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“Table 210 below describes the vaccine formulation as “per mL” (milliliter), but Gardasil is dosed by the half-milliliter. Simple division shows that the 0.5 mL dose administered in the 018 study contained only 112.5 mcgs (micrograms) of AAHS, as well as the standard ratio of the four HPV L1 VLPs.” – HPV Vaccine On Trial, Chapter 8.
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TABLE 210

Protocol 018: Vaccine Products Used

225 meg of AAHS
permL = 112.5
meg per 0.5 mL

Clinical Marerial Number
Quadrivalent HPV (Types .
6,11,16,18)LI1VLP | V501 VAI025T004 0.75-mL :&hdnse
Vaccine v
Placebo for Quadnvalent
HPV (Types 6,11, 16,18) | PV501 VAIO36P001 0.75111.‘:;\, dose
L1 VLP Vaccine

HPV = Human papillomavirus; VL Virus-like particles.

Source: FDA 2006 Gardasil Clinical Review, at 301 (Table 210) (emphasis and text box added).
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June 15, 2017

United States Department of Health & Human Services
National Institutes of Health

Food & Drug Administration

Centers for Disease Control & Prevention

200 Independence Avenue, S.W.

Washington, D.C. 20201

Re: Aluminum Adjuvants
Dear Directors:

| am an expert in the field of aluminum adjuvants toxicity
in humans and animal models. | have been working in this field
since the initial descripton of the Al vaccine-induced
macrophagic myofasciitis in 1998. Since that time | have written
40 peer-reviewed scientific publications and one book on this
subject.

| strongly support the contention that aluminum
adjuvants in vaccines may have a role in the etiology of autism
spectrum disorder (ASD). My view is founded on a significant
and burgeoning body of peer-reviewed scientific evidence
which makes the link between ASD and exposure to aluminum
through vaccinations and other sources. Examples of this
literature from my own group are detailed below and | urge the
HHS to take them into consideration in forming any future
opinion on the safety of aluminum adjuvants in vaccines.

The Center for Disease Control's claim on its website
that “Vaccines Do Not Cause Autism” is unsupported with
respect to aluminum adjuvants and this claim stifles the
important research to determine the safety of aluminum
adjuvants used in vaccines. As an expert in the field of
aluminum adjuvants and aluminum toxicity | solemnly declare
that more research on the role of aluminum adjuvant in
vaccines and neurological disorders, including ASD, is essential
and urgently required.

Yours very sincerely

!
Romain K. Gherardi
Professor, Neuromuscular Pathology Expert Centre
University Paris-Est, INSERM U955-E10,
Henri Mondor hospital, Créteil France
Contact at the hospital

Tel 00 (33) 1 49812746
romain.gherardi@hmn.aphp.fr

Inserm U955 - Faculté de Médecine
8, rue du Général Sarrail 94010 Créteil Cedex
institutmondor@inserm.fr
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Re: Aluminum Adjwvanis
Dear Directors:

1am writing 10 you in regard to aluminum adjuvants in vaccines. This subject is one my laboratory works
on intensively and therefore one where I feel that | have some expertise. In particular, we have studied the impact of
aluminum adjuvants in animal models of neurological disease, including autism spectrum disorder (ASD). Our
relevant studies on the general topic of aluminum neurotoxicity in general and specifically n regard to adjuvants are
cited below.

‘These studies and the broader existing iteature regarding aluminu toxicity, lead almost invariably to the:
conclusion that aluminum in any chemical form is always neurotoxic when administered to humans. Further, | am
convinced that aluminum adjuvants in vaccines may contribute to neurological disorders across the lifespan. In
aduls, such adjuvant may induce macrophagic myofasciiis, a discase with neuropathological aspects. I children,
there is growing evidence that aluminum adjuvants may disrupt developmental processes in the central nervous
system and therefore contribute to ASD in susceptible chldren.

Despite the foregoing, the safety of aluminum adjuvants in vacines has not been properly studid in
humans even though, pursuant to the recommended vaccine schedule published by the Centers for Disease Control
(CDC), a baby may be injected with up to 3,675 micrograms of aluminum adjuvant by six months of age

In regard to the above, it is my belief that the CDC’s claim on its website that “Vaccines Do Not Cause
Autism” is wholly unsupported. Given this, I remain convinced that much more research on the role of aluminum
adjuvant in vaccines and neurological disorders, including ASD, is warranted and should be a research priority for
the NIH and other funding bodies.

Yours sincerely,

o

Christopher A. Shaw, Ph.D
Professor

Dept. of Ophihalmology and Vil Sciences
University of British Columbia

828 W. 10” Ave.

Vancouver, Britsh Columbia.

Canads, VSZIM9

Tel: 604-875-4111 (ext. 68373)

Email cashawlsb@gnail.com
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TABLE 302
Protocols 007, 013, 015, 016 and 018:
New Medical Conditions Day 1 through Month 7 in the

Safety Population

Subjects in analysis population Gardasil Placebo

N=11778 N=9686
Subjects with new medical history | 5842 (49.6%) | 4750 (49%)
Blood and Lymphatic 99 (0.8%) 88 (0.9%)
Anemia 68 (0.6%) 68 (0.7%)
Cardiac 11 (0.1%) 12 (0.1%)
Endocrine 20 (0.2%) 17 (0.2%)
Autoimmune thyroditis 1 (0.0%) 0 (0.0%)
Basedow’s disease 2 (0.0%) 0 (0.0%)
Eye 118 (1.0%) | 72 (0.7%)
Conjunctivitis 61 (0.5%) 36 (0.4%)
Uveitis 1(0.0%) 0 (0.0%)
GI 710 (6.0%) | 638 (6.6%)
‘Abdominal Pain 91 (0.8%) 74 (0.8%)
Diarthea 121 (1.0%) 88 (0.9%)
Gastritis 100 (0.8%) | 110 (1.1%)
Nausea 76 (0.6%) 79 (0.8%)
Crohn’s 0 (0.0%) 1(0.0%)
Ulcerative Colitis 0 (0.0%) 2 (0.0%)
Immune 150 (1.3%) 112 (1.2%)
Drug Hypersensitivity 20 (0.2%) 18 (0.2%)
Hypersensitivity 26 (0.2%) 24 (0.2%)
Infection 3469 (29.5%) | 2963 (30.6%)






Appendix I

ot S frarayesbyloretitoerd
e e o D



