Aluminum in Childhood Vaccines Is Unsafe

Neil Z. Miller

ABSTRACT

Aluminum is a neurotoxin, yet infants and young children
are repeatedly injected with aluminum adjuvants from
multiple vaccines during critical periods of brain development.
Numerous studies provide credible evidence that aluminum
adversely affects important biological functions and may
contribute to neurodegenerative and autoimmune disorders.
It is impossible to predetermine which vaccinated babies
will succumb to aluminum poisoning. Aluminum-free health
options are needed.

Introduction

From 1999 through 2002, several vaccines containing
mercury were phased out of the childhood immunization
schedule. Manufacturing of childhood vaccines with thimerosal
ceased in 2001, but those that were not past their expiration
date remained on the market for sale until January 2003.' They
were replaced with low-mercury or “thimerosal-free” vaccines.
In the years that followed, autism rates continued to rise,
prompting health authorities to assert that autism is not linked
to mercury in vaccines and that vaccination policies are safe and
appropriate.®® (If mercury in vaccines contributed to autism,
then rates should have dropped after mercury was removed.)
However, in 2002, during this so-called phase-out period, the
Centers for Disease Control and Prevention (CDC) actually
added two doses of mercury-containing influenza vaccines to
the list of inoculations urged for all babies 6 to 23 months of
age.® Two years later, the CDC also added pregnant women in
their first trimester to the list of people officially recommended
and actively encouraged to receive influenza vaccines, even
though a majority of available doses contained mercury.®

In addition to these questionable actions during this highly
publicized “phase-out” of mercury, four doses of a new vaccine
with high aluminum content were added to the childhood
immunization schedule in February 2000 (for pneumococcus)
and two doses of another aluminum-containing vaccine (for
hepatitis A) were added in 2005.7# These changes to the vaccine
schedule resulted in a substantial increase of aluminum-
containing vaccine doses—from 10 to 16 injections—that
babies are still mandated to receive by 18 months of age.

Prior to the mercury phase-out (pre-2000), babies received
3,925 micrograms (mcg) of aluminum in their first year-and-a-
half of life. After pneumococcal and hepatitis A vaccines were
added to the immunization schedule, babies began receiving
4,925 mcg of aluminum during the same age period—a
25% increase (Figure 1).*'° In 2011, CDC recommended that
pregnant women receive a pertussis vaccine (Tdap), which also
contains aluminum." Studies show that aluminum crosses the
placenta and accumulates in fetal tissue.’ Thus, millions of
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babies in utero, infants, and young children were injected
with, and continue to receive, unnaturally high doses of
neurotoxic substances—mercury and aluminum—Ilong after
unsuspecting parents were led to believe that vaccines were
purified and made safe.
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Received by 18 Months of Age
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Figure 1. Aluminum Content from Childhood Vaccines

Vaccines containing aluminum were added to the childhood
immunization schedule when some vaccines containing mercury
were removed. Prior to the mercury phase-out (pre-2000), babies
received 3,925 mcg of aluminum by 18 months of age. After
pneumococcal and hepatitis A vaccines were added to the schedule,
babies began receiving 4,925 mcg of aluminum during the same
age period—a 25% increase.

Source: The vaccine manufacturers’ product inserts and the CDC's
annual childhood vaccination schedules.

Aluminum

Aluminum adjuvants are added to several vaccines to
elicit a more robust immune response and increase vaccine
efficacy. In the United States, Canada, Europe, Australia,
and many other parts of the world, infants and young
children receive high quantities of aluminum from multiple
inoculations. For example, in the U.S. the hepatitis B, DTaP
(for diphtheria, tetanus and pertussis), pneumococcal (PCV),
Haemophilus influenzae type b (Hib), and hepatitis A vaccines
are all administered during early childhood. Each of these
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vaccines contains aluminum, and multiple doses (booster
shots) are required (Table 1). Babies are injected with 1,225
mcg of aluminum instantaneously at age 2 months, and
4,925 mcg of accumulated aluminum by age 18 months
(Figure 2).%%

Table 1. Aluminum Exposures in Early Childhood from
Recommended Vaccines

Vaccine Aluminum Content Vaccine Schedule
Hep B 250 mcg x 3 doses Birth, 2, 6 months
DTaP 625 mcg x 4 doses 2,4,6,15 months
PCV 125 mcg x 4 doses 2,4,6,12 months

Hib 225 mcg x 3 doses 2,4, 12 months
Hep A 250 mcg x 2 doses 12, 18 months

Source:The vaccine manufacturers’ product inserts and the CDC's 2016
childhood vaccination schedule.

Age-Specific and Cumulative Aluminum
Exposure by 18 Months of Age
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Figure 2. Cumulative Aluminum Exposure from Recommended
Childhood Vaccines

Source: The vaccine manufacturers’ product inserts and the CDC's 2016
childhood vaccination schedule.

Babies are not the only age group exposed to high
quantities of aluminum from vaccines. The HPV vaccine
(indicated for the prevention of cervical cancer and genital
warts associated with some strains of human papillomavirus)
is marketed to pre-teens and adolescents. Each dose in the
three-dose series contains 500 mcg of aluminum. The Tdap
vaccine (for tetanus, diphtheria, and pertussis) is given to
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pre-teens as well, and contains 390 mcg of aluminum.'”
Several adult vaccines also contain aluminum.

Aluminum is neurotoxic and has a long history of well-
documented hazards." For example, as early as 1921 The
Lancet described a 46-year-old metal worker in whom
“aluminium produced a rather slow intoxication. In this
case it caused memory loss, tremor, jerky movements
and incontinence of urine”’® In 1927, Dr. Victor Vaughn, a
toxicologist with the University of Michigan, testified before
the Federal Trade Commission that “all salts of aluminum are
poisonous when injected subcutaneously orintravenously."'®
By 1951, Chusid et al. showed that chronic epilepsy could be
induced in monkeys through intra-cerebral administration of
aluminum hydroxide cream.”” In 1968, Driver et al. performed
a similar experiment by placing aluminum hydroxide cream
unilaterally on the posterior parietal cortex of six monkeys.®
From 3 to 8 weeks after surgery, electrical abnormalities
could be seen on an electroencephalogram and the monkeys
exhibited “episodic twitching of the limbs and face” The
animals were also impaired at learning new tasks and at re-
learning tasks first learned prior to the intervention.

According to the American Academy of Pediatrics (AAP),
“Aluminum is now being implicated as interfering with a
variety of cellular and metabolic processes in the nervous
system and in other tissues”'® Bishop et al. published data
showing that “aluminum accumulates in the body when
protective gastrointestinal mechanisms are bypassed, renal
function is impaired, and exposure is high?® For example,
in premature infants, “prolonged intravenous feeding with
solutions containing aluminum is associated with impaired
neurologic development” by 18 months of age. More
recently, Kawahara et al. published research confirming that
“aluminum can cause severe health problems in particular
populations, including infants”*' The authors of this paper
also declared that “whilst being environmentally abundant,
aluminum is not essential for life. On the contrary, aluminum
is 2 widely recognized neurotoxin that inhibits more than
200 biologically important functions and causes various
adverse effects in plants, animals, and humans.”

Neurologic and Autoimmune Disorders

Numerous studies provide compelling evidence that
injected aluminum is detrimental to health. For example,
a recent paper by Tomljenovic and Shaw affirmed that
aluminum is a neurotoxin and may be a co-factor in several
neurodegenerative disorders and diseases, including
Alzheimer's, Parkinson'’s, multiple sclerosis, amyotrophic lateral
sclerosis (ALS), autism, and epilepsy.? According to the authors,
“The continued use of aluminum adjuvants in various vaccines
for children as well as the general public may be of significant
iconcern. In particular, aluminum presented in this form carries
a risk for autoimmunity, long-term brain inflammation and
associated neurological complications and may thus have
profound and widespread adverse health consequences.”
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Recent data by Perricone et al. showed that aluminum
adjuvants in vaccines have been linked to multiple sclerosis,
systemic lupus erythematosus, chronic fatigue syndrome,
Gulf War syndrome, macrophagic myofasciitis, arthritis, and
autoimmune/inflammatory syndrome induced by adjuvants
(ASIA syndrome), an autoimmune disease with neurological
and cognitive manifestations.?* Clinical symptoms associated
with vaccine-induced autoimmunity can take months or
years to manifest, much longer than the time intervals
utilized in most vaccine safety studies.

Although aluminum is a neurotoxin, pre-school
children are repeatedly injected with aluminum adjuvants
from multiple vaccines during critical periods of brain
development. A recent paper published in the journal
Lupus found that this may lead to neuro-developmental
and autoimmune disorders.?* During early development, the
child’s blood-brain barrier is more permeable to toxins, and
the kidneys are less able to eliminate them. Thus, children
have a greater risk than adults of adverse reactions to
aluminum adjuvants in vaccines. The authors of this paper
issued the following warning: “Because children may be
most at risk of vaccine-induced complications, a rigorous
evaluation of the vaccine-related adverse health impacts in
the pediatric population is urgently needed.”

Macrophagic Myofasciitis (MMF)

Some people develop macrophagic myofasciitis (MMF)
after receiving an aluminum-containing vaccine.?*3° MMF
is characterized by an aluminum-filled lesion (wound) at
the site of an earlier vaccination. MMF lesions occur when
the aluminum adjuvant from a vaccine remains embedded
in the muscle tissue and causes a continuous immune
reaction. The lesions are persistent, long-term granulomas
(orinflammatory tumors) found in the quadriceps in children
and deltoid muscles of adults, common vaccination sites.
Several vaccines contain aluminum hydroxide, which has
been identified as the causal factor of MMF lesions.?

Although MMF is associated with a macrophagic lesion
at the site of vaccination, it is a systemic ailment. Symptoms
include chronic fatigue, chronic diffuse myalgia (muscle
weakness), arthralgia (joint pain), and disabling headaches.
Aluminum's toxic effects can also manifest as impaired
psychomotor control, repetitive behavior, speech disorders,
sleep disturbances, seizures, confusion, and anxiety, as
well as deficits of concentration, learning, and memory.
Nearly 20% of patients with MMF develop an autoimmune
disease, including neuromuscular and multiple sclerosis-like
demyelinating disorders.?¢28

Several descriptive studies document MMF in pediatric
populations. For example, Spanish scientists presented data
on seven children younger than 3 years of age with lesions of
macrophages on muscle biopsies at the site of vaccination.?®
In three of four cases tested, elevated levels of aluminum in
muscle were detected (indicative of a reaction to aluminum
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adjuvants in vaccines). All of the children developed
hypotonia (a lack of normal muscle tone) and motor or
psychomotor delay. Six of the children also had abnormal
neuro-imaging, associated with neurological anomalies,
including atrophy and abnormal myelination.

In the U.S., Gruis et al. evaluated four cases of MMF in
young children with hypotonia, motor delay and failure to
thrive, likely due to intramuscular injections of aluminum-
containing vaccines.*® Another team of American physicians
evaluated MMF in two fully vaccinated children. Both
showed typical aluminum-filled macrophages at muscle
biopsies.*' One child had abnormal pupillary reflexes and
urinary retention suggesting dysautonomia while the other
child had developmental delay and hypotonia.

Israeli researchers documented MMF in six Arab
children.?? Reactions included hypotonia, seizures, motor
delay, and developmental delay. The authors of this paper
believe that genetic predisposition is a factor in determining
the prevalence of MMF in different populations.

German researchers documented MMF in a 3-month-
old East Indian child following his hepatitis B vaccine at
birth, “after which he developed generalized hypotonia,
and central nervous system and peripheral nervous system
manifestations at one month of age™? The child also had
respiratory failure, decreased spontaneous movements,
apnea spells, and generalized seizures. Aluminum was
detected in the muscle biopsy macrophages. The authors
recommend that “after vaccination, children should be
closely followed to detect these complications at early
stages.”

ltalian researchers believe that MMF in children “is
probably more common than reported. Diagnosis requires
a high index of suspicion and can be missed if biopsy
is performed outside the vaccination site’* According
to Canadian MMF researchers, “aluminum has been
demonstrated to impact the central nervous system at
every level, including by changing gene expression. These
outcomes should raise concerns about the increasing use of
aluminum salts as vaccine adjuvants” Moreover, “based on
the current and emerging literature, it seems unlikely that in
the future aluminum will be considered safe for human use
in any of the current medicinal applications28

Animal Studies

Arecent paper by Lujén et al. found that sheep developed
a new type of autoimmune and inflammatory disorder—
ovine autoimmune/inflammatory syndrome induced by
adjuvants (ASIA)—after receiving vaccines containing
aluminum adjuvants.® The condition appears in some
sheep two to six days after they are vaccinated. Symptoms
of the acute phase include poor response to external stimuli
and acute meningoencephalitis. The chronic phase causes
muscular atrophy, neurodegeneration of the gray matter of
the spinal cord, and death.
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Khan et al. conducted several mouse experiments to
determine the long-term biological distribution of vaccine-
related aluminum nanoparticles.®” They discovered that
aluminum travels from the injection site to distant organs
such as the spleen and brain, where aluminum deposits
could still be detected one year later. Aluminum remains
in monocyte-lineage cells long after vaccination and may
cause neurologic and autoimmune disorders. According to
these scientists, “Alum has high neurotoxic potential, and
administration of continuously escalating doses of this
poorly biodegradable adjuvant in the population should
be carefully evaluated by regulatory agencies since the
compound may be insidiously unsafe.”

Scientists also looked at whether Gulf War Syndrome,
which afflicted many veterans of Western militaries with
cognitive and behavioral deficits similar to ALS (a progressive
neurodegenerative disease that destroys nerve cells), could
be related to the aluminum-containing anthrax vaccines
they received. In a series of studies, mice were injected with
adjuvantsatdosesequivalenttothose giventovaccinated U.S.
Gulf War veterans.**** The aluminum-injected mice exhibited
significant deficits in memory and motor functions. Testing
showed motor neuron loss and progressive deficiencies in
strength. The mice also had pathological abnormalities that
are characteristic of neurological diseases such as Alzheimer’s
and dementia. According to the authors of these studies,
“The demonstrated neurotoxicity of aluminum hydroxide
and its relative ubiquity as an adjuvant suggest that greater
scrutiny by the scientific community is warranted.”*

Israeliscientists recently evaluated an aluminum adjuvant
and the HPV vaccine Gardasil to determine behavioral and
inflammatory effects.* Female mice were injected with
either aluminum or Gardasil in amounts equivalent to
human exposure, or they received a true placebo. (Vaccine
safety trials for the HPV vaccine did not provide the
control group with an inert substance or true placebo; the
“control” group was injected with aluminum.) The Gardasil
and aluminum-injected mice spent significantly more time
exhibiting depressive behavior when compared to the
placebo-injected mice. In addition, anti-HPV antibodies from
the sera of Gardasil-injected mice showed cross-reactivity
with the mouse brain protein extract. Analysis revealed
microglial activation in the hippocampi of Gardasil-injected
mice. According to the authors, “It appears that Gardasil via
its aluminum adjuvant and HPV antigens has the ability to
trigger neuroinflammation and autoimmune reactions,
further leading to behavioral changes”

Autism

There is evidence that aluminum in vaccines may be
linked to autism. For example, the Journal of Inorganic
Biochemistry published data showing a highly significant
positive linear correlation between the amount of aluminum
infants receive from their vaccines and the rates of autism
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in several developed nations (Pearson r = 0.89-0.94)%
The authors of this ecological study commented on their
findings: “Our results...suggest that a causal relationship may
exist between the amount of aluminum administered to
preschool children at various ages through vaccination and
the rising prevalence of autism spectrum disorders.”

In another recently published paper, Shaw et al. found
that genetic predispositions may sensitize some children
to central nervous system damage induced by aluminum-
containing pediatric vaccines.** Moreover, vaccines with
aluminum adjuvants are injected into the body, bypassing
protective barriers of the gastrointestinal tract and skin.
Absorption of aluminum by this mode is more efficient
than through ingestion, increasing the likelihood of a toxic
outcome. The authors summarized their findings: “Evidence
has now emerged showing that autism may in part result
from early-life immune insults induced by environmental
xenobiotics. One of the most common xenobiotic with
immuno-stimulating as well as neurotoxic properties to
which infants under two years of age are routinely exposed
worldwide is the aluminum vaccine adjuvant”

Recent research published in the Journal of Toxicology
found that aluminum exposure produces adverse effects in
living organisms and is espeaally damaging to the central
nervous system.*’ 1 vaccine adjuvants crosses’
the blood-brain and blood-cerebrospinal fluid barriers,

» immuno-inflammatory responses in’

neurat tissues! Yet, clinical studies on vaccine safety often

give aluminum-containing injections to a “control” group as
a harmless “placebo” despite evidence that aluminum is toxic
to humans and animals. The use of aluminum as a placebo
cannot be justified. According to the authors of this paper,
“Studies on animal models and humans have shown that
aluminum adjuvants by themselves cause autoimmune and
inflammatory conditions. These findings plausibly implicate
aluminum adjuvants in pediatric vaccines as causal factors
contributing to increased rates of autism spectrum disorders
in countries where multiple doses are almost universally
administered.”

In another recent animal study, young mice were injected
with either high or low levels of aluminum adjuvants
(designed to correlate with U.S. or Scandinavian childhood
vaccine schedules).*® Significant changes in the mice were
observed, affirming the role of aluminum adjuvants in
adversely altering the central nervous system. The authors
commented on their findings: “These current data implicate
aluminum injected in early postnatal life in some central
nervous system alterations that may be relevant for a better
understanding of the etiology of autism spectrum disorders.”

Vaccine Industry Conferences and Concerns

In May 2000—3 months after the CDC added the
aluminum-containing pneumococcal vaccine to the
recommended immunization schedule for children—the U.S.
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Department of Health and Human Services (HHS) sponsored
a Workshop on Aluminum in Vaccines.**#*° The workshop,
given in San Juan, Puerto Rico, was attended by members
of the vaccine industry, including government officials,
immunologists, pathologists, vaccine manufacturers, metal
ion specialists, and other interested people. It was organized
to increase knowledge about aluminum as an adjuvant in
vaccines, investigate potential adverse reactions associated
with aluminum in vaccines, and develop a research agenda
on the effect of aluminum in the human body. Experts from
around the world were invited to give their presentations on
vaccines and aluminum.

Dr. Romain Gherardi, a specialist in neuromuscular
disease and professor at the Mondor Institute of Biomedical
Research, showed that MMF without vaccination does not
occur. In fact, it often begins after receiving a hepatitis B
vaccine. Myalgia was present in 94% of patients with MMF,
and 85% of these people were disabled. Although 30% of
patients had their first myalgias within 3 months after their
last vaccination, 20% of patients’ symptoms took longer than
2 years to manifest. These myalgias begin in the calves and
legs, then progress to diffuse myalgia. Fatigue was present
in 93% of patients with MMF, and 87% of these people were
disabled. In addition, 34% of MMF patients had autoimmune
disease, including multiple sclerosis and arthritis, 5% pp 48-74

In June 2000, the CDC sponsored a conference on
thimerosal (mercury) in vaccines, although aluminum was
discussed as well.*' CDC scientists analyzed the agency’s
Vaccine Safety Datalink (VSD) database containing
thousands of medical records of vaccinated children and
found statistically significant relationships between mercury
in vaccines and developmental delay, tics, and attention
deficit disorder.®" P? 441 However, Dr. Tom Verstraeten,
CDC epidemiologist, analyzed the data and determined
that the injuries could have been caused by aluminum in
the vaccines3" P77 It is also possible that the neurological
damage was due to the synergistic effects of both aluminum
and mercury in the vaccines given to the affected children,

Although millions of children every year are required
to receive vaccines containing aluminum and mercury,
evidence supporting the safety of this practice is lacking. For
example, according to Dr. Richard Johnston, immunologist
and professor of pediatrics at the University of Colorado
School of Medicine, “Aluminum and mercury are often
simultaneously administered to infants, both at the same
site and at different sites. However...there is absolutely no
data, including animal data, about the potential for synergy,
additivity or antagonism, all of which can occur in binary
metal mixtures.”*" P2 Dr, Alison Maule, who attended the
Workshop on Aluminum in Vaccines, voiced similar concerns:
“We need to bear in mind that we are not only putting
aluminum in here, we are putting in mercury.... Often these
effects are additive but there is always the possibility of
synergy. We know nothing about that"*?1% Dr_ Vito Caserta,
chief medical officer for the Vaccine Injury Compensation
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Program, had this to say: “One of the things | learned at the
aluminum conference in Puerto Rico...that | never really
understood before, is the interactive effect of different metals
when they are together in the same organism. It is not the
same as when they are alone, and | think it would be foolish
for us not to include aluminum as part of our thinking with
this”s%P234 Dr. William Weil, pediatrician, former member of
the National Institutes of Health, and representative for the
AAP Committee on Environmental Health, was also present
at the CDC conference and made his concerns known: “In
relationship to aluminum, being a nephrologist for a long
time, the potential for aluminum and central nervous system
toxicity was well established by dialysis data. To think there
isn't some possible problem here is unreal”$'-pp 2425

Some health authorities who oversee federal vaccine
initiatives candidly acknowledge their limited understanding
of metals—aluminum and mercury—that are added to
several vaccines. For example, Dr. Martin Myers, director of
the National Vaccine Program Office and host of the HHS-
sponsored Workshop on Aluminum in Vaccines, made a frank
admission: “Perhaps the most important thing that | took:
away from the last meeting was that those of us who deal’

with vaccines have really very little applicable background”

with metals and toxicological résearch¥**-»° 2 Dr. Neal Halsey,
director of the Institute for Vaccine Safety, Johns Hopkins
Bloomberg School of Public Health, and former member of
the CDC’s Advisory Committee on Immunization Practices
(ACIP), was also present at the workshop on aluminum. He
had concerns regarding missing data: “We do not seem to
have information on the age-related toxicity of aluminum,
especially when we are dealing with very young infants....
We do not know whether or not there is a difference in
susceptibility by age, as there [is] with other metals 59 pp83-84

Some health authorities seemed to admit that even if
aluminum is dangerous, it would be burdensome to remove
it. For example, according to Dr. John Clements with the World
Health Organization's Expanded Programme on Immunization,
“There are not easy and obvious substitutes to aluminum
adjuvants.... The existing vaccines, if they change the adjuvant
for any reason, would need to be resubmitted for clinical trials
for safety and efficacy and it would take a great deal of time
to do that® P Furthermore, “Aluminum is not perceived, |
believe, by the public as a dangerous metal. Therefore, we are
in a much more comfortable wicket in terms of defending its
presence in vaccines*ps4

Note: In 2005, 5 years after conference attendees
spoke out about a lack of data on the effects of mixing
different metals in childhood vaccines, Dr. Boyd Haley,
former professor of medicinal chemistry and chairman of
the chemistry department at the University of Kentucky,
published a study in which he investigated the effect of
combining aluminum hydroxide with thimerosal.5? In this
study, cultured neurons showed no significant cell death six
hours after they were exposed to just aluminum; more than
90% survived. Thimerosal alone also caused few neurons
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to die after six hours of exposure. Again, more than 90%
survived. However, when cultured neurons were exposed to
aluminum and thimerosal, only about 40% survived after six
hours, clearly demonstrating synergistic toxicity (Figure 3).

Synergistic Toxicity of
Aluminum and Thimerosal
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Figure 3. Survival of Neurons Exposed to Aluminum, Thimerosal,
or Both

Unconvincing Evidence of Adjuvant Safety

Although several high-level representatives of the CDC,
World Health Organization (WHO), American Academy of
Pediatrics, Institute for Vaccine Safety, National Vaccine
Program Office, and Vaccine Injury Compensation Program
who attended the conferences on aluminum and thimerosal
had serious concerns about the potential hazards associated
with aluminum in vaccines, a conference report and
workshop summary published in the journal Vaccine 2 years
later declared that “the message from this conference for the
global public should stress the safety of both these adjuvants
and these vaccines,” despite acknowledging that “we don't
know” how aluminum adjuvants interact with the immune
system and how it is processed by infants and children.** The
conference report minimized risks by claiming thataluminum
has been used as a vaccine adjuvant for more than 70 years
and “has an established safety record with low incidence
of reported adverse events” However, no one is warning
vaccine recipients to consider the possibility that their
adverse event could be related to aluminum in their vaccines
nor encouraging them to report it to health authorities.
Furthermore, research indicates that many people who have
adverse reactions to aluminum-containing vaccines won't
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exhibit symptoms for several weeks, months, or years, so
it's very difficult for vaccine recipients to recognize that the
vaccines they received some time ago may be related to
their current disabling autoimmune ailments.

A few years later, the FDA published a study, Mitkus et
al., in which the authors concluded that “the benefits of
using vaccines containing aluminum adjuvant outweigh
any theoretical concerns.”** This study is often cited as a
confirmation that injecting babies with multiple doses of
aluminum-containing vaccines is safe. However, there are
major flaws in the FDA's analysis:

1. To determine an aluminum intake “minimal risk level”
(MRL) for humans, a single animal study was used.** This study
found that mice could receive up to 26 milligrams of aluminum
per kilogram of body weight per day (26 mg/kg/day) with no
adverse effects. After considering differences between mice
and humans (and other factors), this number was reduced
to create a margin of safety, and an MRL of 1 mg/kg/day was
established for humans, including infants.®® But there is a
problem: 26 mg/kg/day is not a safe amount of aluminum
for animals. Several studies confirm that animals are harmed
by much lower quantities of aluminum—3.4 to 6.1 mg/kg/
day—and at least three of these studies were published
before the FDA paperin 2011, so the FDA study was fallacious
at its inception.’”#® Rats that were given just 6.1 mg/kg/day
aluminum (30 mg/kg/day AICl;) needed significantly more
repetitions to learn a maze when compared to a control
group.®’ Rats that were given just 5.6 mg/kg/day aluminum
(50 mg/kg/day AICl;-6H,0) had significantly impaired spatial
learning and memory abilities when compared to a control
group. They also had cellular shrinking, plus behavioral,
biochemical, and histological alterations.®® Rats that were
given just 3.4 mg/kg/day aluminum (17 mg/kg/day AICl,)
“showed behavioral, biochemical, and histological changes
similar to those associated with Alzheimer’s disease.” %

2.The MRL for humans is derived from dietary aluminum
fed to mice. But infants are injected with aluminum. Injected
aluminum bypasses the gastrointestinal tract and has unique
toxic properties compared to aluminum that is ingested.
To determine the safety of injected aluminum, scientists
must conduct experiments with injected—not ingested—
aluminum.

3. After vaccines containing aluminum adjuvants are
injected into the body, aluminum nanoparticles can be
transported by monocyte-lineage cells to draining lymph
nodes, blood and spleen—and may also penetrate the brain.*'
Aluminum is unsafe even in trace quantities. For example,
just 50 nanomolars of aluminum are sufficient to generate
reactive oxygen species (ROS), or oxidative stress, in human
primary neuronal-glial cell cultures and induce inflammatory
gene expression.®’ In another study, just 10 nanomolars of
aluminum increased C-reactive protein (CRP) levels four-
fold, causing inflammation in human brain microvessel
endothelial cells.®? But the FDA assumes, without evidence,
that these poorly biodegradable aluminum nanoparticles,
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which have been detected in body organs up to a year after
vaccination, are harmless, and they are not calculated by
the FDA as part of the aluminum “body burden” until they
dissolve.

4.The “retention function for aluminum,” a mathematical
equation that the FDA used to help estimate levels of
aluminum in infants, was derived from data on only one
person, an adult (rather than from numerous infants), and an
estimate on the rate of absorption of aluminum hydroxide
following injection was based on data from just two rabbits.

The FDA paper also falsely claimed that “occasional
irritation (dermal) at the site of injection is the only adverse
effect that has been reported in the published literature”
following injections of aluminum-containing vaccines. And
the clinical symptoms in patients diagnosed with MMF “are
considered to be due to separate, coincidental immune or
neurological disorders that are unrelated to the presence
of aluminum in vaccines”** The Global Advisory Committee
on Vaccine Safety, established by WHO, welcomed the FDA's
analysis endorsing the safety of aluminum in vaccines.**The
CDCvigorously defends the presence ofaluminumin vaccines
as well.® Clearly, FDA, CDC, and WHO agree on continuing
indefinitely with their current policies of injecting babies
with multiple doses of aluminum-containing vaccines.

Aluminum Toxicity Acknowledged for Parenteral Nutrition

Although the FDA's recent paper advocates the continued
use of aluminum in childhood vaccines, FDA has known for
many years that aluminum can be dangerous. For example,
some infants require parenteral nourishment (administered
by intravenous injection). All parenteral nutritional formulas
contain aluminum. According to the FDA, “when medication
and nutrition are administered orally, the gastrointestinal
tract acts as an efficient barrier to the absorption of
aluminum, and relatively little ingested aluminum actually
reaches body tissues. However, parenterally administered
drug products containing aluminum bypass the protective
mechanism of the gastrointestinal tract and aluminum
circulates and is deposited in human tissuess

In a 1997 study published in the New England Journal
of Medicine, scientists assessed 182 infants who received
intravenous injections of nutritional formula that contained
differing quantities of aluminum.?® They calculated that
infants who received aluminum at greater than 4 to 5 mcg/
kg/day would lose 1 point per day on the Bayley Mental
Development Index (p = 0.03). Babies who score low on
this test are at risk for subsequent developmental and
educational problems. This study contributed to FDA's
decision to set limits on aluminum content in parenteral
drug products and require warning labels on the package
inserts—safety measures that were never required with
aluminum-containing vaccines. In the Code of Federal
Regulations, Title 21, published in the Federal Register,
aluminum toxicity levels are revealed:
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WARNING: This product contains aluminum that
may be toxic... Research indicates that patients
with impaired kidney function, including premature
neonates, who receive [injections] of aluminum at
greater than 4 to 5 mcg per kilogram of body weight
per day, accumulate aluminum at levels associated
with central nervous system and bone toxicity. Tissue
loading may occur at even lower rates.®®

This means that for a 6-pound baby with impaired kidney
function, 11-14 mcg of injected aluminum would be toxic.
The hepatitis B vaccine given at birth contains 250 mcg of
aluminum—20 times higher than safety levels indicated for
preemies. Babies weigh about 12 pounds at two months of
age when they are injected with 1,225 mcg of aluminum
from their CDC-recommended vaccines—50 times higher
than safety levels for preemies.

Healthy babies may be able to handle quantities of
aluminum above FDA toxicity levels indicated for patients
with impaired kidney function. However, no one knows how
much more aluminum is safe because adequate studies were
never conducted. In addition, babies are not screened for
renal function prior to vaccination. Therefore, it is impossible
to know ahead of time which babies will succumb to
aluminum poisoning. Instead, parents are expected to play
Russian roulette with their children.

Summary

Aluminum adjuvants are added to several vaccines
to elicit a more robust immune response and increase
vaccine efficacy. Infants and young children throughout the
world receive high quantities of aluminum from multiple
inoculations. Incremental changes to the vaccination
schedule during the past several years significantly
increased the quantity of aluminum in childhood shots.
Numerous studies provide compelling evidence that
injected aluminum can be detrimental to health. Aluminum
is capable of remaining in cells long after vaccination and
may cause neurologic and autoimmune disorders. During
early development, the child’s brain is more susceptible to
toxins and the kidneys are less able to eliminate them. Thus,
children have a greater risk than adults of adverse reactions
to aluminum in vaccines.

Millions of children every year are injected with vaccines
containing mercury and aluminum despite well-established
experimental evidence of the potential for additive or
synergistic toxicity when an organism is exposed to two
or more toxic metals. Dr. Haley’s study in which cultured
neurons died at an accelerated rate following concurrent
exposure to aluminum and thimerosal provides evidence
of an enhanced detrimental effect. In addition, aluminum
toxicity levels published by FDA indicate that two-month-old
babies who are vaccinated according to CDC guidelines may
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be receiving quantities of aluminum that are significantly
higher than safety levels.

Conclusion

Toxic metals such as aluminum do not belong in
prophylactic medications administered to children,
teenagers, or adults. Vaccines are normally recommended
for healthy people, so safety (and efficacy) standards must be
impeccable. Parents, especially, should not be compelled to
permit their loved ones to receive multiple injections of toxic
metals that could increase their risk of neurodevelopmental
and autoimmune ailments. Safe alternatives to current
disease prevention technologies are urgently needed.

Neil Z. Miller is a medical research journalist. Contact: neilzmiller@gmail.com.

Disclosures: No conflicts of interest were disclosed.
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| trust that the depth and breadth of the carefully researched testimonies presented
today will help you make a truly informed decision about this important legislation.

We have grave problems with corruption within HHS and the captured agencies under
it's umbrella: The CDC and FDA and their committees like ACIP.

This is not the appropriate time to be promoting the type of legislation proposed in
HB-1312 which serves to benefit the liability free pharmaceutical companies

and provides the personal data of a minority of children to the State.

This data can be used by pharmaceutical companies to promote their liability free
products as happened recently in Indiana and Michigan. https:/hslda org/content/hs/

state/mi/20151110.asp

This bill aims to adopt by rule the medical exemption recommendations as described by
the ACIP p.8 lines 9-15.

It also aims to adopt the ACIP schedule which would double the required shots for
school. p. 9 lines 7-27.

The ACIP is rife with conflicts of interest.

It is an unelected committee proven to be in a revolving door with Pharma.

The ACIP did not adopt evidence based guidelines to approve vaccines until 2010.

A Congressional investigation into ACIP found that among other things:

1- ACIP members have been found to have significant conflicts of interest, yet are given
blanket waivers by the CDC that allow them to deliberate on any subject, regardiess of

their conflicts, for the entire year.

2- ACIP members are allowed to vote on vaccine recommendations, even when they
have financial ties to drug companies developing related or similar vaccines

3- Members who are not allowed to vote on a recommendation due to financial conflicts
are allowed to fully participate in the discussion leading up to a vote

The CDC owns over 50 vaccine patents, yet oversees the ACIP.




The right thing to do would be to create legislation to fix this corruption, not legislation
which ignores it and harasses parents using exemptions. Vote NO on HB19-1312.

https /iwww.cdc.govimmwr/volumes/67/wr/mmé745a4 . htm

hitps //childrenshealthdefense ora/VSP/

https://www.bmj.com/content/350/bmj.h2362.full
Jfehildrenshealthdefense.org/wp-content/uploads/rfk-hhs-stipulated-order-july-2018.pdf
https//www.nvic.org/nvic-archives/conflicts-of-interest.aspx

https://childrenshealthdefense.org/news/the-u-s-needs-an-independent-vaccine-safety-
rganization/




ACIP

The Advisory Committee of Immunization Practices (ACIP) is the CDC committee that adds
vaccines to the schedule. A year 2000 Congressional US Government Reform Committee investigation
into Vaccine Policy Making found several troubling conflicts of interest with the ACIP.

HB 19-1312 seeks to require CDPHE to adopt the immunization recommendations from ACIP. Page 9
lines 10-25. This would force the health department to adopt the full ACIP Schedule and mandate those
vaccinations in Colorado. As it is now, Colorado requires 8 different immunizations, which translates to 24
shots by the time a child leaves high school. The ACIP recommended schedule consists of 53 shots by
the time a child leaves high school. Adopting all of the ACIP recommendations and making them required
would more than double the required shots for school entry.

HB 19-1312 also seeks to force doctors to use only the ACIP guidelines for contraindications to vaccine
administration when writing a medical exemption, instead of allowing doctors to use their professional
judgment. p. 8 lines 9-15.

The conflicts of interest found in the Congressional investigation show that the ACIP is in a
revolving door with Pharma:

« “The CDC grants blanket waivers to the ACIP members each year that allow them to deliberate on any
subject, regardless of their conflicts, for the entire year.”

+ ACIP routinely used working groups where Pharma insiders would effectively craft vaccine policy.

« ACIP reflects “a system where government officials make crucial decisions affecting American children
without the advice and consent of the governed.”

The majority of the ei P members wer nflicted in their most r v
The chairman served on Merck’s Immunization Advisory Board.

Another member shared the patent on a vaccine under development for the very same disease, had a
$350,000 grant from Merck to develop this vaccine, and was a consultant for Merck.

Another member was under contract with the Merck Vaccine Division, received funds from various
vaccine manufacturers including Pasteur, and was under contract as a principal investigator for
SmithKline.

Another member received a salary from Merck as well as other payments from Merck.

Another member was participating in vaccine studies with Merck, Wyeth, and SmithKline.

Another member received grants from Merck and SmithKline.

Not only were there these glaring conflicts of interest within the ACIP, but the ACIP admitted that until
2011 they weren’t even using evidence based guidelines to add vaccines to the schedule.

lorado sh n relying on r inform our vaccination policy.



HHS

Since we don't have adequate safety testing of vaccines the only way to see if they are causing
harm is through post licensing surveillance. This is done through a voluntary system called the
Vaccine Adverse Events Reporting System (VAERS) run by the HHS. In 2010 HHS
commissioned a study of VAERS to determine if they were capturing accurate data by
monitoring medical records and comparing them to the VAERS data base. They found that only
one percent of injuries were reported. Last year alone VAERS reported 59,117 injuries in
America. If this is only 1% of injuries then we can extrapolate that number to over 5 million
actual injuries. Has HHS fixed the problem? NO.

The Institute of Medicine (IOM), are top scientists in the country that review vaccine safety
science at HHS. The IOM reports that they do not have the ability to assess the safety of
vaccines because the science does not exist.

The 1986 NCVIA stipulated that every two years the HHS would submit a report to Congress
on the state of vaccine safety. Through a 2017 lawsuit by Robert F. Kennedy Jr. and Del
Bigtree of the Informed Consent Action Network (ICAN) it was revealed that the HHS has not
once submitted the required reports. They have neglected their duty for over 30 years.

CDC

The CDC has an $11.5 billion dollar budget and almost $5 billion is allocated to purchase
and promotions of vaccines and a mere $20 million is allocated to vaccine safety.

Owns 56 vaccine patents.

CDC or NIH employees whose names appear on vaccine patents can receive up to $150,000 in
licensing fees per year (in perpetuity).

The CDC website claims it does not accept commercial support, but a 2015 article in the British
Medical Journal reports that the “despite the agency’s disclaimer, the CDC does receive millions
of dollars in industry gifts and funding, both directly and indirectly, and several recent CDC
actions and recommendations have raised questions about the science it cites, the clinical
guidelines it promotes, and the money it is taking.”

Former CDC Director, Julie Gerberding, 2002-2009, oversaw numerous vaccine studies while at
the CDC, many have been recently deemed unreliable by the IOM.

In 2010 Gerberding became President of Merck Vaccines with an estimated $2.5 million annual
salary and lucrative stock options.



FDA - VRBPAC

The FDA is in charge with licensing vaccines. The year 2000 Congressional US
Governmental Reform Committee investigation into Vaccine Policy making found conflicts of
interest in two Committees. One was the FDA committee in charge of the initial licensing
phase, the Vaccine and Related Biological Products Advisory Committee (VRBPAC). This
committee has 15 voting members. Findings Included:

“The overwhelming majority of members, both voting members and consultants, have
substantial ties to the pharmaceutical industries.”

“Conflict of interest rules employed by the FDA ..... have been weak, enforcement has been lax,
and committee members with substantial ties to pharmaceutical companies have given waivers
to participate in committee proceedings.....In many cases, significant conflicts of interest are not
deemed to be conflicts at all.”

Three of the five FDA committee members who voted to approve the rotavirus vaccine in 1997
had financial ties to the pharmaceutical companies that were developing different versions of
the vaccine.

One of the members was the principle investigator for a Merck grant to develop a rotavirus
vaccine.

One of the five members had a $9 million contract for a rotavirus vaccine.

One of the five members received approximately $1million towards vaccine development.




April 15,2019

Dear Honorable Members of the House Health & Insurance Committee:
Please OPPOSE HB19-1312.

My name is Dr. Jason Miller. Iam a Colorado native, I'm a licensed Chiropractic Physician and
I am a Board Certified Fellow in BioPhysics. [am also an educator and serve as adjunct faculty
at several colleges and universities, regularly lecturing at Chiropractic, Medical and Pharmacy
schools across the country.  Additionally I am a pubmed indexed author and researcher serving
on the board of directors of a non profit research organization which has published over 220
articles in the index medicus to date. I am neither pro nor anti vax. Iam pro objective unbiased
science, risk vs benefit analysis and transparency in government and in health care.

Prior to reading may hundreds of peer reviewed papers on the subject of vaccination, I would
have supported this bill. Now that I am more educated about certain risks, confirmed scientific
fraud and many blatant conflicts of interest I can only oppose this bill in good conscience.

Specific problems with this bill include:

The language on Page 5 lines 4-7 would literally mandate that the CDPHE develop biased
educational materials as the bill calls for the CDPHE to “develop educational material regarding
the benefits of immunization” and by matter of exclusion would ignore the inherent risks
involved with vaccination. Educational materials should include an unbiased risk vs benefit
analysis and any research conducted by any organization which generates revenue through the
sale of vaccines should be excluded from any and all educational materials due to the inherent
bias accompanying what would commonly be referred to as “tobacco science”. A one sided
viewpoint would be propaganda not educational material

The language on Page 6 lines 24-27 attempt to create an impossible outcome as the language
would mandate that a standardized form be developed by which a person would claim a personal
belief exemption. Personal beliefs by nature are not standard. They are by definition inherent to
the individual’s unique beliefs and therefore impossible to standardize.

The language on Page 8 lines 9-15 constitute what I as a doctor see as a direct attack on the
integrity of the doctor patient relationship. This bill literally strikes through language supporting
a doctor’s ability to make clinical decisions based upon sound medical practice and instead
mandates that medical exemptions shall only be granted based upon the limited description of
contraindications provided by ACIP, which is committee largely made up by individuals who
personally hold vaccine ingredient patents, stock in vaccine manufacturing companies and who
hold other personal financial motivations which creates an inherent bias of which the public
should be warned NOT held subject to.




The language on Page 4 Lines 21 - 24 contains language which would require that ALL children
receive ALL vaccines recommended by the ACIP. You don’t have to be a doctor to know that
NOT all medications are equally efficacious nor are ALL medications equally safe for ALL
individuals. Furthermore we all know that as drugs are administered in combination their risks
compound exponentially. An individual's unique genetics AND their personal body burden, a
measure of pre existing toxic load, dictate different levels of efficacy and risk for individuals
exposed to various drugs to which vaccines are no different. It is illogical and unscientific to
blindly give all children all vaccines and pretend they each have the same risk vs benefit.

This bill constitutes playing a dangerous game of russian roulette with our children's lives. I fear
that the authors and sponsors of this bill are woefully under educated regarding the documented
risks of vaccination. Such is the nature of allowing the same agencies which are charged with
studying, recommending and educating the public and it’s servants regarding these invasive
interventions to hold patents and generate multi billion dollar profits by the sale of the very
compounds we blindly trust them to recommend and monitor for safety and efficacy.

We all have the same goal. We want to keep our children safe. For that reason I urge the
committee to reject this bill in its entirety and focus its efforts on creating a state and then
nationwide effort demanding that the ACIP and CDC be composed of individuals restricted from
having any financial incentive to sell the very products they are charged with monitoring and
recommending.

Thank you for your consideration and please feel free to contact me with any questions or
concerns.

Sincerely-

Dr. Jason Miller, DC

Co-Founder and Owner

Posture Works Denver and San Francisco
110 16™ Street, Suite 1300

Denver, CO 80202

Mobile 970-227-8340



2017 Colorado Statistics/Misrepresented Numbers

9,424 hospitalizations/ED visits due to
“vaccine-preventable” diseases

9,116 were for Flu

(# tested for flu? # previously vaccinated for flu? # that had vaccine strains of flu? # that did
NOT have vaccine strains flu? Lots of missing information here)

Flu shot 40% effective in 2017

That leaves only 308 hospitalizations/ED visits for
“vaccine-preventable” diseases (121 of those for
chicken pox)

308 out of 1.2 million children under age 18 in
Colorado =

.026%

Do not take these numbers at face value. Do not
assume that 9,424 unvaccinated children were treated
for “vaccine-preventable”diseases.
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In the News: What you need to know about measles in Denver

An adult living in Denver tested positive for measles on January
15 after returning from international travel. S/he visited several
retail locations and an urgent care center in Stapleton before
being hospitalized in Denver. It is unclear whether this person
was vaccinated. State and local public health officials have
contacted people who were directly exposed to this person and
are monitoring for additional cases.

What can you do about measles?
Parents

e Call your doctor if you think you or your child
have symptoms: fever, rash, cough and runny
nose

e Make sure you and your family are
vaccinated- the MMR vaccine is 97% effective
in preventing measles

Symptoms of measles include fever, cough, runny nose and rash.
Complications include pneumonia and encephalitis, or
inflammation of the brain. One in four people sick with measles
needs to be hospitalized and one in a thousand will die." Young
children, pregnant women and people with weakened immune
systems are at higher risk of complications.

e Check your childcare and school vaccination
rates. Call or look online:
https://www.cohealthdata.dphe.state.co.us/Data
/Details/21

Health Care Providers
e Be sure patients traveling internationally are

Measles is very contagious and even one case can lead to an
outbreak, especially in places where vaccination rates are low.
Because measles is so contagious, at least 95% of a community

needs to be immunized to prevent the disease from spreading.”?
Across Colorado, 87-89%"° of children 19-35 months of age have
received at least one dose of MMR (the vaccine that protects
against measles), which is below the threshold needed to reliably

fully vaccinated, including MMR

Contact CDPHE if you think a patient may
have measles or have been exposed to
someone with measles

prevent an outbreak.

Between 2013 and 2017, Colorado had 1-2 reported cases of measles per year.® Public health teams respond to any case
of measles by identifying people who may have been exposed and ensuring those people are protected against infection.
Tri-County Health Department officials estimated the costs of responding to two separate measles cases in 2016 and 2017
at $18,000 and $49,000 respectively.’

Starting the new year with a measles case in Denver is concerning but not surprising based on increasing numbers of
measles outbreaks across the country and around the world. The CDC reported 349 cases of measles in the US in 2018. At
the beginning of 2019, an outbreak in the counties around New York City has grown to more than 200 cases and a newer
outbreak of more than 40 people is ongoing in Oregon and southern Washington, an area with low vaccination rates.
Many cases of measles in the US occur after someone returns from travel. In 2018, the World Health Organization (WHO)
reported 60 million cases of measles in Europe and 17 million cases in the Americas. Most of the cases in Europe occurred
in places with low immunization rates and the majority of cases in the Americas occurred in Brazil and Venezuela, in part
due to weakening public health infrastructure.®




S e

Statewide Summary: Vaccination coverage had improved from 2013-2016, but NIS 2017
shows too many Colorado children are still incompletely protected.
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In the 2017 Centers for Disease Control and Prevention (CDC) ] Figure 2: Colorado-Vaccii-'l.ati;r-l Non-Comphance -
National Immunization Survey (NIS), Colorado ranked 23 | from 3 to 24 Months of Age, 2017

among US States in vaccination rates for children 19-35 months | = g

of age (Figure 1, below).* This is a drop from being ranked 10" 2

in 2016. More importantly, 29% of children in this age group
had received fewer than the recommended number of doses of
at least one of the vaccines required for enrolling in child care,
leaving them vulnerable to many infectious diseases including
measles, varicella, pertussis, and pneumococcal infection.
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Colorado’s overall vaccination rate dropped to 71% in 2017 e
after having improved from 2013 through 2016. We still fall Age in Months
short of the Healthy People 2020 goal of 95% coverage for each e s s s . .
of these vaccines in children 19-35 months of age. Hib 1 - . 3 3 3
PCV 1 2 2 3 4 4
e - s MMR 1 1
Var 1 1
Figure 1: NIS Vaccination Rates (4313314): B

US and Colorado (Source: NIS), 2010-2017
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NIS data show that rates of non-compliance (not being
up to date on recommended vaccinations) were highest

100 7 9 among children 3-19 months (Figure 2, above). Like we

have seen in years past, much of the gap in coverage for
early childhood immunizations is seen in the same age
group that experiences the highest burden of vaccine-
preventable illness. In 2017, more than quarter of all
infants in Colorado were behind on DTaP and PCV
vaccinations at 7 months- an age when young children
remain vulnerable to pertussis and pneumococcal
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[se] , : ! ; . | . disease. Coverage with MMR vaccine at 24 months of
2010 2011 2012 2013 2014 2015 2016 age was similar to 2016, but at 87% was still below the
Year level required to protect a population against outbreaks
4313314: 4 doses of DTaP, 3 polio [IPV], 1 measles/mumps/rubella [MMR],  of measles (~95%).%*

3 hepatitis-B, 3 Haemophilus influenzae type B [HiB], 1 varicella and 4
pneumococcal conjugate vaccine[PCV])

Vaccine-preventable diseases caused over 9,000 hospitalizations and emergency department
visits for Colorado children in 2017 'and resulted in over $56 million'in health care charges

Table 1 shows 2017 Colorado Hospital Association data for the number of cases of hospitalizations or emergency
department (ED) visits associated with a vaccine-preventable disease (VPD) as well as the hospital-associated charges for
these cases. Diagnoses of VPDs were identified using ICD-10 codes. Population estimates from the American Community
Population Survey and the Colorado Health Institute were used to calculate incidence rates.

Influenza, pneumococcal disease and pertussis were the three most common reasons for hospitalization due to vaccine-
preventable disease in Colorado children in 2017. Additionally, there were three deaths among Colorado children
hospitalized for VPD- two with influenza (an infant and a toddler) and one with H. influenzae (a toddler).

As we have seen in recent years, the most common vaccine-preventable cause of hospitalization and ED visits was
influenza, with 460 hospitalizations and 8,656 ED visits in Colorado children in 2017. Total hospital charges and ED charges
for vaccine-preventable diseases were over $55 million, with over $42 million due to influenza alone. The second most
common vaccine-preventable cause of hospitalization was pneumococcal disease, with 61 hospitalizations and total
hospital/ED charges of almost $10 million. The next most common vaccine preventable cause of ED visits was varicella,
with 120 ED visits and total hospital/ED charges of close to $1 million.
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Table 1: Cases, rates, and charges for Colorado children 0-19 years of age with vaccine-preventable
diseases, 2017.

Hospitalized Rate per Hospital Rate per Total
Vaccine Cases 100,000 Charges ED Cases 100,000 ED Charges Charges
Diphtheria 0 -- - -- -- -- -
H. influenzae 8 0.56  $974,904 -- -- -~ $974,904
Hepatitis A 3 021  $215,047 3 0.21 $33,850  $248,897
Hepatitis B 3 0.21 592,473 3 0.21 549,416 $141,889
Influenza 460 32.48 $20,107,457 8,656  611.12 $22,632,148 $42,739,605
Measles 0 8 o021 $14,320 $14,320
Mumps 1 0.07 $15,743 11 0.78 $24,321 540,064
Pertussis 12 0.85  $426,771 58 409 $132,862  $559,633
Pneumococcal disease 61 4.31 $9,673,258 6 0.42 $41,057 $9,714,315
Polio 0 - -- 55 -- -- --
Rubella 0 - -- 2 0.14 $3,968 $3,968
Tetanus 0 -- -- 4 0.28 565,847 $65,847
Varicella 10 0.71 $812,241 120 8.47 $185,187 $997,428
Total 558 39.40 $32,317,894 8,866  625.95 $23,182,976 $55,500,870

Most hospitalizations related to vaccine-preventable diseases occurred among infants and children under 5 (Figure 3a),

while most ED visits occurred in children 5-19 years of age (Figure 3b).

Figure 3a: VPD hospitalizations of Colorado children in
2017 by age, including influenza (N = 555)

<ayem,
15.9%

Figure 3b: VPD emergency department visits of Colorado
children in 2017 by age, including influenza (N = 8,865)

Mapping Colorado Immunizations: School District Immunization Rates and Health Care Access
Marlee Barton, MPH, Colorado School of Public Health, University of Colorado

Comprehensive school district immunization data provides the opportunity to
examine school immunization rates and health care access indicators at a local
level. This data is available thanks to 2014 legislation (Colorado HB 14-1288)
that requires schools and childcares to make immunization information
publically available.

The 2016-2017 school immunization data collected by the Colorado
Department of Public Health and Environment (CDPHE) was combined with
2015 insurance data from the Colorado Health Institute (CHI), clinic location
data from the Vaccines for Children program (VFC, which provides vaccines for
children with Medicaid), CDPHE health facilities data, and school demographic
data from the Colorado Department of Education.

[S1=

Indicators of High
Immunization Rates
Prevalence of Free-or-Reduced
Lunch (PR 1.25, Cl 1.09-1.43)
Prevalence of Medicaid (PR 1.29,
C10.09-1.75)

Indicators of Low
Immunization Rates
Prevalence of Student Mobility
(PR 0.51, C1 0.33-0.80)
Prevalence of Private Insurance
(PR 0.88, C1 0.77-1.04)
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Adjusted prevalence ratios showed that districts with more students enrolled in Medicaid or with more students eligible
for free-or-reduced lunch were more likely to have 295% of their K-12 students up-to-date (UTD) with the school-required
immunizations. This analysis also showed that districts with more students enrolled in private insurance or with more
mobile students (those who begin and finish the school year in different districts) were less likely to have 295% of students
UTD. Neither presence of VFC providers nor public health facilities within a district impacted the UTD status of students.

After seeing the link between Medicaid enrollment and school district immunization rates, we looked at county-level
CDPHE immunization data for the 2017-2018 school year and 2015 insurance data from CHI. Every county in Colorado has
children who are eligible for Medicaid but
not currently enrolled (eligible but not
enrolled or EBNE). There is a cluster of
_ - counties in the southwest corner of
Bislery : LARIMER iy Colorado where there are more children
who are EBNE and a similar cluster of
counties in the same location with low
Medicaid enrollment.

Map 1: Counties with High EBNE & Low Medicaid Prevalence (2015)
Shown with UTD Immunization status (2017-2018)

R

Map 1 includes county immunization rates
and highlights counties that fall above the
median prevalence of EBNE children (2.7%)
and below the median prevalence of
Medicaid enrollment as places where there
may be the greatest opportunity to
increase Medicaid enrollment.

Again, several of these counties cluster in
southwest Colorado and many also have
lower immunization rates.  Across
Colorado, 19 counties fit the highlighted
profile (high EBNE with low Medicaid
enrollment). Of those counties, 10 fall

LA PLATA

Legend below the median immunization rate for

% of Students UTD: L] 58.8-90.8% 90.9-94.0% = 94.1—96.2%-96.3-98.9% Colorado (94%) and are marked with stars
Bottom 50% Medicaid i Bottom 50% Medicaid Enroliment, Top on Map 1. The _ ":”t'al analys.ls
Enrollment, Top 50% EBNE 50% EBNE, Below Median UTD Rate demonstrated that Medicaid enroliment is

associated with higher immunization rates.

There may be opportunities to increase immunization rates in certain counties by increasing Medicaid
enrollment where there are more children who are eligible but not enrolled; especially in the
southwest corner of the state.

Communities across Colorado have unique patterns of immunization coverage and require diverse approaches to

strengthen vaccine uptake. These findings highlight the power of local data to identify immunization and health access
trends at the county and school-district level.
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Policy Perspective: Addressing the barriers to vaccination that some Colorado families face

Stephanie Wasserman, MSPH, Colorado Children’s Immunization Coalition
Colorado parents who refuse or delay vaccinating their children are a growing concern for our state

é because this trend leaves pockets of under- and unvaccinated kids in our schools, childcares and
A communities, making us all vulnerable to outbreaks of vaccine-preventable diseases. However, many
M families in Colorado want to vaccinate but continue to face barriers to accessing services. For these

'mm"m Coloradans, low immunization rates reflect ongoing challenges in insurance coverage, geography and
s, other issues. While the Affordable Care Act (ACA) has increased the number of insured Coloradans
covered on private health insurance or through Medicaid, many are still not able to easily and
conveniently access immunization services and are missing out on the public health benefits and protections of vaccines.
For example, fewer than 600 Colorado health care sites (including community health centers, pediatric and family practices,
hospitals, Indian Health Service, local public health agencies, rural health centers, school-based health centers and youth
services) participate in the Vaccines for Children (VFC) program, the federal program that allows healthcare providers to
administer free vaccines to uninsured, Medicaid-eligible, and Alaska Native or American Indian children. One Colorado
county (Gilpin) lacks a single healthcare provider site that participates in the VFC program. Another seven rural counties
(Custer, Dolores, Elbert, Jackson, Mineral, Pitkin and San Juan), offer only a single location where VFC vaccine is available.
Of these seven sites, more than half are small, rural local public health agencies, many staffed with a single public health
nurse providing immunizations at limited times, or by appointment only. This means that some families are expected to
travel many miles to get vaccinated at times that may not be feasible or convenient for them. Transportation challenges,
inability to take time off of work, childcare issues and other barriers result in missed opportunities to vaccinate and lower
immunization rates. Colorado must do more to provide funding, capacity and resources to support core public health
infrastructure, especially in rural communities, and to encourage increased participation among health care providers in the
VFC program.
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Seasonal Influenza Vaccine Effectiveness, 2004-2018

CDC conducts studies to measure the benefits of seasonal flu vaccination each flu
season to help determine how well flu vaccines are working. These vaccine
effectiveness (VE) studies regularly assess and confirm the value of flu vaccination
as a public health intervention. Study results of vaccine effectiveness can vary based
on study design, outcome(s) measured, population studied and the season in which
the flu vaccine was studied.

CDC has been working with researchers at universities and hospitals since the
2003-2004 flu season to estimate how well flu vaccine works through observational
studies using medically attended laboratory-confirmed flu as the outcome. This is
the U.S. Flu Vaccine Effectiveness (VE) Network. The U.S. Flu VE Network currently
consists of five study sites across the United States that measure the flu vaccine’s
effectiveness at preventing outpatient medical visits due to laboratory-confirmed
influenza. CDC's observational studies at U.S. Flu VE Network sites measure
outpatient visits* for laboratory-confirmed influenza infections using a highly
accurate lab test called rRT-PCR to verify the outcome. These studies compare the

odds of vaccination among outpatients with acute respiratory illness and laboratory-

confirmed influenza infection to the odds of vaccination among outpatients with
acute respiratory illness who test negative for influenza infection.

The overall, adjusted vaccine effectiveness estimates for influenza seasons from
2004-2018 are noted in the chart below. (Estimates are typically adjusted for study
site, age, sex, underlying medical conditions, and days fromillness onset to
enrollment.)
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* Table. Adjusted vaccine
effectiveness estimates for
influenza seasons from 2004-
2018

¢ Figure. Effectiveness of Seasonal
Flu Vaccines from the 2004-2018
Flu Seasons

* References

Info on Flu Vaccine Effectiveness

CDC conducts studies to measure the
benefits of seasonal flu vaccination each
flu season to help determine how well flu
vaccines are working.

More >

Table. Adjusted vaccine effectiveness estimates for influenza seasons from 2004-2018

Influenza Reference
Season'

2004-05 Belongia 2009 (http://www.ncbi.nlm.nih.gov/pubmed/19086915)

2005-06 Belongia 2009 (http://www.ncbi.nlm.nih.gov/pubmed/19086915)

2006-07 Belongia 2009 (http://www.ncbi.nlm.nih.gov/pubmed/19086915)
2007-08 Belongia 2011 (https://www.nchi.nlm.nih.gov/pubmed/21767593)
2008-09 Unpublished

2009-10 Griffin 2011 (https://www.ncbi.nlm.nih.gov/pubmed/21857999)

https://www.cdc.gov/flu/professionals/vaccination/effectiveness-studies.htm

Study No. of Adjusted 95%
Site(s) Patientst Overall Cl

VE (%)

i 762 10 -36,
40

\ 346 21 -52,
59

Wi 871 52 22
70

Wi 1914 37 22,
49

WI, Ml 6713 41 30,
NY, TN 50
WI, Ml, 6757 56 23,
NY, TN 75
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2010-11

2013-14

014-

2017-18

2018-19*

Treanor 2011 (https://www.ncbi.nlm.nih.gov/pubmed/22843783)

Ohmit 2014 (https:/www.ncbi.nlm.nih.gov/pubmed/24235265)

Mclean 2014 (https://www.ncbi.nlm.nih.gov/pubmed/25406334)

Gaglani 2016 (https://www.ncbi.nlm.nih.gov/pubmed/26743842)

Zimmerman 2016
(https://academic.oup.com/cid/article/63/12/1564/2282808/2014-

5-Influenza-Vaccine-Effectiveness-in-the)

Jackson 2017 (https:/www.ncbi.nim.nih.gov/pubmed/28792867)

Unpublished final estimates.

Rolfes 2019 (https://academic.oup.com/cid/advance-
article/doi/10.1093 /cid/ciz075/5305915)

Doyle 2019

WI, MI,
NY, TN

WI, MI,
PA, TX,
WA

WI, M,
PA, TX,
WA

WI, MI,
PA, TX,
WA

WI, MI,
PA, TX,
WA

Wi, M,
PA,TX,
WA

WI, MI,
PA, TX,
WA

WI, MI,
PA, TX,
WA

WI, MI,
PA, TX,
WA

4757

4771

6452

5999

9311

6879

7410

8,436

3,254

60

47

49

52

19

48

47*

53,
66

36,
56

43,
55

44,
59

10,
27

41,
55

32,

31,
43

34,
57

* Vaccine effectiveness estimates for 2018-2019 are preliminary estimates and will be updated with final estimates at the end of the
2018-2019 U.S. influenza season.

Figure. Effectiveness of Seasonal Flu Vaccines from the 2004-2018 Flu Seasons

Download Excel Version  [15k8]

https://www.cdc.gov/flu/professionals/vaccination/effectiveness-studies.htm
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April 2019
Colorado HB 19-1312
Jessica Cataldi MD, MSCS

Good afternoon Madam Chair and members of the committee. My name is Jessica Cataldi, and lam a
pediatrician and specialist in infectious diseases at Children’s Hospital Colorado. | am here today on behalf
of the hospital to speak in support of House Bill 1312.

As a pediatrician, | have a duty to look out for the health of children. As a society, we all share this
responsibility to keep children safe and healthy. Vaccination is the safest and most effective way to protect
our children from many dangerous infectious diseases. This bill will help to increase vaccination rates in
Colorado, allowing children in our state to learn and grow in healthy and safe schools and communities.

Parents value knowing that their child will attend a school or child care with high vaccination rates. In a
2016 survey of close to 400 Colorado parents, over 75% of parents described vaccination rate as
‘moderately or very important’ in choosing a school or child care.! These parents were willing to endure
longer commute times to have their children attend schools with higher vaccination rates. Even those
parents who were vaccine hesitant or chose not to vaccinate their children according to the recommended
schedule were still willing to trade commute time for a school with higher vaccination rates. Colorado
parents want their children to learn and grow in places where they are protected from vaccine preventable
diseases.

Improving the process for non-medical vaccine exemptions will make sure that the safe and healthy choice
for children is also the easy choice for parents to make. With this bill, those who choose not to vaccinate
will follow a standardized process in making that choice - a choice that exposes both their child and their
community to risks.

Across the country we are currently seeing outbreaks of several vaccine preventable diseases including
measles, mumps, and hepatitis A. These diseases have disrupted the lives of hundreds of families, causing
illness and suffering among sick children and adults and keeping many other people away from school and
work. The cost of these outbreaks is high for the families affected and for the state and local public health
officials tasked with stopping the spread of disease. In 2017, Tri-county Health Department estimated the
cost of responding to a single measles case at $49,000. At the end of the day, those are tax-payer dollars.?
With current vaccination rates, many communities in Colorado are highly vulnerable to an outbreak like
those we see going on in New York, Washington, and Michigan. This bill offers the opportunity to protect
Colorado children before we become the next state making national news for the outbreak of a dangerous
and preventable disease.

Thank you for the opportunity to testify in support of this critical measure for kids’ health. | am happy to
answer any questions you may have.
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Hello,

My name is Joyce Regier. I developed Irritable Bowel Disease from my childhood shots and
suffered a major flare-up for many years after my pre-college shots. My family has a history of
autoimmune disease. Because of my family history, I intend to use one of the exemptions to
protect my children from auto-immune disorders often caused by the adjuvants. (Schoenfeld)

This bill will cause exemption rates to rise because it will add HPV and the flu shot to the
required school schedule in addition to several others. These 2 shots are the ones most avoided
by the general public because of their side effects. Please do not promulgate the CDC schedule.
(Pg9, Line 16)

Governor Polis has stated in news reports that he does not want to encourage mis-trust of the
government through this type of legislation. This bill will encourage mistrust of government by
tracking a fraction of the population who choose to protect their children in alternative ways. By
the wording in this bill, there is no way to fully opt out of the Dept of Health tracking system.
This is very concerning to me, as a government database was the foundation for corralling all
American-Japanese into the internment camps during WWII. Please provide a way to
completely opt partially or non vaccinated children out of the database if we so choose. (Pg8,
Lines1-8)

If you really want to lower exemption rates, then look at the bill just introduced in Texas. It
places a moratorium on vaccines until they are proven to be safe, including:

e "True saline placebo testing
e studies to identify potential of causing autoimmune, neurological or chronic health
conditions up to a year after administration
e ecvaluated for ability to
O cause cancer
o mutate genes
o affect fertility or cause infertility
o cause autism spectrum disorder"”

If vaccines are truly proven to be safe by those guidelines, then force and pressure would not
need to be used to improve exemption rates and we would be more than willing to consider them
a viable option.

We all have the same goal, healthy kids and a healthy community.
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By: Hall S.B. No. 2350

A BILL TO BE ENTITLED
AN ACT

relating to the prohibited administration of certain vaccinations.

BE IT ENACTED BY THE LEGISLATURE OF THE STATE OF TEXAS:

SECTION 1. Subchapter A, Chapter 161, Health and Safety
Code, is amended by adding Section 161.0045 to read as follows:

Sec. 161.0045. ADMINISTRATION OF CERTAIN VACCINES
PROHIBITED. A health care provider may administer a vaccine only
if:

(1) the study relied on by the United States Food and
Drug Administration for approval of the vaccine evaluated the
safety of the vaccine against a control group that received:
(A) a placebo; or
(B) another vaccine or other substance approved
by the United States Food and Drug Administration based on a study
that evaluated the safety of that vaccine or substance against a
control group that received a placebo for that study;
(2) the study relied on by the United States Food and
Drug Administration for approval of the vaccine evaluated the
safety of the vaccine for a sufficient time to identify potential
autoimmune, neurological, or chronic health conditions that may
arise on or after the first anniversary of the date the vaccine is
administered;
(3) the vaccine has been evaluated for the vaccine's
potential to:

(A) cause cancer;
(B) mutate genes;
(C) affect fertility or cause infertility; and
(D) cause autism spectrum disorder;
(4) the department has posted on the department's
Internet website a disclosure of any known injuries or diseases
caused by the vaccine and the rate at which the injuries or diseases
have occurred; and
(5) the chemical, pharmacological, therapeutic, and
adverse effects of the vaccine and the rate of injury of the vaccine
when administered with other wvaccines have been studied and
verified.
SECTION 2. This Act takes effect September 1, 20109.
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Abstract

Effective diphtheria, tetanus toxoids, whole-cell pertussis (DTwP) vaccines became available in the
1930s, and they were put into routine use in the United States in the 1940s. Their use reduced the
average rate of reported pertussis cases from 157 in 100 000 in the prevaccine era to <1 in 100 000
in the 1970s. Because of alleged reactions (encephalopathy and death), several countries
discontinued (Sweden) or markedly decreased (United Kingdom, Germany, Japan) use of the
vaccine. During the 20th century, Bordetella pertussis was studied extensively in animal model
systems, and many "toxins" and protective antigens were described. A leader in B pertussis research
was Margaret Pittman of the National Institutes of Health/US Food and Drug Administration. She
published 2 articles suggesting that pertussis was a pertussis toxin (PT)-mediated disease. Dr
Pittman's views led to the idea that less-reactogenic acellular vaccines could be produced. The first
diphtheria, tetanus, pertussis (DTaP) vaccines were developed in Japan and put into routine use
there. Afterward, DTaP vaccines were developed in the Western world, and definitive efficacy trials
were carried out in the 1990s. These vaccines were all less reactogenic than DTwP vaccines, and
despite the fact that their efficacy was less than that of DTwP vaccines, they were approved in the
United States and many other countries. DTaP vaccines replaced DTwP vaccines in the United
States in 1997. In the last 13 years, major pertussis epidemics have occurred in the United States,
and numerous studies have shown the deficiencies of DTaP vaccines, including the small number of
antigens that the vaccines contain and the type of cellular immune response that they elicit. The type
of cellular response a predominantly, T2 response results in less efficacy and shorter duration of
protection. Because of the small number of antigens (3-5 in DTaP vaccines vs >3000 in DTwP
vaccines), linked-epitope suppression occurs. Because of linked-epitope suppression, all children
who were primed by DTaP vaccines will be more susceptible to pertussis throughout their lifetimes,
and there is no easy way to decrease this increased lifetime susceptibility.

© The Author(s) 2019. Published by Oxford University Press on behalf of The Journal of the Pediatric Infectious
Diseases Society. All rights reserved. For permissions, please e-mail: journals.permissions@oup.com.

KEYWORDS: DTaP; DTwP; cellular response; linked-epitope suppression

PMID: 30793754 DOI: 10.1093/jpids/piz005




Madame Chair and Committee,

My name is Shanna Mossberger and this bill affects my family. My daughter has severe
anaphylactic food allergies and has an immune system prone to allergic responses. Based
on current ACIP recommendations, my daughter would not be eligible for a Medical
Exemption because it would require her to have an anaphylactic reaction to a vaccine in order
to receive a Medical Exemption. Protecting informed consent allows our family to make our
own informed decisions about vaccines.

Section 2(c)(6) requires the Department of Public Health and Environment to develop
“educational” materials regarding the benefits of vaccines which can then be made available
to health care providers. Education by definition would need to include both the benefits as
well as the risks of vaccines for three reasons:

1) If only the benefits are discussed, that would not be education. Education should
include benefits and risks. Otherwise it would be indoctrination.

2) Doctors take a Hippocratic oath to “do no harm.” It would be impossible for them to
uphold that oath if they are only taught of the benefits of a medical procedure and none
of the risks as they could unwillingly do a lot of harm.

3) Patients have a right to informed consent. This means knowledge of the benefits and
risks in order to make an informed choice about their own bodies. If a health care
provider is only providing the patient with benefits of vaccines and no risks, there is no
informed consent. This would be a gross violation of legal and medical ethics.

If the department of public health is to make materials to distribute to the public or
practitioners, the law should require that the materials also include the following:

Vaccine inserts themselves, citing known and acknowledged risks of each and every
vaccine a patient chooses.

A statement that no vaccine has undergone true placebo controlled safety studies.

That the patient has no legal recourse in the event of harm due to a 1986 law giving
vaccine manufacturers immunity from lawsuit.

| ask that you include those as requirements for the “educational” piece that the
department must create. The science is never settled. The science used to be settled that
the world was flat or that the atom was the smallest molecule. Science is often proven
wrong by more science. Please present both sides of the science and let people decide
what is best for their family. We all want the same things. Healthy kids and a healthy
community.




Madame Chair and Committee,

My name is Jessie Schall and | am a lawyer and also have a masters in psychology, both from Duke. | am
also a mother of a 5 year old who was vaccinated until 9 months of age, and 1 year old who has never
had a vaccine. Both of my kids currently have medical exemptions based on a close family history of
ALS, Lupus, Lyme, and celiac disease. Doctors feel that vaccines could trigger those conditions yet we
would not be eligible for a medical exemption if this bill passes. | have looked deeply into the science for
and against vaccines as well as the legal implications of having no one held accountable for vaccine
failures or side effects. | refuse to risk my children’s health on a product that has no placebo controlled
safety testing and no legal recourse. | also refuse to sign a legal document with incriminating language
that | do not agree with and have my child tracked in order to get a religious or personal exemption. | do
not believe | should be faced with that choice.

Within the Bill of Rights of our Constitution are rights to privacy and protection of one’s own bodily
autonomy. The forcing of a medical procedure on another’s person is considered an assault. Section 3
on page 8 of the bill seems to eliminate nearly every medical exemptions per ACIP guidelines. Section
3(b) on page 6 requires personal and religious exemptions to use a standardized form which in the past
has included language that the parent is endangering the life of their child by refusing a vaccine. Parents
who feel their child is susceptible to harm from a vaccine are held hostage under this bill, faced with
either signing incriminating language under duress or vaccinating under duress. In addition, under
Section 5, those signing an exemption will be entered into a tracking system. Considering what is
happening in New York right now, being tracked for a socially unpopular decision is frightening. This is a
direct violation of the Constitutional right to privacy.

And for what are we eradicating the basic human rights? There has been a lot of fear propagated about
measles as a “deadly” disease yet measles is an infection for which we used to host parties just like used
to for chickenpox. An infection that has virtually a zero death rate in the US. According to the CDC, even
before the vaccine came into the market, the US death rate from Measles was 1 in 10,000 cases or .01%.
Also according to the CDC, the chances of the MMR vaccine failing to protect you is 3%. So 300 out of
every 10,000 MMR vaccines fail versus 1 out of every 10,000 measles cases ends in death. The media
and the pharmaceutical industry have done a good job of making everyone fearful but the numbers
don’t lie. We cannot assume that we know what is best for another person’s family or genetics. The
makers of the Constitution KNEW we would come upon times when people fear each other and they
wrote a document to guide us through it. Our Constitutional rights are meant to ground us and force us
to make decisions that may go against our gut thinking when our guts are biased by fear. We all have
the same goal. Healthy kids and a healthy community. Please oppose this bill.
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Abstract

The autoimmune/inflammatory syndrome induced by adjuvants (ASIA). presented by Shoenfeld and Agmon-Levin in 2011, is an
entity that incorporates diverse autoimmune conditions induced by the exposure to various adjuvants. Adjuvants are agents that
entail the capability to induce immune reactions. Adjuvants are found in many vaccines and used mainly to increase the response to
vaccination in the general population. Silicone has also been reported to be able to induce diverse immune reactions. Clinical cases
and series of heterogeneous autoimmune conditions including systemic sclerosis, systemic lupus erythematosus, and rheumatoid
arthritis have been reported to be induced by several adjuvants. However, only a small number of cases of autoimmune thyroid
disorder have been included under the umbrella of ASIA syndrome. Indeed. clinical cases of Hashimoto’s thyroiditis and/or
subacute thyroiditis were observed after the exposure to vaccines as well as silicone implantation. In our review, we aimed to
summarize the current knowledge on ASIA syndrome presented as endocrinopathies, focusing on autoimmune thyroid disorders
associated with the various adjuvants.

Keywords: autoimmune/inflammatory syndrome induced by adjuvants. thyroid, endocrinopathy, adjuvants, vaccines, silicone,
Hashimoto’s thyroiditis, Graves disease

introduction

Adjuvants are substances that are able to trigger autoimmunity via a variety of mechanisms, such as alteration of the host’s immune
system, polyclonal activation of B cells, effects on cellular immunity, immunoregulatory cells. viral-induced antibodies, and
acceleration of molecular mimicry (1). Exposure to adjuvants can occur in a variety of methods due to their wide range of uses in
vaccines, mineral oils, silicone implants, and many other products and devices. The association between adjuvant exposure and
autoimmunity manifests itself in five autoimmune conditions sharing similar autoimmunity manifestations (2. 3), such as the
postvaccination phenomena. the macrophagic myofasciitis syndrome (MMF). the Gulf war syndrome (GWS). siliconosis, and the
sick building syndrome (SBS) (4, 3). The autoimmune/inflammatory syndrome induced by adjuvants (ASIA), presented by
Shoenfeld and Agmon-Levin (6) in 2011, is a single entity that incorporates all five conditions. Extensive research has identified
the genetic background. contributing to the development of ASIA syndrome in predisposed individuals following adjuvant
exposure. A large number of autoimmune diseases share several alleles of the HLA class 11 such as DRBI locus. The development
of specific autoantibodies is determined by DRBI alleles leading to an abnormal response and development of full-blown
autoimmune diseases (7. §).

When used in vaccines, adjuvants are purposely used as immunogenicity enhancing agents that are essential for directing the
adaptive immunoresponse (9). However. they might also trigger undesired autoimmune reactions that question the use of adjuvants
and their safety in the context of DRB1*01 genetic background (10).

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5256113/
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A systematic review by Jara et al. (4) reported that 4479 ASIA cases have been identified since its presentation in 2011. Among
them, 305 were considered severe, with the majority of these cases being developed following vaccines mainly directed to HPV,
HBYV, and seasonal influenza. Despite vaccines™ proven record of safety and efficiency. aluminum hydroxide was used in these
vaccines along with the viral antigens as an adjuvant. Due to aluminum’s capability to enhance the immunoresponse. it enables the
usage of smaller amount of antigens. However, enhanced immunogenicity might lead to enhanced reactogenicity in a process not
always benign involving pathological stimulation (11).

The other adjuvants containing products yielding severe clinical manifestations are silicone implants and mineral oil fillers (4, 12).

Silicone has been considered as an inert material, which is unable to induce immune reactions in the human body. Therefore, it has
been used in many medical devices for the last 60 years, including both silicone and saline breast implants. However, a possible
association between silicone exposure and autoimmune diseases has been reported in many studies demonstrating the development
of autoimmune diseases and autoantibodies in patients following exposure to silicone implants (13. 14). Improved clinical
manifestations after the extraction of implants (15) support the relationship between silicone and autoimmunity.

Mineral oil injections. which are prevalent in Mexico and Latin America for cosmetic uses, have been identified as a leading cause
of ASIA syndrome as well via the proposed mechanism of chronic inflammation induction leading to granuloma formation and
thickening of the dermis (4. 10).

The risk for autoimmune diseases, determined by the patient’s genetic background., is increased in patients with autoimmune
diseases history such as type 1 diabetes mellitus (T1DM). Thyroid antibodies can be identified in approximately 20-25% of
patients with type 1 diabetes, and up to 50% of them progress to clinical autoimmune thyroid disease (AITD) (16). Thyroid
autoimmune diseases have been described in many case reports and case series, presenting thyroid autoimmune manifestations
along with other autoimmune conditions.

In genetically predisposed individuals, under particular conditions, molecular mimicry between microbial and human antigens has
been shown to be able to turn a defensive immunoresponse into autoimmune response. This mechanism has yet to be explored in
the field of thyroid autoimmune diseases (17). In our review, we aimed to summarize the current knowledge about ASIA syndrome
and the relationship between adjuvants and autoimmune diseases, focusing on its association with autoimmune endocrinopathies
and thyroid autoimmunity.

Endocrinopathy and ASIA Syndrome

Pathological processes of the endocrine glands result in abnormal levels of circulating hormones, which lead to endocrinopathies.
Some endocrine disorders are immune mediated. such as Hashimoto’s thyroiditis (HT). Graves” disease, and T1DM (18-20). Thus.
it is possible that endocrine autoimmune diseases can be triggered by adjuvants, configuring cases of ASIA syndrome. Case reports,
cohort and case—control studies on ASIA syndrome. and the majority of the endocrinopathies are still scarce. Lately. primary
ovarian failure (POF) has been linked to ASIA, especially after vaccination (21-23).

Primary ovarian failure or premature ovarian insufficiency is defined as a combination of amenorrhea. for a minimum of 4 months,
decline in sex steroids. and follicle-stimulating hormone (FSH) above 40 [U/I at two measurements with an interval of at least 1
month in women younger than 40 years (26). POF is a disorder with multiple etiologic mechanisms. The presence of lvmphocytic
invasion in the oophorus and the identification of autoantibodies against ovarium antigens on the theca, granulose, corpus luteum,
and zona pellucida (27-29) support the idea that part of its etiology. estimated in 20-30% (30). is immune mediated. Furthermore,
POF is commonly associated with other autoimmune diseases, including Addison’s disease. thyroiditis, autoimmune polyglandular
syndrome. systemic lupus erythematosus (SLE). hemolytic anemia, idiopathic thrombocytopenic purpura (ITP), and Sjogren’s
syndrome (31). The pathogenesis of POF also involves genetic mutations, metabolic disorders, and environmental factors, such as
virus infection, chemo and radiotherapy. and surgeries (30).

HPV vaccine has been reported as an important issue in ASIA syndrome, already being related. for instance, to Guillain-Barré
syndrome and other neuropathies, such as SLE. vasculitis, ITP, and autoimmune hepatitis (32-36). Developing autoimmune
discases as an adverse cffect of the vaccine can be both due to its HPV virus-like particles, which have potent immuno-stimulatory
properties (and can induce autoimmunity by molecular mimicry. epitope spreading. bystander activation, and polyclonal activation)
(37). and due to the presence of aluminum as an adjuvant in the vaccine (38). Adjuvants are capable of increasing, intensifying, and
prolonging antigen-specific immunoresponse of the vaccines without holding its own specific antigenic effect (38). Autoimmune
well-defined diseases. as well as the non-specific immune disorders. following vaccination can present as a subacute vaccination
side effect or appear months or years after the boosters (39-43). Genetically predisposed patients are more likely to exhibit late
manifestations and are in a higher risk of developing ASIA syndrome (36. 44).

Colafrancesco et al. (21) recently reported three cases of POF following immunization with HPV vaccine. The three patients
fulfilled the criteria for ASIA syndrome suggested by Shoenfeld and Agmon-Levin (6). They described three young women,
previously healthy and with normal sexual development, who received three administrations of the quadrivalent HPV vaccine. The
patients experienced general symptoms, including nausea, stomachaches, heavy and burning sensations in the injected arm.
headaches. insomnia, arthralgia, depression, anxiety, and difficulty in concentrating, and then presented amenorrhea within
approximately 10 months, 2 years, and 10 years after the first dose. Two of them were positive for previously negative antibodies
(anti-TPO and antiovarian). Hormonal screening was performed. showing increased IF'SH and luteinizing hormone (LH) plus

https://www.ncbi nlm.nih.gov/pme/articles/PMC5256 113/
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extremely low levels of estradiol. Pregnancy was excluded, as well as no abnormalities were revealed in the transvaginal and pelvic

ultrasound. After a karyotype evaluation and search for Fragile X syndrome with no aberrations, they were diagnosed with POF.

Moreover. two of the three patients were siblings leading to the hypothesis that may exist as a rare risk factor for this adverse effect.

Little and Ward (22) also reported a case of POF succeeding HPV vaccination, in a 16-year-old patient, who presented irregular
menses after taking the quadrivalent vaccine, followed by oligomenorrhea and amenorrhea. Her hormone profile also showed high
levels of FSH and LH and low levels of estradiol and anti-mullerian hormone (AMH), and after excluding pregnancy and genetic.,
endocrinal, and other causes, she was diagnosed with POF.

Problems of quadrivalent HPV vaccine introduction in the market were wisely pointed by Little and Ward (23). They reported three
other cases of young women who develop POF after having quadrivalent HPV vaccine and questioned some issues about its safety.
First, despite the fact that the vaccine protocol suggests three doses, in the preclinical studies for toxicity. only two boosters were
given to the rats. Still. the animals’ reproductive system was not analyzed in a long-term period. Moreover, the phase 11 and 111
clinical studies on safety of the vaccine regarding the fertility were not complete: half of the subjects studied were lost to follow-up
at | year; some of the subjects were on hormone contraception methods, which could mask the ovarian insufficiency: they have not
considered medical conditions that flourished more than 7 months after the vaccination as associated with the vaccine: and adverse
effects were only reported 2 weeks after the boosters. Furthermore. the placebo used as control in the phase 11 safety studies of the
quadrivalent HPV vaccine was aluminum, also present in the vaccine solution, which was already shown to play as an adjuvant in
ASIA syndrome.

Thus. HPV vaccine is likely to be an important trigger in ASIA syndrome. including immuno-mediated endocrine disorders, such
as POF. Due to long periods of intervals between the vaccine injections and the development of the ovarian insufficiency. it is
questionable if there is indeed a causal relationship between them. However, as previously mentioned. the safety preclinical and
clinical studies of HPV vaccine are lacking some information regarding fertility safety. and the side effects were shown to be able
to appear even after months or years.

Other vaccines and adjuvants may also trigger POF, as well as other immuno-mediated endocrinopathies. like for instance, type 1-
diabetes may be induced by the same adjuvants. Indeed, in a cohort study with 211 young female patients with autoimmune
diseases and 857 matched controls, they showed that patients exposed to quadrivalent HPV vaccine were in a higher risk of
developing type 1-diabetes mellitus (OR = 1.2) (43). Additionally, it was shown in a prospective cohort study (46) that some
vaccines are related to increased levels of diabetes autoantibodies. such as antibody against glutamic acid decarboxylase (GADA)
and tyrosine phosphatase (1A-2A). These autoantibodies, which are considered reliable markers for the disease process (47, 48),
were more frequently found in the subjects who received hemophilus influenza B (HIB) vaccination (OR = 5.9 and 3.4 in IA-2A
and GADA. respectively). Especially, the IA-2A serum concentrations were significantly higher in patients exposed to HIB. Also.
BCG was correlated to an enhanced prevalence of IA-2A (p <0.01). The previously mentioned studies suggest that ASIA
syndrome. particularly post vaccination. and endocrinopathies might be linked.

Autoimmune Thyroid Disease and ASIA Syndrome

During the last years. abundant case reports and series were published supporting that various autoimmune disorders may be
induced by adjuvants and be enclosed under ASIA syndrome (4, 12). Despite the fact of being the most common autoimmune
disorder, unexpectedly. we have revealed very few articles and case reports in the literature describing the induction of AITD by
various adjuvants. In this section, we report that the relevant case descriptions of AITD were reported to be correlated to
immunization and silicone implants.

Hernan Martinez et al. (49) described a case of a 55-year-old man with a family history of autoimmune diseases and medical
history of diabetes and psoriasis. who developed subacute thyroiditis shortly after the administration of an influenza vaccine.
Subacute thyroiditis is a very rare disease, and the authors of the mentioned case concluded that the induction of the disease was a
result of an interaction between the genetic predisposition and vaccination. Another similar case of subacute thyroiditis was
reported in a 25-year-old female (30). The patient was admitted due to fever, swelling, and tender mass in the neck. Two days
before her presentation, she received influenza vaccine (Vaxigrip). Biopsy of the thyroid has revealed multinuclear giant cell
granulomas.

A previously healthy 36-year-old female presented with clinical symptoms of thyrotoxicosis including tachycardia, anxiety. and
tenderness in her neck (31). One month before her presentation, she received HIN1 vaccine. Thyroid function tests confirmed
remarkable thyrotoxicosis. Thyroid scintigraphy was performed and showed significant diffuse reduction in the technetium uptake.
Therefore, a diagnosis of subacute thyroiditis was made. Moving to another type of adjuvant, cases of granulomatous inflammation
of the thyroid have been reported with silicone breast implants (32). Vayssairat et al. (53) described two cases of HT after receiving
a silicone gel-filled breast implants. Both cases were induced after a long period of incubation. the first case is a 45-year-old
women who had bilateral silicone implant of the breast in 1976 and developed HT in 1991. In addition. the patient complained of
other non-specific symptoms including fatigue, morning stiffness. and sicca syndrome. Thyroid ultrasonography showed an
enlarged thyroid gland with a diffusely hypoechogenic pattern. The implants were painful and removed, showing extremely dense
connective tissue with fibrosis. The second case of HT presented with hyperthyroidism clinical manifestation, 10 years after the
silicon implantation. reporting positive anti-TPO. The implants were again painful, and the patient developed positive antinuclear

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5256113/
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antibodies (ANA). An animal experiment aimed to evaluate the immunological adjuvancy potential of silicone gel taken from
breast implants (34). The study has found that silicone gel is able to stimulate the production of autoantibodies to rat thyroglobulin
and bovine collagen II. However, this immune reaction was not associated with any histological evidence of thyroiditis or arthritis.

A cohort study was performed to assess the risk of new onset autoimmune disease in young women exposed to human
papillomavirus-16/18 AS04-adjuvanted vaccine in the United Kingdom (55). The study reported an incidence rate ratio (95% CI) of
3.75 (1.25-11.31) for autoimmune thyroiditis among females.

An animal study has reported that immunization of BALB/c mice with the extracellular domain of the human TSH receptor led to
the production of TSH binding-inhibiting and thyroid-blocking antibodies accompanied by lymphocytic infiltration of the thyroid
(36).

In summary. ASIA syndrome is being more recognized by physicians, and therefore. more studies and cases have reported the
correlation of the exposure to various adjuvants with diverse autoimmune diseases. Still. very few clinical reports and animal
models studies were published to show the relationship between endocrinopathies in general and AITD in particular with adjuvants.
However, the clinical cases of HT and/or subacute thyroiditis were observed after the exposure to vaccines as well as silicone
implantation. Therefore, we believe that the minority of cases is not owing to rarity of association between adjuvants and AITD
rather than the lack of awareness among physicians of such association. Consequently, physicians must be mindful that thyroiditis
and other thyroid disorders can be induced by diverse adjuvants and therefore to reconsider non-essential vaccination in genetically
predisposed individuals for autoimmune diseases.
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Testimonial, Monday the 15" of April at the Capitol to the Health and Insurance
Committee:
Dear Madam Chair, Dear Representatives,

| am Dr. Katia Meier; | have been a MD for 20 years.

It is a fact that some children have complex medical and genetic vulnerabilities to
vaccine injury.

| strongly oppose this bill, because it would endanger the medically and genetically
vulnerable by eliminating the Doctor/Patient relationship and ignoring a Doctors’
particular experience. | refer specifically to section 3 part (a) (Il), where this bill would
ELIMINATE all medical exemptions that could PREVENT a serious life threatening and
permanently damaging vaccine reaction and would instead throw the genetically and
medically vulnerable minority of children under the bus.

A parent would be forced to play Russian roulette with their child and risk an
anaphylactic reaction, or permanent lifelong serious brain damage before a medical
exemption can be written, if the child survives at all. And how can it be determined,
which vaccine has caused the reaction if given with multiple other vaccines at the same
time.

To save their children from harm, a Parent would have to seek other exemptions,
therefore this bill would obscure the REAL reason a child is exempt.

This bill would block doctors from abiding to their Oath of First Do No Harm because
children would have to be put into harm’s way before a medical exemption can be
written for each one out of 53 different vaccines and 72 doses by the time a child is 18
years old.

This bill would make Colorado be the FIRST and ONLY state that allows someone
without a medical degree, without a medical license, who has never seen the child, to
override the medical judgement of a Colorado licensed Physician who is taking care of
the child.

The medically and genetically vulnerable deserve to be PROTECTED, not put in harm’s
way by ill-conceived state regulations.

| urge you to vote against this dangerous bill.
Sincerely,

Katia Meier M.D.
Clear Sky Medical P.C., 9085 E Mineral circle #260, Centennial, CO 80126
Drmeier@clearskymedical.com Office: 303-790-7860
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Abstract
Methylenetetrahydrofolate reductase (MTHFR) is essential for DNA biosynthesis and the epigenetic
process of DNA methylation, and its gene polymorphisms have been implicated as risk factors for
birth defects, neurological disorders, and cancers. However, reports on the association of MTHFR
polymorphisms with autism spectrum disorders (ASD) are inconclusive. Therefore, we investigated
the relationship of the MTHFR polymorphisms (C677T and A1 298C) and the risk of ASD by meta-
analysis. Up to December 2012, eight case-control studies involving 1672 patients with ASD and
6760 controls were included for meta-analysis. The results showed that the C677T polymorphism
was associated with significantly increased ASD risk in all the comparison models [T vs. C allele
(frequency of allele): odds ratio (OR) = 1.42, 95% confidence interval (Cl): 1.09-1.85; CT vs. CC
(heterozygote): OR = 1.48, 95% CI: 1.09-2.00; TT vs. CC (homozygote): OR = 1.86, 95% Cl: 1.08-
3.20; CT+TT vs. CC (dominant model): OR = 1.56, 95% Cl: 1.12-2.18: and TT vs. CC+CT
(recessive model): OR = 1.51, 95% Cl: 1.02-2.22], whereas the A1298C polymorphism was found
to be significantly associated with reduced ASD risk but only in a recessive model (CC vs. AA+AC:
OR =0.73, 95% ClI: 0.56-0.97). In addition, we stratified the patient population based on whether
they were from a country with food fortification of folic acid or not. The meta-analysis showed that
the C677T polymorphism was found to be associated with ASD only in children from countries
without food fortification. Our study indicated that the MTHFR C677T polymorphism contributes to
increased ASD risk, and periconceptional folic acid may reduce ASD risk in those with MTHFR

677C>T polymorphism.
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* Hello Madam Chair and Committee members, my name is Audrey Herman,
and | am representing myself and my children. In section 25-4-903 section 2
and 2A states that we must complete a standardized form for exemptions.
How can a bill be voted on before one of the most crucial elements is
complete? Do we as citizens not have a right to view this standardized form
prior to a vote?
What about my children’s right to medical privacy? On page 7 line 5 states
that our forms must be signed by a representative from the government. That
directly violates HIPAA. It goes on to say that we will be provided with a copy
to give to our children’s schools, which means the original document will stay
with the department of public health, they do NOT have a right to medical
documentation in this manner. The bill says we can “opt out” of the
immunization tracking system, BUT, according to page 7 lines 3 and 4 our
information will be stored at these agencies. This is a tracking system in and
of itself!
Furthermore, this bill violates FERPA by stating on page 9 lines 25-27 that
schools may be required to report statistical information and names of
noncompliers (the unvaccinated kids). The only time | see this being lawful is
in the event of a health emergency which is in section 99.31(a)(10) and 99.36
of The Family Educational Rights and Privacy Act.
Do we as lawful citizens have the right to not be tracked by the government,
especially when it comes to a matter of medical privacy? In the event of an
outbreak our children’s forms will be pulled and they will be tracked down,
discriminated against, and potentially force vaccinated. We don’t want to be in
ANY tracking system based on vaccine status.
This bill will also impact homeschoolers according to Colorado state law,
under “record keeping" it states that “... the records must include (and it lists)
immunization records required by CRS section 25-4-901-903".
Homeschoolers have the right to be excluded from the proposed bill entirely.
Please remove the standardized form from this bill, exclude homeschoolers
from this bill, and change this bill so it doesn't violate our rights to privacy! We
all want the same goal, healthy children. But, health looks different to
everyone. For me, health looks like being a part time wheelchair user, for you
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Model Notification of Privacy Rights under FERPA, PPRA and Colorado State Law

The Family Educational Rights and Privacy Act (FERPA) requires that schools and districts issue an
annual notification to parents and eligible students explaining their rights under FERPA (34 CFR §99.7)
to inspect and amend student records and to consent to the disclosure of student records in particular
instances. FERPA also requires that schools and districts provide annual notice of their directory
information policies (34 CFR §99.37). Additionally, the federal Protection of Pupil Rights Amendment
(PPRA), requires schools and districts to provide notice to parents of students who are scheduled to
participate in activities involving the collection, disclosure or use of personal information collected from
students for marketing purposes and to allow parents the opportunity to opt out of these activities (20
U.S.C. §1232h(c)(2)(C)(i)). Finally, Colorado state law (§22-1-123, C.R.S.) requires that districts
provide an annual notice to a parent or legal guardian of each student enrolled in the school district with
written notice of the rights contained in that section. The template language below provides a model for
meeting all four of these notification requirements.

FERPA Protections:

FERPA affords parents and students who are 18 years of age or older ("eligible students™) certain rights
with respect to the student's education records. These rights are:

1. The right to inspect and review the student’s education records within 45 days after the day the
[Name of school (“School”)] receives a request for access.

Parents or eligible students should submit a written request to the school principal [or
appropriate school official] that identifies the records they wish to inspect. The school
official will make arrangements for access and notify the parent or eligible student of the time
and place where the records may be inspected.

2. The right to request the amendment of a student education records that the parent or eligible
student believes are inaccurate, misleading or otherwise in violation of the student’s privacy
rights under FERPA.

Parents or eligible students who wish to ask the [School] to amend a record should write the
school principal [or appropriate school official], clearly identify the part of the record they
want changed and specify why it should be changed. If the school decides not to amend the
record as requested by the parent or eligible student, the school will notify the parent or
eligible student of the decision and of their right to a hearing regarding the request for
amendment. Additional information regarding the hearing procedures will be provided to the
parent or eligible student when notified of the right to a hearing.

3. The right to provide written consent before the school discloses personally identifiable
information (PII) from the student's education records, except to the extent that FERPA
authorizes disclosure without consent.

One exception, which permits disclosure without consent, is disclosure to school officials
with legitimate educational interests. A school official is a person employed by the school as
an administrator, supervisor, instructor or support staff member (including health or medical
staff and law enforcement unit personnel) or a person serving on the school board. A school
official may also include a volunteer or contractor outside of the school who performs an
institutional service of function for which the school would otherwise use its own employees
and who is under the direct control of the school with respect to the use and maintenance of
PII from education records, such as an attorney. auditor, medical consultant, or therapist; a
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parent or student volunteering to serve on an official committee, such as a disciplinary or
gricvance committee; or a parent, student, or other volunteer assisting another school official
in performing his or her tasks. A school official has a legitimate educational interest if the
official needs to review an education record in order to fulfill his or her professional

responsibility.

4. The right to file a complaint with the U.S. Department of Education concerning alleged failures
by the [School] to comply with the requirements of FERPA. The address of the Family
Policy Compliance Office that administers FERPA is:

Family Policy Compliance Office
U.S. Department of Education
400 Maryland Avenue, SW
Washington, DC 20202

[Optional] See the list below of the disclosures that elementary and secondary schools may make
without consent.

FERPA permits the disclosure of PII from students’ education records, without consent of the parent or
eligible student, if the disclosure meets certain conditions found in §99.31 of the FERPA regulations.

Except for disclosures to school officials, disclosures related to some judicial orders or lawfully issued
subpocnas, disclosures of directory information, and disclosures to the parent or cligible student, §99.32
of the FERPA regulations requires the school to record the disclosure. Parents and eligible students have
aright to inspect and review the record of disclosures. A school may disclose PII from the education
records of a student without obtaining prior written consent of the parents or the eligible student under the
following circumstances:

* To other school officials, including teachers, within the educational agency or institution whom
the school has determined to have legitimate educational interests. This includes contractors,
consultants, volunteers, or other parties to whom the school has outsourced institutional
services or functions, provided that the conditions listed in §99.31(a)(1)())(B)(/) - (a}(1)(iXB)
(2) are met. (§99.31(a)(1))

« To officials of another school, school system, or institution of postsecondary education where
the student seeks or intends to enroll, or where the student is already enrolled if the disclosure
is for purposes related to the student’s enrollment or transfer, subject to the requirements of
§99.34. (§99.31(a)(2)) [NOTE: FERPA requires a school district to make a reasonable
attempt to notify the parent or student of the records request unless it states in its
annual notification that it intends to forward records on request.]

« To authorized representatives of the U. S. Comptroller General, the U. S. Attorney General, the
U.S. Secretary of Education, or State and local educational authorities, such as the Colorado
Department of Education. Disclosures under this provision may be made, subject to the
requirements of §99.35, in connection with an audit or evaluation of Federal- or State-
supported education programs, or for the enforcement of or compliance with Federal legal
requirements that relate to those programs. These entities may make further disclosures of
PII to outside entities that are designated by them as their authorized representatives to
conduct any audit, evaluation, or enforcement or compliance activity on their behalf.

(§§99.31(a)3) and 99.35). Please note that the district does not provide any information to
the Colorado Department of Education other than what is required by federal or state law or
required to receive a benefit, such as competitive grant funding. This information is provided
in order for the state to monitor the effectiveness of educational programs, diagnose areas of
need, and inform improvement efforts.

* In connection with financial aid for which the student has applied or which the student has
received, if the information is necessary to determine eligibility for the aid, determine the
amount of the aid, determine the conditions of the aid, or enforce the terms and conditions of
the aid. (§99.31(a)(4))

« To State and local officials or authorities to whom information is specifically allowed to be
reported or disclosed by a State statute that concerns the juvenile justice system and the
system’s ability to effectively serve, prior to adjudication, the student whose records were
released, subject to §99.38. (§99.31(a)(5))

« To organizations conducting studies for, or on behalf of, the school, in order to: (a) develop,

validate, or administer predictive tests; (b) administer student aid programs; or (c) improve
instruction. (§99.31(a)(6))

cdereval/modelnaotificationofprivacyrightsunderferpappraandcoloradolaw51914



* To accrediting organizations to carry out their accrediting functions. (§99.31(a)(7))

* To parents of an cligible student if the student is a dependent for IRS tax purposes. (§99.31(a)
(8)

* To comply with a judicial order or lawfully issued subpoena. (§99.31(a)(9))

= To appropriate officials in connection with a health or safety emergency, subject to §99.36.
(§99.31(a)(10)

* Information the school has designated as “directory information” under §99.37. (§99.31(a)(11))

[NOTE: In addition, a school may want to include its directory information public notice, as
required by FERPA §99.37, with its annual notification of privacy rights. Please see the Model
Directory Information Public Notice below.]

While FERPA requires that [School Distriet], with certain exceptions, obtain your written consent prior
to the disclosure of personally identifiable information from your child’s education records, [School
Distriet] may disclose appropriately designated “directory information™ without written consent, unless
you have advised the district to the contrary in accordance with district procedures. The primary purpose
of directory information is to allow the [School Distriet] to include this type of information from your
child’s education records in certain school publications. Examples include:

* A playbill, showing your student’s role in a drama production;

* The annual yearbook;

* Honor roll or other recognition lists;

* Graduation programs; and

* Sports activity sheets, such as for wrestling, showing weight and height of team members.

Directory information, which is information that is generally not considered harmful or an invasion of
privacy if released, can also be disclosed to outside organizations without a parent’s prior written consent.
Outside organizations include, but are not limited to, companies that manufacture class rings or publish
yearbooks. In addition, two federal laws require local educational agencies (LEAs) receiving assistance
under the Elementary and Secondary Education Act of 1965 (ESEA) to provide military recruiters, upon
request, with the following information — names, addresses and telephone listings — unless parents have
advised the LEA that they do not want their student’s information disclosed without their prior written
consent.

If you do not want [School District] to disclose directory information from your child’s education records
without your prior written consent, you must notify the District in writing by [insert date]. [School
District] has designated the following information as directory information: [Note: an LEA may, but
does not have to, include all the information listed below.]

-Student’s name -Participation in officially recognized activities and sports
-Address -Weight and height of members of athletic teams

-Telephone listing -Degrees, honors and awards received

-Electronic mail address -The most recent educational agency or institution attended

A -Student ID number, user ID, or other unique identifier used to
Photograph lcommunicate in electronic systems that cannot be used to access
_Date and place of birth leducation records without a PIN, passwo.rd, ete. (A student’s SSN,
‘Major field of study in whole or in part, cannot be used for this purpose)

-Dates of attendance

-Grade level

The federal Protection of Pupil Rights Amendment (PPRA) affords parents certain rights regarding our

4/14/19, 5:51 PM
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conduct of surveys, collection and use of information for marketing purposes, and certain physical exams.
These include the right to:

* Consent before students are required to submit to a survey that concerns one or more of the following

protected areas (“protected information survey™) if the survey is funded in whole or in part by a program
of the U.S. Department of Education (ED)-

. Political affiliations or beliefs of the student or student’s parent;

. Mental or psychological problems of the student or student’s family;

Sex behavior or attitudes;

Illegal, anti-social, self-incriminating or demeaning behavior;

Critical appraisals of others with whom respondents have close family relationships;

Legally recognized privileged relationships, such as with lawyers, doctors or ministers;

. Religious practices, affiliations or beliefs of the student or parents; or

. Income, other than as required by law to determine program eligibility.

% NO VAW -

* Receive notice and an opportunity to opt a student out of —

1. Any other protected information survey, regardless of funding;

2. Any non-emergency, invasive physical exam or screening required as a condition of
attendance, administered by the school or its agent, and not necessary to protect the
immediate health and safety of a student, except for hearing, vision, or scoliosis screenings,
or any physical exam or screening permitted or required under State law; and

3. Activities involving collection, disclosure, or use of personal information obtained from
students for marketing or to sell or otherwise distribute the information to others.

* Inspect, upon request and before administration or use —

1. Protected information surveys of students;

2. Instruments used to collect personal information from students for any of the above marketing,
sales or other distribution purposes; and

3. Instructional material used as part of the educational curriculum.

These rights transfer from the parents to a student who is 18 years old or an emancipated minor under
State law.

[School District will/has develop[ed] and adopt[ed]] policies, in consultation with parents, regarding
these rights, as well as arrangements to protect student privacy in the administration of protected
information surveys and the collection, disclosure, or use of personal information for marketing, sales, or
other distribution purposes. [School District] will directly notify parents of these policies at least
annually at the start of each school year and after any substantive changes. [School District] will also
directly notify, such as through U.S. Mail or email, parents of students who are scheduled to participate in
the specific activities or surveys noted below and will provide an opportunity for the parent to opt his or
her child out of participation of the specific activity or survey. [School Distriet] will make this
notification to parents at the beginning of the school year if the District has identified the specific or
approximate dates of the activities or surveys at that time. For surveys and activities scheduled after the
school year starts, parents will be provided reasonable notification of the planned activities and surveys
listed below and provided an opportunity to opt their child out of such activities and surveys. Parents will
also be provided an opportunity to review any pertinent surveys. Following is a list of the specific
activities and surveys covered under this requirement:

* Collection, disclosure, or use of personal information for marketing, sales, or other distribution;

* Administration of any protected information survey not funded in whole or in part by ED; and
* Any non-emergency, invasive physical examination or screening as described above.

Parents who believe their rights have been violated may file a complaint with:

Family Policy Compliance Office
U.S. Department of Education

praandcoloradolaw51914
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400 Maryland Avenue, SW
Washington, D.C. 20202

State Law Protections:

Colorado’s state law also provides additional rights with respect to the collection of student information in
any public school, regardless of whether or not the public school receives federal funding. Pursuant to
§22-1-123, C.R.S., a school or district employee who requires participation in a survey, assessment,
analysis or evaluation in a public school’s curriculum or other official school activity must obtain the
written consent of a student’s parent or legal guardian before giving the student any survey, assessment,
analysis or evaluation intended to reveal information, whether the information is personally identifiable or
not, concerning the student or the student’s or legal guardian’s:

= Political affiliations;

» Mental and psychological conditions potentially embarrassing to the student or the student’s
family;

* Sexual behavior and attitudes;

* [llegal, anti-social, self-incriminating or demeaning behavior;

» Critical appraisals of individuals with whom a student has close family relationships;

* Legally recognized privileged or analogous relationships, such as those of lawyers, physicians
and members of the clergy;

* Income, except as required by law;

= Social security number; or

+ Religious practices, affiliations, or beliefs.

Please note that the requirement of written consent does not apply to a student’s participation in statewide
assessments. For gathering the type of information listed above, written consent will be valid only if the
school district has given a parent or legal guardian written notice of the survey, assessment, analysis or
evaluation, has made a copy of the document available for viewing at convenient locations and times, and
has given the parent or legal guardian at least two weeks, after receipt of the written notice, to obtain
written information concerning the collection.

Prepared by CDE Staff May 2014 2
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Home School in Colorado

Nonpublic Home School Programs
Getting Started-Letter of Intent to Home School

Pursuant to Colorado law, parents who wish to begin home schooling must provide written notification of the
establishment of the home school program 14 days before beginning the home school program to a Colorado
school district. The written notification must include the name, age, place of residence, and number of
attendance hours for each child that will be participating in the home school program. Written notification must
be re-submitted to a Colorado school district each year.

Subjects to Teach

Colorado law states that home school programs must include, but are not limited to, the subjects of
communication skills of reading, writing, and speaking, mathematics, history, civics, literature, science, and
regular courses of instruction in the constitution of the United States. The selection of curriculum is at the
discretion of the parent who is overseeing the home schooling program. The state cannot offer any guidance in
this area, and encourages contacting the district that received the written notification if there are further
questions.

Attendance Requirements
Home school programs must have no less than 172 days of instruction, averaging 4 contact hours per day.
Record Keeping

Records for each child participating in a home school program must be kept on a permanent basis by the parent
who is overseeing the home school program. The records must include, but are not limited to, attendance, test
and evaluation results, and immunization records as required by C.R.S sections 25-4-901, 25-4-902, and 25-4-
903. The records must be produced and provided to the school district that received the written notification,
not the state of folorado, at the school district’s request.

AssessmentjEvaluation

Students that ake participating in a home school program must have academic progress evaluated in grades 3,
5,7,9,and 11. Students can take a nationally standardized achievement test or a qualified person, as
described in C.R.S. 22-33-104.5(3)(f), can be selected by the parent to evaluate the student’s academic
progress. The results of the evaluation, whether by assessment or qualified person, must be submitted to the
school district that received the written notification.

The state cannot provide guidance regarding assessments or evaluation. Please contact your local school
district for resources or specific deadlines for submitting evaluation results.

Other Things to KnowAbout Home School

Home school is considered nonpublic and is not regulated by the state of Colorado. The parent who oversees
the home school program is taking on the responsibility of obtaining books, supplies, tests, and is responsible
for any costs associated. Because home schooling is considered nonpublic education, home school is not
accredited by the Colorado Department of Education or by a local school district.

Additional Resources



The links below include a copy of Colorado Home School Law, how to get started home schooling your child,
and a resources link to home school organizations that provide information on networking, support groups,
curricula, and testing.

e FAQs Regarding Home School
e Laws Pertaining to Home School
e Home School Resources

Home school inquires:

303-866-2818

Home School@cde.state.co.us




Good Afternoon,

Madam Chair Lontine and members of the committee, thank you for this opportunity. My name
is Matt Baylor, | am here representing myself and my family and | oppose HB19-1312. As a
Colorado parent | am concerned about student privacy. In order to have healthy kids and a
healthy community we must protect our kids’ privacy.

Our expectation of privacy has been codified in two different laws: FERPA and HIPAA. The
Family Educational Rights and Privacy Act (FERPA) was enacted to protect students’ personally
identifiable information. The Health Insurance Portability and Accountability Act (HIPAA)
defines and protects personal health information.

HB19-1312 causes great concern with both of these privacy protections. | will address them in
the order they appear in the bill.

On page 6, line 10, this bill suggests medical providers offer information about opting-out of the
immunization tracking system. In order to guard the spirit of HIPAA, participation in the
immunization tracking system should be opt-in, not opt-out. | urge you to amend HB19-1312 to
make the tracking system opt-in or oppose this legislation.

Simultaneously, on page 6, lines 12-13, it directs the provider to submit the medical exemption
to the immunization tracking system. | ask that you clarify the language of HB19-1312 so that it
is clear that parent and students control their data.

HB19-1312 on page 6, line 24 through page 7, line 19, requires students and their parents to
disclose FERPA protected information in order to apply for the religious or personal belief
exemption. FERPA already provides for the release of personally identifiable information in the
event of a significant threat to the health and safety of our students. There is no need to
disclose this information to any other agency since, according to FERPA, it is already readily
available. | ask you to remove this requirement from HB19-1312 in order to continue the
privacy protections afforded by FERPA.

Additionally, students and parents seeking a religious or personal belief exemption must opt-
out of the immunization tracking system. To honor the privacy of health information as defined
by HIPAA, HB19-1312’s tracking system should be opt-in rather than opt-out.

HB19-1312 causes serious concerns for information protected by both HIPAA and FERPA. | urge
you to either amend this bill so that it conforms to the privacy expectations codified in FERPA
and HIPAA or oppose this bill in committee so that we ensure Colorado families have the
assurance of privacy. We all have the same goal: healthy kids and a healthy community. Thank
you for your time today.




| am a mum of four children living in Douglas County. | oppose this bill because it is
fueled by fabricated data and false statements, Not only will it not prevent infectious
disease outbreaks, but this bill will put an increasing number of vaccine vulnerable
children at risk due to removal of the right of the medical practitioner to make an au-
tonomous assessment of a child’s need for a medical exemption (Pg 8 section 3).

There’s been one death in the US from measles in the last 15 years. However, in 2018,
the Vaers reporting system shows 443 deaths from vaccinations, 619 life threatening
conditions, 1,267 permanent disabilities and 4,414 individuals hospitalized. The CDC'’s
own internal review on Vaers identified that the Vaers system was capturing less than
1% of vaccine injuries.

| would also like to address statement in 1(a)

It is not possible to state the number of lives saved by vaccines! This statement
assumes that everyone who is vaccinated does not contract an infectious disease,
which we know is not the case.

Studies of measles outbreaks in Quebec, Canada, and China attest that outbreaks of
measles still happen, even when vaccination compliance is in the highest
bracket (95- 99%) (Appendix 1.) This is due to primary vaccine failure (Low Vaccine
responders) (Appendix 3.) and secondary vaccine failure, where vaccine antibodies
wane over time.

An experiment with deliberate pertussis infection in primates revealed that the Pertussis
vaccine (DTAP) is not capable of preventing colonization and transmission of B.
pertussis. The FDA has issued a warning regarding this crucial finding. (Appendix 2.)

As we know there is currently a Navel ship in quarantine due to a mumps outbreak in its
fully vaccinated sailors and Marines.

With regards to costs; A study carried out by Mawson et al (2017) found that
vaccinated children were 4 times more likely than the unvaccinated to be diagnosed
with neuro - developmental disorders, 30 times more likely to be diagnosed with an
immune-related disorder such as allergies, eczema and asthma, and 6 times more
likely to get inner ear infections and pneumonia.

In 2017/18 it cost the taxpayer $508,725,204 to compensate for vaccine injury claims in
the US (HRSA data). This does not include the ongoing healthcare costs of vaccine

injury.
When you consider that our school age immunization rate is currently at 94%, the

highest it's been for over 15 years, and that increasing vaccination rates above this will
not prevent disease outbreaks, there IS NO NEED for this bill.

PLEASE VOTE NO TO THIS BILL



Appendix

1. http://webarchive.nationalarchives.gov.uk/20140714084352/http://www.hpa.org.uk/w
ebc/HPAwebFile/HPAweb C/1242198450982

2. hitp://www.ncbi.nlm.nih.gov/pubmed/24277828
3. http://www.cdc.gov/maso/facm/pdfs/BSCOID/ 2013121112 BSCOID Minutes.pdf
4. Mawson et al 2017

Pilot comparative study on the health of ... - Open Access
Texthttps://www.oatext.com/pdf/JTS-3-186.pdf




KINDERGARTEN THROUGH 12™ GRADE IMMUNIZATION CHART
REQUIRED VACCINES FOR SCHOOL ATTENDANCE 2018-19

RECOMMENDED VACCINES FOR THE BEST PROTECTION AGAINST
VACCINE-PREVENTABLE DISEASE

N”B“Ot_:_’:: o Grades K-12 (4-18 Years of Age) e Grades K-12 (4-18 Years of Age)
YArChE Vaccines must follow MINIMUM INTERVALS & AGES to be NAGCING Doses Vaceig dcrElinieh ‘; s ddoys heore O
valid. A 4 day grace period applies in most situations.
Diphtheria/Tetanus/ . G 2 doses initially if under 9 yrs of age with a
Pertussis (DTaP) dbo E nggftph:n:ﬁ,s;i?e ‘;'i?-:;le ggzeggfeSTzr;’ogriven Influenza 1to2 minimum interval of 28 days between doses, then
Only licensed through 6 yrs no sooher than 4 yéars of age (Flu) 1 dose annually, thereafter. (Recommended for
of age. ¥ : all children 6 months of age and older).
3 doses tetanus/diphtheria containing Meningococcal
; vaccines (DTaP, DT,Td, Tdap) is required, or Meningitis
Tetanus/Diphtheria/ 4 doses required if 15t dose of DTaP is given MenACWY
Pertussis before 1 year of age. 1 dose of Tdap given if MenB 2 doses Adolescents 11-18 years of age (11-12, 16-18)
For ?;udenés Zydears ?_‘f age or4 DTaP series not completed and student is at ol Series | Adolescents 16-18 years of age
or older who did not have a least 7 yrs of age
ull series of DTaP. et at 2tk Human Adolescents 11-18 years of age
s f Tdtahp 15 TRAUIeL 860 grade sntry hiaugh Papillomavirus 2to3 Series initiation age 9-14 - two doses 6-12 mo apart
127 grade. (9vHPY) Series initiation 15+ - three doses 0, 1-2 and 6 mo
4 1PV unless 3" dose is given on or after 4%
Polio (IPV) birthday. Students who were compliant with Hepatitis A
With combination of OPV & 3to4 3 or 4 doses (4 weeks minimum intervals (Hep A) 2 All children 1 year of age and older
IPV, need series of 4 doses between doses) prior to August 7, 2009 have
met the requirement.
Maaikaiii /Rubell Immunization requirements are strictly enforced for all students. Students
RELIE MUMPRRUDWIR The 1t dose is not valid if administered who do not meet the requirements will be denied attendance according to
(MMR) more that 4 days before the 1% birthday. Section 25-4-902, C.R.S. There are three ways to be in compliance with the
There must be at least a 28 2 2 doses are required for students entering school immunization law:
day interval between 2 live Kindergarten & through 12" grade.
vaccines. 1. Student’s immunization record shows they are fully immunized with required
The 1™ dose 1s not vabid if adminlstered :la:;:lancf:sé tAa Le:l;oratory report for some vaccines or diseases showing immunity is
more that 4 days before the 1% birthday. P r ‘
Varicella (Chickenpox) E'dcd)ses e reEct|u1hred fclt‘r :;Ehdentds entering 2. For the student who is not up to date on required vaccines, the school will
Ther.e must be at least 0.28 2 Nmt ?riarti” int roug.r f fgtrﬁerz m notify the parent/guardian that the student has 14 days to receive the required
day interval between 2 live g > S hi vaccine(s) or to make an appointment to receive the required vaccine(s).
vaccines. gr_boratory dgc;umentarfon of chickenp O’; b Parents are to provide a written plan for the remaining vaccines following the
I’s’easlihor a lseas%screenmg performed by minimum intervals of the Advisory Committee on Immunization Practices (ACIP)
SIS0 cdTe e schedule. If the plan is not followed, the student shall be excluded from school
The 2™ dose administered at least 4 weeks for non-compliance.
Hepatitis B after the first dose. The 3" dose must be
Dosing must follow administered at least 16 weeks after the 15t 3. Submission of a Medical Exemption form signed by a health care provider or a
g‘ri?imuma!nter V‘”; i 3 dose, at least 8 weeks after the 2™ dose, Non-Medical exemption (religious or personal) submitted by a parent/guardian
etween doses and las

dose must be
administered at or over
24 wks of age.

and the final dose must be administered no
sooner than 24 weeks of age.

Note: there is a specific 2-dose series is for
ages 11-15 years only using adult vaccine.

or emancipated student go to

Last Reviewed January 2018

www.colorado.gov/vaccinexemption.

COLORADO
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INFORMATION FOR PARENTS 2019 Recommended Immunizations for Children 7-18 Years Old

Talk to your child’s doctor or nurse about the vaccines recommended for their age.

Tdap HPV Meningococcal MMR
Flu Tetanus, Measles, Chickenpox
Influenza diphtheria, & :IL:”T‘:C"US MenACWY MenB P o i i prae mumps, Varicella
pertussis iy rubella
7-8 Years

9-10 Years
11-12 Years
13-15 Years
16-18 Years

More Everyone 6 months All 11-through 12-  All 11-through 12-  All 11-through 12-  Teens 16-18
information: and older should year olds should year olds should year olds should years old may be

get a flu vaccine get one shot of geta2-shot serles  get one shot of vaccinated with

every year. Tdap. of HPV vaccine. meningococcal a serogroup B
A 3-shot series is conjugate meningococcal
needed forthose  (MenACWY). A (MenB) vaccine.
with weakened booster shot is

Immune systems recommended at
and those who age 16,

start the serles at

15 years or older.

These shaded boxes indicate when the vaccine is
recommended for all children unless your doctor tells
you that your child cannot safely receive the vaccine.

These shaded boxes indicate the vaccine should be

given If a child is catching up on missed vaccines. U.S. Department of

Health and Human Services
Centers for Disease

Control and Prevention
These shaded boxes indicate the vaccine is This shaded box indicates children not at increased risk
recommended for children with certain health or may get the vaccine if they wish after speaking to a il Koad
lifestyle conditions that put them at an increased risk for provider. SECHR ncinRy

serious diseases. See vaccine-specific recommendations of Pediatrics §AAFP

t DEDICATED TO THE HEALTH OF ALL CHILDREN® AMERCAN AEADE MY OF FAMILY PHYBICIANS
at www.cdc.gov/vaccines/hcp/acip-recs/.




z S M 2 CHILDREN'S
American Academy of Pediatrics ‘%ﬁf) c‘}" HOSPITAL

ASSOCIATION

DEDICATED TO THE HEALTH OF ALL CHILDREN™

Colorado
Medicaid Highlights

B Number of children covered:

d-eligible children:
e rad

Number of eligible but unenrolled
children: An est g

Sources

Why are pediatricians important to children on Medicaid?

Nationally, pediatricians provide a majority of all office visits for children 0-5 (80
percent) and for children 0-18 (69 percent) enrolled in Medicaid.* They provide
the care children need, including routine check-ups, immunizations and
treatment for problems found during health screenings.

Children depend on Medicaid to work well and pediatricians depend on
Medicaid so that they can continue to ensure that every child has access to the
care they need, regardless of income.

Unfortunately, low Medicaid payment rates place an unfair burden on children’'s
providers, which can threaten children’s access to quality health care. As an
historical average, a pediatrician treating a child enrolled in Medicaid receives
only 66 percent of what is paid to see a Medicare enrollee.” For many services
and in many states, payment can be even lower. Without appropriate payments
that cover the cost of care, fewer physicians may be able to participate in
Medicaid, limiting the number of pediatricians who can treat children, increasing
wait times for appointments or forcing families to travel long distances to seek
care.

Why are children’s hospitals important to children on
Medicaid?

Children’s hospitals save lives every day, regardless of a child’s family income
or health insurance coverage. Children’s hospitals are major Medicaid
providers, and the nation must ensure a strong Medicaid program so children
are able to receive timely, quality health care. Medicaid reforms that lead to
better care and lower costs while maintaining standards children rely upon are
possible; children’s hospitals are working with their states to advance these
innovative solutions.

B Comprising less than 5 percent of the nation’s hospitals, children’s
hospitals account for about 35 percent of all hospital days for childrenon
Medicaid and 53 percent for children with medically complex conditions. *

®  On average, each children’s hospital devotes more than half its inpatient
care (59 percent of inpatient days) to children assisted by Medicaid.™

® On average, Medicaid reimburses children’s hospitals only 80 percent of
the cost of care provided, including Disproportionate Share Hospital
payments. If cuts or caps are adopted at the federal or state level, payment
rates could decrease further.™

Why do children on Medicaid need your help?

E Preserving a strong Medicaid program is essential to ensuring all children
have coverage and access to care, but Medicaid faces serious financial
threats that endanger the health of Colorado’s children.

E Appropriate provider payment for care is essential to ensuring that
Medicaid patients have access to the providers they need. Already,
Medicaid pays providers on average only 66 percent of what the Medicare
program pays for those same services.” Cuts to the Medicaid program
could further decrease provider payments, making it harder for
beneficiaries to access care.

B If Medicaid funding is cut or capped, it could mean a loss of federal funds
for states and an increase in the number of uninsured children since the
federal government pays at least 50 percent of the total cost of Colorado’s
Medicaid program.™ States would be left to pay more for health care
services.



WHAT YOU
NEED TO KNOW

COLORADO
BILL
HB12-1312

WHERE THERE'S RISK
THERE MUST BE

CHOICE

REMOVES STATE BOARD
AUTHORITY

PROPOSED: COLORADO WOULD
ADOPT CDC/ACIP VACCINE SCHEDULE

LIMITS MEDICAL EXEMPTIONS

PROPOSED: COLORADO WOULD
ADOPT CDC/ACIP MEDICAL
EXEMPTION GUIDELINES

This would eliminate a doctor's authority
to exercise judgement in preventing
serious adverse events in the case that red
flags raise concern prior to vaccination.

Colorado would forfeit authority over it's
™ esidents and adopt the CDC schedule with
no room to contest it's schedule.

: ; 3 Upon passage of this bill, more mandatory
Medlc?! exemp.tlon would only be available B accines would be added; including the
following a serious adverse event, and the

HPV and flu vaccine.
exemption given, would only be valid for .
ity T 1 gmm Asthe CDC expands the vaccine schedule,
the vaccination that caused initial reaction -~ :
Colorado would follow suit.

THREATENS HIPAA & FERPA RIGHTS

PROPOSED: COLORADO WOULD ADOPT STANDARDIZED FORMS, FORCED
"EDUCATION" AND A TRACKING SYSTEM

A form (not yet released) would be required for exemption, possibly implicating parents of endangering
a child by refusing a vaccination hypothesized as "safe".

s The mandatory vaccine "education" proposal is biased and does not include addressing the possible
® serious adverse events a child may experience.

HB19-1312 allows the health department to track exemptions instead of the school, allowing them to

| G ; .
= circumvent FERPA. This gives access to a child's health record that would otherwise be protected.
DTAP MMR HEP B
ONLY ALLOWED CONTRAINDICATIONS WITH PROPOSAL . severeanaemviaxs  « severe anaprviaxis - SEVEREANAPHYLAXIS
. ENCEPHALOPATHY * SEVERE IMMUNODEFICIENCY

mwormﬂPOSSIBLE INELIBlBLE SERIOUS ADVERSE EVENTS

PANMNICULITIS
s ATYPICALMEASLES e VOMITING
s MEASLES-LIKERASH e PAROTITIS
e« FEVER s DIABETES MELLITUS
* SYNCOPE = ASEPTIC MENINGITIS
* DIZZINESS = PNEUMONIA

THIS MEANS THAT EVEN
IF YOUR CHILD
EXPERIENCES SERIOUS
ADVERSE REACTIONS,
UNLESS IT'S "ALLOWED"

DIARRHEA THROMBOCYTOPENIA
* PURPURA

= LEUKOCYTOSIS

= CHRONIC ARTHRITIS

= ARTHRALGIA

- ACUTE DISSEMINATED ENCEPHALOMYELITIS (ADEM)
MEASLES INCLUSION BODY ENCEPHALITIS (MIBE)

. STEVENS-JOHNSON SYNDROME

«  TRANSVERSE MYELITIS FEBRILE CONVULSIONS ATAXIA

® SUBACUTE SCLEROSING PANENCEPHALITIS (SSPE)

* MYALGIA *  GUILLAIN-BARRE SYNDROME (GBS)

e VASCULITIS

* PANCREATITIS

» POLYNEURITIS

s POLYNEUROPATHY
= OCULAR PALSIES

= RETROBULBARNEURITIS e
= OTITIS MEDIA
e ORCHITIS

» PARESTHESIA
« EPIDIDYMITIS

ENCEPHALITIS

= RETINITIS
* NERVE DEAFNESS
s  CONJUNCTIVITIS

HTTPS://WWW.MERCK.COM/PRODUCT/USA/P]_CIRCULARS/M/MMR_II/MMR_II_PL.PDF

e REGIONAL LYMPHADENOPATHY
- OPTIC NEURITIS
PAPILLITIS

« DEATH

THEY WILL BE REQUIRED
TO CONTINUE RECEIVING
THE SAME SHOT.
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By: Hall S.B. No.

A BILL TO BE ENTITLED
AN ACT

relating to the prohibited administration of certain vaccinations.

BE IT ENACTED BY THE LEGISLATURE OF THE STATE OF TEXAS:

SECTION 1. Subchapter A, Chapter 161, Health and Safety
Code, is amended by adding Section 161.0045 to read as follows:

Sec., 161.0045, ADMINISTRATION OF CERTAIN VACCINES
PROHIBITED. A health care provider may administer a vaccine only

il)_wymwy_muﬂ_m&mim

ii)".the_&hemnl._phazmﬂggml __tha:.ap.e.\m.s_ rand
any_.q;f._me_mmm

SECTION 2. This Act takes effect September 1, 2019.

2350







4/14/2019 Family Educational Rights and Privacy Act (FERPA) - Printable

U.S. Department of Education

=4 Print ¥ Close Window

Family Educational Rights and Privacy Act (FERPA)

Get the Latest on FERPA at https://studentprivacy.ed.gov/ (https://studentprivacy.ed.gov/?
sre=fpco)

» Frequently Asked Questions (https://studentprivacy.ed.gov/frequently-asked-questions)

« FERPA for parents and students (https://studentprivacy.ed.gov/audience/parents-and-students), K12 school
officials (https://studentprivacy.ed.gov/audience/school-officials-k-12) and Postsecondary school officials
(https://studentprivacy.ed.gov/audience/school-officials-post-secondary)

» Protection of Pupil Rights Amendment (PPRA) (https://studentprivacy.ed.gov/search/node/ppra)

« Guidance and Notices (https://studentprivacy.ed.gov/resources)

Family Policy Compliance Office (FPCO) Home (/policy/gen/guid/fpco/index.html)

The Family Educational Rights and Privacy Act (FERPA) (20 U.S.C. § 1232g; 34 CFR Part 99) is a Federal law that protects the privacy

of student education records. The law applies to all schools that receive funds under an applicable program of the U.S. Department of
Education.

FERPA gives parents certain rights with respect to their children's education records. These rights transfer to the student when he or
she reaches the age of 18 or attends a school beyond the high school level. Students to whom the rights have transferred are "eligible
students."”

« Parents or eligible students have the right to inspect and review the student's education records maintained by the school.
Schools are not required to provide copies of records unless, for reasons such as great distance, it is impossible for parents or
eligible students to review the records. Schools may charge a fee for copies.

« Parents or eligible students have the right to request that a school correct records which they believe to be inaccurate or
misleading. If the school decides not to amend the record, the parent or eligible student then has the right to a formal hearing.
After the hearing, if the school still decides not to amend the record, the parent or eligible student has the right to place a
statement with the record setting forth his or her view about the contested information.

« Generally, schools must have written permission from the parent or eligible student in order to release any information from a
student's education record. However, FERPA allows schools to disclose those records, without consent, to the following parties
or under the following conditions (34 CFR § 99.31):

o School officials with legitimate educational interest;

o Other schools to which a student is transferring;

o Specified officials for audit or evaluation purposes;

o Appropriate parties in connection with financial aid to a student;

o Organizations conducting certain studies for or on behalf of the school,

o Accrediting organizations;

o To comply with a judicial order or lawfully issued subpoena;

o Appropriate officials in cases of health and safety emergencies; and

o State and local authorities, within a juvenile justice system, pursuant to specific State law.

https://www2.ed.gov/print/policy/gen/guid/fpco/ferpa/index.html 112



4/14/2019 Family Educational Rights and Privacy Act (FERPA) -- Printable

Schools may disclose, without consent, "directory" information such as a student's name, address, telephone number, date and place
of birth, honors and awards, and dates of attendance. However, schools must tell parents and eligible students about directory
information and allow parents and eligible students a reasonable amount of time to request that the school not disclose directory
information about them. Schools must notify parents and eligible students annually of their rights under FERPA. The actual means of
notification (special letter, inclusion in a PTA bulletin, student handbook, or newspaper article) is left to the discretion of each school.

For additional information, you may call 1-800-USA-LEARN (1-800-872-5327) (voice). Individuals who use TDD may use the Federal
Relay Service (/fabout/contacts/gen/index.html#frs).

Or you may contact us at the following address:

Family Policy Compliance Office
U.S. Department of Education
400 Maryland Avenue, SW
Washington, D.C. 20202-8520

=4 Print % Close Window

Last Modified: 03/01/2018

https://www2.ed.gov/print/policy/gen/guid/fpco/ferpa/index html 212



HB19? — 1312 Testimony

Thank you, Madame Chair and Representatives. My name is Katy LeVasseur and
I'm representing myself, my two kids, and my husband. | oppose and ask that
you vote no to HB19 - 1312. | have been one of many who have been emailing
and calling you all. What is being heard over and over is that this bill is very
benign, it doesn't take any of the exemptions away, it won't come between the
doctor/patient relationship, and that all the bill is trying to do is formalize the
exemption process with the goal of increasing vaccination rates in Colorado.
Ultimately, those who oppose this bill and those who support this bill actually
have the same goal in mind: The health and safety of Colorado children.

However, for my family, being fully vaccinated does not equal health and
safety. My kids had all their vaccines by kindergarten. Not too long after that,
my daughter was diagnosed with Type 1 diabetes, a life-threatening
autoimmune disease that she will have for the rest of her life. Type 1 is listed as
an adverse effect on the insert of the MMR. Maybe this is the reason my
daughter developed Type 1, maybe not. Regardless, she is
immunocompromised, and her brother is obviously a sibling of someone with
‘immune system problems’ as the CDC mentions in a list of those who shouldn't
receive certain vaccines. The availability of a medical exemption moving
forward is extremely important to my family.

The bill summary on page two states that the state board of health is required to
adopt the medical exemption and immunization recommendations of the CDC
and ACIP, AND the state board of health may add to the immunization
schedule as they see fit. So | ask this.....if with this bill there is no threat to medical
exemptions staying between doctor and patient, then why are these restrictive
and scary state board of health medical exemption statements in the bill2 The
strangers at this government agency should have NOTHING to do with what is or
is NOT injected into my kids’ bodies! That decision should remain between myself
and my husband and my kids’ physician.

For those who support this bill, | realize that you believe that higher vaccine rates
mean better health and wellness for our children. Higher vaccine rates do not
equal healthier children. You'll see that in much of the testimony you hear
today, but to add to that, here are the US stats from the Vaccine Adverse Event
Reporting System (VAERS) for 2018:



€« > 0 @ https//wonder.cdc.gov/controller/datarequest/D8

Quick Options. More Options
bR s A 5 N e Bl Y R i S L e ]

» These results are for 55,605 total events.

[Top] Wetes Citation Query Criteda

Event Category § = Events Reported #§ = Percent (of 55.605) #4
Death 438 0.79%
Life Threatening 613 1.10%
Disability 1,249 2.25%
Congenital Anomaly / Birth Defect * 28 0.05%
Hospitalized 4,386 7.89%
ti 93 0.17%
Emergency Room / Office Visit ** 872 1.57%
Room * 4,433 7.97%
Office Visit * 13,400 24.10%
None of the above 34,758 62.51%
Total 60,270 108.39%

Note: Submitting a report to VAERS does not mean that healthcare personnel or the vaccine caused or contributed to the adverse event
(possible side effect).
* These values are only available from VAERS 2.0 Report Form, active 06/30/2017 to present.
** These value are only available from VAERS-1 Report Form, active 07/01/1990 to 06/29/2017.

Too Ootions [ Notes | Citation Query Criteria

Notes:
Caveats: DISCLAIMER: VAERS staff at CDC and the Food and Drug Administration (FDA) follow up on all s-ﬁous adverse Qvunt
mmmmmmnmummawwaummmmm \M es
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And to shed a little light on measles rates here in Colorado:

» Colorado reportable disease

data.
Measles cases in Colorado,
2014-2018
2014 1
2015 | 1
| 206 l 2
2017 0
2018 0
2019 1

*As of Feb.27,2018

Please vote NO on HB19-1312. Thank you.
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Vaccines Protect Your Community
Dit you sngw that when you et vactinated. you e frolectng yourse! and your community?

Thes concept . f herd wnmunity And € an important reason
for you and your lamily 1o gel vaccnaled — 30 you can help keep yourselves and your
community healthy

How does community immunity work?

Germa can iravel quscily Swough & community snd mate a Il of people sk f encugh
People get Lch, f Can lad 10 an cutveds But when eACUGH People are raconated agaTst
@ Ceftan Oneate e Qe can | Favel 2 sasly YOM Darson 10 perion — and e eriie
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That means even people who can 1 gel vaconatnd wil RavD LOMe OteCEon KoM getng
sck And ¢ 3 person does gel sch. heme's less chance of an cutbreak because €% harder
o the daaass 10 spread Eventualy the gaeme becomes fare — and sometees. @3
wiped oul atoguther

oes community immunity protect?

dneases — such as people with soma senous alerges and
sysloms (kko peopla who have cancer HIV/AAIDS
mm;

Impertant for the very small gioup of pecple wha don | have a
Fom vacones

If v have wiped out some diseases in the
United States, can we stop getting vaccinated for
them?

o Mary vacone-preventabie daeates Tl we 00N 1 sew much in the Unded States stil
Make prople Sk 1 Other Coundras. 50 € & POLUGIE 1of Uaveler 10 DN hrse Oedsel
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peogie contue 1o gt vACCINAled

W you'to travehrs] cutsate of Me Unied Siates you may neod 1o gel vecones io keep you
healthy and safe Loam Twms about travel vacomes

at work: Pry waccines.

Preumnococcal dissase can cause serious ntections of Ihe ears, ungs, biood, and
bewn, Although s commen in young Children. older adults are mos! ot risk for sefcus
preumncnccal nfectons.

Snce he preumococcal vacons was approved for use in chidren, She number of older
Bdulty hoMAed Ry preunoCootal daeste has gune wary down This leds us that
vacTinatng nfants protected clder acuts o the spread of sencut preunccacesl
infoctions before 3 vacore for cider adults was available

Was this page helphul?
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The above listed vacoine side—cffects are madicative of systemic imstability affectng
mast plrysiol | systems (chills and fever), excrenen (nflammation
of the| Iymph g.uu biowd cell content (low platelet count), evcretion (diarhoaca).,
digestion [ poor appetite, v sheep (coma), and metabolic rate (nredness,
lowered levels of conscioasness ) ion there 18 evidence of aliered sense
pereeption, mbicatinve of proble; the autonomic nerveus system. which affects
hearmg, visual perception | of bright hights), smell and 1ouch.

Significant vaccne side-cffects hav,

paralysis), in RSV vaccine] L35); in

hepatitis A and B vaccine] | 40):

periussis vaccime] 141, etc. The in

sufficiently great 1o question the ¢l
aceines] (9]

MMR vacemne has been linked to autism, Crohn's discase, milammatory bowel

mwummwwmqﬁn bran
isf 145, 146). cercbral palsy, titis] 1-47] and diabetes

lnlhﬂ&-lﬂl- phuakepatk ephalitis] | S1.152). bearing and vision
mmm-uu-ma—bhpm
diabetes, Guillam-Ba purpura, subacute
W—:ﬂmthmﬂﬂ
There is cvidence that in cases of immunc deficiency that viuses contines 10 persist
mhwuﬁm—mﬁ-uhmumupuh-mﬂ

linked 10 swine flu vaccine (Guillain-Barre
mips and MMR vaccines| 139);
smallpox vaccine; polio vaceing;

o side-elfects may now be

risks from the discase exceed that of

subacute sclerosing panencephalitis (SSPE), measles inclusion body
munmu#mhmmamm
iated SSPE has & din the USA. Furth paticats with B or T-

cell immunodeficiencies have cognitive side-elfects| 27 and are advised against
vaccination due 1o the risk of severe and/or atal infection (Merck). That viruses
persist in the body and are linked 1o autoimmunc disorders is a feature of rubella
mm—muu-ﬁ-umeamu.mnm

of death with combined vaccination DIFT and poliof 134].
lummmmnm-m_um
functional systems i.c. upon femp g blood cell content, etc.

The Cumuiative Effect of Vaccines There is concern that the cumulative effect of
vaccines upon the body’s function has not been properly asscssed] | 17]. Unvaccinated
chilibren appear 1o have less exposire to discase{ £1.85], delaying vaccination reduces
mu“{mmuumuhhh&h
future] 16:4), and that i idered incflective and
dangerous{ [6:4).

Vaccine-vaccine and Vacane-dnug interactions In general, vaccines may be influenced
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* Incudence of pracral sympoms that may be associaied with MMK vaccinaton {fever
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Some people should not get this vaccine
Tell your vaccine provider if the person getting the vaccine:

« Has any severe, life-threatening allergies. A person who has
ever had a life-threatening allergic reaction after a dose of
MMR vaccine, or has a severe allergy to any part of this
vaccine, may be advised not to be vaccinated. Ask your
health care provider if you want information about vaccine
components.

+ Is pregnant, or thinks she might be pregnant. Pregnant
women should wait to get MMR vaccine until after they are
no longer pregnant. Women should avoid getting pregnant
for at least 1 month after getting MMR vaccine,

+ Has a weakened immune system due to disease (such as
cancer or HIV/AIDS) or medical treatments (such as
radiation, immunotherapy, steroids, or chemotherapy).

+ Has a parent, brother, or sister with a history of immune
system problems.

+ Has ever had a condition that makes them bruise or bleed
easily.

« Has recently had a blood transfusion or received other blood
products. You might be advised to postpone MMR
vaccination for 3 months or more.

+ Has tuberculosis.

«+ Has gotten any other vaccines in the past 4 weeks.
vaccines given too close together might not work

+ Is not feeling well. A mild illness, such as a cold, is u:
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