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CoMeD
Coalition for Mercury-Free Drugs
http ://www. mercury-freedrug s.org
33A Hoffman Avenue, Lake Hiawatha , NJ 07034-1922

~.. .., Friday, August 10, 2007

Michael O. Leavitt Dr. Andrew von Eschenbach
Secretary Commissioner
Department of Health and Human Services Food and Drug Administration
200 Independence Avenue, SW 5600 Fishers Lane
Washington, DC 20201 Rockville, MD 2085 7

Filed At :
Division of Dockets Management
Food and Drug Administration
Department of Health and Human Services
5630 Fishers Lan e
Room 1061
Rockville, MD 2085 2

Dear Secretary Leavitt and Commissioner von Eschenbach :

We the undersigned [collectively, representatives for the Coalition for Mercury-free Drugs]
hereby petition the United States Department of Health and Human Services (HHS) and the HHS'
Food and Drug Administration (FDA), pursuant to the United States Constitution, the Public Health
and Welfare (codified in Title 42 of the United States Code [ 42 U.S.C.]) at, but not limited to, 42
U.S.C. Section 262(a)(2)(A), 42 U.S.C. Section 262 (d)(1), 42 U.S.C . 262(j) and 42 U.S.C. Section
300aa -10 et seq . [added by the National Childhood Vaccine Injury Act {1988 & 1998 Supp}]), the
Federal Food, Drug, and Cosmetic Act (FDC Act, codified in Chapter 9 of Title 21 of the United
States Code [21 U.S.C. Chapter 9]) at, but not limited to, 21 U.S.C. Section 351 (a)(2)(B) and 21
U.S.C. Section 355 (e)(3), and Title 21 of the Code of Federal Regulations ( 21 C.F.R .) including,
but not limited to, 2 1 C.F .R. Section 10 .30 , requesting the Secretary of Health and Human Services
or the Commissioner of Food and Drugs, as appropriate, to :

1 . IMMEDIATELY issue an order barring the administering of any disease-preventive
Thimerosal-containing vaccine, or other such mercury-containing pharmaceutical product,
that contains more than 0.05-micrograms-per-dose levels of Thimerosal to pregnant women
and children under the age of 60 months, on the grounds that higher levels are now (as of 1
May 2007) a proven health hazard to susceptible fetuses, newborns and young children ,

2. Suspend the approval or licensing of any FDA-regulated product that contains Thimerosal or
any other mercury-based compounds as a preservative, or adjuvant, in the final formulation
unless the total level of said compounds is not more than 0.05 micrograms of mercury per
dose for vaccines and similar biological products or, for other pharmaceutical products
administered more frequently, not more than 0.01 micrograms of mercury per day, on the
grounds that doing so will significantly reduce the risks of adverse reactions in susceptible
children under the authority conferred upon you by the National Childhood Vaccine Injury
Act of 1986, 42 U.S.C . Section 300aa-10 et seq ., under 42 U.S.C. Section 300aa-27(a)(2)
for vaccines and,for other drugs, the general "public safety" authority granted in the Federal
Food, Drug, and Cosmetic Act ( 21 U.S.C. Chapter 9 ),

opt,1007?-U-513)



3. Issue a Class I or, failing that, a Class II recall of all batches of multi-dose vaccines that contain
a Thimerosal level of more than 0 .001 % on the grounds that :

a. All such multi-dose vaccine formulations are now a proven health hazard to susceptible
individuals of all ages an d

b. Therefore, a recall will reduce the risk of adverse reactions that, under the authority
conferred upon you by the National Childhood Vaccine Injury Act of] 986, you are directed
to minimize, and

4. To protect public health and safety, issue orders :

a. Banning vaccines and other infrequently administered biological drug products providing
more than 0.05 microgram (µg) of mercury per dose of product from being introduced into
commerce in the United States and any of its territories, possessions, and commonwealths
after 1 January 2008 ,

b. Banning other drug products providing more than 0.01 µg of mercury per day from being
introduced into commerce in the United States and any of its territories, possessions, and
commonwealths after 1 June 2009, and

c. Requiring, after 1 January 2008, the recall and destruction of ALL :

i. Vaccines remaining in commerce that contain more than 0.05 µg of mercury per dose,
and

ii. Other drug products remaining in commerce that contain more than 0.1 µg of mercury
per mL (or g) of drug ,

unless the manufacturer thereof can prove that the mercury-based compound in said vaccine
or other drug product causes no adverse neurological health outcomes in any group or
subgroup ofsusceptible individuals, including, but not limited to, males, fetuses, newborns,
children, and adolescents .

Respectfully,

.~,

Paul G. King, PhD, Founder

Facilities Automation Management Engineering
(FAME) Systems,

Science Advisor for the Coalition for Mercury-free
Drugs (CoMeD), an d

CoMeD Representative from the State of New Jersey

33A Hoffman Ave., Lake Hiawatha, NJ 07034-1922
1-973-263-484 3
dr-kin ,gti .net

and the following persons:
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Re . ' aren Sy es
ector ofCo , and

oMeD R sentative from the State of Virginia
lbrier Place, Richmond, VA 23233

4111 ~
Seth Sykes, PhD,
CoMeD Representative from the State of Virginia
3604 Milbrier Place, Richmond, VA 23233



~ i

Mark R. Geier, MD, PhD, FABMG, FACE, President
The Genetic Centers of Americ a
14 Redgate Court, Silver Spring, MD 20905

r^ - *eL --

David A. Geier, BA, President
MedCon, Inc.
14 Redgate Court, Silver Spring, MD 2090 5
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Leslie . Weed

CoMeD Representative from the State of Florida
412 Ponte Vedra Blvd, Ponte Vedra Beach, FL 32082

Robert C . Weed,

CoMeD Representative from the State of Florida
412 Ponte Vedra Blvd, Ponte Vedra Beach, FL 32082

~



6obbie L. Manning
CoMeD Representative from the State of New York
384 High Street, Lockport, NY 1409 4

R. Mich Manning,
CoMeD Representative from the State of New York
384 High Street, Lockport, NY 14094



Brian S. Hooker, PhD., P.E

CoMeD, Representative from the State of Washington
503 South Young Place, Kennewick, WA 99336

Marcia C. Aooker,

CoMeD Representative from the State of Washington
503 South Young Place, Kennewick, WA 9933 6
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SUPPORTING ORGANIZATIONS

In addition, the organizations listed below declare their strong support for this citizen petition :

Advocates for Children's Health Affected by Mercury Poisoning (A-CHAMP )

Alan D. Clark, MD; Memorial Research Fund

Autism One

Generation Rescu e

Healing Every Autistic Life (HEAL)

Moms Against Mercury (MAM)

Mothering Magazine

National Autism Association (NAA)

NoMercury

Sensible Action For Ending Mercury-Induced Neurological Disorders (SafeMinds)

Schafer Autism Report (SAR)

Talk About Curing Autism (TACA)

~
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OVERALL CITIZEN PETITION TEXT [I - 25 ; P-1 - P-4471

• Initial Statement [1-2]

• Signatures [2 - 71

• Supporting Organizations [81

• Outline [9-11]

• References List [12 - 25]

CITIZEN PETITION [P-1 ]

1. Actions Requested [P-1 -P-7]

H. Petitioners [P-7 - P-81

III. Statement of Grounds [P-9 - P-446 ]

A. Introduction [P-9]

B. Safety Not Proven [P-9 - P-439]

1 . Introduction [P-10-P-111

2. General Backwound - Thimerosal [P-t 1- P-12]

3. Petitioners' General Concerns [P-12 - P-IS]

4. Thimerosal Usare, Claimed Nontoxicitv and Observed Toxicity- [P-15 - P-25]

1928 throurh the 1940s

5. Thimerosal Usaae, Claimed Nontoxicitv and Observed Toxicity - [P-26 - P-27]

1940s throurh 1960s

6. Removal Of Thimerosal And Other Mercury-based Compounds [P-27 - P-28]

From OTC Dru~s

7. FDA's Published Call-For-Data Notices And Announcements [P-28 )

8. Thimerosal /Ethvlmercurv Toxicological Effects [P-29 - P-44]

9. Thimerosal & Other Mercurials At Multi-Dose Vaccine Or Lower [P-44 - P-53]

Levels
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H. Toxicokinetic Observations of Thimerosal-Containinr Vaccine [P-61- P-66]
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14. Studies Establishinz Linkares Between Thimerosal Exposure [P-79 - P-82]
~, .-. And Adverse Outcomes, Includinz "Neurodevelonmental

Disorders" ("NDDs") in US Childre n

15. Clinical Evidence [P-82 - P-88]

16. Review Studies [P-88 - P-90]

17. The FDA's Review of Thimerosal as a Problematic Preservative [P-90 - P-95]
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1 . The Mandate to Prove Safety [P-96 - P-97]

2. The Mandate to Prove Safety and Effectiveness [P-97 - P-99]

3. The Enhanced Requirements and Mandates to Prove/ [P-99-P-102]
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Product Manufacture
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Drug Products
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.ii. Day Two [P-123-P-1731
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9. 2001: Institute of Medicine's Committee on "Immunization [P-173-P-175]
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19. Current Reality Regarding Added Mercury Compounds in Drug [P-177-P-1881
Products

a. Serum Products [P-177-P-1781

b. Vaccine Products [P-178-P-1841
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1 . Vaccines In General [P-l 78 - P-182]

2. Influenza Vaccines [P-182 - P-184]

c. Ophthalmic and Otic Drug Products [P-184, P-186-P-187]

d. Nasal Sprays [P-184-P-185]

e. Other Products [P-187-P-188]

20. U.S. Government's Defenses for Failinva to Ban Thimerosal [P-188-P-438]
from Medicine

a. Introduction [P-188-P-190]

b. Defenses Asserted by the FDA [P-190-P-213]

c. Petitioners' Approach to the FDA's Assertions [P-213 - P-214]

d. Petitioners' Assessment of Government's Defenses for [P-214 - P-4381

Allowing Mercury In Drugs

21 . Summary Of "Safety Not Proven" [P-438 - P439]

C. Violation Of Constitutional Right To Bodily Integrity [P-439 - P442]

D. Violation Of Other Civil Rights And Societal Tenants [P-442 - P444]

E. Summary [P-444 - P-446]

IV. Environmental Impact [P-446]

V. CERTIFICATION [P-446]

Other CoMeD Representatives Filing This Citizen Petition [P447]
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In addition, this citizen petition references all documents submitted to, or referenced in, FDA
Docket 2004P-0349 that are either : a) not referenced in the current petition or b) referenced in the
current citizen petition but not provided with the filing documents at the time of filing of this citizen
petition. [Note: For articles published in a foreign language, the petitioners have relied on the
English-language abstracts in this citizen petition, except where an English-language translation has
been provided . ]
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