institutmondor

de recherche biomédicale

———— UMR U955 INSERM/ UPEC

Team 10
— « Biology of the neuromuscular

system»

Fred Relaix, director

FrangoisJérome Authier, co-director

Romain Gherardi, former director
Tél. +33 (0)1 49 8127 42
Fax. +33 (0)1 49 81 27 33

romain .gherardi@inserm.fr

Instituts |" I I nserm UNIVERSITE
thémati
ématiaves PARIS 12
VAL de c
Institut national
dela santé et de Ia recherche médicale  MaSANAN

UNIVERSITE
— PARIS-EEST

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:

I am an expert in the field of aluminum adjuvants toxicity
in humans and animal models. | have been working in this field
since the initial description 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

E (
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
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Selection of significant publications from our group in the field

Gherardi R. Toxic Story: deux ou trois vérités embarrassantes sur les adjuvants des vaccins.
Actes Sud (publisher), Paris, 2016, 250 pages

Crépeaux G, Eidi H, David MO, Baba-Amer Y, Tzavara E, Giros B, Authier FJ, Exley C, Shaw CA,
Cadusseau J, Gherardi RK. Non-linear dose-response of aluminium hydroxide adjuvant particles:
Selective low dose neurotoxicity. Toxicology. 2017 Jan 15;375:48-57.

Masson JD, Crépeaux G, Authier FJ, Exley C, Gherardi RK. [Critical analysis of
reference studies on aluminium-based adjuvants toxicokinetics]. Ann Pharm Fr.
2017 May 30. pii: S0003-4509(17)30033-0.

Van Der Gucht A, Aoun Sebaiti M, Guedj E, Aouizerate J, Yara S, Gherardi RK,
Evangelista E, Chalaye J, Cottereau AS, Verger A, Bachoud-Levi AC, Abulizi M,
Itti E, Authier FJ. Brain (18)F-FDG PET Metabolic Abnormalities in Patients with
Long-Lasting Macrophagic Myofascitis. J Nucl Med. 2017 Mar;58(3):492-498.

Crépeaux G, Eidi H, David MO, Tzavara E, Giros B, Exley C, Curmi PA, Shaw CA,

Gherardi RK, Cadusseau J. Highly delayed systemic translocation of aluminum-based
adjuvant in CD1 mice following intramuscular injections. J Inorg Biochem. 2015 Nov;152:199-
205.

Eidi H, David MO, Crépeaux G, Henry L, Joshi V, Berger MH, Sennour M,
Cadusseau J, Gherardi RK, Curmi PA. Fluorescent nanodiamonds as a relevant tag
for the assessment of alum adjuvant particle biodisposition. BMC Med. 2015 Jun
17;13:144.

Van Der Gucht A, Aoun Sebaiti M, Itti E, Aouizerate J, Evangelista E, Chalaye
J, Gherardi RK, Ragunathan-Thangarajah N, Bachoud-Levi AC, Authier FJ.
Neuropsychological Correlates of Brain Perfusion SPECT in Patients with
Macrophagic Myofasciitis. PLoS One. 2015 Jun 1;10(6):e0128353.

Khan Z, Combadiére C, Authier FJ, Itier V, Lux F, Exley C, Mahrouf-Yorgov M,
Decrouy X, Moretto P, Tillement O, Gherardi RK, Cadusseau J. Slow CCL2-dependent
translocation of biopersistent particles from muscle to brain. BMC Med. 2013 Apr
4;11:99.

Couette M, Boisse MF, Maison P, Brugieres P, Cesaro P, Chevalier X, Gherardi
RK, Bachoud-Levi AC, Authier FJ. Long-term persistence of vaccine-derived
aluminum hydroxide is associated with chronic cognitive dysfunction. J Inorg
Biochem. 2009 Nov;103(11):1571-8.

Authier FJ, Sauvat S, Christov C, Chariot P, Raisbeck G, Poron MF, Yiou F,
Gherardi R. AIOH3-adjuvanted vaccine-induced macrophagic myofasciitis in rats is
influenced by the genetic background. Neuromuscul Disord. 2006 May;16(5):347-52.

Authier FJ, Sauvat S, Champey J, Drogou |, Coquet M, Gherardi RK. Chronic fatigue syndrome in
patients with macrophagic myofasciitis. Arthritis Rheum. 2003 Feb;48(2):569-70.

Gherardi RK. [Lessons from macrophagic myofasciitis: towards definition of a
vaccine adjuvant-related syndrome]. Rev Neurol (Paris). 2003 Feb;159(2):162-4.
Review. French.

Authier FJ, Cherin P, Creange A, Bonnotte B, Ferrer X, Abdelmoumni A, Ranoux
D, Pelletier J, Figarella-Branger D, Granel B, Maisonobe T, Coquet M, Degos JD,
Gherardi RK. Central nervous system disease in patients with macrophagic
myofasciitis. Brain. 2001 May;124(Pt 5):974-83.

Gherardi RK, Coquet M, Cherin P, Belec L, Moretto P, Dreyfus PA, Pellissier
JF, Chariot P, Authier FJ. Macrophagic myofasciitis lesions assess long-term
persistence of vaccine-derived aluminium hydroxide in muscle. Brain. 2001
Sep;124(Pt 9):1821-31.

Gherardi RK, Coquet M, Chérin P, Authier FJ, Laforét P, Bélec L,
Figarella-Branger D, Mussini JM, Pellissier JF, Fardeau M. Macrophagic
myofasciitis: an emerging entit. Lancet. 1998 Aug 1;352(9125):347-52.



