Coalition for SAFE MINDs

Sensible Action For Ending Mercury-Induced Neurological Disorders

14 Commerce Drive, 3rd Floor, Cranford, NJ 07016  v. 908 276-8032  f. 908 276-1301


August 14, 2000 

Jane Henney, Ph.D.

Commissioner

Food and Drug Administration

5600 Fishers Lane

Rockville, MD 20852

Dear Dr. Henney:

As you are aware, the Coalition for SAFE MINDs (Sensible Action For Ending Mercury-Induced Neurological Disorders) is concerned that the continued use of vaccines containing thimerosal presents a serious health threat to children.  In fact, your agency, in its 1994 FDA Consumer report “Mercury In Fish: Cause for Concern?,” is on record as voicing concern about fetal and newborn exposure to mercury.  

Your agency was provided data on May 16th and 30th of this year regarding the similarities between mercury toxicity and autism.  At a June 2000 meeting of the CDC Advisory Committee on Immunization Practices, preliminary data from a CDC-sponsored study was presented documenting a statistically significant association between neurodevelopmental delays and exposures to thimerosal-containing vaccines.  Your response to date, simply requesting that manufacturers remove thimerosal from their products, is unacceptable.  

Under  21 CFR Ch. 1 Section 7.41(a) several factors must be considered when evaluating the need for a product recall.  They are: 1) whether any disease or injuries have already occurred from the use of the product; 2) whether any existing conditions could contribute to a clinical situation that could expose humans or animals to a health hazard; 3) assessment of hazard to various segments of the population, e.g. children...who are expected to be exposed to the particular product being considered, with particular attention paid to the hazard to those individuals who may be at greatest risk; 4) assessment of the degree of seriousness of the health hazard to which the populations at risk would be exposed; 5) assessment of the likelihood of occurrence of the hazard; and 6) assessment of the consequences (immediate or long-range) of occurrence of the hazard. 

We have provided your agency with documentation that more than satisfies the statutory standard for an immediate Class I recall of vaccine products containing thimerosal. We have shown: 1) that autism is now pandemic in the United States with 1 in 150 children affected in some communities; 2)evidence in a pediatric population exists documenting a statistically significant association between neurodevelopmental delays and exposures to thimerosal containing vaccines; 3) thimerosal-containing vaccinations are the likely cause of many cases of autism - see Bernard et al. “Autism, A Unique Type of Mercury Poisoning”; 4) there is a vast body of scientific evidence documenting that infants and children are at great risk for adverse reactions to mercury; and 5) the long term consequences of a significant segment of the pediatric population developing autistic spectrum disorders will be a financial disaster for the health, social services and educational systems in our country.

Under 21 CFR Ch 1 Section 7.3(m)(1), a Class I recall is mandated when a situation exists in which there is a reasonable probability that the use of, or exposure to, a violative product will cause serious, adverse health consequences or death.  Based upon the information which the FDA has there is no doubt that the requirements for a Class I recall have been met.

As you are aware under  21 CFR Ch 1 Section 7.49(a) a recalling firm is responsible for notifying each of its affected direct accounts of the recall.  Due to the hazard mercury exposure presents to children, communication must be made both to physicians in letter form and through professional journals and to parents through available media outlets.  In addition, the possibility of chelation therapy for affected children must be set forth in these notices.  Dr. Stephanie Cave, of Baton Rouge, testified before Congress on July 18, 2000 as to the benefits she has seen in her autistic patients who have undergone chelation. 

Further, we expect the FDA to make available to the general public notification of the recall as set forth under 21 CFR Ch 1 Section 7.50 and mandate that the pharmaceutical companies who have produced thimerosal-containing vaccines provide regular updates in the form of recall status reports as set forth in 21 CFR Ch 1 Section 7.53.

Dr. Henney, every day during routine vaccinations 8,000 children in this country are at risk for exposure to mercury-containing vaccines at doses which far exceed the maximum safe levels set by your own agency.  Your agency will be held accountable for not halting thimerosal use immediately and for not informing physicians and parents to seek appropriate medical treatments, including chelation for children who have been damaged by these mandatory vaccinations.  Do not magnify the thimerosal tragedy.  Recall these toxic products immediately. 

Sincerely,

Lyn Redwood

President, SAFE MINDs

cc: Congressman Dan Burton

