. Zh Mikrobiol Epidemiol Immunobiol 1983; (3): 87-92.

R-114



96.

97.

98.

99.

100.
101.

102.

103.

104.

105.

106.

107.

108.
109.
110.

111.

112.

113.

114.

115.

116.

117.
118.

119.

120.

121.

122.

123.

Hekkens FE, Polak-Vogelzang AA, Kreeftenberg JG. The antimicrobial effectiveness of some preservatives in
inactivated human vaccines. Journal of Biological Standardization 1983; 9: 277-285.

Rohyans J, Walson PD, Wood GA, et al. Mercury toxicity following merthiolate ear irrigations. J Pediatr 1984;
104: 311-313.

Stetler HC, Garbe PL, Dwyer DM, et al. Outbreaks of group A streptococcal abscesses following diphtheria-
tetanus toxoid-pertussis vaccination. Pediatrics 1985; 75: 299-303.

Winship KA. Organic mercury compounds and their toxicity. Adverse Drug React Acute Poisoning Rev
1986; 5: 141-180.

Cox NH, Forsyth A. Thiomersal allergy and vaccination reactions. Contact Dermatitis 1988; 18: 229-233.

Digar A, Sensharma GC, Samal SN. Lethality and teratogenecity of organic mercury (Thimerosal) on the chick
embryo. J Anat Soc India 1987; 36: 153-159.

Simmons PA, Clough SR, Teagle RH, et al. Toxic effects of ophthalmic preservatives on cultured rabbit corneal
epithelium. Am J Optom Physiol Opt 1988; 65: 867-873.

Hakansson B, Linder C, Ohlsson K, et al. The inhibition of granulocyte phagocytosis by various components of
nasal drops. Pharmacol Toxicol 1989; 65: 89-91.

Hakansson B, Forsgren A, Tegner H, et al. Inhibitory effects of nasal drops components on granulocyte
chemotaxis. Pharmacol Toxicol 1989; 64: 321-323.

Withrow TJ, Brown NT, Hitchins VM, et al. Cytotoxicity and mutagenicity of ophthalmic solution preservatives
and UVA radiation in L5178Y cells. Photochem Photobiol 1989; 50: 385-389.

Nascimento LO, Lorenzi, Filho G, Rocha Ados S. Lethal mercury poisoning due to ingestion of merthiolate.
Rev Hosp Clin Fac Med Sao Paulo 1990; 45: 216-218.

Aberer W. Topical mercury should be banned--dangerous, outmoded, but still popular. J Am Acad Dermatol
1991; 24: 150-151.

Seal D, Ficker L, Wright P, et al. The case against thiomersal. Lancet 1991; 338: 315-316.
Merck Vaccine Task Force. Memo 1991.

Lowe I, Southern J. The antimicrobial activity of phenoxyethanol in vaccines. Lett Appl Microbiol 1994; 18:
115-116.

Lowell JA, Burgess S, Shenoy S, et al. Mercury poisoning associated with hepatitis-B immunoglobulin. Lancet
1996; 347: 480.

Redwood L, Bernard S, Brown D. Predicted mercury concentrations in hair from infant immunizations: cause
for concern. Neurotoxicology 2001; 22: 691-697.

Marques RC, Dérea JG, Fonseca MF, et al. Hair mercury in breast-fed infants exposed to thimerosal-
preserved vaccines. Eur J Pediatr 2007 Sep; 166(9): 935-941. Epub ahead of print on 20 Jan 2007.

Marques RC, Dérea JG, Manzatto AG et al. Time of perinatal immunization, Thimerosal exposure and
neurodevelopment at 6 months in breastfed infants. Acta Paediatr 2007 Jun; 96(6): 864-868. Epub 2007 Apr
27.

Stajich GV, Lopez GP, Harry SW, et al. latrogenic exposure to mercury after hepatitis B vaccination in preterm
infants. J Pediatr 2000; 136: 679-681.

Centers for Disease Control and Prevention. Blood and hair mercury levels in young children and women of
childbearing age — United States, 1999. MMWR 2001; 50: 140-143.

Centers for Disease Control and Prevention. Case definitions for chemical poisoning. MMWR 2005; 54: 1-25.

Burbacher TM, et al. Comparison of blood and brain mercury levels in infant monkeys exposed to
methylmercury or vaccines containing Thimerosal. Environ Health Persp 2005; 113(8): 1015-1021.

Charleston JS, et al. Changes in the number of astrocytes and microglia in the thalamus of the monkey
Macaca fascicularis following long-term subclinical methylmercury exposure. Neurotoxicology 1996; 17: 127-
138.

Charleston JS, et al. Autometallographic determination of inorganic mercury distribution in the cortex of
Macaca fascicularis following long-term subclinical exposure to methylmercury and mercuric chloride. Toxicol
Appl Pharmacol 1995; 132: 325-333.

Charleston JS, et al. Increases in the number of reactive glia in the visual cortex of Macaca fascicularis
following subclinical long-term methylmercury exposure. Toxicol Appl Pharmacol 1994; 129: 196-206.

Vahter ME, et al. Demethylation of methylmercury in different brain sites of Macaca fascicularis monkeys
during long-term subclinical methylmercury exposure. Toxicol Appl Pharmacol 1995; 134: 273-284.

Vahter M, et al. Speciation of mercury in the primate blood and brain following long-term exposure to
methylmercury. Toxicol Appl Pharmacol 1994; 124: 221-229.

R-115



124.

125.

126.

127.

128.

129.

130.

131.
132.
133.

134.

135.

136.

137.
138.

139.

140.

141.

142.

143.

144.
145.
146.
147.
148.
149.

150.

Orct T, Blanusa M, Lazarus M, Varnai VM, Kostial K. Comparison of organic and inorganic mercury in suckling
rat. J Appl Toxicol 2006; 26: 536-539.

FDA, HHS, “Mercury Containing Drug Products for Topical Antimicrobial Over-the-Counter Human Use;
Establishment of a Monograph,” Federal Register 1982; 47(2): 436-442 (January 5 1982).

16 July 2001 (PowerPoint Slides), Dr. George Lucier, National Toxicology Program, National Institute of
Environmental Health Science (NIEHS) presentation, “Comparative Toxicity of Ethyl & Methylmercury” to the
Immunization Safety Review Committee of the US National Academy of Sciences.

U.S. Office of Special Counsel, 1730 M Street, N.W., Suite 218, Washington, D.C. 20036-4505, “OSC
Forwards Public Health Concerns on Vaccines to Congress, ...”. For more info visit www.osc.gov or call 1-
800-872-9855.

Special Counsel Scott Bloch’s letter to Congress addressed to: “The Honorable Judd Gregg, United States
Senate, Chairman, Committee on Health, Education, Labor and Pensions, 428 Dirksen Senate Office Building,
Washington, D.C. 20510-6300 and The Honorable Joe Barton, U.S. House of Representatives, Chairman,
Committee on Energy and Commerce, 2125 Rayburn House Office Building, Washington, D.C. 20515” [OSC
File Nos.: DI-04-1399, et al.]

15 July 2005 (Confidential Letter) Liz Birt, J.D., L.L.M. (former legal counsel to the Government Reform
Committee, US House of Representatives) & Jim Moody, J.D. to Lauren Fuller, Chief Investigative Counsel,
United States Senate Health, Education, Labor, and Pensions (H.E.L.P.) Committee regarding “Thimerosal
Timeline” and “Statement of Criminal Charges”.

April 2007 (PowerPoint Presentation) by Dr. Larry Needham, Chief, Organic Analytical Toxicology Branch,
National Center for Environmental Health, Centers for Disease Control and Prevention, “Exposure (To
Stressors) and Autism Spectrum Disorders” to the Institute of Medicine of the US National Academy of
Sciences.

29 November 1999 (email) Verstraeten to Davis regarding, “Subject: Thimerosal Analyses”.
17 December 1999 (email) Verstraeten to Davis regarding, “Subject: It just won’t go away...”.

Verstraeten T, Davis R, DeStefano F. Thimerosal VSD study, phase |, update, 02/29/00. Obtained by
SafeMinds under FOIA in 2001 ....

Verstraeten T, Davis R, DeStefano F, and the VSD team. “Risk of neurologic and renal impairment associated
with thimerosal-containing vaccines,” obtained by SafeMinds under FOIA in 2001.

Verstraeten T, Davis RL, DeStefano F, et al. Safety of thimerosal-containing vaccines: a two-phased study of
computerized health maintenance organization databases. Pediatrics 2003; 112: 1039-1048.

Verstraeten T. Thimerosal, the Centers for Disease Control and Prevention, and GlaxoSmithKline. Pediatrics
2004; 113: 932.

A copy of the printed Simpsonwood-meeting record & PowerPoint Slides.

Congressman Dr. Dave Weldon’s Official Letter to Julie Gerberding, Director of the CDC, dated October 31,
2003.

Andrews N, Miller E, Grant A, et al. Thimerosal exposure in infants and developmental disorders: a
retrospective cohort study in the United kingdom does not support a causal association. Pediatrics 2004; 114:
584-591.

Stehr-Green P, Tull P, Stellfeld M, et al. Autism and thimerosal-containing vaccines: lack of consistent
evidence for an association. Am J Prev Med 2003; 25: 101-106.

Madsen KM, Lauritsen MB, Pedersen CB, et al. Thimerosal and the occurrence of autism: negative ecological
evidence from Danish population-based data. Pediatrics 2003; 112: 604-606.

Hviid A, Stellfeld M, Wohlfahrt J, et al. Association between thimerosal-containing vaccine and autism. JAMA
2003; 290: 1763-1766.

Fombonne E, Zakarian R, Bennett A, et al. Pervasive developmental disorders in Montreal, Quebec, Canada:
prevalence and links with immunizations. Pediatrics 2006; 118: e139-e150.

Trelka JA, Hooker BS. More on Madsen'’s analysis. J Am Phys Surg 2004; 9: 101.

Bernard S. Association between thimerosal-containing vaccine and autism. JAMA 2004; 291: 180.
Rimland B. Association between thimerosal-containing vaccine and autism. JAMA 2004; 291: 180.
Blaxill MF. Concerns continue over mercury and autism. Am J Prev Med 2004; 26: 91.

Stone J. Editorial-Mercury and autism in the United Kingdom. Med Veritas 2007; 4: 1398-1405.

King PG (e-mail) to Fombonne E [27 August 2006]:
http://www.mercury-freedrugs.org/docs/060827 PGKsCmmnts CanadianEpidemioStudy Pediatrics-Full-b.pdf.

Geier DA, Geier MR. A case series of children with apparent mercury toxic encephalopathies manifesting with
clinical symptoms of regressive autistic disorders. J Toxicol Environ Health A 2007; 70: 837-851.

R-116


http://www.mercury-freedrugs.org/docs/060827_PGKsCmmnts_CanadianEpidemioStudy_Pediatrics-Full-b.pdf

151.

152.

153.

154.

155.

156.

157.

158.

159.

160.

161.

162.

163.

164.

165.

166.

167.

168.

169.

170.

171.

172.

173.

174.

175.

Geier DA, Geier MR. A meta-analysis epidemiological assessment of neurodevelopmental disorders following
vaccines administered from 1994 through 2000 in the United States. Neuro Endocrinol Lett 2006; 27(4): 401-
413.

Geier DA, Geier MR. An evaluation of the effects of thimerosal on neurodevelopmental disorders reported
following DTP and Hib vaccines in comparison to DTPH vaccine in the United States. J Toxicol Environ
Health A 2006; 69: 1481-1495.

Geier DA, Geier MR. An assessment of downward trends in neurodevelopmental disorders in the United States
following removal of Thimerosal from childhood vaccines. Med Sci Monit 2006; 12: CR231-CR239.

Geier DA, Geier MR. Early downward trends in neurodevelopmental disorders following removal of Thimerosal-
containing vaccines. J Am Phys Surg 2006; 11: 8-13.

Geier DA, Geier MR. A two-phased population epidemiological study of the safety of thimerosal-containing
vaccines: a follow-up analysis. Med Sci Monit 2005; 11: CR160-CR170.

Geier D, Geier MR. Neurodevelopmental disorders following thimerosal-containing childhood immunizations: a
follow-up analysis. Int J Toxicol 2004; 23: 369-376.

Geier DA, Geier MR. A comparative evaluation of the effects of MMR immunization and mercury doses from
thimerosal-containing childhood vaccines on the population prevalence of autism. Med Sci Monit 2004; 10:
PI33-PI39.

Geier DA, Geier MR. An assessment of the impact of thimerosal on childhood neurodevelopmental disorders.
Pediatr Rehabil 2003; 6: 97-102.

Geier MR, Geier DA. Neurodevelopmental disorders after thimerosal-containing vaccines: a brief
communication. Exp Biol Med (Maywood) 2003; 228: 660-664.

Geier MR, Geier DA. Thimerosal in childhood vaccines, neurodevelopment disorders, and heart disease in the
United States. J Am Phys Surg 2003; 8: 6-11.

Holmes AS, Blaxill MF, Haley BE. Reduced Levels of Mercury in First Baby Haircuts of Autistic Children. Int J
Toxicol 2003; 22: 277-285.

Environmental Working Group. Overloaded? New Science, New Insights about Mercury and Autism in
Susceptible Children. Washington, DC: EWG Action Fund, 2004.

Counter SA, et al. Elevated blood mercury and neuro-otological observations in children of the Ecuadorian gold
mines. J Toxicol Environ Health A 2002; 65: 149-163.

Rury J (Thesis). Links between environmental mercury special education and autism in Louisiana. Department
of Environmental Studies, Graduate Faculty of the Louisiana State University and Agricultural and Mechanical
College, May 2006.

Palmer RF, et al. Environmental mercury release, special education rates, and autism disorder: an ecological
study of Texas. Health Place 2006; 12: 203-209.

Windham GC, et al. Autism spectrum disorders in relation to distribution of hazardous air pollutants in the San
Francisco Bay area. Environ Health Perspect 2006; 114: 1438-1444.

Bradstreet J, Geier DA, Kartzinel JJ, et al. A case-control study of mercury body-burden in children with autistic
spectrum disorders. J Am Phys Surg 2003; 8: 76-79.

Institute of Medicine (IOM) meeting held at the National Academy of Sciences in Washington, DC on February
9, 2004.

Adams JB, Romdalvik J, Ramanujam VM, et al. Mercury, lead, and zinc in baby teeth of children with autism
versus controls. J Toxicol Environ Health A. 2007; 70: 1046-1051.

Nataf R, et al. Poryphyrinuria in childhood autistic disorder: implications for environmental toxicity. Toxicol
Appl Pharmacol 2006; 214: 99-108.

Geier DA, Geier MR. A prospective assessment of porphyrins in autistic disorders: a potential marker for heavy
metal exposure Neurotox Res 2006; 10: 57-64.

Vojdani A, Pangborn JB, Vojdani E, et al. Infections, toxic chemicals and dietary peptides binding to
lymphocyte receptors and tissue enzymes are major instigators of autoimmunity in autism. Int J
Immunopathol Pharmacol 2003; 16(3): 189-199.

Deth RC, Waly M. How genetic risks combine with Thimerosal to inhibit methionine synthase and cause
autism. Fall DAN! TM Conference 2004 (October 1-3), 161-174.

Walker SJ, Segal J, Aschner M. Cultured lymphocytes from autistic children and non-autistic siblings up-
regulate heat shock protein RNA in response to Thimerosal challenge. Neurotoxicology 2006; 27: 685-692.

James SJ, et al. Thimerosal neurotoxicity is associated with glutathione depletion: protection with glutathione
precursors. Neurotoxicology 2005; 26: 1-8.

R-117



176.

177.

178.

179.

180.
181.

182.

183.

184.

185.

186.
187.
188.

189.
190.
191.
192.

193.
194.

195.
196.
197.
198.
199.

200.
201.
202.
203.
204.
205.
206.
207.

208.

200.
210.

Clarkson TW, Nordberg GF, Sager PR. Reproductive and developmental toxicity of metals. Scand J Work
Environ Health 1985; 11: 145-154.

Geier DA, Geier MR. A clinical and laboratory evaluation of methionine cycle-transsulfuration and androgen
pathway markers in children with autistic disorders. Horm Res 2006; 66: 182-188.

James SJ, et al. Metabolic biomarkers of increased oxidative stress and impaired methylation capacity in
children with autism. Am J Clin Nutr 2004; 80: 1611-1617.

James SJ, et al. Metabolic endophenotype and related genotypes are associated with oxidative stress in
children with autism. Am J Med Genet B Neurophsychiatr Genet 2006; 141: 947-956.

Waring RH, Klovrza LV. Sulphur metabolism in autism. J Nutr Environ Med 2000; 10: 25-32.

Williams TA, Mars AE, Buyske SG, et al. Risk of autistic disorder in affected offspring of mothers with a
glutathione S-transferase P1 haplotype. Arch Pediatr Adolesc Med 2007; 161: 356-361.

Serajee FJ, et al. Polymorphisms in xenobiotic metabolism genes and autism. J Child Neurol 2004; 19: 413-
417.

Buyske S, et al. Analysis of case-parent trios at a locus with a deletion allele: association of GSTM1 with
autism. BMC Genet 2006; 7: 8.

Boris M, et al. Association of 5,10-methylenetetrathydrofolate reductase (MTHFR) gene polymorphisms with
autistic spectrum disorders. J Am Phys Surg 2004; 9: 106-108.

Faustman EM, et al. Mechanisms underlying children's susceptibility to environmental toxicants. Environ
Health Perspect 2000; 108: S13-S21.

42 FR 52720, September 30, 1977.
7 — 19 January 1999 (Emails) — between Ball and Varricchio — 7,000 Thimerosal Reaction Reports.

28 June 1999 (Email) — Esber of the FDA — Summarizing that the Mercury from Thimerosal-containing
Vaccines Exceeds All Safety Guidelines.

29 June 1999 (Email) — Patriarca of the FDA — Asleep at the Switch & Interim Plan Re: Thimerosal.
2 July 1999 (Email) — Ruth Etzel on Thimerosal.
2 July 1999 (Email — Confidential) — Peter Patriarca to Lawrence Bachorik on Thimerosal.

11-12 August 1999 (Confidential Transcript) of “The National Vaccine Advisory Committee Sponsored
Workshop on Thimerosal in Vaccines” convened by the US Department of Health and Human Services, the
Public Health Service, and the Centers for Disease Control and Prevention (National Institutes of Health, Lister
Hill Auditorium, Bethesda, Maryland).

FR 2000; 65(54): 14997-14998.

31 August 2001, National Toxicology Program, National Institutes of Health, National Toxicology Program
Chemical Repository Information Regarding Thimerosal.

22-Dec-1999 Lilly & Company Material Safety Datasheet on Thimerosal.

30-Sept-2001 — Gihon Laboratories Material Safety Datasheet on Thimerosal.

1-Sept-1993 — Lilly & Company Material Safety Datasheet on Thimerosal.

28-July-2003 — Merck Material Safety Datasheet on Thimerosal.

21 U.S.C. Sec. 351. Adulterated drugs and devices ...(a) ...(2) ...(B) ... or 21 U.S.C. Sec. 351(a)(2)(B) or 21 U.S.C. §
351(a)(2)(B).

FR 434: 5014 and following (September 29, 1978).

FR 38: 32048, (Nov. 20, 1973).

21 U.S.C. Sec. 331 Prohibited acts.

21 U.S.C. Sec. 333 Penalties.

42 U.S.C. Sec. 300aa-27(a)(2).

http://www.fda.gov/po/modactchart/modact97fini.html.

Aventis Pasteur, Inc, inactivated “Thimerosal preserved” avian influenza vaccine approved on April 19, 2007.

ID Biomedical Corporation of Quebec (IDB), a subsidiary of GlaxoSmithKline, inactivated “Thimerosal
preserved” human influenza vaccine, FluLaval®, approved October 5, 2006.

GlaxoSmithKline, inactivated “trace Thimerosal” human influenza vaccine, Fluarix®, approved August 31,
2005.

http://www.iom.edu/CMS/3793/4705/4717 .aspx, last visited June 23, 2007.

Transcript of the closed session of the organizational meeting of the “IMMUNIZATION SAFETY REVIEW
COMMITTEE,” National Academy of Sciences, Institute of Medicine, held on 12 January 2001 at the National

R-118


http://www.fda.gov/po/modactchart/modact97fini.html
http://www.iom.edu/CMS/3793/4705/4717.aspx

211.
212.
213.

214.

215.

216.

217.
218.
219.
220.
221.
222.
223.
224.
225.
226.
227.

228.

229.

230.
231.

232.

233.

234.

235.

236.

Academies Building, 2101 Constitution Avenue, NW, Washington, DC. The US CDC contracted for, and set
the boundary framework and constraints for, this committee.
http://www.cdc.gov/mmwr/preview/mmwrhtml/rr5606a1.htm.
http://www.fda.gov/cber/vaccine/thimerosal.htm.

Jefferson T. Influenza vaccination: Policy versus evidence. BMJ (British Medical Journal) 2006 October 28;
333: 912-915.

Geier DA, King PG, Geier MR. Influenza Vaccine: Review of effectiveness of the U.S. immunization program,
and policy considerations. JAPS (Journal of American Physicians and Surgeons) 2006 Fall; 11(3): 69-74.
Cannell JJ, R. Vieth R, Umhau JC, Holick MF, Grant WB, Madronich S, Garland CF, Giovannucci E. Epidemic
influenza and vitamin D. Epidemiol. Infect. 2006 Dec; 134(6): 1129-1140.
http://medical-dictionary.thefreedictionary.com/ efficacy -- efficacy /ef-fi-ca-cy/ (ef i-kah-se) 1. ... 2. the ability of
a drug to produce the desired therapeutic effect. Dorland's Medical Dictionary for Health Consumers ....
http://www.fda.gov/cder/fdama/mercury300.htm, last visited on 17 June 2007.

FDA Public Docket: 2004P-0349/CP1.

Paul King et al. v. Michael Leavitt et al, U.S. District Court for the District of Columbia case 1:06CV01357.
FDA Public Docket: 2004P-0349/PDN1.

21 U.S.C. Sec. 321(bb).

http://www.vaccines.net/newpage112.htm.

38 FR 32056.

Mercury in Medicine — Taking Unnecessary Risks, a report prepared by the staff of the Subcommittee on

Human Rights and Wellness, Committee on Government Reform, United States House of Representatives,
Chairman Dan Burton, May 2003, 81-page Adobe "pdf" file; ibid., page 5; ibid., page 7.

Ball LK, Ball R, Pratt RD. An assessment of thimerosal use in childhood vaccines. Pediatrics. 2001 May;
107(5): 1147-1154.

Center for Disease Control and Prevention. Thimerosal in vaccines: A joint statement of the American
Academy of Pediatrics and the Public Health Service. MMWR 1999 July 9; 48(26): 563-565.

Amin-Zaki L, Majeed MA, Greenwood MR, Elhassani SB, Clarkson TW, Doherty RA. Methylmercury poisoning
in the Iraqi suckling infant: a longitudinal study over five years. J Appl Toxicol 1981; 1: 210-214.

Bridges CB, Fukuda K, Uyeki TM, Cox NJ, Singleton JA. Prevention and Control of Influenza
Recommendations of the Advisory Committee on Immunization Practices (ACIP). MMWR 2002 Apr 12;
51(RR03): 1-31; ibid., with underlining added for emphasis, “The 2002 recommendations include five principal
changes or updates, as follows: ..., influenza vaccination of healthy children aged 6—23 months is encouraged
when feasible. ...".

Who Should Get the Influenza (Flu) Vaccine: Interim Recommendations, December 2003. December 16, 2003,
as accessed through the CDC “Preventing the Flu” webpage site: “Who Should Be Vaccinated With the Flu
Shot This Season ....

http://www.fda.gov/fdac/features/2006/506 _influenza.html, “Who should get vaccinated? ...”.

CDC letter to staff of the members of Congress opposing Sec. 219 of H.R. 3043 (Sec. 219 forbids using federal
funds for Thimerosal-containing influenza vaccines for children under 3 years of age in the 2008-2009 flu
season) — H.R. 3042 passed by more than 60% of members on 19 July 2007 but language is not currently in
Senate version.

Ayoub DM, Yazbak FE. Influenza vaccination during pregnancy: A critical assessment of the recommendations
of the Advisory Committee on Immunization Practices (ACIP). J Am Phys Surg 2006; 11(1): 41-47.
Jefferson T, Smith S, Demicheli V, Harnden A, Rivetti A, Di Pietrantonj C. Assessment of the efficacy and
effectiveness of influenza vaccines in healthy children: systematic review. Lancet 2005; 365: 773-780.
Burbacher TM, Shen DD, Liberato N, Grant KS, Cernichiari E, Clarkson T. Comparison of blood and brain
mercury levels in infant monkeys exposed to methylmercury or vaccines containing thimerosal. Environ
Health Perspect. 2005 April 21; 113(4). 36-page draft “pdf” file.

Geier DA, Geier MR. “A Case Series of Children with Apparent Mercury Toxic Encephalopathies Manifesting
with Clinical Symptoms of Regressive Autistic Disorders Autistic Disorders,” Journal of Toxicology and
Environmental Health, Part A 2007; 70: 837-851.

Subcommittee on Human Rights and Wellness, Committee on Government Reform of the House of

Representatives, “Mercury in Medicine Report,” Washington, DC, as published in the Congressional Record,
pgs. E1011-E1030, May 21, 2003.

R-119


http://www.cdc.gov/mmwr/preview/mmwrhtml/rr5606a1.htm
http://www.fda.gov/cber/vaccine/thimerosal.htm
http://medical-dictionary.thefreedictionary.com/
http://www.fda.gov/cder/fdama/mercury300.htm
http://www.vaccines.net/newpage112.htm
http://www.fda.gov/fdac/features/2006/506_influenza.html

237.

238.

239.

240.

241.

242.

243.

244,

245.

246.

247.

248.

249.

250.

251.

252.

253.
254.
255.
256.

257.

258.

259.

Engley FB. Mercurials as Disinfectants: Evaluation of Mercurial Antimicrobic Action and Comparative Toxicity
for Skin Tissue Cells. Chicago, IL: 42nd Mid-Year Meeting of the Chemical Specialties Manufacturer's
Association (1956).

An 18-page report issued by an Expert Panel to the NIEHS that is titled “Thimerosal Exposure in Pediatric
Vaccines: Feasibility of Studies Using Vaccine Safety Datalink and dated on “August 24, 2006”, which was
issued as the Appendix to a 5-page October 2006 NIEHS report, which is simply titled “Thimerosal Exposure in
Pediatric Vaccines”.

[http://www.safeminds.org/pressroom/pres_releases/Thimerosal Pediatric Vaccines.pdf].

Appendix A, “Comparison Of: The Characteristics of “Autism” To Those for Mercury Poisoning,” in
“Thimerosal_Causes_Mercury_Poisoning_|_RebuttalToNovella’sViews.pdf’ as published on the “Documents”
web page of the CoMeD web site: http://www.mercury-freedrugs.org/.

"Thimerosal Causes Mercury Poisoning X - Link Between Thimerosal and Pervasive Developmental Disorders
[Draft Rebuttal to Fombonne et al.'s 'Pervasive Developmental Disorders in Montreal, Quebec, Canada:
Prevalence and Links With Immunizations']" posted at:

http:/www.mercury-freedrugs.org/docs/060827 PGK’'sCmmnts CanadianEpidemioStudy Pediatrics-Full-b.pdf.

Maeda T, Shintani Y, Nakano K, Terashima K, Yamada Y. Failure of inactivated influenza A vaccine to protect
healthy children aged 6-24 months. Pediatr Int 2004; 46: 122-125.

Al-Saleh |, EI-Doush |, Shinwari N, Al-Baradei R. Does low mercury containing skin-lightening cream (Fair &
Lovely) affect the kidney, liver, and brain of female mice? Cutaneous & Ocular Tox 2005; 24: 11-29.

Clarkson TW. The biological properties and distribution of mercury. Biochem J. 1972 Nov; 130(2): 61P-63P.
http://www.epa.gov/iriswebp/iris/subst/0089.htm.

2004P-0349/CP1 petition’s endnote 7, Transcript from the two-day “NATIONAL VACCINE ADVISORY
COMMITTEE SPONSORED WORKSHOP ON THIMEROSAL VACCINES,” held on August 11-12, 1999, at the
National Institutes of Health, Lister Hill Auditorium in Bethesda, Maryland, loc. cit., Day1, pages 95-96.
Merriam-Webster’'s Medical Dictionary, 1995, page 8, defines “acro-dyn-ia” or an equivalent medical
dictionary.

Webster’'s New Universal Unabridged Dictionary, 2001, page 945, column 1, “hy-poth-e'sis” or an
equivalent dictionary.

42 U.S.C. Sec. 262(a)(2)(C). “The Secretary shall approve a biologics license application -
(i) on the basis of a demonstration that -
(1) the biological product that is the subject of the application is safe, pure, and potent; and
(11) the facility in which the biological product is manufactured, processed, packed, or held meets standards
designed to assure that the biological product continues to be safe, pure, and potent; and
(i) if the applicant (or other appropriate person) consents to the inspection of the facility that is the subject of the
application, in accordance with subsection (c) of this section.”

Bingham M, Copes R. Thimerosal in vaccines Balancing the risks of adverse effects with the risk of vaccine-
preventable disease. Drug Safety 2005; 28(2): 89-101.

Waly M, Olteanu H, Banerjee R, Choi S-W, Mason JB, Parker BS, Sukumar S, Shim S, Sharma A, Benzecry
JM, Power-Charnitsky V-A, Deth RC. IMMEDIATE COMMUNICATION, Activation of methionine synthase by
insulin-like growth factor-1 and dopamine: a target for neurodevelopmental toxins and thimerosal. Molecular
Psychiatry 2004 January 27: 1-13.

http://www.trans4mind.com/world-psychology/cryheart.html. Cry of the Heart The Medical Terror of
Vaccinations by Mark Sircus, Chapter 1, “..., so the observed incidence of hepatitis B in the 0 to 1 age group
was just 0.001 percent.” — Incidence rate < 0.0014%.

Webster’'s New Universal Unabridged Dictionary, 2001, page 1967, column 3, bottom to page 1968 column
1, “the-o-ry” or an equivalent dictionary.

21 U.S.C. Sec. 331(a).
See http://www.fda.gov/cber/vaccine/thimerosal.htm#t3 -- last visited on June 22, 2007.
42 U.S.C. § 1983, “Civil action for deprivation of rights. ...”.

Waly M, Olteanu H, Banerjee R, et al. Activation of methionine synthase by insulin-like growth factor-1 and
dopamine: a target for neurodevelopmental toxins and Thimerosal. Mol Psychiatry 2004; 9: 358-370.
Halsey NA. Limiting infant exposure to thimerosal in vaccines and other sources of mercury. JAMA 1999; 282:
1763-1766.

Elferink JG. Thimerosal: a versatile sulfhydryl reagent, calcium mobilizer, and cell function-modulating agent.
Gen Pharmacol 1999; 33: 1-6.

Kwack SJ, Choi Y, Song C, et al. Effects of Thimerosal on rat brain development. Toxicology Letters 2006;
164S: S119.

R-120


http://www.safeminds.org/pressroom/pres_releases/Thimerosal_Pediatric_Vaccines.pdf
http://www.mercury-freedrugs.org/
http://www.epa.gov/iriswebp/iris/subst/0089.htm
http://www.trans4mind.com/world-psychology/cryheart.html
http://www.fda.gov/cber/vaccine/thimerosal.htm#t3

260.

261.

262.

263.

264.

265.

266.

267.

268.

269.

270.

271.

272.

273.

274.

275.

276.

277.

278.

279.

280.

281.

282.

283.

Qvarnstrom J, Lambertsson L, Havarinasab S, et al. Determination of methylmercury, ethylmercury, and
inorganic mercury in mouse tissues, following administration of thimerosal, by species-specific isotope dilution
GC-inductively coupled plasma-MS. Anal Chem 2003; 75: 4120-4124.

Zarini S, Gijon MA, Folco G, et al. Effect of arachidonic acid reacylation on leukotriene biosynthesis in human
neutrophils stimulated with granulocyte-macrophage colon stimulating factor and formyl-methionyl-leucyl-
phenylalanine. J Bio Chem 2006; 281: 10134-10142.

Yole M, Wickstrom M, Blakley B. Cell death and cytotoxic effects in YAC-1 lymphoma cells following exposure
to various forms of mercury. Toxicology 2007; 231: 40-57.

Makani S, Gollapudi S, Yel L, et al. Biochemical and molecular basis of thimerosal-induced apoptosis in T
cells: a major role of mitochondrial pathway. Genes Immun 2002; 3: 270-278.

Rampersad GC, Suck G, Sakac D, et al. Chemical compounds that target thiol-disulfide groups on
mononuclear phagocytes inhibit immune mediate phagocystosis of red blood cells. Transfusion 2005; 45:
384-393.

Ueha-Ishibashi T, Tatsuishi T, Iwase K, et al. Property of thimerosal-induced decrease in cellular content of
glutathione in rat thymocytes: a flow cytometric study with 5-chloro-methylfluorescein diacetate. Toxicol In
Vitro 2004; 18: 563-569.

Perez R, Matabosch X, Llebaria A, et al. Blockade of arachidonic acid incorporation into phospholipids induces
apoptosis in U937 promoncytic cells. J Lipid Res 2006; 47: 484-491.

Westphal GA, Asgari S, Schulz TG, et al. Thimerosal induces micronuclei in the cytochalasin B block
micronucleus test with human lymphocytes. Arch Toxicol 2003; 77: 50-55.

Woo KJ, Lee TJ, Bae JH, et al. Thimerosal induces apoptosis and G2/M phase arrest in human leukemia cells.
Mol Carcinog 2006; 45: 657-666.

Ueha-Ishibashi T, Oyama Y, Nakao H, et al. Effect of thimerosal, a preservative in vaccines, on intracellular
Ca2+ concentration of rat cerebellar neurons. Toxicology 2004; 195: 77-84.

Humphrey ML, Cole MP, Pendergrass JC, et al. Mitochondrial mediated thimerosal-induced apoptosis in a
human neuroblastoma cell line (SK-N-SH). Neurotoxicology 2005; 26: 407-416.

Herdman ML, Marcelo A, Huang Y, et al. Thimerosal induces apoptosis in a neuroblastoma model via the cJun
N-terminal kinase pathway. Toxicol Sci 2006; 92: 246-253.

Morita M, Higuchi C, Moto T, et al. Dual regulation of calcium oscillation in astrocytes by growth factors and
pro-inflammatory cytokines via the mitogen-activated protein kinase cascade. J Neurosci 2003; 23: 10944-
10952.

Faure AV, Grunwald D, Moutin MJ, et al. Developmental expression of the calcium release channels during
early neurogenesis of the mouse cerebral cortex. European Journal of Neuroscience 2001; 14: 1613-1622.

Jin Y, Dim DK, Khil LY, et al. Thimerosal decreases TRPV1 activity by oxidation of extracellular sufhydryl
residues. Neuroscience Letters 2004; 369: 250-255.

Baskin DS, Ngo H, Didenko VV. Thimerosal induces DNA breaks, caspase-3 activation, membrane damage,
and cell death in cultured human neurons and fibroblasts. Toxicological Sciences 2003; 74: 361-368.

Yel L, Brown LE, Su K, et al. Thimerosal induces neuronal cell apoptosis by causing cytochrome ¢ and
apoptosis-inducing factor release from mitochondria. International Journal of Molecular Medicine 2005; 16:
971-977.

Mutkus L, Aschner JL, Syversen T, et al. In vitro uptake of glutamate in GLAST- and GLT-1-transfected mutant
CHO-K1 cells is inhibited by the ethylmercury-containing preservative thimerosal. Biol Trace Elem Res 2005;
105: 71-86.

Lee S, Mian MF, Lee HJ, et al. Thimerosal induces oxidative stress in HeLa S epithelial cells. Environmental
Toxicology and Pharmacology 2006; 22: 194-199.

Chang HT, Liu CS, Chou CT, et al. Thimerosal-induced cytosolic Ca2+ elevation and subsequent cell death in
human osteosarcoma cells. Pharmacol Res 2005; 52: 328-333.

Kiffe M, Christen P, Arni P. Characterization of cytotoxic and genotoxic effects of different compounds on CHO
K5 cells with the comet assay (single-cell gel electrophoresis assay). Mutation Research 2003; 537: 151-168.

Debbasch C, Brignole F, Pisella PJ, et al. Quaternary ammoniums and other preservatives’ contribution in
oxidative stress and apoptosis on Chang conjunctival cells. Investigative Ophthalmology & Visual Science
2001; 42: 642-652.

Marn-Pernat A, Buturovi-Ponikvar J, Logar M, et al. Increased ethyl mercury load in protein A
immunoadsorption. Therapeutic Apheresis and Dialysis 2005; 9: 254-257.

Kramer L, Bauer E, Jansen M, et al. Mercury exposure in protein A immunoadsorption. Nephrol Dial
Transplant 2004; 19: 451-456.

R-121



284.

285.

286.

287.

288.

289.

290.

201.

292.

293.

294.

205.

296.

297.

298.

299.

300.

301.

302.

303.

304.

305.

306.

307.

308.

309.

310.

Sandhu SS, Dhesi JS, Gill BS, et al. Evaluation of 10 chemical for anueploidy induction in the hexaploid wheat
assay. Mutagenesis 1991; 6: 369-373.

Wallin M, Hartley-Asp B. Effects of potential anueploidy inducing agents on microtubule assembly in vitro.
Mutat Res 1993; 287: 17-22.

Parry JM. An evaluation of the use of in vitro tubulin polymerisation, fungal and wheat assays to detect the
activity of potential chemical aneugens. Mutat Res 1993; 287: 23-28.

Marrazzini A, Betti C, Bernacchi F, et al. Micronucleus test and metaphase analyses in mice exposed to known
and suspected spindle poisons. Mutagenesis 1994; 9: 505-515.

Albertini S. Analysis of nine known or suspected spindle poisons for mitotic chromosome malsegregation using
Saccharomyces cerevisiae D61.M. Mutagenesis 1990; 5: 453-459.

Sbrana |, Di Sibio A, Lomi A, et al. C-mitosis and numerical chromosome aberration analyses in human
lymphocytes: 10 known or suspected spindle poisons. Mutat Res 1993; 287: 57-70.

Warr TJ, Parry EM, Parry JM. A comparison of two in vitro mammalian cell cytogenetic assays for the detection
of mitotic aneuploidy using 10 known or suspected aneugens. Mutat Res 1993; 287: 29-46.

Kravchenko AT, Chervonskaia GP, Mironova LL. Use of a diploid cell line for detecting the toxic components in
medical immunobiological preparations. Biull Eksp Biol Med 1986; 101: 489-491.

Chervonskaia GP, Kravchenko AT, et al. Cytotoxic action of the chemical substances found as admixtures in
medical immunobiological preparations. Zh Mikrobiol Epidemiol Immunobiol 1988: 85-90.

Lovely TJ, Levin DE, Klekowski E. Light-induced genetic toxicity of Thimerosal and benzalkonium chloride in
commercial contact lens solutions. Mut Res 1982; 101: 11-18.

Uchida T, Naito S, Kato H, et al. Thimerosal induces toxic reaction in non-sensitized animals. Int Arch Allergy
Immunol 1994; 104: 296-301.

Crook TG, Freeman JJ. Reactions induced by the concurrent use of Thimerosal and tetracycline. Am J Optom
Physiol Opt 1983; 60: 759-761.

Brunner M, Albertini S, Wurgler FE. Effects of 10 known or suspected spindle poisons in the in vitro brain
tubulin assembly assay. Mutagenesis 1991; 6: 65-70.

Slikker W. Developmental neurotoxicology of therapeutics: survey of novel recent findings. Neurotoxicology
2000; 21: 250.

van’'t Veen AJ. Vaccines without thiomersal: why so necessary, why so long coming? Drugs 2001; 61: 565-
572.

Cremer JE. The action of triethyl tin, triethyl lead, ethyl mercury and other inhibitors on the metabolism of brain
and kidney slices in vitro using substrates labeled with 14C. J Neurochemistry 1962; 9: 289-298.

Hook O, Lundgren KD, Swensson A. On alkyl mercury poisoning: with a description of two cases. Acta Medica
Scandinvica 1954; 150: 131-137.

Chao ES, Gierthy JF, Frenkel GD. A comparative study of the effects of mercury compounds on cell viability
and nucleic acid synthesis in HelLa cells. Biochem Pharmacol 1984; 33: 1941-1945.

Report of an International Committee. Maximum allowable concentrations of mercury compounds. Arch
Environ Health 1969; 19: 891-905.

INERIS. Mercury and its Derivatives. Compilation of Toxicological and Environmental Data on Chemicals, July
2000, pgs 1-45.

Leonard A, Jacquet P, Lauwerys RR. Mutagenicity and teratogenicity of mercury compounds. Mutat Res 1983;
114: 1-18.

Mathew C, Al-Doori Z. The mutagenic effect of mercury fungicide Ceresan M in Drosophila melanogaster. Mut
Res 1976; 40: 31-36.

Chmielnicka J, Brzeznicka E, Baranski B, et al. The effect of ethylmercury on fetal development and some
essential metal levels in fetuses and pregnant female rats. Biological Trace Element Research 1985; 8: 181-
189.

Takeda Y, Ukita T. Metabolism of ethylmercuric chloride-203Hg in rats. Toxicol Appl Pharmacol 1970; 17:
181-188.

Ukita T, Takeda Y, Sato Y, et al. Distribution of 203Hg-labeled mercury compounds in adult and pregnant mice
determined by whole-body autoradiography. Radioisotopes 1967; 16: 439-448.

Takeda Y, Kunugi T, Hoshino O, et al. Distribution of inorganic, aryl, and alkyl mercury compounds in rats.
Toxicol Appl Pharmacol 1968; 13: 156-164.

Li Y, Jiang Y, Yan XP. Probing mercury species-DNA interactions by capillary electrophoresis with on-line
electrothermal atomic absorption spectrometric detection. Anal Chem 2006; 78: 6115-6120.

R-122



311.

312.

313.

314.
315.

316.

317.

318.

319.

320.

321.

322.

323.

324.

325.

326.

327.

328.

329.

330.

331.

332.

333.

334.

Umeda M, Saito K, Hirose K, et al. Cytotoxic effect of inorganic, phenyl, and alkyl mercuric compounds on
Hela cells. Japan J Exp Med 1969; 39: 47-58.

Verschaeve L, Kirsch-Volders M, Susanne C, et al. Genetic damage induced by occupationally low mercury
exposure. Environ Res 1976; 12: 306-316.

Palmer JS, Radeleff RD. The toxicologic effects of certain fungicides and herbicides on sheep and cattle.
Annals of the New York Academy of Sciences 1964; 111: 729-736.

Platonow N. A study of the metabolic fate of ethylmercuric acetate. Occup Health Rev 1968; 20: 1-8.

Magos L, Brown AW, Sparrow S, et al. The comparative toxicology of ethyl- and methylmercury. Arch Toxicol
1985; 57: 260-267.

Miller VL, Klavano PA, Jerstad AC, et al. Absorption, distribution, and excretion of ethylmercuric chloride.
Toxicology and Applied Pharmacology 1961; 3: 459-468.

US Environmental Protection Agency. Mercury Study Report to Congress — Volume V Health Effects of
Mercury and Mercury Compounds. Office of Air Quality Planning & Standards and Office of Research and
Development, December 1997.

Lee CH, Lin RH, Liu SH. Distinct genotoxicity of phenylmercury acetate in human lymphocytes as compared
with other mercury compounds. Mutat Res 1997; 392: 269-276.

Yuan Y, Atchison WD. Comparative effects of inorganic divalent mercury, methylmercury and phenylmercury
on membrane excitability and synaptic transmission of CA1 neurons in hippocampal slices of the rat.
Neurotoxicology 1994; 15: 403-411.

Roberts MC, Seawright AA, Ng JC. Chronic phenylmercuric acetate toxicity in a horse. Vet Hum Toxicol 1979;
21: 321-327.

Kozik MB, Wigowska-Sowinska J. Cerebral changes in the course of intoxication with mercury phenylacetate.
Exp Pathol (Jena). 1978; 16: 267-275.

Hartke GT, Oehme FW, Leipold HW, et al. Embryonic susceptibility of Microtus ochrogaster (common prairie
vole) to phenyl mercuric acetate. Toxicology 1976; 6: 281-287.

Dzierzawski A. Embryotoxic and teraogenic effects of phenylmercuric acetate and methylmercuric chloride in
hamsters, rats and rabbits. Pol Arch Weter 1979; 22: 263-287.

Moriyama H. A study on congenital Minamata disease. 1. Effects of organic mercury administration on
pregnant animals, with reference to the mercury content in the maternal and fetal organs. Kumamoto Igakkai
Zasshi 1967; 41: 506-528.

Veltman JC, Maines MD. Alterations of heme, cytochrome P-450, and steroid metabolism by mercury in rat
adrenal. Arch Biochem Biophys 1986; 248: 467-478.

Woods JS. Altered porphyrin metabolism as a biomarker of mercury exposure and toxicity. Can J Physiol
Pharmacol 1996; 74: 210-215.

Woods JS. Attenuation of porphyrinogen oxidation by glutathione in vitro and reversal by porphyrinogenic trace
metals. Biochem Biophys Res Commun 1988; 152: 1428-1434.

Dos Santos AP, Mateus ML, Carvalho CM, et al. Biomarkers of exposure and effect as indicators of the
interference of selenomethionine on methylmercury toxicity. Toxicol Lett 2007; 169: 121-128.

Oliveira FR, Ferreira JR, dos Santos CM, et al. Estradiol reduces cumulative mercury and associated
disturbances in the hypothalamus-pituitary axis of ovariectomized rats. Ecotoxicol Environ Saf 2006; 63: 488-
493.

Olivieri G, Novakovic M, Savaskan E, et al. The effects of beta-estradiol on SHSY5Y neuroblastoma cells
during heavy metal induced oxidative stress, neurotoxicity and beta-amyloid secretion. Neuroscience 2002;
113: 849-855.

Pingree SD, Simmonds PL, Rummel KT, et al. Quantitative evaluation of urinary porphyrins as a measure of
kidney mercury content and mercury body burden during prolonged methylmercury exposure in rats. Toxicol
Sci 2001; 61: 234-240.

Woods JS, Martin MD, Naleway CA, et al. Urinary porphyrin profiles as a biomarker of mercury exposure:
studies on dentists with occupational exposure to mercury vapor. J Toxicol Environ Health 1993; 40: 235-
246.

Woods JS, Bowers MA, Davis HA. Urinary porphyrin profiles as biomarkers of trace metal exposure and
toxicity: studies on urinary porphyrin excretion patterns in rats during prolonged exposure to methyl mercury.
Toxicol Appl Pharmacol 1991; 110: 464-476.

Gonzalez-Ramirez D, Maiorino RM, Zyniga-Charles M, et al. Sodium 2,3-dimercaptopropane-1-sulfonate
challenge test for mercury in humans: Il. Urinary mercury, porphyrins and neurobehavioral changes in dental
workers in Monterrey, Mexico. J Pharmacol Exp Ther 1995; 272: 264-274.

R-123



335.

336.

337.

338.

339.

340.

341.

342.

343.
344.

345.

346.

347.

348.
349.

350.

351.

352.

353.

354.

355.

356.

357.

358.

359.

360.
361.
362.

Bowers MA, Aicher LD, Davis HA, et al. Quantitative determination of porphyrins in rat and human urine and
evaluation of urinary porphyrin profiles during mercury and lead exposures. J Lab Clin Med 1992; 120: 272-
281.

Fowler BA. Porphyrinurias induced by mercury and other metals. Toxicol Sci 2001; 61: 197-198.

Woods JS, Fowler BA. Renal porphyrinuria during chronic methyl mercury exposure. J Lab Clin Med 1977; 90:
266-272.

Leonzio C, Fossi MC, Casini S. Porphyrins as biomarkers of methylmercury and PCB exposure in experimental
quail. Bull Environ Contam Toxicol 1996; 56: 244-250.

Miller DM, Woods JS. Urinary porphyrins as biological indicators of oxidative stress in the kidney. Interaction of
mercury and cephaloridine. Biochem Pharmacol 1993; 46: 2235-2241.

Echeverria D, Heyer NJ, Martin MD, et al. Behavioral effects of low-level exposure to Hg0 among dentists.
Neurotoxicology & Teratology 1995; 17: 161-168.

Woods JS. Porphyrin metabolism as indicator of metal exposure and toxicity. In: Toxicology of Metals:
Biochemical Aspects. 1995; 115: 19-52.

Woods JS, Echeverria D, Heyer NJ, et al. The association between genetic polymorphisms of
coproporphyrinogen oxidase and an atypical porphyrinogenic response to mercury exposure in humans.
Toxicology & Applied Pharmacology 2005; 206: 113-120.

Anonymous. Mercury’s metabolic fingerprint. Science 1992; 256: 29.

Heyer NJ, Bittner AC Jr, Echeverria D, et al. A cascade analysis of the interaction of mercury and
coproporphyrinogen oxidase (CPOX) polymorphism on the heme biosynthetic pathway and porphyrin
production. Toxicol Lett 2006; 161: 159-166.

Echeverria D, Woods JS, Heyer NJ, et al. The association between a genetic polymorphism of
coproporphyrinogen oxidase, dental mercury exposure and neurobehavioral response in humans.
Neurotoxicol Teratol 2006; 28: 39-48.

Suzuki T. Exposure to inorganic mercury and urinary excretion of coproporphyrin. Jpn J Exp Med 1962; 32:
45-53.

Woods JS, Kardish RM. Developmental aspects of hepatic heme biosynthetic capability and hematotoxicity-I1.
Studies on uroporphyrinogen decarboxylase. Biochem Pharmacol 1983; 32: 73-78.

Warkany J, Hubbard DM. Acrodynia and mercury. J Pediatr 1953; 42: 365-386.

Grandjean P, Weihe P, White RF, et al. Cognitive performance of children prenatally exposed to ‘safe’ level of
methylmercury. Environmental Research, Section A 1998; 77: 165-172.

Granjean P, Weihe P, White RF, et al. Cognitive deficit in 7-year-old children with prenatal exposure to
methylmercury. Neurotoxicol Teratol 1997; 19: 417-428.

Yokoo EM, Valente JG, Grattan L, et al. Low level methylmercury exposure affects neuropsychological function
in adults. Environmental Health: A Global Access Science Source 2003; 2: 8.

Weihe P, Hansen JC, Murata K, et al. Neurobehavioral performance of Inuit children with increased prenatal
exposure to methylmercury. Int J Circumpolar Health 2002; 61: 41-49.

Hunter D, Bomford RR, Russell DS. Poisoning by methyl mercury compounds. Quarterly Journal of Medicine
1940; 9: 193-213.

Jedrchowski W, Jankowski J, Flak E, et al. Effects of prenatal exposure to mercury on cognitive and
psychomotor function in one-year-old infants: epidemiologic cohort study in Poland. Ann Epidemiol 2006; 16:
439-447.

National Research Council. Toxicological Effects of Methylmercury. Washington, DC: National Academy Press;
2000.

Crump KS, Kiellstrom T, Shipp AM, et al. Influence of prenatal mercury exposure upon scholastic and
psychological test performance: benchmark analysis of a New Zealand cohort. Risk Anal 1998; 18: 701-713.

Daston G, Faustman E, Ginsberg G, et al. A framework for assessing risks to children from exposure to
environmental agents. Environ Health Perspect 2004; 112: 238-256.

Grandjean P, Landrigan PJ. Developmental neurotoxicity of industrial chemicals. Lancet 2006; 368: 2167-
2178.

Winship KA. Toxicity of mercury and its inorganic salts. Adverse Drug React Acute Poisoning Rev 1985;
4(3): 129-160.

Clarkson TW. Metal toxicity in the central nervous system. Environ Health Perspect 1987; 75: 59-64.
Clarkson TW. Mercury: major issues in environmental health. Environ Health Perspect 1993; 100:31-38.

Goldman LR, Shannon MW; American Academy of Pediatrics: Committee on Environmental Health. Technical
report: mercury in the environment: implications for pediatricians. Pediatrics 2001; 108: 197-205.

R-124



363.

364.

365.
366.

367.

368.

369.

370.

371.

372.

373.

374.

375.
376.

377.

378.

379.

380.

381.

382.

383.

384.
385.
386.
387.

388.

389.

390.

391.

Schettler T. Toxic threats to neurologic development of children. Environ Health Perspect 2001; 109(Suppl
6): 813-816.

Clarkson TW, Magos L. The toxicology of mercury and its chemical compounds. Crit Rev Toxicol 2006; 36:
609-662.

Clarkson TW. The three modern faces of mercury. Environ Health Perspect 2002; 110(Suppl 1): 11-23.

Coluccia A, Borracci P, Giustino A, et al. Effects of low dose methylmercury administration during the postnatal
brain growth spurt in rats. Neurotoxicol Teratol 2007; 29: 282-287.

Lehotzky K, Szeberenyi JM, Ungvary G, et al. Behavioral effects of prenatal methoxy-ethyl-mercury chloride
exposure in rat pups. Neurotoxicol Teratol 1988; 10: 471-474.

Li S, Thompson SA, Woods JS. Localization of gamma-glutamylcysteine synthetase mRNA expression in
mouse brain following methylmercury treatment using reverse transcription in situ PCR amplification. Toxicol
Appl Pharmacol 1996; 140: 180-187.

Li Z, Dong T, Proschel C, et al. Chemically diverse toxicants converge on Fyn and c-Cbl to disrupt precursor
cell function. PLoS Biol 2007; 5: e35.

Trasande L, Schechter CB, Haynes KA, et al. Mental retardation and prenatal methylmercury toxicity.
American Journal of Industrial Medicine 2006; 49: 153-158.

Sager PR, Aschner M, Rodier PM. Persistent, differential alterations in developing cerebellar cortex of male
and female mice after methylmercury exposure. Brain Res 1984; 314: 1-11.

Kern JK, Jones AM. Evidence of toxicity, oxidative stress, and neuronal insult in autism. J Toxicol Environ
Health, Part B 2006; 9: 485-499.

State of California 2004 review of the literature and conclusions classifying Thimerosal as a developmental and
reproductive toxin.

Maya L, Luna F. Thimerosal and children’s neurodevelopmental disorders. An Fac Med Lima 2006; 67: 243-
262.

Engleson G, Herner T. Alkyl mercury poisoning. Acta Pediatrica 1952; 41: 289-294.

Chrysochoou C, Rutishauser C, Rauber-Luthy C, et al. An 11-month-old boy with psychomotor regression and
auto-aggressive behavior. Eur J Pediatr 2003; 162: 559-561.

Bernard S, Enayati A, Redwood L, et al. Autism: a novel form of mercury poisoning. Med Hypotheses 2001;
56: 462-471.

Blaxill MF, Redwood L, Bernard S. Thimerosal and autism? A plausible hypothesis that should not be
dismissed. Med Hypotheses 2004; 62: 788-794.

Blaylock RL. Chronic microglial activation and excitotoxicity secondary to excessive immune stimulation:
possible factors in Gulf War Syndrome and autism. J Am Phys Surg 2004; 9: 46-51.

Bernard S, Enayati A, Roger H, et al. The role of mercury in the pathogenesis of autism. Mol Psychiatry 2002;
7(Suppl 2): S42-S43.

Blaylock RL. Interaction of cytokines, excitotoxins, and reactive nitrogen and oxygen species in autism
spectrum disorders. Journal of the American Nutraceutical Association 2003; 6(4): 21-35.

Zahir F, Rizwi SJ, Haq SK, et al. Low dose mercury toxicity and human health. Environmental Toxicology
and Pharmacology 2005; 20: 351-360.

Mutter J, Naumann J, Schneider R, et al. Mercury and autism: accelerating evidence? Neuroendocrinology
Letters 2005; 26: 439-446.

McGinnis WR. Oxidative stress in autism. Altern Ther Health Med 2004; 10: 22-36.
McGinnis WR. Mercury and autistic gut disease. Environ Health Perspect 2001; 109: A303-A304.
Chauhan A, Chauhan V. Oxidative stress in autism. Pathophysiology 2006; 13: 171-181.

Rimland B. The autism epidemic, vaccinations, and mercury. Journal of Nutritional & Environmental
Medicine 2000; 10: 261-266.

Blaylock RL. The central role of exictotoxicity in autism spectrum disorders. Journal of the American
Nutraceutical Association 2003; 6(1): 10-22.

Aschner M, Walker SJ. The neuropathogenesis of mercury toxicity. Mol Psychiatry 2002; 7(Suppl 2): S40-
S41.

Edelson SB, Cantor D. The neurotoxic etiology of the autistic spectrum disorders: a replication study. Toxicol
Ind Health 2000; 16: 239-247.

Ohta H, Seki Y, Imamiya S. Possible role of metallothionein on the gastrointestinal absorption and distribution
of cadmium. Kitasato Arch Exp Med. 1993 Apr; 65 Suppl: 137-145.

R-125



392.

393.

394.

395.
396.

397.

398.

399.

400.

401.

402.

403.

404.

405.

406.

407.

408.

409.
410.

411.

412.

413.

414.

415.

Nordberg GF. Modulation of metal toxicity by metallothionein. Biol Trace Elem Res. 1989 Jul-Sep; 21: 131-
135.

Chowdhury BA, Chandra RK. Biological and health implications of toxic heavy metal and essential trace
element interactions. Prog Food Nutr Sci. 1987; 11(1): 55-113.

Cherian MG, Nordberg M. Cellular adaptation in metal toxicology and metallothionein. Toxicology. 1983 Sep;
28(1-2): 1-15.

Cherian MG, Goyer RA. Role of metallothioneins in disease. Ann Clin Lab Sci. 1978 Mar-Apr; 8(2): 91-94.

Branch DR. Gender-selective toxicity of thimerosal. Experimental and Toxicologic Pathology (2008); in
Press. August 2008. [2008 September 2 Epub ahead of print.]

Gijon MA, Riekhof WR, Zarini S, Murphy RC, Voelker DR.Lysophospholipid acyltransferases and arachidonate
recycling in human neutrophils. J Biol Chem. 2008 Sep 3. [Epub ahead of print.]

Dérea JG. Hair mercury concentrations in Korean infants could be influenced by thimerosal-containing
vaccines. Sci Total Environ. 2008 Aug 16. [Epub ahead of print.]

[No authors listed] Meeting of Global Advisory Committee on Vaccine Safety, 18-19 June 2008. Wkly
Epidemiol Rec. 2008 Aug 8; 83(32): 287-292.

Edwards DH, Li Y, Griffith TM. Hydrogen Peroxide Potentiates the EDHF Phenomenon by Promoting
Endothelial Ca2+ Mobilization. Arterioscler Thromb Vasc Biol. 2008 Oct; 28(10): 1774-1781. Epub 2008 Jul
31.

Hughes JR.A review of recent reports on autism: 1000 studies published in 2007. Epilepsy Behav. 2008 Oct;
13(3): 425-37. Epub 2008 Jul 31.

Talbot HK, Keitel W, Cate TR, Treanor J, Campbell J, Brady RC, Graham |, Dekker CL, Ho D, Winokur P,
Walter E, Bennet J, Formica N, Hartel G, Skeljo M, Edwards KM. Immunogenicity, safety and consistency of
new trivalent inactivated influenza vaccine. Vaccine. 2008 Jul 29; 26(32): 4057-4061. Epub 2008 Jun 2.

Silbergeld EK. Mercury, vaccines, and autism, revisited. Am J Public Health. 2008 Aug; 98(8):1350; author
reply 1350-1. Epub 2008 Jun 12.

Croen LA, Matevia M, Yoshida CK, Grether JK. Maternal Rh D status, anti-D immune globulin exposure during
pregnancy, and risk of autism spectrum disorders. Am J Obstet Gynecol. 2008 Sep; 199(3): 234.e1-6. Epub
2008 Jun 13.

Guzzi G, Fogazzi GB, Cantu M, Minoia C, Ronchi A, Pigatto PD, Severi G. Dental amalgam, mercury toxicity,
and renal autoimmunity. J Environ Pathol Toxicol Oncol. 2008; 27(2): 147-155.

Melnick JG, Yurkerwich K, Buccella D, Sattler W, Parkin G. Molecular structures of thimerosal (Merthiolate)
and other arylthiolate mercury alkyl compounds. Inorg Chem. 2008 Jul 21; 47(14): 6421-6426. Epub 2008
Jun 6.

Trompezinski S, Migdal C, Tailhardat M, Le Varlet B, Courtellemont P, Haftek M, Serres M. Characterization
of early events involved in human dendritic cell maturation induced by sensitizers: cross talk between MAPK
signalling pathways. Toxicol Appl Pharmacol. 2008 Aug 1; 230(3): 397-406. Epub 2008 Apr 8.

Young HA, Geier DA, Geier MR. Thimerosal exposure in infants and neurodevelopmental disorders: an
assessment of computerized medical records in the Vaccine Safety Datalink. J Neurol Sci. 2008 Aug 15;
271(1-2): 110-118. Epub 2008 May 15.

Hayes CE. Prevention of influenza. J Midwifery Womens Health. 2008 May-Jun; 53(3): 268-271.

Geier DA, Mumper E, Gladfelter B, Coleman L, Geier MR. Neurodevelopmental disorders, maternal Rh-
negativity, and Rho(D) immune globulins: a multi-center assessment. Neuro Endocrinol Lett. 2008 Apr;
29(2): 272-280.

Pessah IN, Seegal RF, Lein PJ, LaSalle J, Yee BK, Van De Water J, Berman RF. Immunologic and
neurodevelopmental susceptibilities of autism. Neurotoxicology. 2008 May; 29(3): 532-545. Epub 2008 Feb
23.

Gluck N, Schwob O, Krimsky M, Yedgar S. Activation of cytosolic phospholipase A2 and fatty acid
transacylase is essential but not sufficient for thrombin-induced smooth muscle cell proliferation. Am J
Physiol Cell Physiol. 2008 Jun; 294(6): C1597-1603. Epub 2008 Apr 2.

Tseng JK, Ju JC. Calcium release of heat-shocked porcine oocytes induced by thimerosal or inositol 1,4,5-
trisphosphate (IP(3)). Anim Reprod Sci. 2008 Feb 16. [Epub ahead of print.]

Dérea JG, Marques RC. Modeling neurodevelopment outcomes and ethylmercury exposure from thimerosal-
containing vaccines. Toxicol Sci. 2008 Jun; 103(2): 414-415; author reply 416. Epub 2008 Mar 25.
Machet L, Le D0 S, Bernez A, Pillette-Delarue M, Leliévre G, Hoarau C, Hittenberger B, Vaillant L. [The
value of allergy survey in a retrospective series of 40 patients with burning-mouth syndrome (stomatodynia)].
Ann Dermatol Venereol. 2008 Feb; 135(2):105-109. Epub 2008 Feb 1.

R-126



416.

417.

418.

419.

420.

421.

422.

423.

424.

425.
426.

427.

428.

429.

430.

431.

432.

433.

434.
435.

436.

437.

438.

439.

Oken E, Bellinger DC. Fish consumption, methylmercury and child neurodevelopment. Curr Opin Pediatr.
2008 Apr; 20(2): 178-183.

Eke D, Celik A. Genotoxicity of thimerosal in cultured human lymphocytes with and without metabolic
activation sister chromatid exchange analysis proliferation index and mitotic index. Toxicol In Vitro. 2008
Jun; 22(4): 927-34. Epub 2008 Feb 1.

[No authors listed] Mercury in vaccines and developmental problems: the latest research. Child Health Alert.
2007 Oct; 25: 3.

Marquez B, Suarez SS. Soluble adenylyl cyclase is required for activation of sperm but does not have a direct
effect on hyperactivation. Reprod Fertil Dev. 2008; 20(2): 247-252.

Pichichero ME, Gentile A, Giglio N, Umido V, Clarkson T, Cernichiari E, Zareba G, Gotelli C, Gotelli M, Yan L,
Treanor J. Mercury levels in newborns and infants after receipt of thimerosal-containing vaccines. Pediatrics.
2008 Feb; 121(2): e208-e214.

Doérea JG. Early mercury exposure (with ethylmercury) could include 3-day olds: is that the case in China?
Environ Res. 2008 Mar;106(3): 420; discussion 421-422. Epub 2008 Jan 25.

Zheng W, Dreskin SC. Thimerosal in influenza vaccine: an immediate hypersensitivity reaction. Ann Allergy
Asthma Immunol. 2007 Dec; 99(6): 574-575.

Wu X, Liang H, O'Hara KA, Yalowich JC, Hasinoff BB. Thiol-modulated mechanisms of the cytotoxicity of
thimerosal and inhibition of DNA topoisomerase Il alpha. Chem Res Toxicol. 2008 Feb; 21(2): 483-493.
Epub 2008 Jan 16.

Schechter R, Grether JK. Continuing increases in autism reported to California's developmental services
system: mercury in retrograde. Arch Gen Psychiatry. 2008 Jan; 65(1): 19-24.

Fombonne E. Thimerosal disappears but autism remains. Arch Gen Psychiatry. 2008 Jan; 65(1): 15-16.

Geier DA, King PG, Sykes LK, Geier MR. RotaTeq vaccine adverse events and policy considerations. Med
Sci Monit. 2008 Mar; 14(3): PH9-PH16.

Rooney JP. Early thimerosal exposure and neuropsychological outcomes. N Engl J Med. 2008 Jan 3; 358(1):
93-94; author reply 94.

Bernard S. Early thimerosal exposure and neuropsychological outcomes. N Engl J Med. 2008 Jan 3; 358(1):
93; author reply 94.

Baker JP. Mercury, vaccines, and autism: one controversy, three histories. Am J Public Health. 2008 Feb;
98(2): 244-253. Epub 2008 Jan 2.

Marques RC, Bernardi JV, Dérea JG, Bastos WR, Malm O. Principal component analysis and discrimination
of variables associated with pre- and post-natal exposure to mercury. Int J Hyg Environ Health. 2008 Oct;
211(5-6): 606-14. Epub 2007 Dec 21.

McMahon AW, Iskander JK, Haber P, Braun MM, Ball R. Inactivated influenza vaccine (IIV) in children <2
years of age: examination of selected adverse events reported to the Vaccine Adverse Event Reporting
System (VAERS) after thimerosal-free or thimerosal-containing vaccine. Vaccine. 2008 Jan 17; 26(3): 427-9.
Epub 2007 Nov 29.

Bernard S, Blaxill M, Redwood L. Re: Miles & Takahashi paper on Rhlg and autism. Am J Med Genet A.
2008 Feb 1; 146(3): 405-406; author reply 407.

Dérea JG. Ethylmercury and breastfeeding as confounders in outcomes of functional programming: Where
are they? Reprod Toxicol. 2008 Jan; 25(1): 133; author reply 134. Epub 2007 Oct 25.

Dérea JG. Amalgam study. J Am Dent Assoc. 2007 Dec; 138(12): 1536-1537; author reply 1537.

Park EK, Mak SK, Kiiltz D, Hammock BD. Evaluation of cytotoxicity attributed to thimerosal on murine and
human kidney cells. J Toxicol Environ Health A. 2007 Dec; 70(24): 2092-2095.

Geier DA, Sykes LK, Geier MR. A review of Thimerosal (Merthiolate) and its ethylmercury breakdown
product: specific historical considerations regarding safety and effectiveness. J Toxicol Environ Health B
Crit Rev. 2007 Dec; 10(8): 575-96.

Harappanahally GV, Trask CL, Mandelbaum DE. Vaccines and autism: an update. Med Health R I. 2007 Oct;
90(10): 308-310.

Mufioz MA, Abarca VK, Jiménez de la JJ, LuchsInger FV, O'Ryan GM, Ripoll ME, Valenzuela BMT, Vergara
FR. [Safety of thimerosal containing vaccines. Statement of the Consultive Committee of Immunizations on
behalf of the Chilean Infectious Diseases Society] Rev Chilena Infectol. 2007 Oct; 24(5): 372-376. Epub
2007 Oct 26. Spanish.

Berman RF, Pessah IN, Mouton PR, Mav D, Harry J. Low-level neonatal thimerosal exposure: further
evaluation of altered neurotoxic potential in SJL mice. Toxicol Sci. 2008 Feb; 101(2): 294-309. Epub 2007
Oct 31.

R-127



440.

441.

442.

443.

444,
445,

446.

447.

448.

449.

450.
451.

452.

453.

454.

455.

456.

457.

458.

459.

460.

461.

462.

463.

Wattanakrai P, Rajatanavin N. Thimerosal allergy and clinical relevance in Thailand. J Med Assoc Thai.
2007 Sep; 90(9): 1775-1779.

Thyssen JP, Linneberg A, Menné T, Johansen JD. The epidemiology of contact allergy in the general
population--prevalence and main findings. Contact Dermatitis 2007 Nov; 57(5): 287-299.

DeStefano F. Vaccines and autism: evidence does not support a causal association. Clin Pharmacol Ther.
2007 Dec; 82(6): 756-759. Epub 2007 Oct 10.

Thompson WW, Price C, Goodson B, Shay DK, Benson P, Hinrichsen VL, Lewis E, Eriksen E, Ray P, Marcy
SM, Dunn J, Jackson LA, Lieu TA, Black S, Stewart G, Weintraub ES, Davis RL, DeStefano F; Vaccine
Safety Datalink Team. Early thimerosal exposure and neuropsychological outcomes at 7 to 10 years. N Engl
J Med. 2007 Sep 27; 357(13): 1281-1292.

Offit PA. Thimerosal and vaccines--a cautionary tale. N Engl J Med. 2007 Sep 27; 357(13): 1278-1279.

Sugarman SD. Cases in vaccine court--legal battles over vaccines and autism. N Engl J Med. 2007 Sep 27;
357(13): 1275-1277.

Mian MF, Kang C, Lee S, Choi JH, Bae SS, Kim SH, Kim YH, Ryu SH, Suh PG, Kim JS, Kim E. Cleavage of
focal adhesion kinase is an early marker and modulator of oxidative stress-induced apoptosis. Chem Biol
Interact. 2008 Jan 10; 171(1): 57-66. Epub 2007 Aug 19.

Ito Tsuchiya FM, Rosas Vargas MA, Zepeda Ortega B, Rio del Navarro BE, Sienra Monge JJ. [Adverse
reactions to vaccines] Rev Alerg Mex. 2007 May-Jun; 54(3): 86-95. Spanish.

Foo AH, Ramkumar S, Helke S, Branch DR. Chemical treatment of anti-D results in improved efficacy for the
inhibition of Fcgamma receptor-mediated phagocytosis. Transfusion. 2007 Dec; 47(12): 2250-2259. Epub
2007 Aug 21.

Liu SI, Huang CC, Huang CJ, Wang BW, Chang PM, Fang YC, Chen WC, Wang JL, Lu YC, Chu ST, Chou
CT, Jan CR. Thimerosal-induced apoptosis in human SCM1 gastric cancer cells: activation of p38 MAP
kinase and caspase-3 pathways without involvement of [Ca2+]i elevation. Toxicol Sci. 2007 Nov; 100(1):
109-117. Epub 2007 Aug 13.

Lubick N. Redirecting autism research. Environ Sci Technol. 2007 Jul 1; 41(13): 4493-4494.

Edlich RF, Olson DM, Olson BM, Greene JA, Gubler KD, Winters KL, Kelley AR, Britt LD, Long WB
3rd.Update on the National Vaccine Injury Compensation Program. J Emerg Med. 2007 Aug; 33(2): 199-211.
Epub 2007 Jun 18.

Fitzpatrick M. The end of the road for the campaign against MMR. Br J Gen Pract. 2007 Aug; 57(541): 679.

Geier DA, Geier MR. A prospective study of thimerosal-containing Rho(D)-immune globulin administration as
a risk factor for autistic disorders. J Matern Fetal Neonatal Med. 2007 May; 20(5): 385-390.

National Advisory Committee on Immunization (NACI). Thimerosal: updated statement. An Advisory
Committee Statement (ACS). Can Commun Dis Rep. 2007 Jul 1; 33(ACS-6): 1-13. English, French.

Nguyen DQ, Srinivasan S, Hiscott P, Kaye SB. Thimerosal-induced limbal stem cell failure: report of a case
and review of the literature. Eye Contact Lens. 2007 Jul; 33(4): 196-198.

Bocchietto E, Paolucci C, Breda D, Sabbioni E, Burastero SE. Human monocytoid THP-1 cell line versus
monocyte-derived human immature dendritic cells as in vitro models for predicting the sensitising potential of
chemicals. Int J Immunopathol Pharmacol. 2007 Apr-Jun; 20(2): 259-265.

Zareba G, Cernichiari E, Hojo R, Nitt SM, Weiss B, Mumtaz MM, Jones DE, Clarkson TW. Thimerosal
distribution and metabolism in neonatal mice: comparison with methyl mercury. J Appl Toxicol. 2007 Sep-
Oct; 27(5): 511-518.

Marques RC, Dérea JG, Bastos WR, Malm O. Changes in children hair-Hg concentrations during the first 5
years: maternal, environmental and iatrogenic modifying factors. Regul Toxicol Pharmacol. 2007 Oct; 49(1):
17-24. Epub 2007 May 10.

Dorea JG. Exposure to mercury during the first six months via human milk and vaccines: modifying risk
factors. Am J Perinatol. 2007 Aug; 24(7): 387-400. Epub 2007 Jun 12.

Lawton M, Igbal M, Kontovraki M, Lloyd Mills C, Hargreaves AJ. Reduced tubulin tyrosination as an early
marker of mercury toxicity in differentiating N2a cells. Toxicol In Vitro. 2007 Oct; 21(7): 1258-1261. Epub
2007 Apr 14.

Karincaoglu Y, Aki T, Erguvan-Onal R, Seyhan M. Erythema multiforme due to diphtheria-pertussis-tetanus
vaccine. Pediatr Dermatol. 2007 May-Jun; 24(3): 334-335.

Ribeiro MA, Cabral HO, Costa PF. Modulatory effect of NO on sodium currents in a neuroblastoma cell line:
aspects of cell specificity. Neurosci Res. 2007 Aug; 58(4): 361-370. Epub 2007 Apr 19.

Miles JH, Takahashi TN. Lack of association between Rh status, Rh immune globulin in pregnancy and
autism. Am J Med Genet A. 2007 Jul 1; 143A(13): 1397-1407.

R-128



464. Marques RC, Dérea JG, Manzatto AG, Bastos WR, Bernardi JV, Malm O. Time of perinatal immunization,
thimerosal exposure and neurodevelopment at 6 months in breastfed infants. Acta Paediatr. 2007 Jun;
96(6): 864-868. Epub 2007 Apr 27.

465. Velicu M, Fu H, Suri RP, Woods K. Use of adsorption process to remove organic mercury thimerosal from
industrial process wastewater. J Hazard Mater. 2007 Sep 30; 148(3): 599-605. Epub 2007 Mar 12.

466. Rouzer CA, Ivanova PT, Byrne MO, Brown HA, Marnett LJ. Lipid profiling reveals glycerophospholipid
remodeling in zymosan-stimulated macrophages. Biochemistry. 2007 May 22; 46(20): 6026-6042. Epub
2007 Apr 26.

467. Andac M, Asan A, Tinkilic N, Isildak I. A simple flow-injection spectrofluorimetric method for the determination
of mercury. J Fluoresc. 2007 Jul; 17(4): 401-405. Epub 2007 Apr 25.

468. Geier DA, Geier MR. A case series of children with apparent mercury toxic encephalopathies manifesting with
clinical symptoms of regressive autistic disorders. J Toxicol Environ Health A. 2007 May 15; 70(10): 837-
851.

469. Clifton JC 2nd. Mercury exposure and public health. Pediatr Clin North Am. 2007 Apr; 54(2): 237-269, viii.

470. Nath AK, Thappa DM. Kumkum-induced dermatitis: an analysis of 46 cases. Clin Exp Dermatol. 2007 Jul;
32(4): 385-387. Epub 2007 Apr 8.

471. Chang S, Begier EM, Schech SD, Venus P, Shatin D, Braun MM, Ball R. Perinatal hepatitis B transmission
and vaccination timing in a managed care cohort: assessment of the temporary delay in newborn hepatitis B
vaccination due to thimerosal content. Pediatr Infect Dis J. 2007 Apr; 26(4): 329-333.

472. Johnson SM, Kerekes KM, Lunetta JM, Pappagianis D. Characteristics of the protective subcellular
coccidioidal T27K vaccine. Ann N Y Acad Sci. 2007 Sep; 1111: 275-289. Epub 2007 Mar 15.

473. Bull R, Finkelstein JP, Humeres A, Behrens MI, Hidalgo C. Effects of ATP, Mg2+, and redox agents on the
Ca2+ dependence of RyR channels from rat brain cortex. Am J Physiol Cell Physiol. 2007 Jul; 293(1):
C162-C171. Epub 2007 Mar 14.

474. Gibicar D, Logar M, Horvat N, Marn-Pernat A, Ponikvar R, Horvat M. Simultaneous determination of trace
levels of ethylmercury and methylmercury in biological samples and vaccines using sodium tetra(n-
propyl)borate as derivatizing agent. Anal Bioanal Chem. 2007 May; 388(2): 329-340. Epub 2007 Mar 6.

475. Guarneri F, Marini H. An unusual case of perioral dermatitis: possible pathogenic role of neurogenic
inflammation. J Eur Acad Dermatol Venereol. 2007 Mar; 21(3): 410-412.

476.Wei D, Oyarzabal OA, Huang TS, Balasubramanian S, Sista S, Simonian AL. Development of a surface
plasmon resonance biosensor for the identification of Campylobacter jejuni. J Microbiol Methods. 2007 Apr;
69(1): 78-85. Epub 2007 Jan 29.

477 .Marques RC, Dérea JG, Fonseca MF, Bastos WR, Malm O. Hair mercury in breast-fed infants exposed to
thimerosal-preserved vaccines. Eur J Pediatr. 2007 Sep;166(9):935-941. Epub 2007 Jan 20.

478.Marquez B, Ignotz G, Suarez SS. Contributions of extracellular and intracellular Ca2+ to regulation of sperm
motility: Release of intracellular stores can hyperactivate CatSper1 and CatSper2 null sperm. Dev Biol. 2007
Mar 1;303(1): 214-221. Epub 2006 Nov 10.

479.Fatemi SH, Folsom TD, Reutiman TJ, Lee S. Expression of astrocytic markers aquaporin 4 and connexin 43 is
altered in brains of subjects with autism. Synapse. 2008 Jul; 62(7): 501-507.

480.Casanova MF. The minicolumnopathy of autism: A link between migraine and gastrointestinal symptoms. Med
Hypotheses. 2008; 70(1): 73-80. Epub 2007 Jun 14.

481.Brimacombe MB, Pickett R, Pickett J. Autism post-mortem neuroinformatic resource: the autism tissue program
(ATP) informatics portal. J Autism Dev Disord. 2007 Mar; 37(3): 574-579.

482.Casanova MF. The minicolumnopathy of autism: A link between migraine and gastrointestinal symptoms. Med
Hypotheses. 2008; 70(1): 73-80. Epub 2007 Jun 14.

483.Shiraki H, Nagashima K. Essential neuropathy of alkylmercury intoxications in humans from the acute to the
chronic stage with special reference to experimental whole body autoradiographic study using labeled
mercury compounds. Neurotoxicology 1977; 1: 247-260.

484.Laurente J, Remuzgo F, Avalos B, Chiquinta J, Ponce B, Avendario R, Maya L. [Neurotoxic effects of thimerosal
at vaccines doses on the encephalon and development in 7 days-old hamsters.] An Fac Med Lima 2007;
68(3): 222-237.

About the Reviewer

The reviewer, Paul G. King, PhD, is a PhD Analytical Chemist with a MS in Inorganic Chemistry, a
technical degree in Computer Programming and Systems Analysis and 30-plus-year career in the
biocides and pharmaceuticals industries.

R-129



Dr. King is a recognized expert in the areas of quality control, quality systems, and CGMP compliance,
who has been involved with various projects addressing general drug and vaccine issues, related nutrition
issues, including, since 1999, vaccines and mercury poisoning in developing children from conception
onwards where Thimerosal bolus dosing is a major causal factor.

For more information on his credentials, background, activities and interests, you can visit his web site:
http://www.dr-king.com.

End of Part 2 of 2 of the Review

R-130


http://www.dr-king.com/

APPENDIX A
REVISED VACCINATION RECOMMENDATIONS

PREFACE

This document contains information designed to provide pregnant women, parents and guardians of
children alternative vaccination approaches based the fundamental factors that should be considered in
choosing the set of long-term safe and long-term effective vaccines that may be safely given from birth
until they are 18 years of age to developing children who reside in the United States of America.

The recommendations being made are based on an in-depth review of the available safety and
effectiveness information published by the CDC and independent researchers on the vaccines in the
current CDC-recommended vaccination program for U.S. children.

Revised Recommendations for Vaccines

The following table presents the current Florida vaccination requirements and the suggested revised list
of vaccination requirements with the rationale for not including each vaccine® that

Table 1. Current and Suggested Revised Florida Requirements for Vaccination

Revised Requirements —
Current Florida Restricted To Vaccines
Vaccines ! Childcar.e & .SChOO1 Which Are Effective In
Vaccination Preventing A Disease To
Requirements Which A Child May Be
Exposed

38

. Besides reducing: a) the number and severity of adverse events and b) the risk of inducing chronic disease, these

recommendations will increase the overall long-term health of Florida’s children and should also reduce the vaccine-
related costs currently borne by the parents, employers and the State of Florida.

. In the revised recommendations proposed, the basis recommendations will be that: a) the vaccines used must not

contain any level of Thimerosal; b) where both live-virus and inactivated virus vaccines exist, only the inactivated-virus
vaccines should be used; and c¢) where only live-virus vaccines exist for the current recommended vaccines, to safen
vaccination against these diseases (as required by 42 U.S.C. 300aa-279a)(2)), the government will demand that they
be replaced with equally effective inactivated-virus vaccines within 5 years so that the current disease problems
associated with live-virus vaccines will cease to cause the disease in some who are vaccinated as well as some who
have contact with those who have been recently vaccinated.

. For those vaccines that are live-virus vaccines and not recommended, the U.S. government, acting under its broad

vaccine safening authority in 42 U.S.C. Sec. 300aa-279a)(2), should immediately remove these vaccines from the
recommended vaccination schedules and, for those having inactivated counterparts, immediately revoke the live-virus
vaccines’ U.S. licenses for discretional use.

. For vaccines that are Thimerosal-preserved and not in the proposed revised requirements, the government should

immediately revoke their U.S. licenses and approvals because they are obviously adulterated drugs under 21 U.S.C.
Sec. 351(a)(2)(B). [Note: Until the “no Thimerosal” version of JE-Vax, Japanese encephalitis, is available, the current imported
vaccine should be temporarily allowed to be used for children traveling or relocating to areas where this disease is endemic.] In
general, these approvals should be revoked because, as the FDA and the vaccines makers have testified before
Congress, the vaccine makers have knowingly failed to comply with a CGMP safety minimum, namely, 21 C.F.R. Sec.
610.15(a), which, among its requirements, requires the Thimerosal in a Thimerosal-preserved vaccine must be proven
to be “sufficiently nontoxic ...” at the single-dose level. Further, since an Eli Lilly study report from the early 1970s
reported single-dose toxicity at a 1-ppm level of Thimerosal — a level 33 to 100 times lower than the nominal 33-ppm to
100-ppm levels in Thimerosal-preserved vaccines, it is obvious that all Thimerosal-preserved vaccines cannot meet the
“sufficiently nontoxic ...” safety standard set forth in 21 C.F.R. Sec. 610.15(a). In addition, all doses of these vaccines
in distribution should be recalled and destroyed as the hazardous waste that they most certainly are (the EPA limit for
mercury in a liquid solution is 0.2 ppm)

. For all vaccines that contain a level of Thimerosal that exceeds 0.1 ppm and are not in the revised recommended

requirements, the U.S. government should also suspend their approvals until the vaccine maker can prove they are
safe to give to those persons who are “non-excretors” and/or low excretors of mercury. In the case of those on the
revised recommended requirements list with levels of Thimerosal (<0.1 ppm) that are on the list, their use should: a)
require explicit informed consent prior to administration and b) be restricted to situations where the corresponding no-
Thimerosal vaccines are temporarily not available because of a temporary production problem.
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No-Thimerosal Diphtheria-Tetanus-Pertussis (DTaP) [Or, in some cases, ano-
Thimerosal Diphtheria-Tetanus (DT) vaccine may be an option for those with
proof of having had an infection with pertussis before the next dose of DTaP vaccine is

scheduled.]

Hepatitis A (HepA) [Not cost-effective for general use; may be useful in
conjunction with gamma globulin in an outbreak situation.]

Hepatitis B (HepB) [Not cost-effective; disease risk almost non-existent; if exposed
most children fully recover with no chronic infection; use increases risk of childhood
MS ~ 4 years after initial series ends; at birth dose provides no immunity and may X
significantly harm to long-term ability of the child’s immune system to differentiate
self from other than self]

Haemophilus influenzae type b (Hib) [Not in-use effective and appears to
actually increase long-term risk to an invasive haemophilus influenzae infection from X
other strains as well as infection by other organisms; not cost effective.]

Human Papillomavirus (HPV) [No proof of long-term safety and evidence of
significant risks for serious side effects; does not provide protect the child from HPV
infection by all strains or, in some cases (up to 20%), the vaccine strains; no evidence
that vaccination is better at providing long-term immunity than having the natural
disease; no proof that vaccination translates into protection from cervical cancer 30+
years later; no proof of long-term (>30 years) protection needed to justify use as an

“anti-cancer” vaccine; not cost-effective. |

Influenza (Flu) [No proof of in-use effectiveness in children; has a proven risk of
mercury poisoning from doses that contain Thimerosal; live-virus formulation risks
spreading influenza and/or creating more virulent strain and infects child with 3
related live influenza viruses. Moreover, a much safer dictary supplementation pro-
gram exists using vitamin D-3 that protects against all strains of the human influenza
instead of only 3 strains.]

Meningococcal (MCV4) [Does not protect against the “B” strain that causes 25%
to 50% of all cases; protection against A, C, Y & W-135 strains is not long-term
(actually, <6 years) and the “protection” given effectively does not exceed 80% for
the strains from which it may provide protection. Since risk is in populations where
hygiene is a problem (1st-year college students in dorms; and military inductees in
basic training; improved hygiene for the college students and protection from dirt
inhalation during basic training for the military would seem to be more cost-effective.]

Measles-Mumps-Rubella (MMR) {, Mcasles-Rubella, Measles, Mumps} [In the
revised recommendations, options of giving each of these live-virus vaccines in
different orders and combination will be suggested where, because it is generally
immunosuppressive, the last dose recommended will be a measles only vaccine dose. ]

Pneumococcal (PCV7) [Not long-term in-use effective; after 5 years cases
increasing; adverse strain shift evident; MSRA strains invading niche; other disease
organisms invading niche. Better strategy to treat cases with alternative “antibiotics”
(e.g., olive-leaf extract and/or oil of oregano and naturopathic ear oils).]

Poliovirus (IPV) X X

Rotavirus [Not cost effective; seems to cause the disease in everyone inoculated;
side-effect risk not at least 10X lower than disease as it should be; when there was/is
no vaccination program, most children were “immune” by age 5 without having a
clinical case requiring medical intervention.]

No Thimerosal Tetanus-Diphtheria{-Pertussis} (Td/{Tdap}) [In revised

requirements, an option could be provided for the Tdap instead of the Td vaccine.]

Varicella [Not long-term effective; not societally cost-effective; the herpes varicella

zoster (HVZ) vaccines cause more harm than they prevent chickenpox cases or delay
shingles cases, since, in general, the vaccines, at best, only delay the 1st instance of the X
disease as chickenpox but increase the risk of recurrence as shingles, a much more
serious and lethal outbreak of HVZ, in children and adults.]

1. The reason for excluding a current vaccine in the Florida program from recommended use for all children and other key information are included in brackets [ |”

GENERAL REVISED CHILDHOOD VACCINATION REQUIREMENTS SCHEDULE

The following table presents a set of recommended vaccination requirements that address the time
windows for all children who can be vaccinated and whose parents or guardians choose to have them
vaccinated rather than seeking an exemption from vaccination.

Table 2. Suggested General Dosing Plan For Revised Florida Requirements
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Vaccine Dose Current Florida | Revised Florida Notes
Number Requirements Requirements
DTaP (OR DT) 1 2 months 6-36 months For those children who contract pertussis at any point during the
> 4 months 9-39 months t%ns schedule, perent's may elther continue 'w1th the DTaP vacc1'ne,
since the vaccine is designed to provide protection against
3 6 months 12-42 months pertussis toxins and not pertussis per se, or switch to the DT
4 12-18 months 18-45 months vaccine because, for almost all children who have pertussis and recover,
5 4.6 vears 57 vears there is little risk of their harboring or being re-infected by
Y Y pertussis. If, after any DTaP shot, the child gets a high fever, any
neurological signs such as seizures or staring spells strong
Td (OR Tdap) 11-12 years 12-13 years consideration should be given to discontinuing: a) all further
DTaP shots and b) the Tdap, and switching to DT and Td shots.
MMR 12-18 months - Reviewing the effectiveness of the component viruses, the data
> 4.6 years — shows that the current 2-dose MMR program is not effective
for mumps since in the 2006 mumps outbreaks, 69% of those
MMR or MR or who contracted mumps were vaccinated. Thus, it may be
P )
MEASLES ONLY better to remove mumps from the equation and only vaccinate
(for those who | 24-48 months against measles and rubella initially (hence returning to the
want their sons & MR, measles-rubella vaccine should be an allowed option and
daughters to get measles only should be allowed for families who choose to let
rubella) their child get mumps & rubella. Then, since having rubella
RUBELLA during pregnancy is the critical concern, only females who do
f 1 ! 2,1 8-9 years not contract rubella in the 3 yr to 8-year period should be given
(females only) a 2" (or 1") doses if they have not had rubella by age 8.
Mumprs 21 9-10 years Similarly, mumps vaccination need only be given to r]nales who
(males only) ’ have not had mumps by age 10. In all instances, a 2™ dose of
MEASLES OR measles should be given, at least 3 months after measles
P T because measles is immunosuppressive.
OSITIVE 11ITERS
(Measles vaccine IIH 2 10-11 years A booster for measles vaccine is required only if a blood titer
the titers test shows test shows a lack of measles antibodies.
a lack of antibodies
to measles)
Polio 1 2 months 7-36 months Since the only risk for paralytic polio seems to be from imported
2 4 months 10-39 months polio virus and clinical cases of paralytic polio are almost non-
existent, there is almost no risk in delaying the start of the polio
3 12-18 months 13-45 months series and spreading it out. However, IVP vaccines should not be
4 4-6 years 6-10 years given with any other vaccine.

Additional Vaccines That Are Not Required But Should Remain Available for Use

Though not in the required schedule, the following vaccines should remain available for childhood
vaccination for those who may, under certain circumstances, decide to use them or for use in a serious
outbreak/pandemic situation or for use in certain groups that have a high risk of contracting a serious
case of the disease:

e Anthrax, if approved for use in children,

Cholera,

Rabies,

Hepatitis A (HepA),
Hepatitis B (HepB),
Haemophilus influenzae type b (Hib),
Japanese encephalitis,

Meningococcal (MCV4),
Pneumococcal (PCV7),

Rotavirus,
Tetanus Toxoid (TT),
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e Typhoid Fever,
e Vaccina for Smallpox,
e Yellow Fever, and

e FDA-licensed and approved for use in children combination vaccines made from the revised list of
required and optional (additional) component vaccines.

Vaccines That Should Be Removed From The Market

Based on the available information, no child should be vaccinated with the following vaccines:
e Avian Influenza,

Influenza (Flu),

Measles-mumps-rubella-varicella (MMRV), and

Varicella,

REVISED RECOMMENDED CHILDHOOD VACCINATION REQUIREMENTS SCHEDULE FOR CHILDREN WHO
ARE NOT BREASTFED FOR AT LEAST SIX MONTHS

The following table presents the suggested vaccination plan for infants who are not breastfed for at
least 6 months post partum.

Table 3. Suggested Dosing Plan For Non-breastfed
Children For Florida Requirements

VACCINE DosE (}ir(l::fgf REVISED FLORIDA
NUMBER REQUIREMENTS
REQUIREMENTS
DTaP (OrR DT) 1 2 months 6 month
2 4 months 9 months
3 6 months 12 months
4 12-18 months 18 months
5 4-6 years 4-5 years
Td (or Tdap) 11-12 years 12-13 years
MMR 1 12-18 months -
2 4-6 years ---
MMR or MR
or MEASLES ONLY (for those 1 24 27 months
who want their sons &
daughters to get rubella)
RUBELLA (females only) 2,1 8-9 years
MUMPS (males only) 2,1 9-10 years
MEASLES OR MEASLES TITER 2 10-11 years
PoLio 1 2 months 7-8 months
2 4 months 10-11 months
3 12-18 months 13-14 months
4 4-6 years 6-7 years




Some Additional Thoughts on Alternate Vaccine Schedules

The issue of an appropriate vaccine schedule is a very complex one that needs to involve individual
choice and informed consent.

Each parent needs, with the help of their pediatrician or other health care provider, to decide what is
right for their child.

Each parent needs to find a pediatrician or other health care provider that is willing to take the time to
work with him or her to decide what is right for that child.

If a doctor refuses to work with parents then the parents should find a new doctor; and it would not hurt
to tell other parents which doctors are willing to work with parents and which are not so that the later
can be avoided.

Additionally, every State needs to have a waiver for any one who wishes to use it.

All waiver decisions need to be made with informed consent, based on:

e Accurate and complete information for each vaccine about each vaccination risk and its
approximate rate;

e The theoretical benefits of each vaccination, their minimum and typical durations, the need for,
availability of and risks with booster doses, and the percentage of those vaccinated who are
protected for the minimum duration; and

e The probability of infection, the duration of infection, the nature and probability of each adverse
infection outcome, and the preventive/supportive dietary inputs that are known to minimize disease
duration and minimize the risk of serious disease complications if they choose not to vaccinate or
to defer vaccination until some later date,

without any form of pressure on the decisions being made.

That being said, here are some key issues concerning the childhood vaccination schedule for U.S.
Children:
% All vaccines that have Thimerosal (mercury) are to be avoided™”.

< One must think long and hard about any influenza vaccination because many major studies have
shown this vaccine has little or no efficacy”?.

AL The number one offender in this category in the US is the influenza vaccine. Most influenza vaccine in the US has full

dose Thimerosal (25 pg/adult dose). Do not use any influenza vaccine that comes in multi-dose vials. Insist on single dose

“no Thimerosal” influenza vaccines. Live nasal influenza vaccine does not contain Thimerosal, but by the company’s

clinical trial outcomes, those taking the live vaccine need to be quarantined for three weeks to prevent the spread of any
of the three vaccine strains of influenza or mutated forms thereof to those who are unvaccinated especially those
particularly vulnerable to being damaged by influenza such as anyone with a respiratory disorder, anyone with AIDS,
anyone who has had recent surgery, anyone with a transplanted organ, and anyone with a suppressed immune system.
Therefore it appears to me to be unethical to use this vaccine on anyone not agreeing to be quarantined for 21 days,
which currently seems to be everyone taking this vaccine.

This is particularly true when the vaccine in use does not match all of the strain of influenza that are circulating in the USA
during the current “flu season”. This was true for the 2007-2008 flu season and, in fact, is generally true more than half of
the time for the flu vaccines given in the U.S. flu season.

Further, recent studies have shown that giving adequate doses of vitamin D-3 (1,000 to 5,000 IU daily) gives over 90%
protection against all strains of human influenza.

In addition, Tamiflu is a prescription medication that: a) when taken prophylactically, prevents the flu at a very high rate
of protection though it has significant psychotropic side effects in some who take it in this manner, and b) also is
recommended as a treatment of flu provided the person infected starts taking it within 2 days of infection. If taken in the
first two days of getting the flu, it greatly shortens the course and makes it much milder. This medication can be obtained
before the flu season and it has a shelf life of 10 years especially if kept in the refrigerator.
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Pregnant women should consider not taking the influenza vaccine or any vaccine as good OB
practice suggests exposure to as few foreign substances during pregnancy as is possible.
Pregnant women should definitely refuse any vaccine with any mercury as developing fetuses
have been repeatedly shown to be very sensitive to damage by mercury.

When considering any influenza vaccine, one should be aware that no more than about 10
children per year out 4.5 million births die of influenza and thus the risk of influenza death in
childhood is very, very rare.

DTaP vaccination is probably warranted and it should be considered”? in early childhood when
whooping cough is far worse in children than it is later in life.

No routine vaccines should be given to any child who is deemed to not be in good health at the
time of the vaccination”*,

Polio vaccine is probably warranted for children unless they have a known immune deficiency.
Only the IPV should be used.

Strong consideration to ending the policy of giving routinely administering hepatitis B (Hep B) on
the day of birth should be considered”.

MMR vaccination considerations: (a) Strong consideration should be given to taking the measles
vaccine due to the fact that although death from this disease is rare, measles can be a somewhat
severe disorder in some individuals”®; (b) Rubella vaccination should be considered for girls
because pregnant women who lack this immunity can put their developing fetuses at risk for
rubella syndrome which is a devastating problem for babies if they contract rubella during
pregnancy”’. (c) Mumps vaccination should be strongly considered for administration to boys who
have not had mumps by age 9”°.
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These options should be considered when one is thinking about giving a flu vaccine.

In conclusion influenza vaccine should not be a part of the routine vaccine schedule. It perhaps could be an option but
only if it is free of Thimerosal and then only for children over the age of five.

Finally, the live influenza vaccine should be banned immediately due to the fact that a person taking the live influenza
can give the flu to others around them, It is advised that anyone taking the live flu vaccine be quarantined for 3 week and
especially should avoid contact with any susceptible person of which the population is full of such persons. Therefore in all
practicality the vaccine must be banned for the “social contract” that the public health hold so dear. Additionally, the
general use of live influenza vaccine may increase the risk developing hybrid influenza strains including bird flu because it
makes it far more likely that a person would have two strain of flu at once allowing for recombination between the strains.
A less aggressive schedule of DTaP might be considered such as one shot at 6, 9 and 12 months of age. It is crucial to
watch each child for several days following these shots. If the child gets a high fever, any neurological signs such as
seizures or staring spells strong consideration should be given to discontinuing all further DTaP shots. Serious
consideration to not giving any vaccine to children over the age of 7 should be given because whooping cough is rarely as
serious in disease in older children and adults.

If the child has even a cold it is prudent to delay the vaccinations until the child is fully recovered. Strong consideration
should be given to not giving any vaccines to any child who has or is suspected of developing any neurodevelopmental or
neurological disorder..

A possible exception to this is if the mother giving birth is Hep B positive. Most if not all US hospitals test the hepatitis
status of their pregnant women. On a few per 1,000 women of childbearing age in most of the US are positive for Hep B.
In these cases, an infectious disease consult should be done to determine whether it is better to give the newborn: a) Hep
B vaccine or b) Hep B hyper-immune gamma globulin in an attempt to prevent Hep B transmission to the newborn. Hep B
vaccination should be delayed until the teenage years when an evaluation of each should be done by the parents and
their doctors to determine the risk of hepatitis B exposure; only those engaging in high-risk exposure (such as having
unprotected sex with multiple sex partners or using drugs are candidates for contracting hepatitis B in adolescence.
Healthcare providers, food handlers, and first responders should be offered but not required to take Hep B vaccination.
Since measles temporary suppresses the immune system, it is probably best to ensure that no vaccines be given for at
least one year following a measles vaccination. Thus, a good time to give the measles vaccine might be at about 3 years
of age so as to put it well beyond the usual onset time for autism. If a booster for measles vaccine is considered at
around 10 years of age, it should only be given after blood titers are done and the titers test shows an absence of a
protective level of measles antibodies.

This vaccination is probably best given in the early teenage yeas as pregnancy before that is unlikely and to give rubella vaccine
before that risks that the protection may not last long enough to be of use. Women planning pregnancy should consider having their
titers check prior to getting pregnant and they should consider a booster prior to becoming pregnant. It is very important that pregnant
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Chicken pox vaccine: Chicken pox vaccination should be totally optional because the chickenpox
disease is usually relatively mild"®.

Rotavirus vaccine: Though this vaccine is designed to protect against a common form of infant

diarrhea, it should not be mandated for general use”*.

Gardasil (HPV) vaccines: Since, by the companies’ own studies, the HPV vaccine have a very low
efficacy, there is no proof that they are effective in preventing cervical cancer in most of those
vaccinated with the HPV vaccines, or that the initial 3-shot regimen provides any long-term
protection against either the vaccine’s HPVs or against cervical cancer, this vaccine should not be

administered to children®**,

A high priority should be given to replacing all live vaccines with inactivated ones ASAP.
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women not take the rubella vaccine while they are pregnant as it may pose a significant risk to the fetus. Women taking rubella
vaccine booster prior to becoming pregnant should take necessary precautions to ensure that they do not become pregnant for at least 3
months after taking the rubella vaccine. Except under unusual circumstances, boys need not be administered the rubella vaccine.
Giving a mumps vaccine should be considered because mumps can cause cryporchism in young adult males. This
vaccine should probably be given after ten years of age because mumps is not a major problem in young boys and the
immunity is often not life long. The worse thing to do is to postpone mumps in boys until their late teens or early twenties.
Perhaps adequate titers should be confirmed in the late teen-age years and re-boosting should only be considered when
the titers are inadequate. Except under unusual circumstances, girls need not be administered the mumps vaccine. For
those wanting to give all three vaccines to their child, one alternative would be: rubella vaccine at 27 months, mumps at
30 months and measles at 33 to 36 months.

There is considerable evidence that allowing some members of a population to get chickenpox will actually lessen the
chance of that population developing shingles. Pregnant women may want to check their titers against chicken pox since
there is some evidence that chicken pox may pose some threat to their developing fetus, although this evidence is
equivocal. Chickenpox and, in fact, any vaccine should not be given during pregnancy. Also, no live-virus vaccine should
be given to mothers: a) after delivery, b) when they are nursing, or c) when their children are under 2 years of age.
Though rotavirus is common in the U.S., very few, if any, infants die from having a rotavirus infection. The first rotavirus
vaccine was introduced a few years ago (in 1998) and then withdrawn due to the fact that is caused an unacceptable rate
of intussusceptions and other gastrointestinal side effects. Some of these side effects are very serious or life threatening.
The newly introduced rotavirus once again has been associated with a high rate of these and other serious side effects.
The rotavirus vaccines may well be appropriate for use in third world countries where the lack of clean water results in
many deaths due to the disease but serious consideration should be given to declining this vaccine in the US for routine
use since this disease is relatively benign here.

Most HPV strains that can cause genital warts and cervical infection are not covered by these vaccines, which are being
recommended for administration to young girls at around nine years of age. Moreover, the length of the protection it
provides is not known. Moreover, vaccination does not alleviate the necessity for PAP smears since it only claims to
protect against a very small percentage of cervical cancer cases. Death from cervical cancer in women who have regular
PAP smears is quite rare. The vaccine has only been given to about 2 million girls and there have already been reported
many deaths, and other serious reactions following its use. No long-term safety studies have been done. Serious
consideration should be given to not using this vaccine especially in young girls, at least until long-term efficacy and safety
studies have been done and long-term safety and effectiveness have been proven. At this time, boys should not be given
an HPV vaccine.
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APPENDIX B
DRAFT FLORIDA INFORMED-CONSENT FORM FOR VACCINATION

The text that follows contains a proposed Informed-Consent Form for Florida in draft form.

FLORIDA VACCINE INFORMED CONSENT FORM

Vaccines have and will continue to play an important role in helping to prevent infectious diseases. Therefore, the State of
Florida has passed legislation requiring all children going to school to either be vaccinated with the following vaccines or to
sign a waver stating that the parent or guardian has been fully informed as to the benefits and risks of vaccination and has in
the basis of this information and their own personal beliefs elected to sign a waiver of these vaccines. The only vaccines that
are required to be: a) taken or b) waived in the State of Florida are (1) diphtheria, (2) tetanus, (3) polio, (4) measles, (5) rubella,
and (6) mumps. It is a violation of your rights and it is a crime in Florida for any health care provider, public health personnel,
school or other official to try to tell that any other vaccine are required for your child or for them to fail to tell of your right to
waiver any vaccine. There are a large number of other vaccines that are totally optional under Florida law. These should be
fully discussed with your doctor or other health care provider to help you to make an informed consent decision as which one
are right for you and your child. No vaccine can be given to your child without first getting your informed consent. It is a
violation of your rights and it is a crime in Florida for anyone to fail to provide you with complete information on any vaccine or
to try to force or coerce you in any way regarding your rights or in freely making an informed consent decision concerning the
vaccination of your child.

If you feel that anyone has tried to violate your rights concerning your decisions on vaccines or if you have any
unanswered questions please call: 1-8nn-eee-mmmm.

Any suspected adverse reaction to vaccination is to be reported to a national database called The Vaccine Adverse
Events Reaction System. If you feel that your child has suffered an adverse reaction to any vaccination and your heath care

The United State Government has a no fault program to compensate any person who can show that they have been
damaged by covered vaccines. This fund is paid for by a small tax paid on each vaccine taken. If you think you or your child
has been damaged by a vaccine you are invited to petition this program for compensation. The program will pay for all
expenses including legal and medical expenses incurred by petitioning the program win or loose so long as the petition is
brought in good faith however, all claims must be file within three years of the first symptom of the damage. For help in filing a
claim in this program please call 1-8jj-kkk-IlII.

After reading, having studied the information provided on each vaccine and having had your questions answered, please
put your initials in the appropriate box, and then sign, date, and print you name below your signature for the option that you
have selected:

[C] PERMISSION TO VACCINATE [CJWAVER OF VACCINATION
By signing below, | freely and with informed consent By signing below, | freely and with informed consent decline
understand that, if any vaccine is a live-virus vaccine, the following vaccines for my child. | understand that, when
my vaccinated child should be kept from contacting there is a declared epidemic of the disease for which | have
other people for from 14 to 28days after inoculation, declined to vaccinate my child, my child may be asked to
and | am now consenting to have my child vaccinated stay home from school during the epidemic unless he/she has
today with the following vaccines: had the disease and | am declining the following vaccines:
Signature of parent or guardian today’s date Signature of parent or guardian today’s date
Printed name of parent or guardian Printed name of parent or guardian

End of Appendix B
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