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* Biologist, Evolutionary Biologist, Systems Biology Expert,
Cancer Biomarkers Research Expert, Bioinformatics Expert

* CEO, Director, Scientist @ The Institute for Pure and Applied
Knowledge, a pure public charity research institute that conducts
research in the public interest.
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Potential COI Disclosure

* | do not receive income from the manufacture, sale, or
distribution of vaccines (or any other medical product)

*|n 2016, | was compensated for consulting effort on two
vaccine injury litigations, <$10,000 total

* | do receive payment from IPAK from donations from the
public, incl. vaccine risk aware individuals.

* |IPAK Employees are not allowed to personally profit from
any intellectual property we generate

* Book proceeds are donations to IPAK
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Autism

Source: US Centers for Disease Control and Prevention 2001 Vaccine makers begin to phase
http://iwww.cdc.govincbddd/autism/data.html thimerosal out of vaccines
1in 68 1in 68

1in 88
1986 Congress passes

liability protection for vaccine
makers and vaccine schedule
begins to rapidly expand
’ 2 ’ . 1in 125

1in 10,000

1970s 1980s 1992 1994 1996 1998 2000 2002 2004
Autism rate by birth year
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symptoms in two core domains.
In DSM-5, three domains of ASD were recognized; in DSM, two have been
combined, and thus DSM-5 identifies two domains, as shown in Table 2.

TABLE 2. DOMAINS OF AUTISM SPECTRUM DISORDER

DSM-1V DSM-5

Social domain Social/Communication domain

Communication domain Restrictive, repetitive behaviors

| samEs Lyons-weiLer . pho

Restrictive, repetitive behaviors

THE ENVIRONMENTAL

AND GENETIC CAUSES

OF AUTISM

 Diagnosis of autism/ASD under DSM requires satisfaction of criteria A—D (from
~ Kaufmann, WE. DSM-5: The New Diagnostic Criteria for Autism Spectrum
Disorders. 2012 Symposium):
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g Kaufmann, WE. DSM-5: The New Diagnostic Criteria for Autism Spectrum
Disorders. 2012 Symposium):
A. Persistent deficits in social communication and social interaction across I
contexts, not accounted for by general developmental delays and mani- seinar

to the Internet and try again.

fest by all three of the following:
1. Deficits in social-emotional reciprocity
2. Deficits in nonverbal communicative behaviors used for social

) interaction _
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4. Hyper- or hyporeactivity to sensory input or unusual interest in
sensory aspects of environment.
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AJPH LAW & ETHICS

Parental Refusal of Childhood Vaccines and

Medical Neglect Laws

Efthimios Parasidis, JD, MBioethics, and Douglas ]. Opel, MD, MPH

Objectives. To examine the relation of vaccine refusal and medical neglect under child
welfare laws.

Methods. We used the Westlaw legal database to search court opinions from 1905 to
2016 and identified cases in which vaccine refusal was the sole or a primary reason in
a neglect proceeding. We also delineated if religious or philosophical exemptions from
required school immunizations were available at the time of adjudication.

Results. Our search yielded 9 cases from 5 states. Most courts (7 of 9) considered
vaccine refusal to constitute neglect. In the 4 cases decided in jurisdictions that per-
mitted religious exemptions, courts either found that vaccine refusal did not constitute
neglect or considered it neglect only in the absence of a sincere religious objection to
vaccination.

Conclusions. Some states have a legal precedent for considering parental vaccine
refusal as medical neglect, but this is based on a small number of cases. Each state should
clarify whether, under its laws, vaccine refusal constitutes medical neglect. (Am J Public
Health. 2017;107:68-71. doi:10.2105/AJPH.2016.303500)

Parenta] refusal of childhood vaccines 15 result in harm to the child) constitute child

a contentious issue in pediatrics and maltreatment.

reports solely based on failure to vaccinate,”
and Michigan has an explicit policy to this
effect.” A few states codify that vaccine refusal
regardless of reason,” or solely for sincere
religious beliefs,” does not constitute medical
neglect. Furthermore, even if vaccine refusal
amounts to medical neglect, it is not clear
thar this finding requires state intervention.
Ross and Aspinwa.l[m contend that there
should be a distinction between medical
neglect and state intervention, arguing that
vaccine refusal constitutes the former but
does not warrant the latter. Chervenak et al.*
argue that the purpose of reporting parents
who refuse childhood vaccines to CPS for
neglect is not to provoke “highly intrusive
measures,” such as loss of custody, but to
“engage [CPS] in further efforts to persuade
the parents.” ™ Simply invoking CPS,
however. mav undermine parents’ views of



Genetics

e >850 genes “involved” in Autism

* No individual gene accounts for >1% of ASD

* 20% of autistics have >> Copy Number Variations (CNVs)

* de Novo variants more common in sporadic vs. familial cases
* regulatory genes in early development

* synaptogenesis throughout life

* Familial vs. Genetic Risk

* Every mode of inheritance (dominant, recessive, complex)

* Pinto >2-3 affected genes > ASD risk



E‘us LYONS-WEILER, PhO.

THE ENVIRONMENTAL
AND GENETIC CAUSES
OF AUTISM

1. Identical, monozygotic (MZ) twins show a significantly higher concor-
dance of autism diagnosis than fraternal, dizygotic twins for autism,
even though siblings grew up together, sharing many environmental
influences.

2. No single gene has been found to have a large effect, and studies have
resulted in the discovery of numerous genes, clustered in specific path-
ways, each explaining a minor percentage of cases of autism ASD.

3. First-degree relatives of affected individuals are often found with sub-
threshold autism or ASD symptoms, indicating that autism and ASD is
a heterogeneous, variegated set of conditions, as opposed to a discrete
(all/none) genetic disease.

In the terminology of genetics, these observations led to the conclusion that a
simple autosomal or X-linked dominant model, or even a recessive mode of
monogenic inheritance, was insufficient to describe the patterns of inheritance
of risk of autism. They pointed to autism risk as a complex trait, involving many
loci and many genes, with likely interactions among genes (epistasis). However,



Heritability, >2,000,000 estimates (any human
traits): 1958-2012 (Polderman et al.)
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Phenomimicry: Some cases disrupted mutations,
others by environmental exposure

e CHD7, CHD8 — neural crest, early development
e LOF mutations vs. Valproaic acid

e Mutations in ER genes, Thimerosal inhibition of ERAP1

* Mitochondrial mutations vs. Glyphosate-induced mitopathy

* Microglial cell modulation of MAO-A, LoF mutations in MAO-A
* LOF mutation ANY protein-encoding gene, autoimmunity

Finding mutations
7 @ |
coes not rule out environment



Functional Groups by Age

* -9 mo to 0 years
Early (pre-natal) regulatory genes
CHD7, CHDS8 (neural crest, neurogenesis)

* 0- 2years
Peri/post-natal brain development

Synaptogenesis, PRUNING

* 2-4 years
PRUNING, MYELINATION

e Lifetime

Synaptic proteins

Glutamate receptors

Serotonin receptors (e.g., SCN1A)
Cellular detox proteins (ERAP1)
Mitochondrial genes (ROS)
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Transcriptional Programs Increased for ASD Genetic Risk
during Human Neocortical Development

M13, M16, M17: Late fetal into
early postnatal development,
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Prenatal Early Childhood
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common variants
other
rare de novo

|
]
Type e
0
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ASD Risk

0 10 20 30 40 50 60

Im!n!mﬁ??'éiﬂzét % “genetic” liability

OF AUTISM

(2x % total liability)

Figure 2. Percent “genetic” liability contributed by mutation class type (estimates from
Gaugler et al., 2014). Pure “genetic” ASD and de novo variation represent the least
amount of liability. Common variants set the stage and are thus not “autism” genes;



% of subjects

Pinto et al
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Largest Genetic Studies
(Hallmayer, 2011; Sandin, 2014)

* Did not measure any environmental factors
* Did not estimate G x E interactions

e Both concluded around 50% E, 50% G



MZ, DZ, G%, E%, missing%

Source MZ DZ
Tick 5% 98% 53%
Tick 1% 98% 67%

Broad-sense heritability 67-94%, shared E, 7-35%

Source %G %E  %missing
Hallmayer 38(h2)58 4
Sandin 46 54 0

Colvert 56 30 8
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New Studies

* People who self-identify as being on the spectrum tend to have kids
w/ASD traits — regardless of diagnosis.

* Evans D.W. et al. J. Am. Acad. Child Adolesc. Psychiatry 56, 51-58
(2017) PubMed

* Losh M. et al. J. Autism Dev. Disord. Epub ahead of print
(2017) PubMed




Early studies b Hallmayer et al. Swedish d
d MZ-DZ contrast MZ-DZ contrast c Family contrast This study
529 ' : E y _ 48% other

€ Trait covariance f
MZ twins: A+D+C+E+N | 3% de novo (N) | .
DZtwins: 1/2A+1/4D +C + E Environment,
Full sibs: 1/2A+1/4D+C +E \/\ GxE
Half sibs:  1/4A ’
Cousins:  1/8A 4% non-additive and
) \[ Gene x gene

Interactions

ASD

Additive genetic /[

A liability
D Non-additive genetic =
C  Common environment inhse/:h:ge(‘A)
 prenenNamRa Inherited common,
. Additive genetic (A) Universal
. 49% common .
[@ Environment (C/E) inherited (A) environment
O

Non-additive/de novo (D/N)

Gaugler T et al.
Most genetic risk for autism resides with common variation.
Nat Genet. 2014 Aug;46(8):881-5. doi: 10.1038/ng.3039. Epub 2014 Jul 20.




“Reproducibility of Environment Effects in
Twins” Shared Environment Interpretation

/%

\%

Environmental susceptibility will look like common variation if the correct environmental factors are not studied.



“Reproducibility of Environment Effects in
Twins” Unigue Environment Studies Needed

/%

|

Environmental susceptibility will look like common variation if the correct environmental factors are not studied.



G X E Interactions
Bowers & Erickson (2014) Review

* Organophosphates <-> PON1 gene
* Pregnancy-related stress <-> ADRB2 gene
* Traffic-related particulate matter (pollution) <-> MET gene

* Periconceptional maternal prenatal vitamin <-> (MTHFR, CBS, COMT)

 Bowers K, C. Erickson. 2014. Gene-environment interaction and
autism spectrum disorder. OA Autism 2(1):3.




Additional evidence of G x E

* Rose et al. Mercury damage in autism may be mediated via mitochondrial dysfunction in
some

e Choi et al. Maternal immune activation leads to (IL-17a) activation -> abnormal cortical
phenotype

* Hadley et al., 2014. Glutamate receptors and transporters (mGIuR gene network > 270
genes) — autistics have more CNV’s than neurotypicals

* Nayak et al. 2002. Protein malnutrition may influence the specific manifestation of
aluminum-induced neurotoxicity

* Numerous studies — Lifelong microglial activation



Evidence of Specific G x E in Vaccines

e Sodium channel gene SCN1A variation associated with sensitivity to
vaccine-induced encephalopathy (O’Roak et al. 2011)

* MTHFR mutations IThimerosaI susceptibility (Austin, 2014)



Phenomimicry: Some cases disrupted mutations,
others by environmental exposure

e CHD7, CHD8 — neural crest, early development
e LOF mutations vs. Valproaic acid

* Mutations in ER genes, Thimerosal inhibition of ERAP1

* Mitochondrial mutations vs. Glyphosate-induced mitopathy

* Microglial cell modulation of MAO-A, LoF mutations in MAO-A
* LOF mutation ANY protein-encoding gene, autoimmunity



Individual Genes

e ASD Risk Genes (< 1%)

 Synaptic proteins (>70), GABA-B3 receptor, Shank2/3 TSC1/2 MECP2 PTEN
dup(16p11), CNTNAP2

* Environmental Susceptibility Genes (40-60%)

* Glutamate receptors, endoplasmic reticulum proteins, cellular detoxification
pathway proteins

e Autism Phenotype Modifier Genes (40%; communication skills, intellect)
* FoxP1, serotonin transporters



= This Issue
CrossMark
click for updates [~ PNAS| February7,2017
vol. 114 no. 6

He

Schasfma et al. 2017

Masthead (PDF)
Table of Contents

T2 "
Sara M. Schaafsmaa' ", Khatuna Gagnidzea, Anny Reyesa, Natalie Ncrstedta‘ Karl Mélnssona

. a2
Kerel Francis , and Donald W. Pfaff *
: Author Affiliations =
* Genetics: CNTAP2 o
enetics: Dorit Miss

~ Abstract

Thinking of submitting your next
Th le bias in the incid f auti i disorders (ASDs) i f th t notable ch teristi e
e male bias in the incidence of autism spectrum disorders s) is one of the most notable characteristics PNAS tutorial videos.
o G e n d e r : ( IVI / F ) of this group of neurodevelopmental disorders. The etiology of this sex bias is far from known, but pivotal for T
Th H - c ™ Article Tools
1 1 1 t t N Article Al )
* MIA (LPS + Bacterial infection) ree nit Lategories B
& Save for Later )
Dependent Variable p [
Share
Ll L
Vocalizations <0.001 ==
Co o | 2

Social recognition 0.047
Habituation 0.211
Dishabituation 0.099
CRH expression 0.08
H3K4me3 0.011




Glutamate released from hippocampal astrocytes induces neuronal synchrony through the
activation of extrasynaptic NR2B-containing NMDA receptorsA: in the hippocampus, besides
activatina ionotronic alutamate recentors irhthe postsvnantic terminals. alutamate...

Neuronal domain (100 pm)

e 8
Presynaptic
neuron

oL

. Extrasynaptic, NR2B-containing, NMDA receptors

W Metabotropic glutamate receptors

Tommaso Fellin et al. Physiology 2006;21:208-215
Physiology

©2006 by American Physiological Society
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SPEECH, MICROGLIA, AND NERVE CELL EXTENSION
ROLES IN LOSS-OF-FUNCTION MUTATIONS

Loss-of-function (LoF) driven pathway analysis revealed three major clusters of
functionally aggregate gene modules in ASD (Liu et al., 2014), reflecting func-
tional groups involved in the following:

*  Speech and language, clustering around the gene FOXP2.

*  Microglial activation, clustering around the gene PTEN.

*  Microtubule-processes in nerve cell function, clustering around the
gene SPAST.

The importance of FOXP2 and PTEN in ASD has been discussed previously in
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IIAS DII

“Autism severity”
Neural development
Macrocephaly
Language ability

Intellectual ability

Social Function/Affective
Knowledge

Repetitive behaviors

Hypersensitivity to sound

Aggression

Severity of Depression

Genes Organized by Contribution to ASD Phenotype (examples)

CHDS, KATNALZ2, 5-HT2A
receptor, 16p11.2 dup/del,

MOA-B

CHD7

PTEN

16p11.2 CNVs, 5-HT2RA, FOXP1
mitochondrial dysfunction

SHANK genes, Glutamate
receptor genes, BDNF, MAO-A,
5-HT2A serotonin receptor

OXTR, DD4R

SLC25A12
CNTNS, CNTN6

MOA-A
CD13

rs6311



Environmental Factor (Known and Suspected)

* Congenital Rubella Inf. * Glyphosate

e Aluminum * PBDEs (flame retardant)
* Mercury * Air pollution

* Acetaminophen * Phthalates

* Monosodium glutamate < Ultrasound exposure

* Thalidomide * Solvents (parental

* Valproic acid exposure)



Examples of Evidence of Environmental

Liability
A mercury amalgam

4 maternal immune activation

4 acetominophen after MMR

# autoantibodies to the folate
receptor protein is related to
neural tube defects and autism >
aluminum causes apoptosis of motor
‘ Serum levels of Vit D,

* May also reflect genetic risk

Holmes et al., 2003
Many sources
Schultz et al., 2008
Bauer et al., 2003
Shapira et al., 2015

Molecular mimicry
Shaw and Petrik (2009)
Feng et al. (2016)



CAROLINE A. MACERA San Diego State University, USA

MING JI San Diego State University, USA

ABSTRACT  The present study was performed to determine whether
acetaminophen (paracetamol) use after the measles-mumps-rubella
vaccination could be associated with autistic disorder. This case-control
study used the results of an online parental survey conducted from 16
July 2005 to 30 January 2006, consisting of 83 children with autistic
disorder and 80 control children. Acetaminophen use after measles-
mumps-rubella vaccination was significantly associated with autistic
disorder when considering children 5 years of age or less (OR 6.11,
95% CI 1.42-26.3), after limiting cases to children with regression in
development (OR 3.97, 95% CI 1.11-14.3), and when considering
only children who had post-vaccination sequelae (OR 8.23, 95% CI
1.56—43.3), adjusting for age, gender, mother’s ethnicity, and the
presence of illness concurrent with measles-mumps-rubella vaccina-
tion. Ibuprofen use after measles-mumps-rubella vaccination was not
associated with autistic disorder. This preliminary study found that
acetaminophen use after measles-mumps-rubella vaccination was
associated with autistic disorder.

ADDRESS  Correspondence should be addressed to: DR STEPHEN SCHULTZ, 943
Water Thrush Court, Antioch, Illinois 60002, USA. e-mail: Stephen.schultz(@med.navy.mil
or stevendri(@hotmail.com

KEYWORI
acetamin
phe

autist
paracetam
vaccinati

©) 2008 SAGE Publications (Los Angeles, London, New Delhi and Singapore)
DOIL: 10.1177/1362361307089518

71% of kids with RA had an episode of fever > 101°F
In 33% of these cases, the fever occurred right after
vaccination (Shoffner et al., 2010)

Children with more severe autism had larger
amounts of circulating anti-brain protein
antibodies (Piras et al.. 2014)
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<« C | & Secure | httpsi//academic.oup.com/ije/article-abstract/doi/10.1093/ije/dyw115/2617 189/Acetaminophen-use-in-pregnancy-and?redirectedFrom=fulltext @ 1

International Journal of “Conclusions: Prenatal acetaminophen exposure

Epidemi0|ogy was associated with a greater number of autism

spectrum symptoms in males and showed adverse

Advanced

S LS LA effects on attention-related outcomes for both Search

genders. These associations seem to be
dependent on the frequency of exposure.”

Article Contents

2016 Acetaminophen use in pregnancy and
neurodevelopment: attention function and autism
Spectrum Symptoml Autism. 2008 May;12(3):293-307. doi: 10.1177/1362361307089518.

* Acetaminophen (paracetamol) use, measles-mumps-rubella
. vaccination, and autistic disorder: the results of a parent survey.

Claudia B. Avella-Garcia; Jordi Julvez ¥ ) _ ,
Schultz ST', Klonoff-Cohen HS, Wingard DL, Akshoomoff NA, Macera CA, Ji M.

Isolina Riafio Galan; Adonina Tardon; C g author information 2008
Show more Abstract

The present study was performed to determine whether acetaminophen (paracetamol) use

Int J Epidemiol dlelS. DOI: https: after the measles-mumps-rubella vaccination could be associated with autistic disorder. This
' case-control study used the results of an online parental survey conducted from 16 July 2005

Published: 28 June 2016  Article hi to 30 January 20086, consisting of 83 children with autistic disorder and 80 control children.

Acetaminophen use after measles-mumps-rubella vaccination was significantly associated

with autistic disorder when considering children 5 years of age or less (OR 6.11, 95% CI 1.42-
66 Cite «? Share v 4, Tools ¥ 26.3), after limiting cases to children with regression in development (OR 3.97, 95% CI 1.11-
14.3), and when considering only children who had post-vaccination sequelae (OR 8.23, 95%
Cl 1.56-43.3), adjusting for age, gender, mother's ethnicity, and the presence of illness
concurrent with measles-mumps-rubella vaccination. Ibuprofen use after measles-mumps- a




Autism is No More than 50% Genetic, at Least
50% Environmental (Likely more)

* Important open questions:
e Where do the >> de novo CNV in ASD come from?

* Do they predispose some families to increased genetic susceptibility
to environmental toxins?
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Burbacher et al. -

* Ethyl mercury stays in organs i
(including the brain) longer than
methyl mercury

Demonstrates that previous notions
of faster clearance of ethyl

Concentration (ng/g)

mercury cf. methyl were
mistaken.

@ Inorganic

@ Organic

“Evidence from such studies point to a half-life of inorganic
mercury in human brains of several years to several decades’
Rooney Toxicology and Applied Pharmacology Volume 274,
Issue 3, 1 February 2014, Pages 425-435

Inorganic mercury Half-life: 27 years

'

10 15 20 25
Days after last dose

30
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Screening Identifies Thimerosal as a Selective Inhibitor of
Endoplasmic Reticulum Aminopeptidase 1

Athanasios Stamogiannos, "~ Athanasios Papakyriakou,* Francois-Xavier Mauvais,” Peter van Endert,
and Efstratios Stratikos™’'

"National Center for Scientific Research Demokritos, Agia Paraskevi GR-15310, Athens, Greece

SInstitut National de la Santé et de la Recherche Meédicale, Unite1151; Université Paris Descartes, Sorbonne Paris Cité; Centre
National de la Recherche Scientifique, Unité 8253, 75015 Paris, France

© Supporting Information

ABSTRACT: We employed virtual screening followed by in vitro (0]

evaluation to discover novel inhibitors of ER aminopeptidase 1,

an important enzyme for the human adaptive immune response OH

that has emerged as an attractive target for cancer immunother- ~Hg__CHs
apy and the control of autoimmunity. Screening hits included S

three structurally related compounds carrying the (E)-N'-((1H- 7. Thimerosal

indol-3-yl)methylene)-1H-pyrazole-5-carbohydrazide scaffold
and (2-carboxylatophenyl Jsulfanyl-ethylmercury as novel
ERAP1 inhibitors. The latter, also known as thimerosal, a
common component in vaccines, was found to inhibit ERAP1 in
the submicromolar range and to present strong selectivity versus
the homologous aminopeptidases ERAP2 and IRAP. Cell-based
analysis indicated that thimerosal can effectively reduce ERAP1-

dependent cross-presentation by dendritic cells in a dose-dependent manner.
KEYWORDS: ERAPI, ERAP2, IRAP, aminopeptidase, inhibitor, immune system, antigenic peptide, docking

ERAP1 0.24 uM
ERAP2 >50 pM
IRAP  >50 pM
LAP  >50 uM

ndoplasmic reticulum (ER) aminopeptidases generate knowledge-based virtual screening approaches, taking advant-
anticenic veotides for loadine onto Maior Histocompat- ave of kev structural characteristics revealed in the recent crvstal



"1 documentslide.com_the-retention-time- of-inorganic-mercury-in-the-brain.pdf - Adobe Acrobat Reader DC

File Edit View Window Help

— x

Home Tools in.. Heritabi... Untitled... 13164 (.. Untitled... NAP 20... OKEEFE... Offit clai... ng.328... Untitled... Untitled... Untitled... srep261... medical ... docume.. X | £ 2 @ Sign In
. = 4
® B = Q © @oen A MO - BEBREAT O 2
”~
@ Bookmarks »
[% ExportPOF v
—
u El- “r -
L_| Create PDF ~
@ = [ The retention time of Toxicology and Applied Pharmacology 274 (2014) 425-435
inorganic mercury in Edit PDF ~
the brain — A

systematic review of
the evidence

=) |:| Introduction

ﬂ Study selection

= |:| Analysis strategy

E] Primate studies

Contents lists available at ScienceDirect

Toxicology and Applied Pharmacology

journal homepage: www.elsevier.com/locate/ytaap

Comment
'Ef-! Combine Files ~

Adobke Acrobat Pro DC i

Combine two or more files
into a single PDF

D Moqe“ing Learn more
0 ::zdm:; e Invited Review Article | teammore
o 1 1 1 i i 1 1 rganize Pages v
[ aws oot 1he retention time of inorganic mercury in the brain — A systematic @CmssMark Gl
studies 5 . - o
review of the evidence A. Fasig

= |:| Synthesis of results

[ Primate studies

ames P.K. Roone
[ Modelling studies J y

=

Human case

Academic Unit of Neurology, Trinity Biomedical Sciences Institute, Trinity College, 152-160 Pearse Street, Dublin 2, Ireland

«k Send for Signature
-+ Send & Track

® More Tools

studies
E] Radionucleotid

e studies &
other

ARTLI ELELE T:N.E O

experimental
studies

|:| Autopsy studies

Article history;

Received 28 August 2013
Revised 25 November 2013
o [ Discussion Accepted 11 December 2013
Awvailable online 22 December 2013

D Conclusions

’ ) Keywords:
ﬂ Conflict of interest 440
statement Mercury
i LI0€ 1ifn
m o 8.27x11.02 in <

ABSTRACT

Reports from human case studies indicate a half-life for inorganic mercury in the brain in the order of years—
contradicting older radioisotope studies that estimated half-lives in the order of weeks to months in duration.
This study systematically reviews available evidence on the retention time of inorganic mercury in humans
and primates to better understand this conflicting evidence. A broad search strategy was used to capture
16,539 abstracts on the Pubmed database. Abstracts were screened to include only study types containing

relevant information. 131 studies of interest were identified. Only 1 primate study made a numeric estimate

for the half-life of inorganic mercury (227-540 days). Eighteen human mercury poisoning cases were followed
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Aluminum

*HepB © © © 250 ug per dose (750 ucg source)
* HepA @ © 250 ug per dose (500 pcg source)
eDTaP @ ©® ©® @® O 625 g per dose (3,125 pcg source)

HB © © © O 225 pg per dose (900 picg source)
‘PCV OO0 O O 125 ug per dose (500 pcg source)

5,775 ug (typical schedule)
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THE ENVIRONMENTAL
AND GENETIC CAUSES
OF AUTISM

“The toxic effects of aluminum are best described as widespread and pernicious.
Inside the cell, aluminum shuts down the transcription of protein-coding genes
and miRNA genes in two ways, via direct and specific interaction with H1 linker
histones and by suppressing global gene expression by down-regulating RNA
polymerase Il (see review in Bhattacharjee, 2013). Aluminum causes a buildup of
glial fibrillary acid protein (GFAP) filaments near the cell nucleus and destruction
of the actin cytoskeleton (Theiss et al., 2002). Structural effects of aluminum

in rodents include the appearance of neurofibrillary tangles that resemble those
from Alzheimer’s patients (Uemura et al., 1984, Somova et al., 1997).”
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Environmental Toxin Liability Sampling Theory

@Aluminum levels in vaccines are unsafe
* We need to Risk Factors + Biomarkers Vaccine Safety Screening

(O organop

.Pre/peri—natal vitamins
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Aluminium Induced Endoplasmic Reticulum Stress
Mediated Cell Death in SH-SY5Y Neuroblastoma Cell Line
Is Independent of p53

Syed Husain Mustafa Rizvi', Arshiya Parveen', Anoop K. Verma?, Igbal Ahmad?®, Md Arshad®, Abbas
Ali Mahdi'*

1 Department of Biochemistry, King George's Medical University, Lucknow, Uttar Pradesh, India, 2 Forensic Medicine & Toxicology, King George's Medical University,
Lucknow, Uttar Pradesh, India, 3 Fibre Toxicology Division, CSIR- Indian Institute of Toxicology Research, Lucknow, Uttar Pradesh, India, 4 Department of Zoology,
Lucknow University, Lucknow, Uttar Pradesh, India

Abstract

Aluminium (Al) is the third most abundant element in the earth’s crust and its compounds are used in the form of house
hold utensils, medicines and in antiperspirant etc. Increasing number of evidences suggest the involvement of Al*® ions in a
variety of neurodegenerative disorders including Alzheimer’s disease. Here, we have attempted to investigate the role of Al
in endoplasmic reticulum stress and the regulation of p53 during neuronal apoptosis using neuroblastoma cell line. We
observed that Al caused oxidative stress by increasing ROS production and intracellular calcium levels together with
depletion of intracellular GSH levels. We also studied modulation of key pro- and anti-apoptotic proteins and found
significant alterations in the levels of Nrf2, NQO1, pAKT, p21, Bax, Bcl2, AB1-40 and Cyt c¢ together with increase in
endoplasmic reticulum (ER) stress related proteins like CHOP and caspase 12. However, with respect to the role of p53, we
observed downregulation of its transcript as well as protein levels while analysis of its ubiquitination status revealed no

significant changes. Not only did Al increase the activities of caspase 9, caspase 12 and caspase 3, but, by the use of peptide

C rpssMark
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“NO STUDY HAS EVER SHOWN”

nS AN WN[AN AN AN AN ASASASENEN

ANALYZE THE DATA REPEATEDLY UNTIL THE POSITIVE ASSOCIATION “GOES AWAY”

CHANGE THE RESULTS POST-PEER REVIEW, POST-PUBLICATION, IN PLAIN SITE (UNO ET AL.)
USE THE MOST CONSERVATIVE METHOD FOR MULTIPLE HYPOTHESIS TESTING (BONFERRONI)
CHANGE THE RESULTS POST-PEER REVIEW, POST-PUBLICATION, IN PLAIN SITE (UNO ET AL.)
USE THE MOST CONSERVATIVE METHOD FOR MULTIPLE HYPOTHESIS TESTING (BONFERRONI)
OVERFIT THE MODEL USING REDUNDANT, HIGHLY COLLINEAR VARIABLES

REMOVE PATIENTS WHO ARE LIKELY TO HAVE ASD FEATURES

“CORRECT FOR” COVARIATES RELATED TO ASD

REDUCE SAMPLE SIZE TO REDUCE POWER TO DETECT ASSOCIATION

CHANGE STUDY DESIGN POST FACTO TO SEE IF ASSOCIATION CAN BE LOST

FAIL TO REPORT INITIAL ASSOCIATION

CHANGE CONTINUOUS VARIABLES TO DISCRETE (CUM. EXPOSURE -> “ON TIME” VS. “LATE”



Vaccine Birth 1 mo 2mos 4 mos 6 mos 9mos 12 mos 15 mos 18 mos l:‘—QZSB 2-3yrs 4-6yrs 7-10yrs | 11-12yrs | 13-15yrs | 16-18yrs

STUDIES SHOW ASSOCIATION

Hepatitis B' (HepB)

ey VS 0 e e 0 STUDIES EXIST
g ooy 6 STUDIES SHOW ASSOCIATION
. 2 STUDIES SHOW ASSOCIATION

Pneumacoccal conjugate’ 0 STUDIES EXIST

(PCV13)

Inactivated poliovirus®
(IPV: <18 yrs)

Influenza’ (IIV; LAIV)

Measles, mumps, rubella® (MMR)

Varicella® (VAR)

Hepatitis A'? (HepA)

Meningococcal'’ (Hib-MenCY
> 6 weeks; MenACWY-D >9 mos;
MenACWY-CRM = 2 mos)

Tetanus, diphtheria, & acellular
pertussis’? (Tdap: 27 yrs)

[Cotmeivertrelll  “\VACCINES DO NOT CAUSE AUTISM” - CDC

males and females)

Meningococcal B'!

Pneumococcal polysaccharides
oAl 0 STUDIES




Some Facts About Aluminum:

* While abundant in nature, aluminum is not usually
biologically available in nature

e >1000 studies show Aluminum is a potent neurotoxin
* Aluminum was grandfathered in to clinical use in vaccines

* First used in vaccines the 1920’s

* Present in the form of Aluminum salts (Aluminum hydroxide)

* Interactions between Aluminum and other vaccine excipients are not
well studied




Dietary Aluminum

* Most (>99.9%) aluminum in the diet usually is excreted, kept from the
blood via intact and properly functioning intestinal tissues

* Bio-available forms of aluminum such as aluminum hydroxide and
MF59 are not naturally part of biological exposures in humans and

animals

* Lesions in the gut will likely increase dietary aluminum exposures

Exposure

1989 Dietary 62 mg Al/kg 155 mg Al/kg
2001 Dietary 26 mg Al/kg 130 mg Al/kg
2005 Dietary 53 mg Al/kg 103 mg Al/kg

2000 Dietary - 100 mg Al/kg

Golub et al 1989
Golub et al, 2001
Colomina et al, 2005
Golub et al, 2000



Aluminum from Vaccines

CFR/FDA Safety Levels for an adult is 850 ug per dose — no body weight

Aluminum in parenteral sources (IV) limited to 5 ug/kg/day

18 Vaccines in the CDC schedule include Aluminum in various bio-available types

Babies receive 250 micrograms on the first day of birth in the HepB shot

100% of Al from vaccines are absorbed (clearance in days/weeks)

Only 0.1-0.3% of Al from diet is absorbed



CFR/FDA

“Research indicates that patients with impaired kidney function,
including premature neonates, who receive parenteral levels of
aluminum at greater than 4 to 5 [micro]g/kg/day accumulate
aluminum at levels associated with central nervous system and bone
toxicity. Tissue Ioadmg may occur at even Iower rates of

administration.”

CFR - Code of Federal Regulations Title 21 &

A The information on this page ent as of April 1 2016.
ersion of GFR Title 21, go to the Electronic Code of Feder:




Vaccine Development and Characterization

« Sterility (21 CFR610.12) « |dentity (21 CFR 610.14)

» General Safety (21 CFR — on final container, e.g.

610.11)

— test on final container SDS-PAGE, Western
product blot,

— detection of « Other release tests
extraneous toxic , _
contaminants — In process testing

. Purity (21 CFR 610.13) critical for safety and

— pyrogenicity manufacturing

— moisture content consistency




21 CFR 610.15: Constituent Materials.

* (a) Ingredients, preservatives, diluents,
adjuvants. All ingredients used in a licensed
product, and any diluent provided as an aid Iin
the administration of the product, shall meet
generally accepted standards of purity and
quality.

* Any preservative used shall be sufficiently
nontoxic so that the amount present in the
recommended dose of the product will not be
toxic to the recipient...




21 CFR 610.15: Constituent materials.

* An adjuvant shall not be introduced into a product unless
there is satisfactory evidence that it does not affect
adversely the safety or potency of the product.

« The amount of aluminum in the recommended individual
dose of a biological product shall not exceed:

— (1) 0.85 milligrams if determined by assay;

— (2) 1.14 milligrams if determined by calculation on the
basis of the amount of aluminum compound added; or

— (3) 1.25 milligrams determined by assay provided that
data demonstrating that the amount of aluminum used is
safe...




Question: How did CFR/FDA Come to a Vaccine
MSL 850 mcg/AL per DOSE, with no reference to
body weight?

e MRL - MINIMAL RISK LEVELS
e NOAEL - no-observed-adverse-effect-level
 LOAEL - lowest-observed-adverse-effect level
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Vaccine 20 (2002) S13-S17

Aluminum toxicokinetics regarding infant diet and vaccinations
L.S. Keith*, D.E. Jones, C.-H.S.J. Chou

Agency for Toxic Substances and Disease Registry, Division of Toxicology, 1600 Clifton Road, NE, Mailstop E-29, Atlanta, GA 30333, US4
Recerved 4 June 2001 : accepted 7 August 2001

Abstract

Some vaccines contain aluminum adjuvants to enhance the immunological response. and it has been postulated that this aluminum could
contribute to adverse health effects. especially in children who receive a vaccination series starting at birth. The pharmacokinetic properties
and end-point toxicities of aluminum are presented. In assessing the relevance of dietary and medical aluminum exposure to public health.
we estimated infant body burdens during the first year of life for breast milk and formula diets and for a standard vaccination schedule.
We then compared those body burdens with that expected for intake at a level considered safe for intermediate-duration exposure. The
methodology blends intake values and uptake fractions with an aluminum retention function derived from a human injection study using
radioactive 26Al. The calculated body burden of aluminum from vaccinations exceeds that from dietary sources. however. it is below the
minimal risk level equivalent curve after the brief period following injection. Published by Elsevier Science Ltd.

Keywords: Aluminum: Vaccine: Diet
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Keith et al.

* analyzed the pharmacokinetics of aluminum for infant dietary and
vaccine exposures

e compared the resulting body burdens to those based on the minimal
risk levels (MRLs) established by the Agency for Toxic Substances and
Disease Registry (ATSDR)
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I:I MRL body burden

ﬂ Vaccine body burden ,

concentration gives the daily aluminum intake through 6
months of age. During the second 6 months. introduction of
semisolid food increases the aluminum intake to an average
0.7 mg per day [21]. An estimate of infant aluminum body
burden during year 1 was developed using a 0.78% uptake
factor and applying the Priest et al. [11] refention function

: 2
vated serum aluminum levels. a condition that is now known
to be preventable by using water with low aluminum con-
tent. Other more subtle neurological effects that have been
induced in animal models or associated with human occu-
pational exposure include memory loss, fatigue. depression,
behavioral modifications, and learning impairment.

10
1
P
[=2]
E 0.1 ===—=MRL (50th percentile weight)
d=J ——MRL (5th percentile weight)
_g ——Vaccines
= 001 Formula
? Breast milk
m
0.001
0.0001 4 T r .
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Age (days)

Fig. 1. Aluminum body burden contributions from diet and vaccines relative to MRL level intake.
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Mitkus et al

* Updated the analysis of Keith et al.

* Adjusted the analysis using

2

and the following functions were calculated from the NHANES [ET

YA t data:
Cal=a+h (7[ - e) — 50,871+ 90.044 (7“ 231_462) @

BWsy, = 2.65899 — (%) +1.59926(1 + age)™® (R? > 0.99)
a

K =0.0758 ki5=0.065 (8)
BWsou, = 3.35319 +(1.74026(1 + age)**) + 0.618471(nl(0.1
Compartment 21 N 3 50th ( ( ge) ) (nl(
(other soft tissues) |1 (blood, kidneys) le—— (bone) +0.1age)) (R2 > 0.99) ©
l Ki=0.000464 2.5. Calculations of aluminum body burdens

The ATSDR MRL of 1mg/kg bw/day was multiplied by the

relevant functions for infant body weight [Egs. (8) and (9)] and cor-

Fig.1. del of adult const: rected for the low absorption of aluminum from the gastrointestinal
were derived from the retention equation of Priest [5]. tract (0.78%; [26]), to estimate correspondingly safe oral doses (d) of

 (then) current pediatric vaccination schedule, baseline aluminum levels at
birth

* an aluminum retention function that reflects changing glomerular filtration rates in

infants

* an adjustment for the kinetics of aluminum efflux at the site of injection

* contemporaneous MRLs

* the most recent infant body weight data for children 0—60 months of age



[ FDA-aluminum-paperp: X - x

2
b3

<« C | ® vaccinepapers.org/wp-content/uploads/FDA-aluminum-paper.pdf

The determinations of the kinetics of aluminum retention by
— MRL 50 Priest [21,5] were based on experiments where human volunteers
= Q/"‘a’it;es Boiui) were given an intravenous injection of aluminum citrate. For
s [Formila vaccines, the injection is intramuscular, the aluminum is in an

Breastmilk insoluble form (e.g., as the phosphate or hydroxide of aluminum),
' and muscle at the site of injection is considered to be a storage
depot for aluminum. Over time the insoluble aluminum hydrox-
ide or aluminum phosphate particles are solubilized by citrate ions
in the interstitial fluids of muscle. After solubilization, the uptake
and distribution kinetics of aluminum will likely be similar to the
kinetics determined by the human volunteer studies. However, it
is unlikely that the process of absorption from the site of intramus-
cular injection into the blood is instantaneous, as is assumed for
intravenous exposures and as presumed by the retention functions
used to generate Fig. 2 and by Keith et al. [1].

Flarend et al. [27] investigated the absorption into the blood
of aluminum hydroxide and aluminum phosphate following intra-
muscular injection into New Zealand White rabbits. Two important
° 1 - _ observations were made in their experiments: (1) only a fraction
' of the injected aluminum was taken up from the site of injection
into blood over the 28-day experimental period, and (2) absorption
Days of age of neither adjuvant was instantaneous. Specifically, blood concen-
trations of aluminum hydroxide decreased to a minimum by the
end of the experiment (reached a terminal phase), where as alu-
minum phosphate blood concentrations were relatively constant

Body burden (mg)

0 100 200 300 400

Fig. 2. Aluminum body burden contributions from diet and vaccines (100%, instan-
taneous absorption assumed) relative to current MRL level intake in infants. Note:
the body burden of aluminum is greater than zero at birth, since infants are exposed

" Mitkus FDA-alumi.pdf A Showall | X

; 12:28 PM

1/28/2017 55



Disagreement Between Two Committees

Joint Expert Committee on Food Agency for Toxic Substances and Disease
Additives (FAO/WHO; 1989, 2011) Registry (ATSDR) CAS ID #: 7429-90-5 2008
* 1989. Provisional Tolerable Weekly « 2008 (CAS ID #: 7429-90-5)3

Intake (PTWI) established at 1 mg/kg Daily dietary intake of Al 2 mg/kg-day

all dietary sources and additives. in adults
Mean highest daily intake US children
0.5 mg Al/kg per day? * Minimal Risk Level (MRL) 1 mg/kg-day
, (adults) same as No Observed Adverse
e 2011. Previous PTWI of 1 mg Al/kg Effect Level (NOAEL)
withdrawn. Revised PTWI to 2 mg/kg
(adults)?

1Evaluation of certain food additives and contaminants [Thirty-third report of the Joint FAO/WHO Expert Committee on Food Additives). WHO Technical Report Series, No. 776, 1989
2 Evaluation of certain food additives and contaminants (Seventy fourth report of the Joint FAO/WHO Expert Committee on Food Additives) WHO Technical Report Series, JECFA/74/SC, 2011
3Agency for Toxic Substances and Disease Registry (ATSDR) CAS ID #: 7429-90-5



ANIMAL STUDIES OF DOSE-RELATED
ALUMINUM TOXICITY (DIETARY)

Source/Dose Animal(age) Adverse Event(s)

ORAL

rats (adults) 230 mg Al/kg/day  erythropoiesis

rats (adults) 230 mg/kg/day erythrocyte damage
mouse (dams) 230 mg/kg/day increased susc. Infection
rats (pups) 54 mg/kg delay in maturation

rats/mice (pups) 104 mg/kg/day decrease in bw gain

Rats: Adult weight Males 300-500g, Females 250-300g Birth weight 5-6g
Mice: Adult weight Males 20-30 g, Females 18-35g Birth weight 1-2 g



How did 1 mg Al/kg/week become 1 mg/kg/day
and 850 mcg per dose regardless of body weight

* 1981-CFR amended to include 1250 pg/dose

* 1996-2007 PTWI estimated at 1 mg/kg/week; 0.5 mg/kg-day US child > 2 years of age (WHO Evaluation and Certain Food
Additives and Contaminants. Section 4.1 Aluminum, 1996-2007)

* 1996 Committee on Nutrition Aluminum Neurotoxicity in Infants and Children (J Pediatrics),

“1” mg/kg-day (in error as to PTWI- “provisional

tolerable intake”)

* 2001 850 ug "selected empirically from data because it enhances the antigenicity and
effectiveness of the vaccine" (Baylor et al 2001)

* 2001-2008 ATSDR set MRL/NOAEL to 1 mg/kg/day from all sources based on Golub 26 mg/kg-day NOAEL (ATSDR references
Baylor et al (2001),

* 2001 MRL/NOAEL 2 mg/kg-day in adult humans from dietary sources (Golub et al 2001; 62 mg/kg-day, Keith et al)
2011 MRL=1 mg/kg bw/day (ATSDR, 2008), Mitkus (2011)
 2017:CFRis 850 ug/DOSE.



ay et al (The aluminum content of biolc
aining aluminum adjuvants, J.Bi

* Gupta et al (Vaccine Design: The Subunit and Adjuvant
Approach, Chapter 8)

Upper limit 1.25 mg/dose (WHO 1990)

2001-2016

.

L]

Code of Federal Regulations (21CFR610.15,
0.85 mg/dose by assay

1.14 mg/dose (amt of Al)

1.25 mg/dose

+Baylor et al (Aluminum salts in vaccines-US perspective)

*"0.85 mg aluminum per dose was selected empirically from data that
demonstrated that this amount of aluminum enhanced the antigenicity
and effectiveness of the vaccine (Joan May, FDA)"

*Malakoff (Aluminum Is Put on Trial a5 a Vaccine Booster, Science

May 26)

*#"Regulatory and manufacturing requirements, for instance, would make it |

'a nightmare" to create different formulas for an initial vaccine and its
booster, says Nathalie Garcon-Johnson of SmithKline Beecham

*ATSDR
*Aluminum intakes per kilogram of body weight for children ranged
from 0.10 mg/kg for infants to 0.35 mg/kg for 2-year-old children.
«Cites Baylor and Malakoff FDA limit of 0.85 mg Al/dose
#At birth (3.34 kg, 50th %), 0.85 mg dose (.25 mg/kg) would be 2.5 X total
dietary daily intake of Aluminum for infants

1996-2007

= Committee on Nutrition Aluminum Neurotoxcity in Infants and Children (Pediatrics, Vol 87 No. 3,
March 1996)

"4 Provisional Tolerable Intake recommended by the Food and Agriculture Organiztion of the United
Nations and World Health Organization is 1 mg/kg-day.

» Also stated Infants would receive a daily intake of 0.5 mg/kg-day using WHO reference
= Error propagated to future points of refemce

*ATSDR

*Adult MRL = 1 mg/kg-day (Mouse=26 mg/kg-day/10/3)=0.86)
*#Not carrected to children and infants

*ATSDR daily oral intake Al in children =0.1 mg/kg-day

*MRL of Al used to define toxicity in vaccines

#Keith et al (Aluminum pharmacokinetics regarding infant diets and vaccinations, 2001)
#Adult MRL = 2 mg/kg-day (Mouse=62mg/kg-day/10/3)=0.86)

*Not corrected to children and infants

+Compared adult level MAL to children

sMitkus et al

*"Safe, oral daily dose of aluminum {i.e, MRL=1 mg/kg bw/day) is expressed by ATSDR(4) as
normalized to body weight, it was necessary to multiply this MRL value by infant body
weight to obtain safe doses 9d) of aluminum in the first year of life."

*Propagated error of 1 mg/kg bw-day (Adult MRL)

W «Compared adult level MRL to children




Birth to 15 Months

Vaccine

(Adapted from
"CDC Vaccine
Schedules 2016")

Aluminum
Content (ug)*
per dose

250

625

225

125

250

* Total ug not
adjusted to
ug/kg

Birth

1st dose

250

2 mos

2nd
dose

1st dose

1st dose

1st dose

1st dose

1st dose

1225

4 mos

2nd
dose

2nd
dose

2nd
dose

2nd
dose

2nd
dose

975

6 mos

3rd
dose

3rd
dose

3rd
dose

<3rd
dose—>

9 mos 12 mos 15 mos

<-3rd or 4th
dose,

<4th
dose—>

Annual vaccination (lIV only) 1 or 2

1000

doses
1st dose
1st dose
1st dose
600

19-23
18 mos i 2-3yrs 4-6yrs 7-10yrs 11-12yrs
<4th
d
dose—> DRSS
<4th
dose—>
Annual Annual

vaccination (IIV  vaccination (IIV
only) 1 or 2 doses only) 1 or 2 doses

2nd
dose
2nd
dose
2nd
dose
1st dose
(Tdap)
(3 dose
series)
875

13-15yrs

doses

16-18 yrs

Annual vaccination (lIV only) 1 or 2



Vaccine

Birth

19-23

1mo 2mos 4 mos 6mos 9 mos 12 mos 15 mos 18 mos N 2-3yrs 4-6yrs

7-10yrs | 11-12yrs

13-15yrs

16-18 yrs

Hepatitis B! (HepB)

STUDIES SHOW ASSOCIATION

Rotavirus? (RV) RV1 (2-dose
series); RVS (3-dose series)

0 STUDIES EXIST

Diphtheria, tetanus, & acellular
pertussis’ (DTaP: <7 yrs)

6 STUDIES SHOW ASSOCIATION

Haemophilus influenzae type b
(Hib)

2 STUDIES SHOW ASSOCIATION

Pneumococcal conjugate’
(PCV13)

O STUDIES EXIST

Inactivated poliovirus?
(IPV: <18 yrs)

Influenza’ (IV; LAIV)

Measles, mumps, rubellad (MMR)

Varicella® (VAR)

Hepatitis A’? (HepA)

Meningococcal'' (Hib-MenCY
> 6 weeks; MenACWY-D >9 mos;
MenACWY-CRM = 2 mos)

0 STUDIES — GBS, PARALYSIS (NUMEROUS)

Tetanus, diphtheria, & acellular
pertussis'? (Tdap: >7 yrs)

Human papillomavirus'? (2vHPV:
females only; 4vHPV, 9vHPV:
males and females)

Meningococcal B!

“VACCINES DO NOT CAUSE AUTISM” - CDC

Pneumaococcal polysaccharide’

(PPSV23)

0 STUDIES




* Total ug not
adjusted to
ug/kg

s 1ot o wem |

Hepatitis A10 (HepA) 250

* Total ug not
adjusted to
ug/keg




BW Corrected AL CFR/FDA Limits (Clark’s
Rule

900 900
(A) Females (B) Males CFR/FDA
800 200 “Safe”Dose
(850 pg)
p,g 700 700
600 600
500 500
400 400

0. 45 3.5 53 7.5 9.5 11.513.515:517.019.521.523.525.527.529.531.5:33.535:5

0 1.5 35 55 7.5 9.511.513.515.517.519.521.523.525.527.529.531.533.535.5
Month Month

Body weight percentile

——5 ——10 ——25
50 —8—75 =8=90

—$=05 =37 =8=Adult 150 pound (68 kg)



BW-Informed FDA Dose Limits and Vaccine Exposures,
Expressed as pg/kg, Birth through Adulthood

A. Females B. Males
Adult (68 kg) Adult (68 kg)
Adult (60 kg) Adult (60 kg)
2 years 2 years
1year 1 year
6 months 6 months
4 months 4 months
2 months 2 months
Birth Birth

0 50 100 150 200 250 300 350 400 450 0 50 100 150 200 250 300 350 400

He/ke He/kg

50th Percentile 1250 pg dose [1150th Percentile 1140 pgdose
[50th Percentile 850 pgdose [50th Percentile Weight DL e



Calculated Pediatric MRL and the AL Exposures from DTaP Vaccine for
Children (and Adults) using Clark’s Rule to Accommodate Pediatric Body
Weights (ug/kg, 2 months and Adult).

160.00

MRL (ug/kg)
AL exposure %
or MRL - . AL exposure per DTaP dose (ug/kg)
per DTaP
Dose 100.00

(ng/kg) 8000 I I I

60.00
40.00

20.00

i u

5 10 25 50 75 90 95 Adult (68kg)  Adult (60 kg)
DTaP ug/kg DTaP ug/kg

Body Weight Percentile (2 mos.)



US Vaccine Aluminum Dose Accumulation and
Pediatric Dose Limits (ug/kg IPAK 2017)
Males, 50™tile body weight

Accumulations and MRL (ug/kg)-Males

300

250

Ug/KE fun

150

100
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"So the level of aluminum in vaccines,
however, is trivial. And you frankly ingest
much more aluminum from either in the
water that you drink, or anything made
from water on this planet, and many of

s m thefoodsthat we eat contain quantities
e iaadu= of aluminum far greater than you're ever
going to get in vaccines."

Isithe Aluminum in Vaccineg Safe?

L B | | “

3 : .
il
- & 1
- G —
-

planet, and many of the foods that we eat
contain quantities of aluminum far greater

b o 154/216 B & wid I

Aluminum intake

Age-sex group (mg/day) (mg/kg)
6—-11-Months : 0.7 0.10
2-Years 4.6 0.35
6-Years 6.5 0.30
10-Years 6.8 0.11
14-16-Years (females) 7.7 0.15
14-16-Years (males) 11.5 0.18

Source: Pennington and Schoen 1995



Pediatric Dietary Aluminum

_
(mg/dav) (mg/kg-day)
6 months — 1 year 0.10

2 years 4.6 0.35
6 years 6.5 0.30

10 years 6.8 0.11

Pennington JA, Schoen SA. 1995. Estimates of dietary exposure to aluminium. Food Addit Contam. 12(1):119-28. PubMed PMID: 7758626.
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Dietary Aluminum intake

Metabolically available

(mcg Al/kg)
Age-Sex group . ) Vaccine (by schedule) %Vaccine | % increase
fmg Alfday]| meg Alfkg Diet (mcg | Vaccines
Al/kg) |(mcg Al/kg)
Birth 0.1 29 2.9 74.7 (HepB) 96% 2676%
6-11 Months 0.7 100 10 141.1 (DTaP, HepB, HiB, PCV) 93% 1411%
2-Years 4.6 350 35 5.7 (DTaP 18 month-remaining) 14% 16%
6-Years 6.5 300 30 28.4 (Tdap) 49% 95%
10-Years 6.8 110 11 40.3 en,Tdap, HPV)-Age 11-12 yrs) 79% 366%
14-16-Years (females-48 kg) ¥ 150 15 10.4 (HPV-2nd dose)  41% 69%
14-16-Years (males-50 kg) 11.5 180 18 10 (HPV-2nd dose)  36% 56%

Birth Dorea et al, 2015
6 mo-16yr Pennington and Schoen, 1995

0.1% absorbed (Yokel)




Water Vaccines

Food

Food
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6, 1000
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Metabolic Exposure AL From Various Sources
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125 ug/kg/day preterm
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108 ug/kg delay in maturation in rat pups

200

250



Updated Maxims in Toxicology

* “The dose makes the poison.” — Paracelsus, 1538

* “Body weight makes the dose makes the poison.” — JLW,
2017

[Alle Dinge sind Gift und nichts ist ohne Gift, allein die Dosis macht es, dass ein Ding
kein Gift ist. All things are poison and nothing is without poison, only the dosage
makes a thing not poison "Die dritte Defension wegen des Schreibens der neuen
Rezepte," Septem Defensiones 1538. Werke Bd. 2, Darmstadt 1965, p. 510



US Vaccine Aluminum Dose Accumulation and
Pediatric Dose Limits (ug/kg IPAK 2017)
I\/Iales SOtht|Ie body weight

ug/kg :

7
g
0
2

300 -

Accumulations and MRL (ug/kg)-Males

*Intensity
*Repeatedness
*Duration of
Exposure
Matters



Journal of Trace Elements in Medicine and
Biology . |

Volume 40, March 2017, Pages 30-36 LE

Toxicology

Aluminium in brain tissue in familial Alzheimer’s disease

Ambreen Mirza?, Andrew King® ¢, Claire Troakes®, Christopher Exley® a o=
+ Show more
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senile plaque-like amyloid deposit

aluminum deposit

Ambreen Mirza, Andrew King, Claire Troakes, Christopher Exley Journal of Trace Elements in Medicine and Biology, Volume 40, 2017, 30-36
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“...first ever measurements of aluminium in brain tissue from 12
donors diagnosed with familial Alzheimer’s disease. The
concentrations of aluminium were extremely high, for example, there
were values in excess of 10 pg/g tissue dry wt. in § of the 12
individuals. Overall, the concentrations were higher than all previous
measurements of brain aluminium except cases of known aluminium-
induced encephalopathy.”

Journal of Trace Elements in Medicine and

)X Biology ;ﬁ
“we have previously recorded values up ' Volume 40, March 2017, Pages 30-36 -
to ca 13.00 pg/g in AD with occupational exposure
to aluminium [14] and one value of 23.00 pg/g in
congophilic amyloid angiopathy (CAA) with
environmental exposure to aluminium [13] the f”;b':ee” Mirza", Andrew King"¢, Claire Troakes*, Chistopher Exiey: & &
values measured herein for familial AD are more o
similar to those which have been associated with
aluminium-induced encephalopathies”

Toxicology

Aluminium in brain tissue in familial Alzheimer’s disease

http://dx.doi.org/10.1016/j.jtemb.2016.12.001 Get rights and content

Under a Creative Commons license

Abstract
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Environmental Toxin Liability Sampling Theory

@Aluminum levels in vaccines are unsafe
* We need to Risk Factors + Biomarkers Vaccine Safety Screening

(O organop

.Pre/peri—natal vitamins
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. autism spectrum disorders
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Molecular mimicry

e Mothers of autistics have anti-fetal brain antibodies
e Autistics tend to have anti-brain antibodies

Many mothers report being vaccinated during pregnancy.



Specific Mechanisms

*Mitopathies
*Chronic Microglial Activation
(Excitotoxicity)
*Channelopathies
*Molecular mimicry
*Encephalopathy

Endoplasmic Reticulum

https://micro.magnet.fsu.edu/cells/endoplasmicreticulum/endoplasmicreticulum.htmi
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Dr. Manuel Casanova made his residency training in n
Hospital. During his stay at the Johns Hopkins Hospit
brain. His clinical experience was enhanced by appoir
General Hospital. He spent several years as Deputy M
Death Syndrome and child abuse. His expertise in the
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See also this Wikipedia entry.
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region—the morphometric difference may play a role both in the development of language and in its disorders. His most recent studies have looked for the presence of abnormalities
of minicolumnar organization and lateralization in the brains of patients who exhibit language disturbances, including autism, Asperger's syndrome, and dyslexia. He has summarized
his work on minicolumns and provided an overview of the field in recent reviews of the literature appearing in Brain and Brain, Behavior and Evolution.
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Figure 1. (A) The cortical section on the left is taken
from a normal control patient, while the one on the
right comes from an autistic patient. (B) The same
image is shown overlaid with lines showing the
columnar structure identified by our program. Both
images contain three columns, but those in the
control brain take up significantly more space than
those in the other (67.8 pm v. 44.3 um).
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Early brain enlargement and elevated extra-axial
fluid in infants who develop autism spectrum
disorder
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Brain enlargement is associated with regression in
preschool-age boys with autism spectrum disorders
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Predicting the rate of language development from early motor

doi:10.1038/nature C i y : E :
skills in at-risk infants who develop autism spectrum disorder

Hantay C. Lesnara ©, Hachaa! Baglore® %, Andrew Pickles”, E3zabath L Hit® & 8 the BASIS Team',

. . . - . = Show more
Early brain development in infants at high risk for ™™
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Brain enlargement has been observed in children with autism  (see Methods for diagnostic and exclusion criteria). The three ¢

« Maotos and 2ocial skills are closely felated in bypecal and atyplcal developrmeant
« Thelink between motor and language skills was examined in nfants at-risk of ASD
« Motor skills predicted rate of language development in infants who developed ASD

spectrum disorder (ASD), but the timing of this phenomenon, and  were comparable in (mean) race/ethnicity (85% white), family in « This relatichship was evident for expressive but not receptive language
the relationship between ASD and the appearance of behavioural — maternal age at birth (33 years old), infant birth weight (8 Ib), and + Research in ASD should focus on interactions between these systems over
symptoms, are unknown. Retrospective head circamference and  tional age at birth (39 weeks). The HR-ASD group had more male T i

longitudinal brain volume studies of two-year olds followed up  the other two groups (83% of the HR-ASD group was male compared to
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High-resolution transcriptional profiling of rhesus monkey brain development
(Bakken et al., Nature 2016)
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Chronic microglial activation and progressive dopaminergic neurotoxicity
M.L. Block, J.-S. Hong
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1271132,
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Abstract Department of Infection and Immunity,
University of Sheffield

PD (Parkinson's disease) is characterized by the selective and progressive loss of DA neurons

(dopaminergic neurons} in the substaniia nigra. Inflammation and activation of microglia, the

resident innate immune cel in the brain, have been strongly linked to neurodegenerative November 2007

diseases, such as PD. Microgiia can respond to immunological stimuli and neuronal death to
Volume: 35 Issue: 5

produce a host of toxic factors, including cytokines and ROS (reactive oxygen species). Microglia

can also become persistently activated after a single stimulus and maintain the elevated Table of Contents
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production of both eytokines and ROS, long after the instigating stimulus is gone. Current reports
suggest that this chronic microglial activation may be fuelled by either dying/damaged neurons or
autocrine and paracrine signals from local glial cells, such as cytokines. Here. we review proposed

for chronic neuroir and explain the interconnected

relationship between deleterious microglial activation, DA neuron damage and neurodegenerative

disease
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HOW VACCINE-INDUCED
IMMUNONEUROEXCITOTOXICITY
Vaccines Introduce CAUSES AUTISM
Aluminum, Mercury Vaccines introduce mercury, aluminum
White blood cell pick up and deposit metals in

l brain and other organs

Microglial cell activation

i

Microglial change to amoeboid shape
Dendritic pruning and Apoptosis (NPCs)

3
WBCs 4
5.

WBC's Engulf, 6. Cytokine release
7
8

Deposit Metalsin Organs . Excitotoxicity
. Autism/ASD
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Evidence and Causality

IOM 2004
“insufficient evidence exists”

IOM 2012:
Rejected 17/22 studies as flawed:

“The five remaining controlled studies (Farrington et al., 2001;
Madsen et al., 2002; Mrozek-Budzyn et al., 2010; Smeeth et al.,
2004; Taylor et al., 1999) contributed to the weight of
epidemiologic evidence and are described below.”



“NO STUDY HAS EVER SHOWN”

nS AN AN AN AN AN ASASASEN(EN

ANALYZE THE DATA REPEATEDLY UNTIL THE POSITIVE ASSOCIATION “GOES AWAY”

CHANGE THE RESULTS POST-PEER REVIEW, POST-PUBLICATION, IN PLAIN SITE (UNO ET AL.)
USE THE MOST CONSERVATIVE METHOD FOR MULTIPLE HYPOTHESIS TESTING (BONFERRONI)
CHANGE THE RESULTS POST-PEER REVIEW, POST-PUBLICATION, IN PLAIN SITE (UNO ET AL.)
USE THE MOST CONSERVATIVE METHOD FOR MULTIPLE HYPOTHESIS TESTING (BONFERRONI)
OVERFIT THE MODEL USING REDUNDANT, HIGHLY COLLINEAR VARIABLES

REMOVE PATIENTS WHO ARE LIKELY TO HAVE ASD FEATURES

“CORRECT FOR” COVARIATES RELATED TO ASD

REDUCE SAMPLE SIZE TO REDUCE POWER TO DETECT ASSOCIATION

CHANGE STUDY DESIGN POST FACTO TO SEE IF ASSOCIATION CAN BE LOST

FAIL TO REPORT INITIAL ASSOCIATION

CHANGE CONTINUOUS VARIABLES TO DISCRETE (CUM. EXPOSURE -> “ON TIME” VS. “LATE”



Why Association Studies Mean Nothing

* “No association” =2 “Low power to detect”

* “No association” =2 “After we analyzed it 10 ways
to make the association go away”

* “No association” =2 “After we removed all results
showing no association”

* “No association” = “No Universal Effect”

Autism rates are between 0-3%.



Vaccine

Birth

19-23

1mo 2mos 4 mos 6mos 9 mos 12 mos 15 mos 18 mos N 2-3yrs 4-6yrs

7-10yrs | 11-12yrs

13-15yrs

16-18 yrs

Hepatitis B! (HepB)

STUDIES SHOW ASSOCIATION

Rotavirus? (RV) RV1 (2-dose
series); RVS (3-dose series)

0 STUDIES EXIST

Diphtheria, tetanus, & acellular
pertussis’ (DTaP: <7 yrs)

6 STUDIES SHOW ASSOCIATION

Haemophilus influenzae type b
(Hib)

2 STUDIES SHOW ASSOCIATION

Pneumococcal conjugate’
(PCV13)

O STUDIES EXIST

Inactivated poliovirus?
(IPV: <18 yrs)

Influenza’ (IV; LAIV)

Measles, mumps, rubellad (MMR)

Varicella® (VAR)

Hepatitis A’? (HepA)

Meningococcal'' (Hib-MenCY
> 6 weeks; MenACWY-D >9 mos;
MenACWY-CRM = 2 mos)

0 STUDIES — GBS, PARALYSIS (NUMEROUS)

Tetanus, diphtheria, & acellular
pertussis'? (Tdap: >7 yrs)

Human papillomavirus'? (2vHPV:
females only; 4vHPV, 9vHPV:
males and females)

Meningococcal B!

“VACCINES DO NOT CAUSE AUTISM” - CDC

Pneumaococcal polysaccharide’

(PPSV23)

0 STUDIES




Environmental Exposures During Pregnancy

* Folic acid (prenatal vitamins)

* Mercury (Seafood [tuna/swordfish], Hg dental amalgams)
* Mold toxicity

* Roadside aluminum dust

* Glyphosate (RoundUp™)

* Vaccines
* TDaP/DTaP — for whooping cough
* Influenza vaccine w/thimerosal
* Accidental MMR and others contraindicated during pregnancy



Potential Risk Factors/Biomarkers

* Antibrain protein antibodies Rossi et al., 2013; see
Braunschweig et al., 2012

e Low immunoglobulin levels Grether et al. (2016)

* Parental age, income, %tile body weight, Vit D3, familial history, etc.

CHD7, CHDS8, KATNAL2, SCN1A, SCN2A, MeCP2, AUTS2, NRXN1, MTHFS, CACNA1G,
GRM5, GABA-B3 receptor subunit, MTCO1, MTCO2, SLC25A12, PIK3CA, GIRDIN,
CNTN5, CNTN6, IMMP2L, MCPH1, HOXA, microcephalin 1, GRIN2, GRIN2B, GRIN2A,
GRIN2C, GRM7, CTNND2, CNTN4, NRXN1, PARK2, FOXP1, LAMC3, GluR6, GIuRS,
ARID1B, SETD2, BDNF, MAO-A, 5-HT2A serotonin receptor, PRKCB1, CD13, GRMS3,
HRAS, NRXN1, GNB2L1, MKNK2, OXTR



Vaccine Adverse Events in the NICU

Research

Original Investigation

Adverse Events After Routine Immunization

Re po rtS Of | ncreases | N of Extremely Low-Birth-Weight Infants

Stephen D. DeMeo, DO: Sudha R. Raman, PhD: Christoph P. Hornik. MD, MPH:
Catherine C. Wilson, DNP. NNP-BC, FNP-BC; Reese Clark, MD; P. Brian Smith, MD, MPH, MHS

PR Fditorial page 718

HHS Public Access

/gc Author manuscript

Pediatr Res. Author manuseript; available in PMC 2017 January 01.

Sepsis evaluation el

Pediarr Res. 2016 July : 80(1): 21-27. dox:10.1038/pr.2016.43.

. / HHS Public Access

) I n t u b a tl O n C Author manuseript thing in Preterm Infants.
Pedjatr Res. Author manuscript; available in PMC 2016 September 22.
Published in final edited form as: a Tabacaru!, Douglas LakeZ, John

Pediatr Res. 2016 July : 80(1): 28-34. doi:10.1038/pr.2016.58. ' !

. S I D S | of Medicine, Charlottesville, VA

Clinical Associations with Immature Breathing in Preterm of Medicine, Charlottesville, VA 22908
. .
Y F I t T h Infants: Nilliamsburg, VA 23187
aliure to rive

Part 2: Periodic Breathing

Manisha Patel!, Mary Mohr3, Douglas Lake2, John Delos3, J. Randall Moorman2, Robert "2 mong very preterm infants but

l I ’ ’ :n systematically studied in a large
e e p - re ate Sinkin', John Kattwinkel', and Karen Fairchild’ 3

1 Department of Pediatrics, The University of Virginia School of Medicine, Charlottesville, VA
22908

mpedance and electrocardiographic
patients <35 weeks gestation from
ned as central apnea =10 sec

2 Department of Medicine, The University of Virginia School of Medicine, Charlottesville, VA ; RO 5
tration <80%, were identified using

22908

3 Department of Physics, The College of William and Mary, Williamsburg, VA 23187 vith increasing gestational age (GA)
mfants <31 wks GA at birth but

Abstract rere IVH after accounting for GA. In

ring enterocolitis. ABD evenis were

Background—Periodic breathing (PB) is a normal immature breathing pattern in neonates 1€ short ABD events in the week

that, if extreme. may be associated with pathologic conditions.
5A and PMA in infants born preterm.
Methods—We used our automated PB detection system to analyze all bedside monitor chest  onic pathologic conditions.

smnadanca data an all infante <25 wwasl-c® aactatian in tha TTnivarcityr af Virainia Nannatal



G X E Interactions
Bowers & Erickson (2014) Review

* Organophosphates <-> PON1 gene
* Pregnancy-related stress <-> ADRB2 gene
* Traffic-related particulate matter (pollution) <-> MET gene

* Periconceptional maternal prenatal vitamin <-> (MTHFR, CBS, COMT)

 Bowers K, C. Erickson. 2014. Gene-environment interaction and
autism spectrum disorder. OA Autism 2(1):3.
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Relevant Rulings, Regulations, and Law

* National Childhood Vaccine Injury Act (NVCIA) of 1986 42 USC 300aa-1 to
300aa-34 L
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Most of the studies conducted on vaccine safety rely on post-marketing surveillance using weak [5 ExportpoF
“association studies” with data from passively collected data sources (such as VAERS). Patients
Adobe Export PDF

b S u p re m e C 0 u rt R u I i n g are not informed that they, or their children are, in fact, participating in a large, shoddily-run, oo Hosnemrord

non-randomized retrospective clinical trial. This practice is widespread, and violates provisions fiexeioine

PDF File

of the National Research Act [Title II. Public Law 93-348], Regulations for the Protection of
LWBP2016CDCVIS.pdf

“" U n avo i d a b |y u n S a fe ” Human Subjects of Biomedical and Behavioral Research [45 CFR 46] and revisions of various s

regulations, rules, and laws ([21 CFR 50, [21 CER 56], [45 CFR 46 Subpart D], [10 CER 745].
Pregnant women and fetuses are afforded special protections by [45 CER 46 Subpart B], and
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children are afforded additional protections by [45 CFR 46 Subpart D]. Yet the rights of pregnant English (US) Change

women and fetuses are violated with each and every vaccine administered to them because not

only is there a paucity of pre-licensing clinical trials, no vaccine is actually licensed for use to
PY 2 1 st C e nt u r C u r e S A Ct R protect fetuses, and pregnant women are not told any of this as they are pressured to get R

vaccinated. (FDA: Vaccines For Use in Pregnancy) N CreatePDF v
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Of note, in the Common Federal Policy for the Protection of Human Subjects ("Common Rule")
[10 CER 745] Sec 745.103(b)(3), none of these rights were revoked by any subsequent

legislation, including [21 CFR 50.24], which allows the relaxation of requirements for informed
consent during emergencies. In fact the Common Rule re-asserted safeguards both for informed Organize Pages

i M a ny reg u | atl O n S 0 n consent, and for special protections against coercion: 2 Fillaisign
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; $46.116 General requirements for informed consent.

Informed consent -------

Except as provided elsewhere in this policy, no investigator may involve a human being as a Store and shae iles in the
subject in research covered by this policy unless the investigator has obtained the legally
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Family Law Trends

* “Midnight” invocation of vaccination refusal prior to custody
decisions

e >300 State bills to remove non-medical exemptions

e Last-ditch vaccine concerns in custody (divorce)
* Courts tend to side w/parent who claims they will vaccinate

 Attorney/Client relationship violated (El Paso, TX)

* Quiet regulatory shifts being explored
* Moves to mandate vaccination for entry into preschool
e (Obama HHS “Corrective Action”-> Region V states, esp. Ml and OH)



AJPH LAW & ETHICS

Parental Refusal of Childhood Vaccines and

Medical Neglect Laws

Efthimios Parasidis, JD, MBioethics, and Douglas ]. Opel, MD, MPH

Objectives. To examine the relation of vaccine refusal and medical neglect under child
welfare laws.

Methods. We used the Westlaw legal database to search court opinions from 1905 to
2016 and identified cases in which vaccine refusal was the sole or a primary reason in
a neglect proceeding. We also delineated if religious or philosophical exemptions from
required school immunizations were available at the time of adjudication.

Results. Our search yielded 9 cases from 5 states. Most courts (7 of 9) considered
vaccine refusal to constitute neglect. In the 4 cases decided in jurisdictions that per-
mitted religious exemptions, courts either found that vaccine refusal did not constitute
neglect or considered it neglect only in the absence of a sincere religious objection to
vaccination.

Conclusions. Some states have a legal precedent for considering parental vaccine
refusal as medical neglect, but this is based on a small number of cases. Each state should
clarify whether, under its laws, vaccine refusal constitutes medical neglect. (Am J Public
Health. 2017;107:68-71. doi:10.2105/AJPH.2016.303500)

Parenta] refusal of childhood vaccines 15 result in harm to the child) constitute child

a contentious issue in pediatrics and maltreatment.

reports solely based on failure to vaccinate,”
and Michigan has an explicit policy to this
effect.” A few states codify that vaccine refusal
regardless of reason,” or solely for sincere
religious beliefs,” does not constitute medical
neglect. Furthermore, even if vaccine refusal
amounts to medical neglect, it is not clear
thar this finding requires state intervention.
Ross and Aspinwa.l[m contend that there
should be a distinction between medical
neglect and state intervention, arguing that
vaccine refusal constitutes the former but
does not warrant the latter. Chervenak et al.*
argue that the purpose of reporting parents
who refuse childhood vaccines to CPS for
neglect is not to provoke “highly intrusive
measures,” such as loss of custody, but to
“engage [CPS] in further efforts to persuade
the parents.” ™ Simply invoking CPS,
however. mav undermine parents’ views of
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Merck Fraud on Efficacy?
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2 Whistleblower Allegations:

* Tried 2 flawed methodologies to show >95%

* Both failed. Falsified efficacy (ADDED Rabbit Antibodies)
e Submitted falsified efficacy results to FDA.

* Concealed fraud

e Continue to conceal fraud after mumps outbreaks in 2006, 2009
 Sold hundreds of millions of vials of ineffective vaccine



@he Washington Post
Democracy Dies in Darkness

AP Explains: Why there’s a US surge in
mumps despite vaccine
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AP Explanation:

* “No vaccine is perfect and it's expected that some
people who get the shots will still get mumps. Also,
some research suggests that 10 or more years after
the second dose, immunity may fade enough to allow
outbreaks to take hold. During some outbreaks, like
one currently at the University of Missouri, students
and others have been offered a third booster dose to
increase protection and snuff out the outbreak.” il(




The Constitution of United States of America 1789
(rev. 1992) First Amendment

* “Congress shall make no law respecting an establishment of religion,
or prohibiting the free exercise thereof; or abridging the freedom of
speech, or of the press; or the right of the people peaceably to
assemble, and to petition the Government for a redress of

grievances.”

* In late 2016, in response to a Notice from CDC Posted in the Federal
Register, Vol. 81, No. 201 of Tuesday, October 18, 2016 for a call for
public comments re: Proposed Revised Vaccine Information Materials
for MMR (Measles, Mumps, and Rubella and MMRYV (Measles,
Mumps, Rubella, and Varicella Vaccines)...



Public Comments: MMR and MMR-V VIS
Experience (2016/2017

* Proposed weakening
the information on risk

e Call for Public Comments

e Anyone can access the
comments

[ VACCINE INFORMATION STATEMENT

MMR Vaccine

What You Need to Know

(Measles, Mumps
and Rubella)

Many Vaceine Information Statements are
available in Spanish and other languages
See www immunize org/vis

Hojas de informacian sobre vacunas estin

disponibles en espanol y en muchos otros
idiomas. Visite wwiw immunize, org/vis

[ 1 | Why get vaccinated? J
Measles, mumps, and rubella are serious diseases. Before
vaccines they were very common, especially among
children.

Measles
« Measles virus causes rash, cough, runny nose, eye
irritation, and fever.

« It can lead to ear infection, pneumonia, seizures
(jerking and staring), brain damage, and death.

Mumps

« Mumps virus causes fever, headache, muscle pain, loss
of appetite, and swollen glands.

« It can lead to deafness, meningitis (infection of the
brain and spinal cord covering), painful swelling of the
testicles or ovaries, and rarely sterility.

Rubella (German Measles)

« Rubella virus causes rash, arthritis (mostly in women),
and mild fever.

« If a woman gets rubella while she is pregnant, she
could have a miscarriage or her baby could be born
with serious birth defects.

These diseases spread from person to person through the

air. You can easily catch them by being around someone

who is already infected.

Measles, mumps, and rubella (MMR) vaccine can protect

2 Who should get MMR vaccine
and when?

Children should get 2 doses of MMR vaccine:

* First Dose: 12-15 months of age

+ Second Dose: 46 years of age (may be given earlier, if
at least 28 days after the 1st dose)

Some infants younger than 12 months should get a dose

of MMR if they are traveling out of the country. (This

dose will not count toward their routine series.)

Some adults should also get MMR vaccine: Generally,
anyone 18 years of age or older who was born after 1956
should get at least one dose of MMR vaccine, unless they
can show that they have either been vaccinated or had all
three diseases.

MMR vaccine may be given at the same time as other
vaccines.

Children between 1 and 12 years of age can geta
“combination” vaccine called MMRYV, which contains
both MMR and varicella (chickenpox) vaccines. There is
a separate Vaccine Information Statement for MMRV.

3 Some people should not get
MMR vaccine or should wait.

« Anyone who has ever had a life-threatening allergic
reaction to the antibiotic neomycin, or any other
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Lyons-Weiler & Pajer Balance of Ethics

Comment by Dr. James Lyons-Weiler and Bernaderte Pajer

Re: Docket Number CDC-2016-0094

Proposed Revised Vaccine Information Materials for MMR (Measles, Mumps. and Rubella and
MMRYV (Measles, Mumps. Rubella. and Varicella) Vaccines

Federal Register October 18, 2016

Dec 15, 2016
We are providing this in response to the CDCs request for public comment.

of our position: The proposed Vaccine Information Statements (VISs) do not provide
to individuals sufficient mformation necessary for them to give fully informed consent, the legal
o an individual and a physician. first introduced by the Nuremberg Code, and
outlined in the Canterbury decision of 1972, and subsequent rulings. regulations. and laws
govemning informed consent requirements. (HEALTH LAW: Informed Consent- What Must a
Physician Disclose to a Patient? Amenican Medical Association Journal of Ethics. July 2012,
Volume 14 Number 7- 563-566.)

The steady erosion of informed consent by Congress and CDC in regards to vaccination reached
a low point with the recent passage of 21% Century Cures Act which included unprecedented

ion of informed consent waivers and extension of product liability exemptions (sections
3024, 3021, 3092, 3093 ) However. informed consent and other patient rights are still protected
under other mles and regulations.

The efficacy and safety of Merck's MMR and MMREV vaccines are currently under infense
scrutiny. Former Merck emplovees and virologists Stephen A Krahling and Joan A
‘Wolchowski filed a suf against Merck m 2010, alleging fraud in vaccine testing (see complaint
here). Merck delayed the trial for vears, but the court has now ordered that discovery be
completed by March 2017 (Former Merck Scientists Sue Merck Allegmg MMR Vaccine
Efficacy Fraud)

Further. CDC senior scientist Dr. William Thompson has filed for whistleblower starus,
presented 10,000 documents to Congressman Bill Posey. and confessed that the DeStefano et al.
(2004) study. deleted positive association results between on-time vaccination w/MMR and
autism diagnosis for both African American Male and for [zolated Autism subgroup analyses
(Statement of William W. Thompson. Ph.D.. Regarding the 2004 Article Examining the
Possibility of a Relationship Between MMR Vaccine and Autism). The data removed from the
study would support a causal link between the timing of the administration of the MMR vaccine
and autism Jason Chaffetz of the House Oversight Committee has begun investigating (Jason
Chaffefz video speaking on CDC & Thompson investigation).

‘With the integrity, effectiveness. and safety of the MMR/MMR-V currently in question and the
subject of mmch public controversy. revising the VIS s at this time is absolutely critical in order
to inform the stakeholders that the effectiveness and safety are currently unknown and under

: igation The drafts p d here for consideration fail to mention this critical information.
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Lyons-Weiler & Pajer Rebuttal to Reiss Comment Page 1 0of 11

Rebuttal to the comment by Dorit Reiss
By Dr. James Lyons-Weiler, PhD and Bernadette Pajer

Re: Docket Number CDC-2016-0094

Proposed Revised Vaccine Information Materials for MMR (Measles, Mumps. and Rubella and
MMRYV (Measles. Mumps. Rubella, and Varicella) Vaccines

Federal Register October 18, 2016

While we have provided our remarks on CDC’s draft VIS revisions in a separate comment
(Comment Tracking Number 1k0-8tlr-fn92), we are providing this rebuttal in response to the
comment of Dorit Reiss with deep concern on the incorrectness of some of her points. Ms. Reiss
1s a professor at a school of law and as such her comments may be taken as fact by those who do
not take the time to verify them. Unfortunately, many of her claims of fact are demonstrably
incorrect. Her employer 1s affiliated with the University of California, which for many endeavors
1s in partnership with Kaiser Permanente, which in turn is in partnership with Merck, the
manufacturer of MMR and MMRYV. Ms. Reiss has elsewhere disclosed personal conflicts of
interest via family ownership of stock in at least one vaccine-manufacturing company. While
these types of affiliations and partnerships are not unusual and are not proof of influence, Ms.
Reiss uniformly and very actively takes positions on vaccine law and policy that favor vaccine
manufacturers and restrict medical freedom of choice. (http:/www.uchastings.edu/faculty/reiss/ )

Ms. Reiss’s comment can be found here: https:/www regulations.gov/document?D=CDC-2016-
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Further Redaction

* “Dr. William Thompson, one of the researchers on
the DeStefano et al study, mentioned above, came
forward in 2014 as a whistleblower on this study,
stating results that did, in fact show a causal link
between the timing of the administration of the
MMR and autism were removed prior to
presentation of the results to the IOM.”

(This study was one of the 17/22 rejected by the IOM, but was used to deny settlements for autism in the Omnibus hearings)
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@ "The VIS both mentions “permanent brain damage” and “long term seizures” as “severe

and very rare problems following MMR vaccines.” However, recent studies do not
support a link between MMR and encephalitis or brain damage, and to my knowledge,
not to seizures, either. See:
http://pediatrics.aappublications.org/content/early/2015/01/01/peds.2014-1822 "
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Rebuttal: Ms. Reiss’s citation disproves her claim:

“BACKGROUND AND OBJECTIVES: All measles-containing vaccines are associated
with several types of adverse events, including seizure, fever, and immune
thrombocytopenia purpura (ITP). Because the measles-mumps-rubella-varicella
(MMRYV) vaccine compared with the separate measles-mumps-rubella (MMR) and
varicella (MMR + V) vaccine increases a toddler’s risk for febrile seizures, we
mvestigated whether MMRYV 1s riskier than MMR + V and whether either vaccine
elevates the risk for additional safety outcomes.” (emphasis added)

The study results showed:

“Compared with MMR + V, MMRYV increased risk of seizure and fever 7 to 10 days
after vaccination.” (emphasis added)

This was not a vaccinated verses non-vaccinated study; it was a study that only compared
outcomes for those vaccinated with MMRYV versus those vaceinated with MMR + V.
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We encourage AAP, Congress, and CDC to read the literature on aluminum neurotoxicity:

https://www.nebi.nlm.nih.cov/pubmed/?term=aluminum-+neurotoxicity
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Informed Consent

Required at two levels, every patient, every procedure:

(1) Acceptance of a medical procedure based on complete information
on benefits & risks

(2) Participation in a clinical trial after being provided complete
information on benefits & risks.
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Failure to Secure Informed Human Subject
Research Consent

National Research Act [Title I, Public Law 93-348]
Regulations for the Protection of
Human Subjects of Biomedical and Behavioral Research [45 CFR 46] et sub

Revisions of various regulations, rules, and laws ([21 CFR 50, [21 CFR 56], [45 CFR 46 Subpart D], [10
CFR 745].

Pregnant women and fetuses are afforded special protections [45 CFR 46 Subpart B]
Children are afforded additional protections [45 CFR 46 Subpart D].

The human rights of pregnant women and fetuses are violated with each and every
vaccine administered to them because not only is there a paucity of pre-licensing
clinical trials, no vaccine is actually licensed for use to protect fetuses, and pregnant
women are not told any of this as they are pressured to get vaccinated.



“Common Rule” Disallows Coercion
vs. [21 CFR 50.24] for Consent altogether

Common Federal Policy for the Protection of Human Subjects ("Common Rule")

[10 CFR 745] Sec 745.103(b)(3), none of these rights were revoked by any subsequent
legislation, including [21 CFR 50.24], which allows the relaxation of requirements for informed
consent during emergencies. In fact the Common Rule re-asserted safeguards both for informed
consent, and for special protections against coercion:

$46.116 General requirements for informed consent.

Except as provided elsewhere in this policy, no investigator may involve a human being as a
subject in research covered by this policy unless the investigator has obtained the legally
effective informed consent of the subject or the subject’s legally authorized representative. An
investigator shall seek such consent only under circumstances that provide the prospective
subject or the representative sufficient opportunity to consider whether or not to participate

and that minimize the possibility of coercion or undue influence.



Common Rule (Cont.)

The information that is given to the subject or the representative shall be in
language understandable to the subject or the representative. No informed
consent, whether oral or written, may include any exculpatory language
through which the subject or the representative is made to waive or appear
to waive any of the subject's legal rights, or releases or appears to release
the investigator, the sponsor, the institution or its agents from liability for
negligence.

“When some or all of the subjects are likely to be vulnerable to coercion or
undue influence, such as children, prisoners, pregnant women, mentally
disabled persons, or economically or educationally disadvantaged persons,
additional safequards have been included in the study to protect the rights
and welfare of these subjects.”



Scale of Injuries

 >SUS 3Billion Paid out via Special Masters Court for vaccine injuries
e Supreme Court ruled vaccines “unavoidably unsafe”

 Vaccine Court has limited recognition of vaccine injuries, allowing
encephalopathy, specifically excluding “autism”
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Cures vs Profits

James Lyons-Weiler

\\:Oww:d Scientific

Available at Amazon.com

Excerpt from “Cures vs. Profits”:

Why would the CDC publish such as page in
2014, a full ten years after the study?

In 2014, one of the authors of the CDC study,
Dr. William Thompson, Ph.D., was recorded by
one Dr. Hooker. Dr. Hooker had allegedly spent
10 years since the CDC study petitioning for
access to the entire data behind the study.

In the interview, Dr. William Thompson is
heard making the following statements:

“Oh my God, | cannot believe we did what we
did. But we did. It's all there.”

"The higher-ups wanted to do certain things
and | went along with it."

“It was the lowest point in my career that |
went along with that paper. And | went along
with this, and didn't report significant findings”
“I have great shame now when | meet families
with kids with autism because I've - I’'ve been
part of the problem.”




CDC Whistleblower Dr. William Thompson

* Hired Whistleblower lawyer re-asserting that YES, they removed results

* Was suspended prior to the IOM report for informing then-director Julie
Gerberding

Foreword by Robert F. Kennedy, Jr.

A1

MASTER
MANIPULATOR

The Explosive True Story of Fraud, Embezziement.
and Government Betrayal at the COC

* My independent analyses of reveal many

re p e a t e d i n Sta n C e S Of EXPOSING AUTISH RESEARCH FRAUD AT THE CDG
* Analysis-to-result '
e Changes to study design
* Wrongful exclusion
* Model overfit
* Obvious misinterpretation

Kevin Barry, Esq.

Foreword In)I.RnIn-rl F. Kennedy, Jr.. JD, LLM JAMES OTTAR GRUNDVIG

reface by Dr. Bovd E, Haley




Typical Moderate or Serious Adverse Event
Experience

“It is common practice for office staff to reassure parents
over the phone that a vaccine reaction is normal, expected,
and not any cause for concern. They generally recommend
Tylenol for the pain and fever, but won't advise an in-person
medical evaluation. This may be proper procedure for mild
reactions like fussiness, moderate fever, and mild swelling
and redness at the injection site. But all moderate to severe
reactions, like hives, lethargy, seizures, fever of 105 degrees,
or inconsolable crying lasting 3 hours or more (encephalitis),
warrant prompt in-person medical attention.”



Encroachments

* Product mislabeling
* Possible fraud (Merck)
 Failure to consider all of the science (CDC)

* Denial of Informed Consent (2 levels)
* Changing conversation from risk to efficacy
e 215t Century Cures Act

* Overt calls for coercion

* Denial of rights to public services

* Denial of access to medical care

* Job Loss

e Overt calls for Denial of 15t Amendment Rights
e Censorship of American Citizens



CDC

Implications of the “Recipe”™

A large component of consumer demand for flu vaccination is
contingent upon things we can’t control (e.g., timing, severity,
extent, duration of the disease and resulting illness).

Fostering demand, particularly among people who don’t
routinely receive an annual influenza vaccination, requires
creating concern, anxiety, and worry. For example:

» A perception or sense that many people are falling 1ill;

» A perception or sense that many people are experiencing bad illness:

» A perception or sense of vulnerability to contracting and experiencing
bad illness.

SAFER*HEALTHIER* PEOPLE




GLINICAL REPORT  Guidance for the Clinician in Rendering Pediatric Care

American Academy
of Pediatrics

DEDICATED TO THE HEALTH OF ALL CHILDREN™

Countering Vaccine Hesitancy

Kathryn M. Edwards, MD, Jesse M. Hackell, MD, THE COMMITTEE ON INFECTIOUS
DISEASES, THE COMMITTEE ON PRACTICE AND AMBULATORY MEDICINE

Immunizations have led to a significant decrease in rates of vaccine-
preventable diseases and have made a significant impact on the health

of children. However, some parents express concerns about vaccine

safety and the necessity of vaccines. The concerns of parents range from
hesitancy about some immunizations to refusal of all vaccines. This clinical




Religious

Exemptions

& Personal Belief
Exemptions




Rules and Regulations on Informed Consent

* Nuremberg Code, and outlined in the Canterbury decision of 1972,
and subsequent rulings, regulations, and laws governing informed
consent requirements. (HEALTH LAW: Informed Consent: What Must
a Physician Disclose to a Patient? American Medical Association
Journal of Ethics, July 2012, Volume 14, Number 7: 563-566.)




Coercion? Revocation of First Amendment
Rights? USA? 20167 Really?

* [gnorance of the actual risks involved has also led to publication of an
article by an academic individual in the New England Journal of
Medicine contemplating the usefulness and best ways to coerce
patients into accepting vaccines (Colgrove, 2016):

* “Both persuasion and coercion are necessary, and neither is sufficient.
Laws serve as a critical safety net as well as a powerful symbolic
statement of proimmunization social norms.”

* [Colgrove J Vaccine Refusal Revisited - The Limits of Public Health
Persuasion and Coercion. N Engl J Med. 2016 Oct 6;375(14):1316-
1317.]
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Manipulation of the Perception of Risk
without Actually Minimizing Risk

RISK PERCEPTION RISK ANALYSIS RISK MANAGEMENT




Review and Challenges...

e Autism is no more than 50% genetic, and at least 50% environmental

* Vaccines contribute to total load, and contribute to mitopathies,
channelopathies, chronic microglial activation, encephalopathy, and many
NDs, including autism.

 Research is needed on causes of increased CNVs.
* Either/or thinking is not helpful. Think Synergy + Interactions.
e VVaccines must be made more safe: Ethical Vaccinomics.

e Cost of vaccines in terms of NDs and lifelong suffering and death are not
sufficiently determined

* Coercion, and attempts to use the law to silence the minority viewpoint
are the tools of tyrants, and have no place in our society.



Challenges

* Need to re-cast research on neurodevelopment disorders completely

-it’s not ‘in their heads’

behavioral intervention alone will only frustrate
genetic information can guide (Genes MATTER)
Diet and supplements MATTER

Environmental exposures MATTER

Vaccines MATTER

Detoxifying Kids MATTERS

* Recognize that Vaccine risk denialism

Reduces vaccine uptake

Hurts children (has been preventing prevention)
Has prevented research on interventions
Polarizes society

Pits pediatricians against parents

Protects major income streams — for now

Treatment, Therapy, & Prognosis

Neurodevelopment
Biomarkers and

ranslational Research

Consortium




*Abdominal pain/cramps * Allergic reaction *Allergies *Alzheimer's *Anaphylaxis
*Angina *Apnea *Arthralgia *Arthritis *Aseptic meningitis *Asthma *Atopic dermatitis
*Attention Deficit Disorder(A.D.D) * Attention Deficit Hyperactivity Disorder (ADHD)
*Autism Spectrum *Autoimmune Disease *Bell’s Palsy *Bipolar disease *Blindness
*Bowel Problems *Brain Damage *Brain Inflammation *Bulging Fontanel *Cancer
*Cardiac Distress *Cardiomypathy *Cerebral hemorrhage *Cerebral palsy *Chicken pox
*Chills *Chronic Fatigue Syndrome *Collapse/ Shock *Coma *Confusion *Congestive
Heart Failure *Conjunctivitis *Constipation *Convulsions *Coughing *Crohn & Rsquo’s
Disease *Cystitis *Deafness *DEATH *Dementia *Demyelization *Development Delay
*Diabetes *Diarrhea *Dizziness *Throbbing in Ear *Earache *Eczema *Eczema
Vaccinatium *Encephalitis *Encephalomyelitis *Encephalopathy *Epilepsy *Erythema
*Multiform Fatigue *Fever *Fibromyalgia *Flu * Guillain barre syndrome (GBS) *Gulf
War Syndrome *Hallucinations *Headache *Heart attack *Hemolytic anemia *Herpes
Zoster *Hib Disease *High Blood Pressure *High-Pitched Screaming *Hives
*Hyperactivity *Hypotension *Hypotonic/ Hypo responsive Immune system problems
*Indurations *Inflammatory Bowl! Disease *Influenza accidental/inadevent *Insomnia
*Intussusceptions *Irritability *Itching (prurtis) *Jaundice *Joint Pain *Learning
Disabilities *Lethargy *Liver Damage *Loss of Appetite *Loss of Eye Contact *Loss of
Speech *Lupus *Malaise *Measles *Memory Loss *Mercury Poison *Mesothelioma
*Moneuropathy *Multiple Sclerosis *Mumps *Muscle Aches *Myopericarditis *Nausea
*Neurological Damage *Neuropathy *Nodules *Optic Neuritis *Orchitis *Otitis
*Media(inner ear infection) *Pain at Injection Site (unusual or prolonged) *Paralysis
*Pervasive Development Disorder (P.D.D) *Polio *Polyneuropathy *Prolonged Crying

*Psychotic Behavior *Radiculoneuritis *Rash *Redness at the Injection Site *Regression
*Recniratorv Distress ¥*Resniratorv Infection *Retinal Hemorrhace *Retinitic *Rhinitis
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*Diabetes *Diarrhea *Dizziness *Throbbing in Ear *Earache *Eczema *Eczema
Vaccinatium *Encephalitis *Encephalomyelitis *Encephalopathy *Epilepsy *Erythema
*Multiform Fatigue *Fever *Fibromyalgia *Flu * Guillain barre syndrome (GBS) *Gulf
War Syndrome *Hallucinations *Headache *Heart attack *Hemolytic anemia *Herpes

Zoster *Hib Disease *High Blood Pressure *High-Pitched Screaming *Hives
*Hyperactivity *Hypotension *Hypotonic/ Hypo responsive Immune system problems
*Indurations *Inflammatory Bowl! Disease *Influenza accidental/inadevent *Insomnia

*Intussusceptions *Irritability *Itching (prurtis) *Jaundice *Joint Pain *Learning
Disabilities *Lethargy *Liver Damage *Loss of Appetite *Loss of Eye Contact *Loss 0j
Speech *Lupus *Malaise *Measles *Memory Loss *Mercury Poison *Mesotheliq
*Moneuropathy *Multiple Sclerosis *Mumps *Muscle Aches *Myopericarditis *
*Neurological Damage *Neuropathy *Nodules *Optic Neuritis *Orchitis %
*Media(inner ear infection) *Pain at Injection Site (unusual or prolongedy
*Pervasive Development Disorder (P.D.D) *Polio *Polyneuropathy *Prolong3
*Psychotic Behavior *Radiculoneuritis *Rash *Redness at the Injection Site *Ré
*Respiratory Distress *Respiratory Infection *Retinal Hemorrhage *Retinitis *Rh%
*Rosella *Rubella *Sensory Processing Disorder (SPD) *Schizophrenia *Screaming
*Seizure *Seizure Disorder *Sepsis *Shaken Baby Syndrome (SBS) *Sudden Infant Deat™
Syndrome (SIDS) *Shingles *Shock *Shortness of Breath *Skin Disorders *Sleepiness
*Small pox *Sore arms *Sore throat *Stiff neck *Stroke *Sub acute Sclerosing Pain *SV-
40 related Cancer *Sweating *Swelling at the Injection Site *Swollen Lymph Nodes
*Tenderness, localized *Thrombocytopenia *Transverse myelitis *Urticarnia *Vaccinia
*Violent Behavior *Vomiting *Weakness




4

C
Vaccine Risk Awareness 2017/’t ‘“\
|

Marketing g T — “Anti-Vax”
e | (== | ||
— 1= <,.f.~‘ “Refusniks”

¥ ESgRsEss -*‘
IDC M

W7

......

f' y
nif

MEDICAL EXEMPTIONS.... WAIVERS... RIGHTS TO INFORMED CONSENT...



A Media Guide to Vaccine Risk Awareness

* Anti-vax: “l want to ban all vaccines. Vaccines can
never be made safer.”

* VRA: “Vaccine risk is real, and should be minimized.”

¢ If you believe those
: who are injured are
w ¥ "Anti-Vaccine", do you

also believe those
h injured by faulty brakes
‘ are "Anti-Brake"?

- Dr. Toni Bark, MD
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COMMENTARY

Professional Responsibility and Early Childhood Vaccination

Frank A. Chervenak, MD', Laurence B. McCullough, PhD’, and Robert L. Brent, MD, PhD, DSc (Hon)’

infectious diseases in the US and other countries'™

have garnered considerable public attention and
prompted controversy about early childhood vaccination.**
A newcomer to this controversy would be forgiven for
thinking that there is a scientific and ethical basis for contro-
versy about the professional responsibilities of physicians
regarding early childhood vaccination. For example, there
are reports of physicians stating publicly that they have not
authorized vaccination of their own children.” At least 1
physician who holds federal elected office and is an
announced Republican Party candidate for the nomination
to become president of the US, Senator Rand Paul of Ken-
tucky, has stated that parents” refusals of vaccination should
be respected by physicians and the government.® Andrew
Wakefield, a former physician who has been eliminated
from the General Register in the United Kingdom, fabricated
data supporting a connection of the measles vaccine to
autism, in a paper that was formally withdrawn. """

The safety and effectiveness of early childhood vaccination
are well established.”"" In response to the recent measles
outbreak, the American Academy of Pediatrics has recently
released a statement urging parents to have their children
vaccinated.'* In this article, using the professional responsi-
bility model of pediatric ethics, we address the ethics of early
childhood vaccination, including counseling parents, the
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The recent outbreaks of measles and other childhood
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standard, a beneficence-based core component of pediatric
ethics.'"® This standard can function as an ideal or as a
norm.'” As an ideal, it sets a goal toward which pediatricians

Parental Refusal of Childhood Vaccines and

and parern

may fall sl

the Ameri AJPH LAW & ETHICS

a norm th

and parer

the health

medical ¢

the intern

infectious d 1 l l

meciows Medical Neglect Laws

ing short ¢

ical oO0niT Efthimios Parasidis, JD, MBioethics, and Douglas J. Opel, MD, MPH

the child s

norm. Thy

not effec Objectives. To examine the relation of vaccine refusal and medical neglect under child

therefore, welfare laws.

childhood Methods. We used the Westlaw legal database to search court opinions from 1905 to
Unders 2016 and identified cases in which vaccine refusal was the sole or a primary reason in

dard requ a3 neglect proceeding. We also delineated if religious or philosophical exemptions from

related in required school immunizations were availabl

judgment Results. Our search yielded 9 cases from 5 states. Most courts (7 of 9) considered

the pediat vaccine refusal to constitute neglect. In the 4 cases decided in jurisdictions that per-

ents’ inter mitted religious exemptions, courts either found that vaccine refusal did not constitute

vaccination.

Conclusions. Some states have a legal precedent for considering parental vaccine
refusal as medical neglect, but this is based on a small number of cases. Each state should
clarify whether, under its laws, vaccine refusal constitutes medical neglect. (Am J Public

e at the time of adjudication.

neglect or considered it neglect only in the absence of a sincere religious objection to

Health. 2017;107:68-71. doi:10.2105/AJPH.2016.303500)

Pamntal refusal of childhood vaccines 1s
a contentious issue in pediatrics and

result in hamm to the child) constitute child
maltreatment.

reports solely based on failure to vaccinate,”
and Michigan has an explicit policy to this
effect.” A few states codify that vaccine refusal
regardless of reason,” or solely for sincere
religious beliefs,” does not constitute medical
neglect. Furthermore, even if vaccine refusal
amounts to medical neglect, it is not clear
that this finding requires state intervention.
Ross and Aspinwalll“ contend that there
should be a distincaon between medical
neglect and state intervention, arguing that
vaccine refusal constitutes the former but
does not warrant the latter. Chervenak etal.*
argue that the purpose of reporting parents
who refuse childhood vaccines to CPS for
neglect is not to provoke “highly intrusive
measures,” such as loss of custody, but to
“engage [CPS] in further efforts to persuade
the parents, (p308) Simply invoking CPS,
however. mav undermine parents’ views of




Contempt for Safety, or Blinded by Profits?

* Pharma: >$30Billion/year from vaccines — no liability for faulty
products

* Media: DTC Marketing #1 source of revenue

e Medical establishment
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By SHARYLATTKISSON CBSNEWS May 12, 2008, 5:00 PM

The "Open Question" On
Vaccines and Autism

2 Comments Share Tweet Stumble Email

(CBS)

Sharyl Attkisson is an investigative correspondent for CBS News.

Perhaps the most puzzling thing about autism and ADD is that more than a decade
into this public health crisis, our best, smartest government scientists and public
health officials still say they have no idea what's causing it. Scary stuff, when
parents having a child today realize there's at least an estimated 1 in 150 chance
their child will have an autism disorder (1 in 9o if it's a boy).

While the government has been utterly unable to stop it, or even tell us what is
causing it, they say they do know one thing: it's not vaccines. But today, in an
exclusive interview with CBS News, Dr. Bernadine Healy becomes the most well-
known medical voice yet to counter the government on that claim.




Sharyl Attkisson (2008) on Healy:

 The more she dug, she says, the more she came to believe the government and
medical establishment were intentionally avoiding the question because they
were afraid of the answer.

* Why? Healy says some in the government make the mistake of treating vaccines
as an all-or-nothing proposition. The argument goes something like this:
everybody gets vaccinated at the same time with the same vaccines or nobody
will get vaccinated and long-gone deadly diseases will re-emerge. (When | asked
about cases of brain damage resulting in autism that have been guietly
compensated by the government in vaccine court over the years3, one
government official recently told me that "it's still better overall to get vaccinated
than not to get vaccinated.")

* Healy says the argument need not be framed in those terms (vaccinate or don't
vaccinate). Instead, she says, we should vaccinate, but work to do it in the safest
manner possible based on what we know and what we can find out.



The Future of Artificial Immunization

* Screen for unsafe epitopes
* Use more antigen
e Use far less, or NO aluminum or mercury

* Deliver to the proper tissue
* to activate dendritic cells

* RCT’s, not correlation studies
* Compare Schedules
* Actively track, report, study injuries
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Neurodevelopment Research 2017+ 2=

Program 1. Neurodevelopmental Treatment, Therapy and Prognosis (NTTP)

Program 2. Neurodevelopmental Biomarkers of Patient-Specific Risk
(NSRB)

Program 3. Neurodevelopmental Differential and Integrative Diagnosis
(NDIDB)

Program 4. Neurodevelopmental Predictive Medicine Analysis (NPMA)
Program 5. Medico-Education of Neurodivergent Americans (MENA)
Program 6. Medical Education Vaccine Training Reform (MEVTR)
Program 7. Neurodevelopmental Philosophy and Bioethics (NPAB)



TABLE 4. EXAMPLES OF POSSIBLE FUTURE TREATMENTS
OF AUTISM BY PHENOTYPE

Phenotype Treatment
Aggression Aripiprazole
Gastrointestinal Fecal matter transplants,
vancomycin
Language delay/loss Adenosine receptor agonists
Microglial activation Amantadine, luteolin,

cannabinoids, many others

Renal peptiduria Vitamin E, selenium

Repetitive Motor Fluoxetine,? risperidone,” adenosine
receptor agonists*

I"' JAMES LYONS-WEILER, PhD

Seizures Carbamazepine, ketogenic diet
THE ENVIRONMENTAL Y T
AND GENETIC CAUSES Social O)\y‘ma.m, _tt.tl‘dh}’dlOblUptel in
OF AUTISM (cofactor BH4)

Gene-Directed Treatment Examples

Mitochondrial dysfunction Carnitine, various drugs

SCNI1A (serotonin) Clonazepam (microdoses)




Legal Issue: Equal Protection??

75-97%
No or truly

minimal risk
IDENTIFIABLE

(Biomarkers)




http://carnomed.rs/en/products/carnosine-extra/autism-and-
' carnosine/autism-and-mitochondrial-dysfunction/
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/ A. Science and Education Publishing

\"=/ From Scientific Research to Knowledge

Figure 3. (A) Old vs. New surveys of incidence/prevalence of various autoimmune diseases. (B) The list of various
diseases in specific countries and the years’ ranges

new incidence / prevalence m old incidence / prevalence
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(B)
RA Canada 1995-2010
AT Brazil, Denmark 1992-2012
Chron’s Sweden, USA 1991-2007
IBD Canada 1994-2005
IDDM Canada, Israel, Serbia, Europe 1982-2010
Canada, Denmark, Finland, Israel,
= Netherlands, USA, Sweden, UK,
Celiac Czech Republic, Scotland, Spain, (AR
Estonia, New Zealand

MG Denmark, Norway, Italy, Japan 1950-2006

Aaron Lerner et al. The World Incidence and Prevalence of Autoimmune Diseases is Increasing. International Journal of
Celiac Disease, 2015, Vol. 3, No. 4, 151-155. doi:10.12691/ijcd-3-4-8

© The Author(s) 2015. Published by Science and Education Publishing.
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Figure 2. (A) The net %/year increases of diseases’ categories. (B) The table below is detailing the different diseases and
countries surveyed
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neurological  gastrointestinal endocrinological rheumatic

( B) disease groups

neurological <0.0001 3.7+25 Finland, Denmark, Norway, Ital_\r, Spain MS, Myasthenia Gravis
Denmark, Canada, Sweden, USA, Finland, Israel,
gastrointestinal <0.0001 6.2+11.5 Netherlands, UK, Czech, Scotland, Spain, Estonia, New Autoimmune Hepatitis, IBD, Chron's, Celiac Disease

Zealand
endocrinological 0.02 6.314.2 Brazil, Canada, Israel, Serbia, Europe Autoimmune thyroiditis, IDDM
rheumatic 0.02 714415 Canada, UK SARD, RA, SLE

Aaron Lerner et al. The World Incidence and Prevalence of Autoimmune Diseases is Increasing. International Journal of
Celiac Disease, 2015, Vol. 3, No. 4, 151-155. doi:10.12691/ijcd-3-4-8

© The Author(s) 2015. Published by Science and Education Publishing.
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Figure 4. The net increase %/year of 3 autoimmune diseases in the surveyed countries
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Aaron Lerner et al. The World Incidence and Prevalence of Autoimmune Diseases is Increasing. International Journal of
Celiac Disease, 2015, Vol. 3, No. 4, 151-155. doi:10.12691/ijcd-3-4-8

© The Author(s) 2015. Published by Science and Education Publishing.



Annual systemic lupus erythematosus prevalence by gender.
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Frances Rees et al. Ann Rheum Dis
doi:10.1136/annrheumdis-2014-206334

©2014 by BMJ Publishing Group Ltd and European League Against Rheumatism
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Millions of Americans

Prevalence of Chronic Disease in the U.S.
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Source: Wu, Shin-Yi et al. 2000. Projection of Chronic lliness
Prevalence and Cost Inflation. RAND Corporation.



ESRD: M Incidence and Prevalence

Greatest Increase from Diabetic ESRD

100,000
All ESRD
-E 80,000
8
™
o
=z 60,000
=]
=
‘s
]
s Diabetes
o
=
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i ~— —4 st Glomerulonephritis
]
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Diabetes is the most common cause in Caucasians, Hispanics, Asians, and overall.
Among African-Americans, hypertension is the most common cause of ESRD.

US Renal Data System, 2000 Atlas of ESRD in the United States.
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1in110
Autism Prevalence
On The Rise*

There has been a 600% increase in prevalence
over the last two decades.

AUTISM SPEAKS™

It's time to listen.

www.AutismSpeaks.org

1in500

1in 5000 L in2330

1975 1985 1995
STUDY PUBLICATION DATES

*Recent research has indicated that changes in diagnostic practices may account for at least 25% of the increase in prevalence
over time, however much of the increase is still unaccounted for and may be infllienced by environmental factors.
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