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THE BURDON OF SCIENTIFIC AND LEGAL PROOF OF EFFICACY AND SAFETY FOR FLUORIDATION RESTS WITH THE ASSERTING PARTY TVWD, NOT THE VOTERS, NOT THE CUSTOMER PATIENTS, NOT THE STATE NOR THE FEDS.  TVWD IS THE ASSERTING PARTY, MANUFACTURER, FORMULATOR, DISTRIBUTOR, DISPENSOR AND ADMINISTRATOR, AND MUST POSSESS AND PROVIDE PROOF OF JURISDICTION, EFFICACY AND SAFETY.  

Earlier in 2011, the management of TVWD lowered the concentration of fluoride.  The reduction is a move in the correct direction; however, inadequate for the safety of infants and other high risk subpopulations.

Congress has in the FDCA given the FDA CDER (Food and Drug Administration Center for Drug Evaluation and Research) jurisdiction over substances used with the intent to prevent disease, drugs.

Congress has prohibited the EPA (Environmental Protection Agency) from adding substances to water for health care purposes, other than the disinfecting of water.
The CDC (Centers for Disease Control) has confirmed Congress has not authorized the CDC to determine the safety of fluoridation.  For infants the CDC cautions:

“Although formula itself has low amounts of fluoride, if your child is exclusively consuming infant formula reconstituted with fluoridated water, there may be an increased chance for mild dental fluorosis.” 
Congress has not authorized HHS (Health and Human Services) to determine the efficacy or safety of fluoridation.

The Oregon Legislature has not authorized fluoridation (the addition of fluoride to public water) and Oregon has agreed to abide by the SDWA (Safe Drinking Water Act) which forbids the addition of substances to public water for health related purposes other than the disinfection of public water.

TVWD (Twalatin Valley Water District) has direction from the voters to add fluoride to public water, but does not have authority to bypass general and customary regulatory agencies, laws and science for water safety. 
I. FLUORIDATION FREE TV’S REQUEST OF TVWD FOR IMMEDIATE ACTION.

Motion or Resolution to Reduce Fluoride Concentration to as Close to Mother’s Milk as Practical. 
Mothers’ milk is essentially fluoride free.  Concentration of fluoride in mother’s milk from several studies range from not detected to 0.017 ppm
 (unless extremely high fluoride intake is ingested.)  Nature protects the infant from fluoride, and so should TVWD.  TVWD fluoridated water is not safe for infants. 

With only a request for public comment from HHS/CDC/EPA on a proposal to reduce fluoride concentration, TVWD lowered the concentration of fluoride from about 1.0 ppm to 0.7 ppm.  TVWD has demonstrated authority to adjust the concentration of fluoride without referendum.  
This request provides scientific evidence TVWD must lower the concentration of fluoride to protect infants rather than protecting policy.  
Most samples of mothers’ milk are essentially fluoride free. 


Oregon Public Health states, “Breast milk is widely acknowledged to be the most complete form of nutrition for infants; its benefits for infants’ health, growth, immunity, and development are well documented.” 
  Although 90.4 percent initiate breastfeeding in Oregon, 49.1 percent report exclusively breastfeeding their infants for at least 8 weeks and only 22.3% at 6 months.  

This request is focused on making TVWD safe for infants and the protection of more than 3 out of 4 infants under six months of age on formula.  Mother’s milk is the normative model against which all other infant nutrition is to be judged.


Historically, promoters of fluoridation claimed 1 ppm in water would not cause dental fluorosis and they have been proven wrong.  Currently 40% of 12 year olds have dental fluorosis which is a disruption in enamel formation and a biomarker of toxic necrotic (cell death) exposure to fluoride. 
In 2006 Hong reported:  
“Cumulatively from birth to 36 months, average daily intake of 0.04 mg F/kg 
BW or less carried relatively low risk for fluorosis (12.9% for maxillary central 
incisors, 6.8% for first molars).”

In other words, based on Hong, in order to only have a 12.9% risk of showing dental signs of excess fluoride ingestion, a 4 kg (8.8 pound) infant should not ingest more than 0.16 mg of fluoride, found in 6.9 oz of TVWD water at 0.7 ppm.  Infants, however, need about 2-4 oz milk or formula every 1.5 to 3 hours. 
Infants consuming 1 liter (about 35 oz) of TVWD water receive about 0.7 mg of fluoride.  A 4 kg infant would ingest about 0.25 mg F/kg BW, approximately six times the dosage of 0.04 mg F/kg BW Hong found to cause 12.9% of the population to have dental fluorosis. 

TVWD must not accept 40% or even 12.9% of young children showing a biomarker of toxic fluoride ingestion intake as a “relatively low” risk.  In order to protect policy rather than infants, the EPA glaringly ignored infants younger than six months of age.  TVWD must no longer ignore the protection of infants as the EPA has done.  To protect policy, the EPA cherry picked science and has proposed a new increased RfD of 0.08 mg F/kg BW as safe, double what Hong found causes 12.9% of children to show signs of toxic fluoride ingestion.   Fluoridation lacks a margin of safety because it is causing harm.
The EPA’s own graph below which shows the results of increasing the RfD and lowering the concentration of fluoride in water and only considering protection for the 90th percentile leaves about one third of children at risk of excess fluoride ingestion.  According to the EPA, all children above the black line are ingesting too much fluoride.  And the EPA totally ignores infants younger than six months of age, starting the graph at 0.5 years of age.  See EPA Figure 8-1 below.
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If TVWD determines12.9% of children harmed without any margin of safety as acceptable, the concentration of fluoride in TVWD water must be no higher than 0.16 ppm.
  A reasonable margin of safety of 10 should be added bringing the concentration of TVWD to 0.016 ppm, close to the concentration of mother’s milk.  Most samples of mother’s milk contain virtually no detectable fluoride and to protect infants, TVWD must lower fluoridation concentration of fluoride added to the water as close to the fluoride concentration of mother’s milk as possible, 0.01 ppm or as low as fluoridation equipment can be adjusted.
Spittle (2011)
 reported: 

“The studies currently available on the development of IQ all have their limitations, and although cases can be made, based on a pool of eight reports and a paper by Xiang et al., respectively, for levels of F in drinking water of 0.1 and 0.185 mg F/L being safe for all children, other evidence, from Ding et al., suggests that even a level as low as 0.081 mg F/L is not safe. Thus there is no threshold for F neurotoxicity in drinking water, and the only assuredly safe level is zero.”

TVWD MUST NOT IGNORE BABIES AND REDUCE FLUORIDE CONCENTRATIONS
II. REQUEST IS CONSISTENT WITH GENERAL AND CUSTOMARY PRACTICES AND FEDERAL AND STATE LAWS.
(Note:  The evidence presented here is brief and incomplete.  However, a short overview of “50 Reasons to Stop Fluoridation” attached as “Appendix A” with its appendixes is broader in scope; however, fewer details.  Peckham (2011), Appendix 12
 is a balanced, although again incomplete consideration of both sides of the fluoridation controversy and Appendix 15 Spittle (2011) is the most current review of neurological studies.)
A. For The Health And Safety of The Public, TVWD Must Comply with Both Drinking Water Laws and Drug Possession and Manufacturing Laws.

TVWD’s intent is certainly to comply with drinking water laws and regulations when adding chemicals to public drinking water and distribute that water.  However, when TVWD adds, formulates, or manufactures a drug in or with drinking water, uses and sells that drug to patients, TVWD must also comply with drug laws and regulations.

For example, if the voters or TVWD Board chose to build a building or new water line, the decision would not automatically exempt the TVWD Board from general and customary laws.  Approved materials, licensed engineers, architects, building inspectors, and contractors would be required.  Just because the voters held a referendum and by majority chose to build a water line does not in and of itself exempt the project from certified materials or supervision by licensed professionals.

The same concept holds for manufacturing a substance with the public water intended to prevent, treat or mitigate disease.  Just because the voters request fluoride, lithium, statins, or any other additive be formulated with the public water with the intent to prevent disease, does not mean TVWD is exempt from general and customary laws regulating the manufacturing and dispensing of those substances based on intent.    
III. CONGRESS IN FEDERAL LAW HAS DEFINED FLUORIDE AS A DRUG, NOT A FOOD.

A.
Both the Listing of Fluoride (sodium fluoride) as a Drug OR the Intent of Use Defines Fluoridation as a Drug Regardless of Concentration.  

1.
Fluoridation is a drug based on federal law:

“21 U.S.C. 321 CHAPTER II—DEFINITIONS   (g)(1) The term "drug" means (A) articles recognized in the official United States Pharmacopoeia, official Homoeopathic Pharmacopoeia of the United States, or official National Formulary, or any supplement to any of them;”   

Sodium Fluoride is listed in the 2007 US Pharmacopoeia pages 3194-3196.
  Congress and the President have clearly defined drugs and fluoride is listed as one of the drugs.  
Fluoride is exempt from Federal and state “poison” and “highly toxic” laws when regulated as a drug.
  Fluoride is not exempt from poison laws as a food.  
Congress has not exempted fluoride from drug laws as a food nor exempted public water systems, cities, or state legislatures from the FFDCA as drug manufacturers.  Congress has not authorized TVWD, CDC, HHS, EPA, NSF or the Tualatin Valley water district voters to make drug safety and efficacy determinations.  Referendums do not exempt drug manufacturers from FDA CDER approval.
2. Federal law expands and confirms the definition of drugs.  Even if fluoride were not listed as a drug (supra), the intent of use to allegedly prevent the disease dental caries, defines fluoride as a drug. 

“21 U.S.C. 321 CHAPTER II—DEFINITIONS   (g)(1) The term "drug" means . . . (B) articles intended for use in the . . . prevention of disease in man or other animals;” 
The FDA explains how “intent of use” is determined:

· “Claims stated on the product labeling, in advertising, on the Internet, or in other promotional materials. Certain claims may cause a product to be considered a drug, even if the product is marketed as if it were a cosmetic. Such claims establish the product as a drug because the intended use is to treat or prevent disease or otherwise affect the structure or functions of the human body. Some examples are claims that products will restore hair growth, reduce cellulite, treat varicose veins, or revitalize cells. 
· Consumer perception, which may be established through the product’s reputation. This means asking why the consumer is buying it and what the consumer expects it to do. 

· Ingredients that may cause a product to be considered a drug because they have a well known (to the public and industry) therapeutic use. An example is fluoride in toothpaste.”
 

B.
According to Repeated Statements by the FDA and Under a Freedom of Information Request, the FDA Confirmed the Active Ingredients in Fluoridation are Unapproved Drugs, 
Is fluoride a drug or food?  The FDA responded,
“Sodium fluoride used for therapeutic effect would be a drug, not a mineral nutrient.”

The FDA responded again,

 “A search of the Drugs@FDA database . . . of approved drug products and the Electronic Orange Book . . . does not indicate that sodium fluoride, silicofluoride, or hydrofluorosilicic acid has been approved under a New Drug Application (NDA) or Abbreviated New Drug Application (ANDA) for ingestion for the prevention or mitigation of dental decay. . .”
  

C. The FDA responded to Representative Ken Calvert that Fluoride is a Drug. 

“Fluoride, when used in the diagnosis, cure, mitigation, treatment, or prevention of disease in man or animal, is a drug that is subject to Food and Drug Administration (FDA) regulation.”

D. The Washington State Board of Pharmacy also Confirmed Fluoride is a Prescription Drug under State and Federal Law. 

The Washington State Board of Pharmacy (BOP) has issued its interpretive opinion that fluoride, when used to prevent, mitigate or treat disease is a legend drug:
 “Fluoride is a legend drug regulated under chapter 69.41 RCW.  RCW 69.41.010 defines a ‘legend drug’ as drugs ‘which are required by state law or regulation of the state board of pharmacy to be dispensed on prescription only or are restricted to use by practitioners only.’ In WAC 246-883-020(2), the Board specified that ‘legend drugs are drugs which have been designated as legend drugs under federal law and are listed as such in the 2002 edition of the Drug Topics Red Book.’”
,
 
E. The Idaho Board of Pharmacy Confirmed fluoride is a Drug.
 

There is no reason to doubt that all state Board’s of Pharmacy would agree with the FFDCA and FDA CDER that fluoride for ingestion with the intent to prevent disease is a drug.   For several years, the Oregon Board of Pharmacy has avoided responding.  

F. Pharmacists Require a Doctor’s Prescription to Purchase Fluoride for Ingestion.  Pharmacists will also Confirm that Fluoride for Ingestion is Not an FDA approved Drug.  

If fluoride were a “food,” “supplement,” or “nutrient” for ingestion, or required for optimal health, fluoride for ingestion would not be sold in stores by prescription only.   
The CDC has no authority to recommend unapproved drugs either diluted in fluoridated water or supplements.
  The EPA has no authority to protect a pollutant based on assumptions of dental therapeutic value.  TVWD has no authority to sell unapproved drugs or approve drugs for sale.
G. The U.S. Supreme Court has Confirmed that it is Congress and the Language of Its Statutes that Controls the Jurisdiction of the Food and Drug Administration.   (FDA v. Brown & Williamson, 529 U.S. 120 (2000))
H. The FDA CDER has Defined Fluoride as a Drug in Toothpaste.

1.
“For example, fluoride toothpaste, antiperspirants, dandruff shampoos and sunscreens are all considered “drugs.”

”Upon review of the Food and Drug Administration's (FDA) drugs@fda site
(http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm <http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm> ), it
identifies one approved NDA fluoride product.  Therefore, all other
marketed fluoride products without an application are not approved FDA
drugs.”

TVWD fluoridated water is without FDA CDER application and not approved.
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The toothpaste label (above photo of Crest Toothpaste) is appropriately labeled and states, “Drug Facts” “Do Not Swallow” (0.25 mg of fluoride is in a ”pea” size amount of toothpaste).
  For the FDA CDER to require approval and a statement on fluoride toothpaste that fluoride is a drug and yet the TVWD suggest the systemic use of fluoride at the same amount of 0.25 mg/glass of water miraculously becomes a safe contaminant or food, is scientifically irrational and a gross material contradiction of fact, science, law, ethics and makes no sense.  
There is no scientific or legal evidence to suggest that ingesting 0.25 mg of sodium fluoride in water is safer, less toxic, or exempt from FDA CDER jurisdiction than 0.25 mg of sodium fluoride, stannus fluoride, or any other fluoride in toothpaste.  If toothpaste has a warning not to ingest more than a pea size amount, fluoridated water should have the same warning on a little more than a glass of water.  The public loses confidence when TVWD forces people to ingest what the FDA CDER says not to ingest.  
I.
EPA "takes out" and FDA "puts in" to market.    

The EPA leaves a contaminant in water until the level of confidence in the science available creates enough confidence of risk to take the substance out of water.   EPA regulates the contaminant existing in the water, not the manufacturing, formulating, labeling or distribution of substances made with public water used with the intent to prevent disease.

 

In contrast:

 

The FDA CDER “keeps” the substance out of the market until the science required of manufacturers gives confidence the substance is effective and safe to put into market".   

  

However, the fluoride compound occurring naturally in water, calcium fluoride, is much less toxic than sodium fluoride which is added to TVWD.   
J.
Fluoridated Waters Are Drugs Under Federal Statutes, State Statutes, Federal Prescription Drugs, State Prescription Drugs, and State Legend Drug Laws.  

The doctrine of federal preemption is rooted in the Supremacy Clause of the US Constitution.
  Although there is a presumption that the “historic police powers of the States” will not be preempted by federal law, that presumption can be overcome if Congress intends that the federal law preempt state law. (All-Pure Chemical Co. v. White,  127 Wn.2d 1, 5, 896 P.2d 697 (1995).)  Federal law preempts state law when Congress intends to occupy a given field, when state law directly conflicts with federal law, or when state law would hinder accomplishment of the full purposes and objectives of the federal law.  Preemption may be either express or implied, and is compelled whether Congress’ command is explicitly stated in the statue’s language or implicitly contained in its structure and purpose. (Id.)  Where state law and federal law directly conflict, state law must give way.  (Pliva, Inc. v. Mensing.  US 131 S.Ct. 2567, 2577 L.Ed. 2d (2011).)  State and federal law conflict arises where it is impossible for a third party to comply with both state and federal requirements.  (McCurry v. Chevy Chase Bank, FSB, 169 Wn.2d 96, 100, 233 P.3d 861 (2010).)
K.
TVWD Fluoride Additive (Bulk Sodium Fluoride) are Drugs Under Federal Law.  
1.
Drug regulation in the US began in 1736.
  As early as 1848, the US began limited drug regulation.  Congress adopted more comprehensive drug statutes in the Food and Drug Act of 1906, which prohibited the manufacturer of any drug that was “adulterated or misbranded.”
  This Act defined “drug” as: 

“All medicines and preparations recognized in the United States Pharmacopoeia or National Formulary for internal or external use, and any substance or mixture of substances intended to be used for the cure, mitigation, or prevention of disease of either man or other animals;”

In 1912 Congress amended the Act to prevent false claims.  In 1938 Congress amended the Act to require FDA approval for new drug application (NDA) to demonstrate a drug was safe BEFORE entering the market. 

In 1951 (Durham-Humphrey Amendment) Congress explicitly defined two classes of medications, prescription and over-the-counter (OTC).  In response, the FDA adopted a regulation stating:
i. The program for fluoridation of public water supplies recommended by the Federal Security Agency, through the Public Health Service, contemplates the controlled addition of fluorine at a level optimum for the prevention of dental caries.

ii. Public water supplies do not ordinarily come under the provisions of the Federal Food, Drug, and Cosmetic Act. . . 

iii. The Federal Security Agency will regard water supplies containing fluorine, within the limitations recommended by the Public Health Service, as not actionable under the Federal Food, Drug, and Cosmetic Act.


And it was published as amended in 1995.  
2.
In 1996 the FDA reversed its position to not enforce the FFDCA regarding fluoridated water after the EPA/FDA MOU was terminated and after Congress adopted the DSHEA that defined minerals as drugs if used to prevent specific diseases.  In 1996, the FDA determined that its 1952 regulation was obsolete or no longer necessary and the regulation was revoked. (61 FR 29476)  The revocation of 212 CFR 250.203 occurred after the EPA announced the “Termination of the Federal Drinking Water Additive Program” effective April 7, 1990. (53 FR 25586-89; CP 142-45) The purpose of a 1979 MOU between FDA and EPA was having EPA operate the federal drinking water additive program.  (44FR 42775-78; CP 224-31.)  EPA’s announcement of termination of its additive program was effective notice to FDA that the 1979 MOU was terminated.  (53 FR 42776, CP 225 “This [MOU] shall continue in effect unless . . . terminated by either party upon thirty (30) days advance written notice to the other.”)


3.
The revocation of 21 CFR 250.203 also occurred after the adoption by Congress of the Dietary Supplement Health and Education Act of 1994 (Pub. L. 103-417; “DSHEA”).  This 1994 Act of Congress clarified Congressional intent that minerals including fluoride are drugs if the intended use is to prevent disease.

A dietary supplement is deemed to be “food,” [21 U.S.C.] 321 (ff), which is defined in part as “articles used for food or drink for man or other animals,” Id. 321(f)(1), except when it meets the definition of a “drug,” which is defined in part as “articles intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease in man or other animals.” 
(Alliance for Natural Health U.S. v. Sebelius, 714 F. Supp.2d 48, 50 (D.D.C. 2010).)


Under the DSHEA, dietary supplements include minerals.  (21 U.S.C.321(ff)(1)(B))  In adopting the DSHEA, Congress clarified its intent that fluoride mineral when used to prevent disease is a drug under federal law.  The Commissioner of the FDA now concurs.



4.
In 1962 Congress amended the FFDCA standard for approval of a NDA or ANDA from “safe” to “safe and effective” for the intended use. (Samuels at 545.)  For drugs with approved NDAs under the 1938 Act to retain these NDAs, they were required to demonstrate they were effective.  (Id.; Weinberger v. Hynson, Wescott & Dunning, Inc, 412 U.S. 609, 612-15, 93 S.Ct. 2469, 37 L.Ed.2d 207 (1973).)



5.
In 1972, the FDA established a new approval process for non-prescription drugs. (21 CFR Part 330.)  This process resulted in the establishment of over-the-counter monographs for various drug classifications including a monograph for anticaries drug products that do not require prescription. (21 CFR Part 355.)  This final rule, as amended, provides that all OTC anticaries drug products introduced to the Market after April, 1997 must comply with general conditions in 21 CFR 330.1 and with anticaries monograph conditions in 21 CFR Part 355; otherwise a NDA or ANDA is required.


6.
On or after [April 7, 1997] no OTC drug product that is subject to the monograph and that contains a non-monograph condition . . . may be initially introduced. . . into interstate commerce unless it is the subject of an approved application or abbreviated application.

Also, FDA regulations provide that any anticaries drug that includes hydrogen fluoride requires an NDA.  (21 CFR 310.545(a)(2) and (b).)


7.
Once again, federal law is clear “21 U.S.C. 321 CHAPTER II—DEFINITIONS   (g)(1) The term "drug" means
 (A) articles recognized in the official United States Pharmacopoeia, official Homoeopathic Pharmacopoeia of the United States, or official National Formulary, or any supplement to any of them; 

(B) articles intended for use in the . . . prevention of disease in man or other animals;” 

Sodium Fluoride is listed in the 2007 US Pharmacopoeia pages 3194-3196.
  Congress, the President, the Oregon Legislature and Governor have clearly defined drugs, and fluoride is listed as a drug and the intent of adding/formulating fluoride with water is to prevent dental disease.  The intent of use makes fluoride a drug regardless of whether it is a placebo or hoax.  Although the addition of fluoride has been tossed like a hot potato between agencies, currently the FDA CDER has jurisdiction of substances used with the intent to prevent disease even if they are mixed in public water.

8.
As early as 1916, the federal Supreme Court concurred that products that were otherwise defined as “foods” would be “drugs” under federal statute when labeling for the substance includes statements of therapeutic or preventative effect. (Seven Cases v. United States, 239 U.S. 510, 513-14, 36 S.Ct. 190, 60 L.Ed. 411 (1016).)  And after the 1938 Act again concurred that “food products” will be “drugs” based on “labeling.” (Kordel v. United States, 335 U.S. 345, 346, 69 S.Ct. 106, 93 L.Ed. 52 (1948).)  In 1969, the federal Supreme Court, in finding a product was a drug, explained, 

Congress intended to define “drug” [in 21 U.S.C. 321 (g)(1)(B)] far more broadly than does the medical profession…. The word “drug” is a term of art for the purposes of the Act, encompassing far more than the strict medical definition of that word.

(United States v. An Articl of Drug …Bacto-Unidisk, 394 U.S. 784, 793, 89 S.Ct. 1410, 22 L.Ed.2d 726 (1969).) The Bacto-Unidisk Court continued: 

Congress fully intended that the Act’s coverage be as broad as its literal language indicates – and, equally clear, broader than the strict medical definition might otherwise allow….the Food, Drug, and Cosmetic Act is to be given a liberal construction consistent with the Act’s overriding purpose to protect the public health.

(Id. At 798)  The Bacto-Unidisk Court finally directed,

We must take care not to narrow the coverage of a statute short of the point where congress indicated it should extend (Id. at 801).


9.
In the construction of federal statutes, “the decisions of the Supreme Court of the United States are binding” on the TVWD Board. (Beezer v. City of Seattle, 62 Wn.2d 569, 573, 383 P.2d 895 (1963).)  Therefore, the Board is required to construe the definition of drug as “articles intended for use in the . . . prevention of disease” as “broad as its literal language indicates.”

10.
Interpretation of federal statutes by other federal courts are entitled to great weight in Oregon.  A long line of federal court cases has found that articles normally regulated as “foods” will be regulated as “drugs” if the intended use is to treat or prevent a disease:

The word “drug” is defined in 21 U.S.C. § 321(g)(1)(B) to include:

Articles intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease in man or other animals. . . Thus, it is the intended use of an article which determines whether or not it is a “drug,” and even the most commonly ingested foods and liquids are “drugs” within the meaning of the [FFDCA} if their intended use falls within the definition of §321 (g)(1)(B).


11.
In determination of whether TVWD fluorides and water are drugs, the only question under the FFDCA is whether the intended use of the product is to prevent disease, not whether the product actually prevents disease.  

Fluoride has a chemical reaction with teeth not a biological function.  There is no known biological benefit or need for fluoride.  Dental caries is not due to the absence or inadequacy of fluoride consumption and hardening the teeth with fluoride is a chemical and not biological process.  

(United States v. Bowen 172 F. 3d 682, 686 (9th Cir. 1999).)  Intent “may be derived or inferred from [any] relevant source.”  National Nutritional Foods Ass’n v. Mathews, 557 F.2d 325, 334 (2nd Cir. 1977).)

The FDA’s interpretation of “intent” is entitled to “considerable deference.”  (Young v. Community Nutrition Institute, 476 U.S. 974, 981, 106 S.Ct. 2360, 90 L.Ed.2d 959 (1986).)   The FDA finds that intended use “may be shown by the circumstances surrounding the distribution of the article.” (21 CFR 801.4.) the FDA states:

In some instances, the mere presence of certain therapeutically active ingredients could make a product a drug even in the absence of drug claims.  In these cases, the intended use would be implied because of the known or recognized drug effects of the ingredient (e.g. fluoride in a dentifrice or fluoride in water).



12.
Perhaps partly in response to the FDA’s refusal to enforce the FFDCA for fluoridated water supplies, Congress adopted the DSHEA in 1994, with explicit statutory language that made fluoride a drug when used with intent to prevent disease.  Fluoride, being a mineral, is a dietary supplement under DSHEA.  (21 U.S.C. 321(ff)(1)(B))  TVWD is not adding a “contaminant” or additive to water like chlorine.  Minerals are normally regulated as foods except when they are drugs. (21 U.S.C. 321(ff) (“except for purposes of [21 U.S.C. 321(g) defining drugs] a dietary supplement shall be deemed to be a food;”



13.
In 1974, Congress passed the Safe Drinking Water Act (SDWA). (88 Stat. 1661; codified at 42 U.S.C. 300f et seq.)  The SDWA empowered the EPA to set standards for the control of contaminants in drinking water. (42 U.S.C. 300g-1(b); see In re Groundwater Cases, 154 Cal. App.4th 659, 677 (277).)  The SDWA authorizes EPA to adopt national primary drinking water regulations applicable to “public water systems.”  (42 U.S.C. 300f(1); see 42 U.S.C. 300f(4)(A).)  Under the SDWA, national primary drinking water regulations identify contaminants that have adverse effects on human health and specify a maximum contaminant level (MCL) for such contaminants. (42 U.S.C. 300f(1).)   Pursuant to its authority under the SDWA, the EPA has since established MCLs for a wide variety of contaminants  (See 40 CFR Pt. 141 for substantive regulations, Pt. 142 for implementation regulations, and Pt. 143 for national secondary drinking water regulations that are not enforceable.)  The fluoride MCL is 4.0 mg/l. (1 mg=1 part per million (ppm).  (40 CFR 141.62(b)(1).)


14.
But there is no SDWA statutory provision or implementation regulation that addresses or sets standards for fluoride water additives.
  (SDWA; 40 CFR Part 141 et seq.)  Therefore, there is no possible statutory conflict where Congress intended the SDWA to interfere with the FFDCA or FDA authority to regulate drugs.  If Congress wanted to exempt public drinking water from the definition of drugs, in 21 U.S.C. 321(g)(1)(B) it certainly had the knowledge of how to do it as it had exempted “food” and more than 20 significant amendments to the FFDCA since 1980.  The SDWA did not explicitly or implicitly repeal any drug provision of the FFDCA or any drug authority of the FDA.


15.
In 1979, the EPA and FDA entered into an MOU where the FDA agreed not to enforce its food authority over public drinking water in exchange for EPA creating a federal regulatory drinking water additives program. (CP 224-31)  In the FFDCA, Congress gave FDA authority to regulate foods to ensure they are “safe” (21. U.S.C. 393(b)(2)(A)) and drugs to ensure they are “safe and effective” (21. U.S.C. 393(b)(2)(B)).   Normally for drinking water, only food regulations would be applicable and prior to 1979, the FDA generally regulated drinking water as a food.  (CP224.)  But after passage of the SDWA, EPA and FDA were concerned that FDA’s “food” authority and EPA’s “public drinking water” authority might result in “duplicative and inconsistent regulations” so they entered an MOU.  In the MOU, FDA agreed not to use its “food” authority to regulate public drinking water, based on a commitment that EPA would adopt regulations to control additives in public drinking water.

There is no mention in the MOU that FDA would, or could, give up its “drug” authority over public drinking water and public drinking water additives.  Congress required “drugs” to be “effective” (21 U.S.C. 393(b)(2)(B)) and Congress never gave EPA authority to regulate drug effectiveness.  The MOU inartfully states;
[EPA and FDA] have determined that the passage of the SDWA in 1974 implicitly repealed FDA’s authority under the FFDCA over water used for drinking water purposes.


Read in context with the other provisions of the MOU this can only possibly be true with respect to FDA’s “food” authority and cannot be true with respect to FDA’s “drug” authority (CP 224-5; See Board of Governors of the Federal Reserve System, 474 U.S. 361, 368, 106 S.Ct. 681, 88 L. Ed.2d 691 (1986) (“agency interpretation” cannot “alter the clearly expressed intent of Congress.”))


16.
In a subsequent section, the MOU states;
[EPA and FDA] agreed that the Safe Drinking Water Act’s passage in 1974 implicitly repealed FDA’s jurisdiction over drinking water as a “food” under the [FFDCA].


Thus the MOU itself clarifies that the MOU only impacts FDA’s “food” regulations.  The MOU states:

Under the agreement, EPA now retains exclusive jurisdiction over drinking water served by public water supplies, including any additives in such water.


In context, EPA does not have exclusive jurisdiction when public drinking water, including any additives in such waters, are “drugs” because Congress has given exclusive jurisdiction over drugs to the FDA. (21 U.S.C. 393(b)(2)(B); FDA v. Brown & Williamson Tobacco Corp., 529 U.S. 120, 126, 120 S. Ct. 1291, 146 L.Ed.2d 121 (2000).)  Congress has clearly defined “drugs in 21 U.S.C. 321(g)(1).  Further EPA claims no authority that would give it jurisdiction over the determination of “effectiveness” of drugs. 



17.
In 1988, EPA published in the Federal Register a “Notice” that it was terminating its commitment to FDA to create a federal regulatory drinking water additives program. (53 FR 25586-89)  In this 1988 Notice EPA admitted that it “does not currently regulate the levels of additives in drinking water.”  It explained that the “SDWA does not require EPA to control the use of specific additives in drinking water.”  It states, (see appendix  )

Resource constraints and the need to implement mandatory provisions of the SDWA precluded the Agency from implementing the comprehensive program originally envisioned. . .  

The notice describes how EPA was cooperating with a private third-party organization to have that organization take over the development and monitoring of standards for public drinking water additives and explained that it would be “up to the States and utilities to determine the suitability of any ‘third-party’ certification.”  Then it announced that effective April 7, 1990, it would withdraw all EPA and predecessor agency lists of acceptable water additive products and all EPA and predecessor agency advisory opinions on drinking water additives.  EPA stated that “Discontinuance of the additives program at EPA does not relieve the Agency of its statutory responsibilities.”



18.
EPA’s Federal Register published Notice that it was terminating its commitment to FDA to create a regulatory federal drinking water additives program was effective notice to FDA that EPA was exercising its option to terminate the MOU.  Thus the 1979 MOU was terminated in 1990 and EPA removed the cloud over FDA’s “food” jurisdiction regarding public fluoridated water.  FDA never lost “drug” jurisdiction over fluoridated water, but its policy, that it would not enforce this jurisdiction, remained in effect from 1952 to 1996.


19.
See http://www.osbar.org/publications/bulletin/05augsep/martin.html


L.
The Fluoridated Waters (Diluted Fluoride) are Drugs Under Federal Statutes. 

The fluoridated water is also a drug under federal statute.  The fluoridated water is sold, delivered and marketed with the intent to prevent dental caries.  Waters that have fluoride, but no fluoride added, would not be regulated as drugs unless it is established that there is an intent to prevent disease.


By federally-regulating all public water systems in all states with the adoption of the SDWA, Congress declared its intent that all such public water systems are in interstate commerce and therefore federal laws apply to water additives for these systems.  In addition, all fluorides are manufactured out of state and are interstate commerce.


1.
Under federal law, TVWD bulk fluorides are federal drugs and clearly prescription drugs because of their toxicity and package quantity.  Most sodium fluoride packages are 50 pound bags.  The 2009 Drug Topics Red Book show that bulk sodium fluoride in package sizes of 125 grams (about 4 ounces) and larger are included in its prescription drug list.  Hydrofluorosilicic acid often come in large tanker trucks of many thousands of pounds.  This is not an over-the-counter (OTC) drug.



2.
TVWD fluoridated waters are not OTC drugs because the chemicals used today were first made for some customers after April 7,1997.  All OTC anticaries drug products introduced to the market after April 7, 1997 must comply with general conditions in 21 CFR 330.1 and with anticaries monograph conditions in 21 CFR Part 355; otherwise a NDA or ANDA is required.  The TVWD fluoridated waters do not meet the anticaries monograph conditions in 21 CFR Part 355 because their fluoridated waters are intended to be swallowed and there are no monograph OTC drugs that can be swallowed except under 21 CFR 355.60 and products in this section are restricted to use by practitioners only.  TVWD water customers do not only drink in their medical/dental practitioner’s office under direct or indirect supervision or with prescription.



3.
In 2008, FDA published in “Pharmacy Today,” an FDA Initiative
 (highly informative) stating: 

“Many older drugs without FDA approval claim to be grandfathered; however, FDA believes that very few drugs are on the market that are actually entitled to grandfather status because the drugs currently on the market likely differ from the previous versions in some respect, such as formulation, dosage or strength, dosage form, route of administration, indications, labeling, or intended patient population. If a firm claims that its product is grandfathered, it is that firm’s burden to prove that assertion.”


TVWD has not maintained the same formulation (1 ppm), dosage or strength, labeling or intended patient population and has not proven their drug is grandfathered.  


Because TVWD fluoridated waters were first made with the current formulations after April 7, 1997, and because they do not meet anticaries monograph conditions, and because they do not have approved NDAs or ANDAs they cannot be OTC drugs. (Supra.)  Therefore, under federal laws and regulations, TVWD fluorides and fluoridated waters are federal prescription drugs. 

M.
For the Health and Safety of the Public, FDA CDER Drug Guidance Includes: (Items in italics quoted from FDA)
 
 “American consumers benefit from having access to the safest and most advanced pharmaceutical system in the world.” 
Fluoride Free TV Response: Most developed countries do not fluoridate public water. Other countries are more advanced in providing consumers with freedom and safety against the unapproved and misbranded fluoridated water drug. 

“The main consumer watchdog in this system is the U.S. Food and Drug Administration's Center for Drug Evaluation and Research (CDER). The center's best-known job is to evaluate new drugs before they can be sold. The center's evaluation not only prevents quackery, but also provides doctors and patients the information they need to use medicines wisely. CDER ensures that drugs, both brand-name and generic, work correctly and that their health benefits outweigh their known risks.”
Fluoride Free TV Response: The public loses confidence in FDA CDER as a “consumer watch dog” when it defers regulatory action on an illegal drug forcibly administered without label directly in public water to about 200 million of the public
 and the other 100 million indirectly.  The HHS and FDA CDER have not prevented the quackery of fluoridation, nor provided doctors and patients with information needed to use fluoride wisely, nor whether fluoridation works and health benefits outweigh their known risks.
 
“Drug companies seeking to sell a drug in the United States must first test it. The company then sends CDER the evidence from these tests to prove the drug is safe and effective for its intended use. A team of CDER physicians, statisticians, chemists, pharmacologists, and other scientists reviews the company's data and proposed labeling. If this independent and unbiased review establishes that a drug's health benefits outweigh its known risks, the drug is approved for sale. The center doesn't actually test drugs itself, although it does conduct limited research in the areas of drug quality, safety, and effectiveness standards.”
Fluoride Free TV Response: The fluoridated water drug has NOT been appropriately reviewed by competent scientists, pharmacologists, chemists, statisticians, and physicians inclusive of all valid research and laws.  Scientific evidence and participants in reviews to date have generally been cherry picked to support a predetermined conclusion.
 The CDC is not qualified nor charged by Congress to determine the safety or efficacy of drugs.  The EPA is prohibited from adding substances to water for the prevention of disease.  The FFDCA gives the FDA CDER, not give HHS, the jurisdiction to approve and regulate the dosage of drugs.
“Before a drug can be tested in people, the drug company or sponsor performs laboratory and animal tests to discover how the drug works and whether it's likely to be safe and work well in humans. Next, a series of tests in people is begun to determine whether the drug is safe when used to treat a disease and whether it provides a real health benefit.”

Fluoride Free TV Response: Not one double blinded prospective randomized controlled human trial is available either for benefits, risks/harm, or safety.  No tests have been done to determine existing, optimal safe serum, urine, saliva or other body tissue fluoride levels in the public.  The intended target tissue for fluoride is the tooth and no optimal enamel or dentin fluoride concentration has been suggested.  The primary DRA research is over a half century old.  Using half a century old estimates of fluoride exposure rather than measurements of fluoride existing in tissues is unacceptable and the public is being harmed.  Any competent scientist will consider measurements better than estimates.   

An absence of quality evidence has been irresponsibly used as proof of safety, and low quality studies evading known and unknown factors are quoted because they appear to support fluoridation, while current studies refuting or raising concerns of risk are ignored.  However, the FDA CDER is the most competent organization to determine scientifically whether the benefits outweigh the risks.  

N. The IOM (Institute of Medicine): the Role of Drug Approval is with the FDA.  
When cautioning about identifying and preventing medical errors, the IOM stated:

“As used in this study, the phrase "drug safety and quality" did not include known risks associated with the medication itself, product purity, or integrity, that are the subject of extensive FDA oversight and regulation through the drug approval process and good manufacturing practice (GMP) regulations and guidance.”

IOM support for a drug does not exempt the drug from FDA CDER NDA (new drug application and approval) nor is the IOM authorized to define fluoride as a food.
O.
The Surgeon General’s Office also Relies on the FDA for Drug Approval.

“The level of evidence, for example, to justify the entry of a new drug into the marketplace has to be substantial enough to meet with approval by the U.S. Food and Drug Administration (FDA).”


A Surgeon General’s support for a drug does not exempt the drug from FDA CDER NDA nor define the drug as a food.   

P.

The FDA has No Records of Congressional Approval for FDA to Relinquish Drug Regulatory Approval for Fluoride in Drinking Water or Congressional Approval for EPA to Assume Jurisdiction as Related to Public Water Systems.
  

Q. 
FDA’s Effort to Remove Unapproved Drugs From the Market
1. Quoting the FDA:
“Pharmacists are often not aware of the unapproved status of some drugs and have continued to unknowingly dispense unapproved drugs because the labeling does not disclose that they lack FDA approval. FDA estimates that there are several thousand unapproved drugs illegally marketed in the United States. FDA is stepping up its efforts to remove unapproved drugs from the market. . . . 

“FDA has serious concerns that drugs marketed without FDA approval may not meet modern standards for safety, effectiveness, manufacturing quality, labeling, and post-market surveillance. For example, FDA-approved drugs must demonstrate that their manufacturing processes can reliably produce drug products of expected identity, strength, quality, and purity.  . . .” Enforcement Priorities

Manufacturers of unapproved drugs are usually fully aware that their drugs are marketed illegally, yet they continue to circumvent the law and put consumers’ health at risk. 

Most recently, in June 2006, FDA issued a guidance entitled “Mar​keted Unapproved Drugs – Compliance Policy Guide” (CPG) outlining its enforcement policies aimed at bringing all such drugs into the approval process.  (www.fda.gov/cder/guidance/6911fnl.pdf)” 
  (emphasis added)


The EPA DRA (2010) continues to treat fluoride as a protected pollutant and include assumed and alleged flawed theories of efficacy and safety.  The EPA permits contaminants until science proves harm.  The FDA is required to prevent the marketing of contaminants until science proves safety.  The EPA lacks “post-market” surveillance of fluoridation and the drug does not meet modern standards for safety or efficacy, nor current assessment measurement standards.



2.
State Assemblyman John Kelly of New Jersey wrote to Senator Smith, August 14, 2000,

“It is my understanding that in 1975, the FDA issued a regulatory letter asking manufacturers to remove fluoride supplements from the market. To date, the FDA has not responded to my inquiry asking for clarification of their actions in 1975. Also, in 1993 I petitioned the FDA to enforce the law and remove children's fluoride supplements from the market. The FDA has ignored my repeated requests.”

IV.
THE OREGON LEGISLATURE HAS DEFINED DRUGS 
A. Oregon State Law 689.005 Defines Drugs
 “(10) “Drug” means:

      (a) Articles recognized as drugs in the official United States Pharmacopoeia, official National Formulary, official Homeopathic Pharmacopoeia, other drug compendium or any supplement to any of them;

      (b) Articles intended for use in the diagnosis, cure, mitigation, treatment or prevention of disease in a human or other animal;

      (c) Articles, other than food, intended to affect the structure or any function of the body of humans or other animals; and

      (d) Articles intended for use as a component of any articles specified in paragraph (a), (b) or (c) of this subsection.” 
· TVWD an entity 689.005(24) is in violation of drug laws, including but not limited to:
· TVWD administers 689.005(1); 689.005(28)(d)  
· to patients (689.005(1)(b) 
· TVWD delivers 689.005(6) 
· TVWD dispenses 689.005(8)
· TVWD distributes(9), 
· the fluoride drug 689.005(10)(a)(b)(c)(d) 
· without drug order by a practitioner 689.005(11), 
· without labeling 689.005(19), 689.505(1)(a)(b)(2)(a)
· without proper or safe storage and records 689.005(28)(f) 
· TVWD manufactures 689.005(20) without registration (689.305(2)(A)(C)(D); 

689.315(3)(4); 689.325; 689.335; 689.405; 689.445
· TVWD compounds, dispenses, distributes, 689.005(28)(b), 
· without advising of hazards 689.005(28)(g), 
· without practitioner licensing 689.005(29), 
· as a prescription or legend drug (a) Required by federal law, prior to being dispensed or delivered, to be labeled with either of the following statements: (A) “Caution: Federal law prohibits dispensing without prescription”; . . . (b) required by any applicable federal or state law or regulation to be dispensed on prescription only or is restricted to use by practitioners only”
· without prescription or prescription drug order either written, oral or electronically transmitted by an authorized practitioner, 689.005(32)
· without sealed unit dose 689.005(35)
· misbranded 689.505(2)(a)(B)(b)(A)(B)(D)(E)
· without name of the practitioner prescribing the drug 689.505(5)(b)
· without name of the patient 689.505(5)(d)
· without expiration date of the drug 689.505(5)(e)
· without record keeping 689.508
· without standard strength and purity 689.527(5)
· TVWD is in violation of manufacturing, compounding, selling possession of an unapproved drug 689.527(5)
· TVWD is in violation of giving away, dispensing, distributing, buying, receiving, possessing 689.527(6)
· TVWD is in violation of 689.527(7) as manufacturer and wholesaler, distributor, offering to sell, to persons not legally authorized to resell 
· TVWD does not display certificate or license 689.615 
· TVWD does not gain patient informed consent, for example 677.097
B.
Oregon Fluoridation Litigation
Oregon State Bar Bulletin – August/September 2005 Giedwoyn reports:


“On the other hand, critics point out that although the U.S. Food & Drug Administration has approved the use of fluoride products for topical application (such as toothpaste containing fluoride), it has never approved a fluoride compound for ingestion for the purpose of reducing tooth decay. (The FDA defines any fluoride product swallowed for a reduction in tooth decay as a drug.) Further clouding the issue is the fact that no federal agency currently regulates water additives, including fluoride. Finally, critics point to a growing body of scientific literature — including a recent Harvard study showing a strong link between fluoridation and a rare but lethal form of bone cancer — that connects fluoridated water to health problems. Opponents of fluoridation believe that such evidence – along with the absence of FDA approval or a federal regulation scheme – might provide them their day in court.”

C.
TVWD Lacks Oregon Statute Authorizing Fluoridation

The Oregon Legislature has not authorized fluoridation as a contaminant, as a drug, as a nutrient, as a food or as a poison.  TVWD is without Congressional or legislative authority or exemption from federal or Oregon laws.
D. OREGON CONSTITUTION: ARTICLE I, BILL OF RIGHTS, SECTION 1  
The Oregon Constitution starts out with the most important government action, which is the 

“Natural rights inherent in people. . . . all free governments are founded on their (people’s) authority, and instituted for their peace, safety, and happiness;”  
TVWD is in violation of the Oregon Constitution, Oregon Legislature, Federal Constitution and US Congress when not protecting the safety of the people by administering without individual consent an illegal drug without legend.  
Fluoride Free Tualatin Valley’s two requests are at minimum a start towards complying with state and federal laws.

V. INFANT EXPOSURE TO FLUORIDE 

Few scientists dispute the concept that mother’s milk for an infant is species specific and has the optimal nutrient composition for the infant.  The American Academy of Pediatrics provides guidance:
 “Exclusive breastfeeding is the reference or normative model against which all alternative feeding methods must be measured with regard to growth, health, development, and all other short- and long-term outcomes.”
 

Most samples of mother’s milk contain no detectable fluoride.  Concentration of fluoride in mother’s milk:

“Dabeka et al. (1986) found detectable concentrations in only 92 of 210 samples (44%) obtained in Canada, with fluoride ranging from <0.004 to 0.097 mg/L. The mean concentration in milk from mothers in fluoridated communities (1 mg/L in the water) was 0.0098 mg/L; in nonfluoridated communities, the mean was 0.0044 mg/L).”
  

Cow’s milk ranged from 0.007 to 0.068.

The International Academy of Oral Medicine and Toxicology reports: 

“In IAOMT's ongoing examination of the toxicological data on fluoride, the Academy has made several preliminary determinations over the last 18 years, each concluding that fluoride added to the public water supply, or prescribed as controlled-dose supplements, delivers no discernible health benefit, and causes a higher incidence of adverse health effects.” http://www.iaomt.org/articles/category_view.asp?catid=34
The Environmental Protection professionals through their Union stated: 

"In summary, we hold that fluoridation is an unreasonable risk.  That is, the toxicity of fluoride is so great and the purported benefits associated with it are so small - if there are any at all – that requiring every man, woman and child in America to ingest it borders on criminal behavior on the part of governments." 

Dr. J. William Hirzy, Senior Vice-President, Headquarters Union, 

US Environmental Protection Agency, March 26, 2001   

The Academy of General Dentistry reported: 

“When formula concentrations need to be diluted, it is recommended parents use bottled water that is fluoride-free or low in fluoride water or tap water from a reverse osmosis home water filtration system, which removes most of the fluoride.”  Source: Academy of General Dentistry 

CTRL + Click to follow link" \t "_blank" 
http://www.agd.org/public/oralhealth/Default.asp?IssID=303&Topic=F&ArtID=1247

In 2010, the EPA Dose Response Analysis report was released providing further evidence some were ingesting too much fluoride and the concentration of fluoride in public water needed to be reduced, presented the following Figure 8-1: 
[image: image3]

TVWD Board should carefully consider that this graph shows about one third of young children receive too much fluoride, all those above the black line (RfD).  Note that infants below 6 months of age are not included in the graph.  All infants on formula made with fluoridated water receive excess fluoride.  Also note that the EPA does not attempt to protect all children, only those up to the 90th Percentile.  The graph would look 10% worse if all children were included.  And the Board should note that this graph is based on the new proposed RfD which increased the alleged safety of fluoride from 0.06 mg/kg body weight to 0.08 mg/kg body weight.   Recent CDC data confirms this graph that over 40% of children now have dental fluorosis a biomarker of excess fluoride exposure.  


The graph (JADA) below of 21 published studies reports 20 studies showing infants on formula receive too much fluoride. 


[image: image4]

Most developed countries of the world protect infants and have little or no fluoridated water.
  Many communities have stopped fluoridation.
  Several studies report a cessation of fluoridation does not increase dental caries.
  An independent panel appointed by the City of Fairbanks provides a brief summary of concerns.

A few quotations from the literature:

"A major effort should be made to avoid use of fluoridated water for dilution of formula powders."
SOURCE: Ekstrand J. (1996). Fluoride Intake. In: Fejerskov O, Ekstrand J, Burt B, Eds. Fluoride in Dentistry, 2nd Edition. Munksgaard, Denmark. Pages 40-52. 

"If using a product that needs to be reconstituted, parents and caregivers should consider using water that has no or low levels of fluoride."
SOURCE: American Dental Association (2006). Interim Guidance on Reconstituted Infant Formula. November 9, 2006. 
"[I]nfant formulas reconstituted with higher fluoride water can provide 100 to 200 times more fluoride than breastmilk, or cows milk." 
SOURCE: Levy SM, Guha-Chowdhury N. (1999). Total fluoride intake and implications for dietary fluoride supplementation. Journal of Public Health Dentistry 59: 211-23. 
"[P]arents of children using powdered infant formula should be warned by their medical practioners to use unfluoridated or defluoridated water to reconstitute the formula."
SOURCE: Diesendorf M, Diesendorf A. (1997). Suppression by medical journals of a warning about overdosing formula-fed infants with fluoride. Accountability in Research 5:225-237.
"Our analysis shows that babies who are exclusively formula fed face the highest risk; in Boston, for example, more than 60 percent of the exclusively formula fed babies exceed the safe dose of fluoride on any given day." 
SOURCE: Environmental Working Group, "EWG Analysis of Government Data Finds Babies Over-Exposed to Fluoride in Most Major U.S. Cities", March 22, 2006. 
"[M]ore than 50 percent of infants are currently formula fed by 1 month of age, and these infants are likely to be continuously exposed to high intakes of fluoride for 9 or 10 months - a circumstance quite rare in the 1960s and early 1970s." 
SOURCE: Fomon SJ, Ekstrand J. (1999). Fluoride intake by infants. Journal of Public Health Dentistry 59(4):229-34. 
'[F]luoride exposure, at levels that are experienced by a significant proportion of the population whose drinking water is fluoridated, may have adverse impacts on the developing brain... The findings are provocative and of significant public health concern."
SOURCE: Schettler T, et al. (2000). Known and suspected developmental neurotoxicants. pp. 90-92. In: In Harms Way - Toxic Threats to Child Development. Greater Boston Physicians for Social Responsibility: Cambridge, MA. 
"Infant foods mixed with water pose a special problem... One wonders what a 50-fold increase in the exposure of fluoride, such as occurs in infants bottle-fed with water-diluted preparations, may mean for the development of the brain and other organs... There is reason to be aware of the possibility that fluoride may affect the somatic and mental development of the child." 
SOURCE: Carlsson A. (1978). Current problems relating to the pharmacology and toxicology of fluorides. Lakartidningen 25: 1388-1392. 
"The entire Board holds serious concerns about the current fluoride exposure of infants between the ages of zero and six months. We deem this exposure to be a "significant public health risk", and one that should be given immediate attention by the city and state."
SOURCE: Burlington Board of Health (Vermont, USA) August 31, 2005. See copy of full report. 
Fluoride Supplementation No Longer Recommend for Newborns: 
	Fluoride Supplement Dosage Schedule - 1994* 
(in mg of Fluoride per Day)

	
	Concentration of F in Drinking Water (ppm)

	Child's Age
	<0.3
	0.3-0.6
	>0.6

	Birth-6 months
	0 mg/day
	0 mg/day
	0 mg/day

	*Recommended by the American Dental Association, the American Academy of Pediatric Dentistry and the American Academy of Pediatrics.


"On January 31 and February 1, 1994, a Dietary Fluoride Supplement Workshop was held at the American Dental Association Headquarters in Chicago. The workshop was cosponsored by the American Dental Association (ADA), the American Academy of Pediatric Dentistry (AAPD), and the American Academy of Pediatrics (AAP). The workshop was convened because several reports had been published to show that the prevalence and, to a lesser degree, the intensity of dental fluorosis had increased in the permanent teeth of children of school age since the dosage for fluoride supplements were last revised by the three sponsoring organizations in 1979... 

* The recommended age to begin taking supplements is 6 months of age rather than at birth (previous ADA schedule) or at two weeks (previous AAP schedule). This change was made based on an assessment of risks and benefits."
SOURCE: Anon. (1999). Dosage schedule for dietary fluoride supplements. Journal of Public Health Dentistry 59:203-204.
"Infants less than one year old may be getting more than the optimal amount of fluoride (which may increase their risk of enamel fluorosis) if their primary source of nutrition is powdered or liquid concentrate infant formula mixed with water containing fluoride... If using a product that needs to be reconstituted, parents and caregivers should consider using water that has no or low levels of fluoride."
SOURCE: American Dental Association (2006). Interim Guidance on Reconstituted Infant Formula. November 9, 2006. 
"A major effort should be made to avoid use of fluoridated water for dilution of formula powders. In addition, when economically feasible, young infants fed formulas prepared from concentrated liquids should have these formulas made up with nonfluoridated water." 
SOURCE: Ekstrand J. (1996). Fluoride Intake. In: Fejerskov O, Ekstrand J, Burt B, Eds. Fluoride in Dentistry, 2nd Edition. Munksgaard, Denmark. Pages 40-52.

"[W]e recommend use of water with relatively low fluoride content (e.g. 0 to 0.3 ppm) as a dilutent for infant formulas and recommend that no fluoride supplements be given to infants." 
SOURCE: Fomon SJ, Ekstrand J, Ziegler EE. (2000). Fluoride intake and prevalence of dental fluorosis: trends in fluoride intake with special attention to infants. Journal of Public Health Dentistry 60: 131-9. 
"When infants are formula-fed, parents should be advised to reconstitute or dilute infant formula with deionized water (reverse osmosis, distilled, or low-fluoride bottledwater) in order to reduce the amount of systemically ingested fluoride." 
SOURCE: Brothwell D, Limeback H. (2003). Breastfeeding is protective against dental fluorosis in a nonfluoridated rural area of Ontario, Canada. Journal of Human Lactation 19: 386-90. 
"these findings suggest that in optimally fluoridated areas, the most prudent action by parents who wish to give their children formula, may be to use the ready-to-feed varieties. Alternately, these parents could dilute formula concentrate with bottled water instead of tap water. However, care would need to be exercised to be sure that the bottled water used contained a low fluoride concentration"
SOURCE: Pendrys DG, Katz RV. (1998). Risk factors for enamel fluorosis in optimally fluoridated children born after the US manufacturers' decision to reduce the fluoride concentration of infant formula. American Journal of Epidemiology 148:967-74. 
“All health professionals should understand the risks of preparing infant formulas with optimally fluoridated water and give precise recommendations to their patients. Additionally, this information should be emphasized in public health policies.” 
SOURCE: Buzalaf M, et al. (2004). Risk of Fluorosis Associated With Infant Formulas Prepared With Bottled Water. Journal of Dentistry for Children 71:110-113.
"Breastfeeding of infants should be encouraged, both for the many documented, general health benefits and the relative protection against ingestion of excessive fluoride from high quantities of intake of fluoridated water used to reconstitute concentrated infant formula early in infancy." 
SOURCE: Levy SM, Kiritsy MC, Warren JJ. (1995). Sources of fluoride intake in children. Journal of Public Health Dentistry 55: 39-52. 
“Use of powder concentrate would be recommended only for those with low-fluoride water.” 
SOURCE: Levy SM, Kiritsy MC, Warren JJ. (1995). Sources of fluoride intake in children. Journal of Public Health Dentistry 55: 39-52. 
“Our results suggest that the fluoride contribution of water used to reconstitute formulas increases risk of fluorosis and could be an area for intervention... Supporting long-term lactation could be an important strategy to decrease fluorosis risk of primary teeth and early developing permanent teeth.” 
SOURCE: Marshall TA, et al. (2004). Associations between Intakes of Fluoride from Beverages during Infancy and Dental Fluorosis of Primary Teeth. Journal of the American College of Nutrition 23:108-16.
"infant formulas should still be prepared using non-fluoridated water."
SOURCE: Clarkson JJ, McLoughlin J. (2000). Role of fluoride in oral health promotion. International Dental Journal 50:119-28.
“The recommendation is that bottled or deionized water be used instead (of fluoridated water) to dilute the formula." 
SOURCE: Ekstrand J. (1989). Fluoride intake in early infancy. Journal of Nutrition 119(Suppl 12):1856-60.
Breast-fed infants protected from fluoride: 
"These findings show that plasma fluoride is poorly transferred to breast milk and infants thus receive almost no fluoride during breast feeding... The existence of a physiological plasma-milk barrier against fluoride suggests that the newborn is actively protected from this halogen. Hence the recommendation made in several countries to give breast-fed infants fluoride supplementation should be reconsidered."
SOURCE: Ekstrand J, et al. (1981). No evidence of transfer of fluoride from plasma to breast milk. British Medical Journal 283: 761-2.
Formula-fed babies receive 100-200 times more fluoride than breast-fed: 
"[I]nfant formulas reconstituted with higher fluoride water can provide 100 to 200 times more fluoride than breastmilk, or cows milk." 
SOURCE: Levy SM, Guha-Chowdhury N. (1999). Total fluoride intake and implications for dietary fluoride supplementation. Journal of Public Health Dentistry 59: 211-23.
"[I]n an area where the fluoride concentration is one part per million the daily fluoride dose in the newborn infant will be about 800-1000 ug/day (micrograms/day) when a milk substitute is used, whereas the fluoride dose for breast-fed children in the same area will not exceed 10 ug/day."
SOURCE: Ekstrand J, et al. (1981). No evidence of transfer of fluoride from plasma to breast milk. British Medical Journal 283: 761-2. 

High Fluoride Exposure During Infancy - A 20th Century Phenomena: 
"Fluoride is now introduced at a much earlier stage of human development than ever before and consequently alters the normal fluoride-pharmacokinetics in infants. But can one dramatically increase the normal fluoride-intake to infants and get away with it?"
SOURCE: Luke J. (1997). The Effect of Fluoride on the Physiology of the Pineal Gland. Ph.D. Thesis. University of Surrey, Guildford. p. 176. 

"[M]ore than 50 percent of infants are currently formula fed by 1 month of age, and these infants are likely to be continuously exposed to high intakes of fluoride for 9 or 10 months - a circumstance quite rare in the 1960s and early 1970s."
SOURCE: Fomon SJ, Ekstrand J. (1999). Fluoride intake by infants. Journal of Public Health Dentistry 59(4):229-34. 
"Overall, an average of 86.8% of the dose was retained by the infants, which is about 50% higher than would be expected for adults... There is a clear need for more information about the renal handling and general metabolism of fluoride in young children..."
SOURCE: Whitford GM. (1994). Intake and metabolism of fluoride. Advances in Dental Research 8:5-14. 
"the uptake of fluoride into bone is greatest in infants and young children. Thus, infants who drink mainly powdered formula reconstituted with fluoridated water are likely to be a high-risk group for developing both skeletal fluorosis and hip fractures in old age."
SOURCE: Diesendorf M, Diesendorf A. (1997). Suppression by medical journals of a warning about overdosing formula-fed infants with fluoride. Accountability in Research 5:225-237. 

Formula made with fluoridated water a risk factor for dental fluorosis: 
"[F]luoride intakes during each of the first 4 years were individually significantly related to fluorosis on maxillary central incisors, with the first year most important (P < 0.01), followed by the second (P < 0.01), third (P < 0.01), and fourth year (P = 0.03)."
SOURCE: Hong L, Levy SM, et al. (2006). Timing of fluoride intake in relation to development of fluorosis on maxillary central incisors. Community Dentistry and Oral Epidemiology 34(4):299-309. 
"Our data suggest that the fluoride contribution of water used to reconstitute infant feedings is a major determinant of primary tooth fluorosis."
SOURCE: Marshall TA, et al. (2004). Associations between Intakes of Fluoride from Beverages during Infancy and Dental Fluorosis of Primary Teeth. Journal of the American College of Nutrition 23:108-16. 

"Our results suggest that breastfeeding infants may help to protect against fluorosis. This is consistent with other studies that suggest that consuming infant formula reconstituted with tap water increases the risk for dental fluorosis. Importantly, this study shows that the protective effect of breastfeeding is important not only in fluoridated communities but also in nonfluoridated areas. Parents should therefore be advised that they may be able to protect their children from dental fluorosis by breastfeeding their infant and by extending the duration for which they breastfeed."
SOURCE: Brothwell D, Limeback H. (2003). Breastfeeding is protective against dental fluorosis in a nonfluoridated rural area of Ontario, Canada. Journal of Human Lactation 19: 386-90. 
“The findings of this investigation suggest that nearly 10 percent of the enamel fluorosis cases in optimally fluoridated areas could be explained by having used infant formula in the form of a powdered concentrate during the first year."
SOURCE: Pendrys DG. (2000). Risk of enamel fluorosis in nonfluoridated and optimally fluoridated populations: considerations for the dental professional. Journal of the American Dental Association 131(6):746-55. 
"The findings indicate that early mineralising teeth (central incisors and first molars) are highly susceptible to dental fluorosis if exposed to fluoride from the first and – to a lesser extent – also from the 2nd year of life."
SOURCE: Bardsen A, Bjorvatn K. (1998). Risk periods in the development of dental fluorosis. Clinical Oral Investigations 2:155-160.
"There was a strong association between mild-to-moderate fluorosis on later forming enamel surfaces and infant formula use in the form of powdered concentrate (OR=10.77, 95% CI 1.89-61.25)."
SOURCE: Pendrys DG, Katz RV. (1998). Risk factors for enamel fluorosis in optimally fluoridated children born after the US manufacturers' decision to reduce the fluoride concentration of infant formula. American Journal of Epidemiology 148:967-74. 
"[T]he odds ratio of fluorosis on enamel zones that began forming during the first year of life was 8.31 (95% CI = 1.84, 38.59) for children exposed since birth or during the first year of life relative to those exposed after 1 year of age. The odds that a child had a maxillary central incisor with fluorosis were 5.69 (95% CI = 1.34, 24.15) times higher if exposure occurred during the first year of life compared with exposure after 1 year of age. Only those exposed to the high-fluoride water during the first year of life developed fluorosis on the mandibular central incisors... The first year of life was a significant period for developing fluorosis on the mandibular and maxillary central incisors."
SOURCE: Ismail AI, Messer JG. (1996). The risk of fluorosis in students exposed to a higher than optimal concentration of fluoride in well water. Journal of Public Health Dentistry 56:22-7. 
"It appears that, at least under some circumstances, high intakes of fluoride during the early months of life may make the difference between developing or failing to develop dental fluorosis. A study conducted in Sweden of 12- and 13-year-old children who had lived since birth in a community with 1.2 ppm of fluoride in the drinking water demonstrated that dental fluorosis was less common in those who had been breast-fed during the first 4 months of life than in those who had been fed powdered formulas reconstituted with tap water (Forsman, 1977). A somewhat similar study in the United States demonstrated that among 7- to 13-year-old children (most of them living in a community with fluoride concentration of the drinking water 1 mg/L), the prevalence of mild enamel fluorosis was significantly greater in those who had been fed concentrated liquid formula diluted with tap water during the first 3 months of life than in those who had been breast-fed during this time (Walton and Messer, 1981). It seems reasonable to conclude that the lower prevalence of fluorosis of the permanent teeth of individuals who were breast-fed during the early months of life is related to the low fluoride concentrations of human milk - concentrations less than 7 ug/L regardless of the concentration of fluoride in the women's drinking water."
SOURCE: Ekstrand J, et al. (1994). Absorption and retention of dietary and supplemental fluoride by infants. Advances in Dental Research 8:175-80. 
"Like bones, a child's teeth are alive and growing. Flourosis is the result of fluoride rearranging the crystalline structure of a tooth's enamel as it is still growing. It is evidence of fluoride's potency and ability to cause physiologic changes within the body, and raises concerns about similar damage that may be occurring in the bones."
SOURCE: Environmental Working Group, "National Academy Calls for Lowering Fluoride Limits in Tap Water", March 22, 2006. 
"A linear correlation between the Dean index of dental fluorosis and the frequency of bone fractures was observed among both children and adults." 
SOURCE: Alarcon-Herrera MT, et al. (2001). Well Water Fluoride, Dental fluorosis, Bone Fractures in the Guadiana Valley of Mexico. Fluoride 34(2): 139-149. 
"it is illogical to assume that tooth enamel is the only tissue affected by low daily doses of fluoride ingestion." 
SOURCE: Dr. Hardy Limeback, Head of Preventive Dentistry, University of Toronto. (2000). Why I am now Officially Opposed to Adding Fluoride to Drinking Water.
"The safety of the use of fluorides ultimately rests on the assumption that the developing enamel organ is most sensitive to the toxic effects of fluoride. The results from this study suggest that the pinealocytes may be as susceptible to fluoride as the developing enamel organ."
SOURCE: Luke J. (1997). The Effect of Fluoride on the Physiology of the Pineal Gland. Ph.D. Thesis. University of Surrey, Guildford. p. 176
"It seems prudent at present to assume that the ameloblasts are not the only cells in the body whose function may be disturbed by the physiological concentrations of fluoride which result from drinking water containing 1 ppm." 
SOURCE: Groth, E. (1973), Two Issues of Science and Public Policy: Air Pollution Control in the San Francisco Bay Area, and Fluoridation of Community Water Supplies. Ph.D. Dissertation, Department of Biological Sciences, Stanford University, May 1973. 

· New Fluoride Warning for Infants - Mothering Magazine, November 2006 

· Vermont Health Dept Issues Fluoridation Warning - Brattleboro Reformer, December 19, 2006 
· Dental Experts: Too Much Fluoride Is Bad For Babies - WCVB TV, January 3, 2007 
· Parents Warned Against Fluoride in water - WKRN, November 25, 2006 
· Fluoride And Babies Don't Mix, Says ADA - WTVF, Novvember 24, 2006 
· ADA offers interim guidance on infant formula and fluoride - American Dental Association, November 9, 2006 
· Government Data Finds Babies Over-Exposed to Fluoride in Most Major U.S. Cities - Environmental Working Group, March 22, 2006 

· Suppression by medical journals of a warning about overdosing formula-fed infants with fluoride (pdf file) - Accountability in Research, 1997 
· Formula-fed infants receiving high fluoride burden - FAN Science Watch, August 27, 2004 

· Fluoridated Water & Infant Formula - FAN Science Watch, May 7, 2004 

The Centers for Disease Control as of 10/3/10, 

“Until now, most researchers concluded that fluoride intake during a child's first 10 to 12 months had little impact on the development of this condition in permanent teeth. A recent study, however, has raised the possibility that fluoride exposure during the first year of life may play a more important role on fluorosis development than was previously understood.”

The CDC fails to mention which one of the many studies raising warnings for infants the CDC finally actually read and became concerned.

“If tap water is fluoridated or has substantial natural fluoride (0.7 mg/L or higher), a parent may consider using a low-fluoride alternative water source. . . .Ready to feed (no-mix) infant formula typically has little fluoride and may be preferred for use at least some of the time.
 
“[M]any infants have a fluoride intake just from tap water that exceeds EPA’s reference dose for fluoride.” http://www.iaomt.org/articles/files/files282/Theissen_MET_presentation[1].pdf
The Oregon Department of Health and Human Services advised infants should generally be provided fluoride free water.  The ODHA advises:

“Mixing concentrate with fluoridated tap water on an occasional basis is unlikely to be of much risk. However, when used consistently as the primary source of nutrition over longer periods of the first year, a child may receive enough fluoride to increase his/her chances of developing very mild or mild fluorosis.”

The CDC advises: 

“Parents and caregivers of infants fed primarily with formula from concentrate who are concerned about the effect that mixing their infant’s formula with fluoridated water may have in developing enamel fluorosis can lessen this exposure by mixing formula with low fluoride water most or all of the time. This may be tap water, if the public water system is not fluoridated (check with your local water utility). If tap water is fluoridated or has substantial natural fluoride (0.7 mg/L or higher), a parent may consider using a low-fluoride alternative water source. Bottled water known to be low in fluoride is labeled as purified, deionized, demineralized, distilled, or prepared by reverse osmosis. Most grocery stores sell these types of low-fluoride water. Ready to feed (no-mix) infant formula typically has little fluoride and may be preferred for use at least some of the time.”

TVWD has been requested to provide a similar warning in their water bills.  However, a warning will probably not adequately protect infants and a reduction of fluoride concentration will be more protective.
VI. CONGRESS HAS PROHIBITED THE EPA (ENVIRONMENTAL PROTECTION AGENCY) FROM REGULATING FLUORIDE FOR HEALTH RELATED PURPOSES  (See Appendix B)
VII. CONGRESS HAS NOT AUTHORIZED THE CDC TO PROVIDE GUIDANCE ON THE DOSAGE OR CONCENTRATION OF FLUORIDE TO PUBLIC WATER SYSTEMS (See Appendix C)
VIII. CURRENT OPTIONS FOR QUANTIFYING DOSE-RESPONSE INCLUDE MEASURED CONCENTRATIONS IN SUBJECT TISSUES AND FLUORIDE IS NOT A FOOD. (See Appendix D)

What concentration of fluoride in tooth structure, blood serum, urine, or saliva does TVWD desire?  (What do we want?)

What concentration of fluoride in blood serum, urine, or tooth structure is being achieved by water fluoridation?  (What do we have?)  Measurement sampling would not be expensive and many are getting too much fluoride.
IX. FLUORIDE’S LACK OF BENEFIT  (See Appendix E)

The same year the CDC made the grand statement that fluoridation was one of the 10 greatest public health achievements of the 20th Century, the CDC published the following graph. 
[image: image5.png]FIGURE 1. Percentage of population residing in areas with fluoridated community
water systems and mean number of decayed, missing (because of caries), or filled
permanent teeth (DMFT) among children aged 12 years — United States, 1967-1392
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The graph makes no logical sense.  Indeed, caries decreased and fluoridation increased but the two events are not related.   A 17% random increase in fluoridation throughout the USA could not have reduced dental caries by about 70% throughout the entire population.  Did the fluoride target just specific at risk individuals?  No.  Fluoride was pumped into various random communities.  And further, the CDC cherry picked the data to support desired results.   Consider a graph below covering more years.
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The CDC data does not account for the dramatic decline of dental caries prior to fluoridation.   No one disputes fluoridation did not reduce dental caries prior to fluoridation.  The trend of lower caries continued regardless of fluoridation, not because of fluoridation.  The same trend happened in developed countries without fluoridation.

To make an adequate judgment on fluoridation for infants, the TVWD Board must weigh the lack of benefit with the risks.  Appendix D is essential for the Board to review.


“Warren et al. (2009) have highlighted the complexity of quantifying fluoride intake in areas where there is widespread water fluoridation and increased availability of fluoride-containing products. They argue that ‘ . . . it is doubtful that parents or clinicians could adequately track children’s fluoride intake and compare it with the recommended level, rendering the concept of an ‘optimal’ or target intake relatively moot’ (p. 114). Their conclusion supports Burt and Eklund’s (2005) view that the term optimal fluoride intake be dropped from common usage and Ismail and Hasson (2008) also argue that ‘We believe that dentists should dismiss the misconception that there is a balance between dental caries and fluorosis, because patients can accrue the benefits of topical fluorides without developing fluorosis and without systemic intake (p. 1465). The inability to control individual dose renders the notion of an ‘optimum concentration’ obsolete.”

X. EVIDENCE OF FLUORIDE HARM AT LOW LEVELS (See Appendix F)
“(T)he World Health Organisation defines dental fluorosis as a health problem and it is widely accepted that dental fluorosis is a manifestation of systemic toxicity. . . . In fluoridated areas, some 35% of children have dental fluorosis, with studies in Newcastle, UK and Hong Kong identifying levels of 54%, and studies have shown that between 2% and 7% of children have mild-to-severe brown staining (Tabari et al. 2000, Irish Forum on Fluoridation 2002, Levy et al. 2006, Lo and Wong 2006). Most recently, the US Department of Health and Human Services has proposed substantially reducing the maximum permissible level of fluoride from 1.2 to 0.7 ppm as a direct response to research showing that 41% of 12–15 year-olds experience dental fluorosis reaching over 50% in fluoridated areas (Beltran and Barker 2007, Associated Press 2011).

XI. PROMOTERS OF FLUORIDATION  (See Appendix G)

Fluoridation is More a Political Process than Medical Process


“The key problem is that there is a lack of good quality evidence of both effectiveness and harm. This is a point consistently raised in reviews of water fluoridation (McDonagh et al. 2000, NRC 2006, NHMRC 2007, SCHER 2011).”

 “Evidence-based public health presents particular problems relating to the nature of the evidence and how this is applied in practice (Dobrow et al. 2004, Petticrew et al. 2004) . . . Medicine focuses on the individual patient. . . public health is not focused on the individual but on populations, and, by its very nature, is a more political process than medicine as it deals with social processes. . . .  It is because of the population-wide application of public health interventions that Skarabanek (1994) argued that the link between evidence and public health interventions should be stronger than that for other forms of medical interventions because public health deals with people who are not ‘ill’ nor have they approached a health care practitioner asking for medical assistance.”
 
XII. ESTIMATED ECONOMIC IMPACT OF FLUORIDATION (See Appendix H)
XIII. ETHICS AND FLUORIDATION
A.
Freedom of Choice.


If a person wants to ingest fluoride, they can simply swallow a pea size of toothpaste, go to their dentist for a prescription of fluoride, or ingest foods high in fluoride.  But a person living in a fluoridated community cannot avoid bathing, washing, restaurants, or cooked foods with fluoridated water. (See Appendix 17 for Case Histories)
Most developed countries in the world provide freedom to their citizens.  TVWD is requested to provide freedom to chose or refuse fluoridation.  I do not give my consent to be fluoridated.

B.
"Public Health Errors: Costing Lives, Millions at a Time" by Holtgrave (2010)

Whereas a single medical error may cost one or more lives, a public health error may cost millions of lives and trillions of dollars.  Yet public health policy is too often without external scientific evidence based review, open dialogue with stake holders' input, or patient freedom.  In the case of fluoridation, the focus is to help the poor, and ironically it is the poor who can least afford the loss of IQ and who are most harmed.  

Holtgrave divides public health errors into three types of situations, errors of deliberate commission such as contrary to standards, practices, laws or ethical norms (such as fluoridation); willful omission such as not providing action (public health education such as has been requested of TVWD); and complacency such as paying insufficient attention to a disease (or treatment of the disease without approved drug). 

Holtgrave suggests,  "A common feature in those three categories of errors is an intent to do harm, or at least the lack of caring about fully discharging one's public health duty to serve the public good."   Holtgrave argues, "that policy makers can indeed commit “errors” and should be held accountable for said errors if the policy makers know that the action they are taking is demonstrably harmful (relative to another policy option) and they have the financial, legal, and human resources to avoid implementing the relatively harmful policy."  

In the case of fluoridation, a simple vote by the Board can reduce fluoride concentration in the water, turning off the fluoride pump, education of the public and registration with the FDA CDER.


No doctor could ethically force the ingestion of even an approved drug (let alone an unapproved drug) on competent adults for a non-contagious non-life threatening disease, without ethical consent from each individual, medicating everyone in an attempt to medicate children while their teeth are developing, with an uncontrolled dosage, based on highly disputed cherry picked low quality scientific evidence, and with the drug readily available off the shelf providing freedom of choice (toothpaste) as an alternative.  If a doctor did what TVWD is doing, they would lose their license to practice medicine.  


Science is not stagnant, is not set in stone, and is constantly being challenged and changing.  History has sometimes not been kind to scientists and public health professionals who have used unapproved drugs for treatments on people without their consent (Nuremberg Trials) or with held treatment or even the information, public health education, of potential treatment from cohorts (Tuskegee).  The Board must actively educate the public towards health rather than medicate the public towards "health."   

Holtgrave reminds us that, "in public health there is not an analogue to the Hippocratic Oath from medicine (“first of all, do no harm”)."   In public health, the standards of performance are ambiguous and the decision makers less clearly identifiable, more distal and more numerous than in clinical medicine.  The attitude and culture of the public health profession is omniscient, omnipresent and potestas imperium.


Issues of ethics emerge with value conflicts.    Some people value teeth more than brains and have gained enough dictator control to force everyone into submission to their value of mass medication rather than mass education.  Even if the masses voted for an illegal act, such as segregation of schools, the vote does not make the act legal.  When there are value conflicts, the Board must provide freedom of choice, do no harm, and obey the law. 

The Czech Republic provides freedom for individual choice and does not fluoridate public water.  Even without fluoridated water Oganessian (2011)
 has raised concerns for excess fluoride ingestion from other sources and summarized key considerations for preschool children:
· “During the period when the enamel of permanent teeth is maturing it is vulnerable even to small over-doses of fluoride.”
· “One of the main issues of dental public health is to minimize the risk of fluoride overdose by the fluoride and diet counseling both in individual and community levels.”
· “There is also a bottled table mineral water with a fluoride content exceeding 0.7 ppm, which must be obligatorily labeled as "not suitable for children up to 7 years.”
· “As to other sources of fluorides, there is no fluoridation of drinking water in the Czech Republic, fluoridated toothpastes for children are available country-wide and fluoride tablets are administered rarely.”
· “Children aged 4 to 5 years accidentally swallow 30 to 40% of the tooth paste when cleaning teeth.”
· “When adding the values of unwanted fluoride intake from the toothpaste shown in the literature (0.17-1.21 mg per day) the estimate of the total daily intake of fluoride amounted to 0.554-1.594 mg/day and recalculated to the child's body weight to 0.027-0.077 mg/kg bw/day.”

If dentists in the Czech Republic are warning children under seven years of age not to even drink mineral water with 0.7 ppm F, the same as TVWD.  What empirical evidence does TVWD have that 0.7 ppm F water is safe for those under 7 years of age or that human physiology in the USA is different than the Czech Republic? 


 TVWD has demonstrated jurisdiction to change the concentration of fluoride in water.  TVWD is requested once again to lower the concentration of fluoride in the water.  
XIV. REQUEST TO PROTECT INFANTS AND HIGH RISK SUBPOPULATIONS.
 
The fetus, infant, young children, boys, Blacks, Hispanics, elderly and those with kidney dysfunction have the greatest risk of excess exposure to fluoride.

Although the human sperm, egg and fetus maybe the most vulnerable, the evidence of harm and appropriate concentration for infants is stronger.  Nature protects infants with mother’s milk virtually fluoride free and the normative model for TVWD water for infants.  The mean fluoride concentration of mother’s milk is usually reported below 0.01 ppm.

This request is for TVWD to lower fluoridation concentration to 0.01 ppm or as close to 0.01 ppm as the equipment will adjust.

XV. REQUEST FOR MOTION FOR TVWD TO REGISTER WITH THE FDACDER


The FDA CDER will guide TVWD through the registration process.

Sincerely,
Fluoridation Free TV

Bill Osmunson DDS, MPH

4655 SW Griffith Drive, Suite 105

Beaverton, Oregon 97005   bill@teachingsmiles.com
503.682.8822































































� � HYPERLINK "http://www.cdc.gov/fluoridation/safety/infant_formula.htm" ��http://www.cdc.gov/fluoridation/safety/infant_formula.htm�  as of 11/28/11


� Appendix 14, Sener, Fluoride Levels of Human Plasma and Breast Milk, Eur J Dent. 2007 Jan. http://www.ncbi.nlm.nih.gov/pmc/articles/PMC2612944/  accessed 1/27/11 “Results: The fluoride levels of the plasma and breast milk samples were measured as 0.017±0.011 ppm and 0.006±0.002 ppm, respectively. 


See also Dabeka et al, Survey of lead, cadmium and fluoride in human milk and correlation with environmental and food factors, Food and chemical toxicology 9/1986


See also: Chuckpaiwong et al, Fluoride analysis of human milk in remote areas of Thailand, SE Asian J Trop Med Public Health 2000 Sep.


See also: Opinya et al Intake of fluoride and excretion in mothers’ milk in a high fluoride (9 ppm) area in Kenya.  Eur J Clin Nutr. 1991 Jan. � HYPERLINK "http://www.ncbi.nlm.nih.gov/pubmed/1855498" ��http://www.ncbi.nlm.nih.gov/pubmed/1855498� accessed 1/27/11


�� HYPERLINK "http://public.health.oregon.gov/HealthyPeopleFamilies/DataReports/PerinatalDataBook/Documents/pnch4/breastfeeding.pdf" ��http://public.health.oregon.gov/HealthyPeopleFamilies/DataReports/PerinatalDataBook/Documents/pnch4/breastfeeding.pdf� Accessed 11/24/11


� Under Appendix H, See Appendix 25, Hong L, et al Fluoride intake levels in relation to fluorosis development in permanent maxillary central incisors and first molars. Caries Res. 2006;40(6):494-500.


� EPA 2010 Fluoride Dose-Response Analysis Report. 


� To achieve 0.04 mg F/kg BW a 4 Kg BW infant should only ingest 0.16 mg F per day (4 X 0.04 = 0.16).  If the infant is drinking 1 liter (35.27 ounces) of water/formula per day, they should only have 0.16 ppm F (mg/L) fluoride concentration in the formula and water.  TVWD at 0.16 ppm F would result in 12.9% of children showing dental signs of toxic fluoride ingestion, assuming no other fluoride sources.  


� Appendix 15 Spittle (2011)


� Appendix 15 Spittle (2011) (also at Appendix $ 30)


� Appendix 12: Peckham S, Slaying sacred cows: is it time to pull the plug on water fluoridation?, Critical Public Health, Available online: 15 Nov 2011. http://dx.doi.org/10.1080/09581596.2011.596818


� Appendix 1 2007 USP NF


�   � HYPERLINK "http://www.law.cornell.edu/uscode/uscode15/usc_sup_01_15.html" \o "TITLE 15 - COMMERCE AND TRADE" �TITLE 15� > � HYPERLINK "http://www.law.cornell.edu/uscode/uscode15/usc_sup_01_15_10_30.html" \o "CHAPTER 30 - HAZARDOUS SUBSTANCES" �CHAPTER 30� > § 1261 Definitions   http://www.law.cornell.edu/uscode/uscode15/usc_sec_15_00001261----000-.html


�� HYPERLINK "http://www.fda.gov/Cosmetics/GuidanceComplianceRegulatoryInformation/ucm074201.htm" �http://www.fda.gov/Cosmetics/GuidanceComplianceRegulatoryInformation/ucm074201.htm�  9/26/10


� Appendix 2 FDA letter


� FOI Email from the FDA (7-22-09) to Bill Osmunson DDS, MPH .


� Appendix 3 FDA Calvert 2000


� Appendix 4, State of Washington Department of Health Board of Pharmacy June 4, 2009 letter to Bill Osmunson DDS; RCW 69.41.010(12) defines legend drugs; WAC 246-883-020(2) states legend drugs are listed in 2002 Drug Topics Red Book.  


� The above-referenced Board letter continues, “While RCW 69.41.010 restricts the dispensing of prescription drugs to practitioners, the legislature has authorized water districts to fluoridate their water supplies in RCW 57.08.012.”   However, RCW 69.41.010 does not exempt Federal Oversight or FDA CDER NDA.     


� Appendix 5, Idaho Board of Pharmacy


� CDC web page www.cdc.gov/fluoridationfact_sheets/engineering/wfadditives.htm


� � HYPERLINK "http://www.fda.gov/AboutFDA/Transparency/Basics/uxm192696.htm" ��www.fda.gov/AboutFDA/Transparency/Basics/uxm192696.htm�  Accessed 11/12/10


� FDA email Response to email from Bill Osmunson 2009


� � HYPERLINK "http://www.cdc.gov/mmwr/PDF/rr/rr5014.pdf" �http://www.cdc.gov/mmwr/PDF/rr/rr5014.pdf�  top of page 28  use 0.25g of toothpaste. Crest is 0.16% fluoride w/v.


� “This Constitution, and the laws of the United States which shall be made in pursuance thereof; . . . shall be the supreme law of the land; and the judges in every state shall be bound thereby, any thing in the Constitution or laws of any state to the contrary notwithstanding.” (US Const. art. VI, cl. 2.)


� Abigail Alliance for Better Access to Developmental Drugs v. von Eschenbach, 495 F.3d 695, 703-04 (D.C. Cir. 2007).


� Id at 705


� Former 21 CFR 3.27 (1952); 17 FR 6732; A 11. and recodified to former 21 CFR 250.203 in 1975.


� Congress specifically asked FDA to address the relationship of “fluoride in drinking water and drug(s).” (CP 352)  The FDA responded, in part, stating “the Environmental Protection Agency regulates fluoride in the water supply.” (id.) But EPA had terminated its water additive program more than 10 years earlier.  So FDA was referring to EPA regulating the Maximum Contaminant Level (MCL) for fluoride that triggers clean-up under the SDWA and was not referring to fluoride additives or water with fluorides added.


� Appendix 2 2007 USP NF


� Gadler v. United States, 425 F.Supp. 244, 246-47 (D.Minn. 1977); see Nutrilab, Inc, v. Schweiker, 713 F.2d 335, 336 (7th Cir. 1983); see also Bradley v. United States, 264 F79 (5th Cir., 1920) where the court specifically found “mineral water “ to be a drug when it is intended to treat disease.  


� There is a SDWA statutory provision that directs the EPA to keep away from regulating drugs. (42 U.S.C. 300g-1(b)(11) “No national primary drinking water regulation may require the addition of any substance for preventive health care purposes unrelated to contamination of drinking water.”


� http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/EnforcementActivitiesbyFDA/SelectedEnforcementActionsonUnapprovedDrugs/ucm119899.pdf


� � HYPERLINK "http://www.fda.gov/Drugs/DevelopmentApprovalProcess/default.htm" ��http://www.fda.gov/Drugs/DevelopmentApprovalProcess/default.htm�  Accessed 10/26/10


� About 74% of the USA has fluoride at about 1 ppm.  Some areas have natural occurring fluoride.  Canada, Australia, New Zealand, and Ireland look to the USA for evidence of fluoridation’s safety and efficacy.


� See Some Research Below on Selected Risks.


� Robert Thurau, Chief, Treatment Technology Evaluation Branch, Water Supply and Water Resources Division EPA Office of Research and Development 11/16/2000 letter to Roger Masters http://www.dartmouth.edu/~rmasters/AHABS


� � HYPERLINK "http://www.fda.gov/Drugs/DevelopmentApprovalProcess/default.htm" ��http://www.fda.gov/Drugs/DevelopmentApprovalProcess/default.htm�  Accessed 10/26/10


� � HYPERLINK "http://iom.edu/Activities/Quality/MedicationErrors.aspx" ��http://iom.edu/Activities/Quality/MedicationErrors.aspx�  Accessed 10/16/10


� � HYPERLINK "http://www.surgeongeneral.gov/library/mentalhealth/chapter1/sec2.html" ��http://www.surgeongeneral.gov/library/mentalhealth/chapter1/sec2.html� Accessed 12/3/10


� Appendix 6 FDA Response to FOI


� http://www.doh.wa.gov/hsqa/professions/Pharmacy/documents/July2008.pdf


� � HYPERLINK "http://www.doh.wa.gov/hsqa/professions/Pharmacy/documents/July2008.pdf" ��http://www.doh.wa.gov/hsqa/professions/Pharmacy/documents/July2008.pdf� 
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