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Dear  Patty Hayes Board Chair and Dennis Worsham, Secretary of Health,  

We have sent the Governor a request to support Docket No FDA-2026-P-6813 and this is your copy.
Sincerely,
Bill Osmunson DDS MPH



Governor Bob Ferguson 

Office of the Governor 

Olympia, Washington   June 23, 2026 

Re: FDA Citizen Petition Docket No FDA-2026-P-6813, Request for Regulatory Clarification 

Regarding Fluoride Compounds Intended for Human Ingestion to Prevent Dental Caries 

Dear Governor Ferguson: 

I am writing to inform you that the U.S. Food and Drug Administration has accepted for filing 

Citizen Petition FDA-2026-P-6813, which requests a formal FDA determination regarding the 

regulatory status of fluoride compounds distributed for community water fluoridation and 

intended for human ingestion to prevent dental caries. 

Washington has spent decades debating an issue that ultimately depends on a federal 

jurisdictional determination. FDA is the agency best positioned to answer that question. 

Fluoridation has been the subject of extensive discussion and disagreement involving state and 

local governments, public water systems, the Department of Health, the State Board of Health, 

the Attorney General's Office, courts, professional organizations, advocacy groups, and citizens. 

Considerable public resources have been devoted to debating questions of authority, safety, 

effectiveness, ethics, and regulation. 

The petition does not ask FDA to regulate public water systems or drinking water quality. The 

petition is directed primarily toward the federal regulation of manufacturers and distributors of 

fluoride compounds introduced into interstate commerce. It does not request new obligations 

for Washington State agencies, local governments, or public water systems. To the extent FDA 

determines that additional federal requirements apply, those requirements would ordinarily be 

directed toward regulated manufacturers and distributors rather than state agencies. 

Regardless of one's views regarding community water fluoridation, a clear FDA determination 

would provide an authoritative answer to a question that neither state agencies nor local 

governments are well positioned to resolve. Such clarification would benefit policymakers, 

regulators, public water systems, manufacturers, distributors, and the public, while helping to 

ensure that public health decisions are made within a clear and consistent regulatory 

framework. 

Accordingly, I respectfully request that your office consider supporting FDA's review of this 

petition and encouraging a timely and thorough agency response. Clarification from the federal 

agency charged with administering the Federal Food, Drug, and Cosmetic Act would benefit 

policymakers, regulators, public water systems, and the public. 



The State Board of Health has directed the Department of Health to continue reviewing issues 

related to community water fluoridation, including ethical considerations. These reviews require 

substantial staff time and public resources.   

A clear FDA determination regarding jurisdiction and regulatory status could help inform future 

state deliberations and reduce uncertainty regarding issues that have been debated for many 

years. 

After two decades of public discussion and regulatory debate, I believe the citizens of 

Washington would benefit from a clear federal determination that can help guide future public 

health decisions and regulatory actions. 

A copy of the petition is enclosed for your information. 

Thank you for your consideration and for your service to the people of Washington. 

Respectfully submitted, 

Bill Osmunson, DDS, MPH 

Washington Action for Safe Water 

Issaquah, Washington    Billosmunson3@gmail.com 

cc: Dennis Worsham, Secretary of Health 

cc: Patty Hayes, Chair Washington State Board of Health 
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CITIZEN PETITION UNDER 21 C.F.R. §10.30 

Request for FDA Determination Regarding the Regulatory Status of Fluoride 

Compounds Distributed for Human Ingestion to Prevent Dental Caries 

Submitted to:   Commissioner of Food and Drugs 

U.S. Food and Drug Administration 

Petitioner: 
Washington Action for Safe Water 
Authorized Representative and Contact Person 
Willard (Bill) Osmunson DDS MPH 

Mailing address: 10300 181st Ave SE, Issaquah, Washington 98027 
Telephone 425.466.0100  
 Email Address  Billosmunson3@gmail.com 
All correspondence regarding this petition should be directed to Dr. Osmunson at the address 
above.  Resubmitted as mqf-nmtq-uln7 and now again with further revisions 

June 15, 2026 

 

STATEMENT OF GROUNDS 

The factual and legal grounds supporting this petition are set forth below. 

STATUTORY AND REGULATORY AUTHORITY 

This petition is submitted pursuant to 21 C.F.R. §10.30 and the Federal Food, Drug, and 

Cosmetic Act ("FD&C Act"), including 21 U.S.C. §§321(g)(1), 331(d), and 355. 

The petition requests a formal determination regarding the regulatory status of fluoride 

compounds distributed for community water fluoridation and intended for human ingestion to 

prevent dental caries. 

To the petitioner's knowledge, no prior citizen petition raising the same jurisdictional and 

classification questions presented herein has been submitted to or decided by FDA. 
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EXECUTIVE SUMMARY 

This petition requests that the Food and Drug Administration ("FDA") provide a formal 

determination regarding the regulatory status of fluoride compounds manufactured and 

distributed for addition to public drinking water with the intent that they be ingested by 

humans to prevent dental caries. 

FDA has publicly stated that ingestible fluoride prescription drug products intended for 

prevention of dental caries have not undergone FDA approval through the New Drug 

Application process required by 21 U.S.C. §355. (Appendices C, E, and F.) 

Fluoride compounds distributed for community water fluoridation are introduced into interstate 

commerce with knowledge that they will be added to drinking water and ingested by humans 

for the same disease-prevention purpose as fluoride supplements. 

Under the FD&C Act, an article intended for use in the diagnosis, cure, mitigation, treatment, or 

prevention of disease is a drug. Regulatory status is determined primarily by intended use 

rather than by route of administration or method of delivery. 

This petition does not request that FDA regulate drinking water systems, public water utilities, 

or drinking water quality. Those functions remain under the authority of the Environmental 

Protection Agency and state drinking water regulators. 

Rather, this petition presents a narrower question of statutory interpretation and regulatory 

consistency: whether manufacturers and distributors of fluoride compounds intended for 

ingestion to prevent dental caries are subject to the same provisions of the FD&C Act applicable 

to other products intended to prevent disease. 

Neither the FD&C Act nor the Safe Drinking Water Act contains an express exemption from drug 

approval requirements based on dilution in a public water system. 

The petitioner respectfully requests a written FDA determination addressing that question. 
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I. ACTION REQUESTED 

Pursuant to 21 C.F.R. §10.30, the petitioner respectfully requests that the Food and Drug 

Administration issue a written determination regarding the regulatory status of fluoride 

compounds distributed for community water fluoridation. 

Specifically, FDA is requested to: 

1. Determine whether fluoride compounds manufactured and distributed for community 

water fluoridation are articles intended for use in the prevention of disease within the 

meaning of 21 U.S.C. §321(g)(1); 

2. Determine whether manufacturers and distributors of such compounds are introducing 

into interstate commerce products that fall within the drug provisions of the Federal 

Food, Drug, and Cosmetic Act; 

3. Explain how FDA's determination that ingestible fluoride drug products intended to 

prevent dental caries are unapproved under 21 U.S.C. §355 applies, or does not apply, to 

fluoride compounds distributed for community water fluoridation; 

4. Identify the regulatory requirements applicable to such products and manufacturers if 

FDA determines that the products fall within the drug provisions of the Act, including 

requirements relating to approval, labeling, manufacturing standards, interstate 

distribution, and compliance; 

5. Explain the legal and factual basis for any distinction FDA draws between ingestible 

fluoride drug products and fluoride compounds distributed for community water 

fluoridation when both are intended to prevent dental caries through ingestion; and 

6. Describe whether FDA believes any regulatory requirements would apply if such 

products fall within the drug provisions of the Act. 

7. Identify whether FDA has previously made any formal or informal jurisdictional 

determination regarding fluoride compounds distributed for community water 

fluoridation and, if so, provide the legal basis for that determination. 

The petitioner does not request regulation of drinking water systems, water utilities, or drinking 

water quality. Those functions remain within the jurisdiction of the Environmental Protection 

Agency and state drinking water regulators. 

Rather, this petition concerns the manufacture and interstate distribution of fluoride 

compounds intended for human ingestion to prevent disease. 

 



5 
 

II. QUESTION PRESENTED 

In October 2025, the Food and Drug Administration publicly stated that orally ingestible fluoride 

products intended to prevent dental caries have never been reviewed and approved for safety, 

effectiveness, or quality through the New Drug Application process required by 21 U.S.C. §355. 

"The FDA sent notices to four companies outlining the agency's intention to take 

enforcement action against those marketing unapproved fluoride-containing ingestible 

drugs...” 

The fluoride supplements were: 

"unapproved ingestible fluoride prescription drug products for children."   

And:     

“They have also never been approved by the FDA." 1  

Although fluoride supplements and community water fluoridation differ in delivery mechanism, 

dosage control, labeling, and regulatory history, both are distributed with the stated purpose, 

intent, of preventing dental caries through ingestion. 

Accordingly, the question presented is: 

Whether fluoride compounds distributed for community water fluoridation are articles 

intended for use in the prevention of disease within the meaning of 21 U.S.C. 

§321(g)(1), and if so, what regulatory obligations and consequences follow under the 

Federal Food, Drug, and Cosmetic Act. 

If FDA determines that such products are not subject to the drug provisions of the Act, the 

petitioner respectfully requests that FDA explain the legal and factual basis for distinguishing 

those products from other ingestible fluoride supplement products intended to prevent dental 

caries.  (Appendixes C, D, E, F, and G) 

 

 

 

 
1 FDA Acts to Protect Children from Unapproved Fluoride Drug Products.  October 31, 2025 
https://www.fda.gov/news-events/press-announcements/fda-acts-protect-children-unapproved-fluoride-drug-
products?utm_source=chatgpt.com 
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III. WHY FDA SHOULD ANSWER THIS QUESTION 

FDA has already made a significant regulatory determination regarding ingestible fluoride 

supplement products. 

Specifically, FDA concluded that orally ingestible fluoride drug products intended to prevent 

dental caries have never been reviewed and approved under the statutory framework 

established by Congress for drug products. (See Appendix C) 

That determination raises an important question regarding other fluoride products distributed 

with the same disease-prevention purpose. 

The purpose of this petition is not to challenge FDA's prior determination, nor to request a re-

evaluation of fluoridation policy. 

Rather, the petition seeks clarification regarding how FDA applies existing statutory provisions 

when substantially similar intended uses are achieved through different methods of delivery. 

A written FDA determination would provide regulatory certainty to manufacturers, public 

officials, policymakers, courts, and the public while promoting consistent administration of 

federal law. 

FDA's answer has implications for manufacturers, distributors, state regulators, public water 

systems, and consumers. Clarification would promote regulatory certainty, transparency, and 

consistent administration of federal law. 

 

IV. STATUTORY FRAMEWORK 

The Federal Food, Drug, and Cosmetic Act defines a drug, in relevant part, as an article intended 

for use in the diagnosis, cure, mitigation, treatment, or prevention of disease. 

21 U.S.C. §321(g)(1). 

The statutory inquiry focuses primarily on intended use. 

FDA regulations provide that intended use may be determined not only from explicit labeling 

and promotional claims but also from the circumstances surrounding distribution and the 

knowledge possessed by those introducing products into interstate commerce. 

21 C.F.R. §201.128. 

Federal courts have consistently recognized that the FD&C Act should be interpreted broadly to 

fulfill its public-health purposes. 
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Accordingly, the relevant question presented by this petition is not whether fluoride is delivered 

through a tablet, liquid, drop, supplement, or drinking water system. 

The Supreme Court has confirmed this principle. In United States v. An Article of Drug . . . Bacto-

Unidisk, 394 U.S. 784, 798 (1969), the Court held that the FD&C Act's definition of drug should 

not be given a “narrow, restrictive reading in the absence of congressional direction,” 

emphasizing the Act's broad, “remedial purpose.” The Court upheld drug classification based on 

intended use in the prevention or treatment of disease, without regard to whether the article 

was directly administered to patients. Method of delivery does not determine regulatory status 

— intended use does. 

Rather, the relevant inquiry is whether the product is distributed with the intent that it be 

ingested to prevent disease. 

Intended use may be established in a number of ways. The following are some examples:  

• 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, increase or 

decrease the production of melanin (pigment) in the skin, or regenerate 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 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. 

• This means asking why the consumer is buying it and what the consumer expects it to 

do.2 

Applied to fluoridation: 

• Why do municipalities purchase fluoridation chemicals?  

• Why do health agencies recommend fluoridation?  

• What is the public told fluoridation does? 

 
2 https://www.fda.gov/cosmetics/cosmetics-laws-regulations/it-cosmetic-drug-or-both-or-it-soap 
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The answer is overwhelmingly "to prevent dental caries." The intended use is publicly 

acknowledged by manufacturers, water systems, health agencies, and consumers, yet no FDA 

determination has identified how the statutory requirements applicable to products intended 

for that purpose are satisfied. 

If FDA determines that fluoride compounds distributed for community water fluoridation are 

not subject to the same intended-use analysis applied to other fluoride products intended to 

prevent dental caries, the petitioner respectfully requests that FDA explain the legal, regulatory, 

and factual basis for that distinction and identify whether dilution in, or delivery through, 

drinking water changes the application of 21 U.S.C. §321(g)(1). 

Federal courts have consistently recognized that intended use, rather than the method of 

delivery, governs drug classification under the FD&C Act. 

In Gadler v. United States, the court explained: 

"even the most commonly ingested foods and liquids are 'drugs' within the meaning of 

the Act if their intended use falls within the definition" of 21 U.S.C. §321(g)(1)(B).  

Although foods are exempt. 

Likewise, courts have held that the relevant inquiry is whether the product is intended to 

prevent disease, not whether it ultimately proves effective for that purpose.  

The question presented in this petition therefore concerns intended use and statutory 

classification rather than policy judgments regarding fluoridation. 

 

 

V. FDA'S EXISTING DETERMINATION REGARDING INGESTIBLE FLUORIDE 

PRODUCTS 

FDA's October 2025 review of ingestible fluoride products established an important regulatory 

benchmark. 

FDA’s current determination is consistent with a decades-long, unambiguous agency position. 

As early as 1963, FDA stated: “Sodium fluoride used for therapeutic effect would be a drug, not 

a mineral nutrient. Fluoride has not been determined essential to human health. A minimum 

daily requirement for sodium fluoride has not been established.” Food & Drug Administration 

(Aug. 15, 1963).  



9 
 

That position has never been retracted. FDA reiterated it in 1990, stating: “FDA does not list 

fluorine as an essential nutrient.” Food & Drug Administration (Oct. 1990). The logical corollary 

is significant: if fluoride is not a nutrient, products distributed for the purpose of fluoride 

ingestion to prevent disease cannot be regulated as dietary supplements — they must be 

regulated as drugs. 

FDA formalized this position in the Federal Register in 1979, directing that all government 

documents remove references to fluoride as a nutrient or probable nutrient on the ground that 

no fluoride deficiency state in humans could be induced. 44 Fed. Reg. 16,006 (Mar. 16, 1979).  

This published directive has never been rescinded. Its regulatory significance is substantial: a 

substance that is not an essential nutrient and that is distributed for the explicit purpose of 

preventing disease through ingestion falls squarely within the FD&C Act’s definition of a drug. 

There is no nutrient classification available to fluoride compounds distributed for water 

fluoridation that would remove them from the drug provisions of the Act. 

Congress has also asked FDA directly. In December 2000, FDA responded to an inquiry from the 

Chairman of the House Subcommittee on Energy and Environment by stating: “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.” Letter from FDA to 

Hon. Kenneth Calvert, Chairman, Subcommittee on Energy and Environment, Committee on 

Science, U.S. House of Representatives (Dec. 21, 2000). This statement was made at the level of 

the Commissioner’s office, in direct response to a formal congressional inquiry, and tracks the 

statutory language of 21 U.S.C. §321(g)(1) precisely. FDA has never retracted, qualified, or 

limited that position. Community water fluoridation is implemented for the explicit purpose of 

preventing dental caries through human ingestion of fluoride. Under FDA’s own unambiguous 

formulation, fluoride compounds distributed for that purpose are drugs subject to FDA 

regulation. 

No New Drug Application has ever been approved for fluoride intended to be ingested for the 

prevention of dental caries. The Supreme Court has confirmed that the NDA requirement is 

non-negotiable: no new drug may be introduced into interstate commerce without an approved 

NDA establishing safety and effectiveness for its intended use. Weinberger v. Hynson, Westcott 

& Dunning, Inc., 412 U.S. 609, 622-23 (1973).  

FDA’s own October 2025 determination that ingestible fluoride products intended to prevent 

dental caries have never been reviewed and approved is consistent with this foundational 

principle.  
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The absence of an approved NDA is not a procedural technicality; it is a substantive legal 

deficiency that applies to all products meeting the statutory definition of a new drug, regardless 

of the method by which the drug is delivered to consumers. 

FDA publicly stated that orally ingestible fluoride products intended to prevent dental caries 

have never been reviewed and approved through the New Drug Application process required by 

federal law. 

FDA further announced its intent to pursue compliance actions regarding certain unapproved 

ingestible fluoride products. 

The significance of FDA's determination extends beyond the specific products reviewed. 

FDA's determination confirms that products intended to produce systemic fluoride exposure for 

prevention of dental caries are subject to FDA review and analysis under the FD&C Act. 

This petition does not request reconsideration of that determination. 

Rather, the petitioner respectfully requests that FDA explain how that determination applies, or 

does not apply, to fluoride compounds distributed for community water fluoridation. 

The significance of FDA approval for the specific intended use of a drug — as distinguished from 

general marketing history — has been recognized by federal courts. In Doe v. Rumsfeld, 341 F. 

Supp. 2d 1 (D.D.C. 2004), the United States District Court for the District of Columbia issued a 

permanent injunction prohibiting the Department of Defense from administering an anthrax 

vaccine to military personnel on an involuntary basis, holding that “unless and until FDA 

properly classifies [the vaccine] as a safe and effective drug for its intended use, an injunction 

shall remain in effect prohibiting defendants’ use of [the vaccine] on the basis that the vaccine is 

either a drug unapproved for its intended use or an investigational new drug.”  

The court’s holding rested on 10 U.S.C. §1107, which Congress enacted to prohibit 

administering drugs unapproved for their intended use to service members without informed 

consent. While that statute applies specifically to the military context, the underlying principle 

— that approval for a drug’s general formulation does not constitute approval for a specific 

intended use — reflects the same distinction the petitioner asks FDA to address here: whether 

fluoride compounds have been approved as safe and effective drugs for the specific intended 

use of preventing dental caries through ingestion in public drinking water. 

 

V.A. PRIOR AGENCY CORRESPONDENCE SUPPORTING FDA REVIEW 

Several prior agency communications are consistent with the regulatory question presented in 

this petition.   
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In a December 21, 2000 response to Congressman Ken Calvert, (Appendix F) FDA stated that 

"Fluoride, when used in the diagnosis, cure, mitigation, treatment, or prevention of disease in 

man or animal, is a drug," and further stated that no NDA had been approved or rejected for 

fluoride drugs intended for ingestion. These statements are consistent with FDA's more recent 

public statements regarding ingestible fluoride products and provide additional support for the 

regulatory question presented in this petition.  

FDA communicated substantially the same position in 1997, stating that there were no 

approved new drug applications on file for fluoride tablets or fluoride drops intended for 

ingestion.  

EPA also addressed the division of responsibilities between EPA and FDA. In a February 14, 2013 

letter, (Appendix D) EPA stated that it does not have responsibility for substances added to 

water solely for preventive health care purposes such as fluoride, and that HHS, acting through 

FDA, remains responsible for regulating the addition of drugs to water supplies for health care 

purposes.  

These communications do not resolve the question presented in this petition, but they 

demonstrate that the issue has previously been recognized within federal agencies and supports 

FDA providing a formal written determination regarding the regulatory status of fluoride 

compounds distributed for community water fluoridation. 

 

 

VI. INTENDED USE ANALYSIS 

Community water fluoridation programs are implemented for the stated purpose of reducing 

dental caries. (See Appendixes A, C, F and G) 

The petitioner recognizes that fluoride supplements and community water fluoridation are not 

identical delivery systems. Important differences exist regarding dosage control, labeling, 

consumer choice, manufacturing standards, and exposure variability. Nevertheless, both involve 

fluoride intended for ingestion to prevent dental caries. The intent of the biochemical effect is 

identical. Accordingly, the question presented is not whether the products are always identical, 

but whether FDA applies different statutory treatment to products sharing the same intended 

element for the same disease-prevention purpose and, if so, the legal basis for that distinction. 

Federal agencies, state agencies, professional organizations, public health authorities, and water 

systems routinely describe fluoridation as a measure intended to prevent tooth decay. 

(Appendix C) 
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Manufacturers distributing fluoride compounds for community water fluoridation do so with 

knowledge of that intended use. 

The compounds are not distributed to improve the taste, odor, appearance, or potability of 

drinking water. 

Rather, they are distributed because ingestion of fluoride is intended to reduce the occurrence 

of dental caries. 

The intended use associated with fluoridation therefore concerns prevention of disease. 

Because intended use is the central statutory consideration under the FD&C Act, the petitioner 

respectfully requests that FDA explain whether the intended use associated with fluoridation 

compounds results in regulatory obligations under the Act and, if not, why not. 

The population exposed to fluoride through community water fluoridation includes fetuses — 

through maternal ingestion — and formula-fed infants, who receive fluoride at concentrations 

approximately 175 times higher than the concentration present in human breast milk.3  

Studies have documented not detectible fluoride in most samples and a mean fluoride 

concentration in human breast milk of those samples detected of approximately 0.004 mg/L, 

compared to fluoridated tap water at 0.7 mg/L. A formula-fed infant reconstituting formula with 

fluoridated water therefore receives fluoride at a dose that has no parallel in the natural infant 

diet. Population-specific dosing safety for fetuses and infants is a central purpose of FDA's drug-

approval framework. The absence of an NDA review addressing this population is a specific 

regulatory gap -- affecting over a million every day in the USA -- that the question presented in 

this petition encompasses. 

Federal courts have repeatedly recognized that products ordinarily considered foods or 

beverages may nonetheless be drugs when they are distributed with the intent that they 

prevent or treat disease. As one court explained, "even the most commonly ingested foods and 

liquids are 'drugs' within the meaning of the [FDCA] if their intended use falls within the 

definition of §321(g)(1)(B)."  The toxicity of fluoride places it within the definition of state 

poison laws4 and the absence of fluoride does not cause any disease. 

Similarly, courts have recognized that the relevant inquiry under the FD&C Act is intended use, 

not whether the product actually achieves the claimed disease-prevention effect. 

 
3 National Research Council. Fluoride in Drinking Water: A Scientific Review of EPA's Standards. Washington, DC: 
The National Academies Press, 2006.  Note: the NRC reported 250 times the dosage of fluoride of mother’s milk at 
a then concentration of 1 ppm (mg/L). 
4 Washington State RCW 69.38. 
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VI.A. Distinctions Between Fluoride Supplements and Community Water 

Fluoridation 

The petitioner does not contend that fluoride supplements and community water fluoridation 

are identical products. Rather, the petitioner seeks clarification regarding the legal basis for 

any distinction FDA draws between products sharing a common disease-prevention purpose. 

The relevance of FDA's recent actions regarding ingestible fluoride products is not that the 

products are identical, but that both involve fluoride intended to prevent dental caries through 

ingestion. The physiologic, biochemical, intent is identical and the element is identical; however, 

delivery, purity, dosage and consent are different.  The table below identifies several distinctions 

and similarities relevant to the regulatory question presented.  A detailed comparison appears 

in Appendix G. 

Characteristic Fluoride Supplements Community Water Fluoridation 

Intended purpose Prevention of dental caries Prevention of dental caries 

Route of 

exposure 
Oral ingestion Oral ingestion 

Dose 

determination 

Prescribed or recommended 

for an individual: Dosage 
Determined by water consumption patterns 
Concentration, not Dosage 

Consumer choice 
Individual decision to use or 

decline 

Exposure occurs through consumption of 

public drinking water 

Product labeling Specific product labeling No labeling at point of consumption 

Manufacturing 

oversight 

Drug manufacturing 

standards may apply if 

regulated as a drug 

Water treatment chemical standards apply 

Product purity 

standards 

Drug-grade specifications 

may be required 

Typically governed by NSF/ANSI Standard 60 

and water treatment specifications: 

contaminated. Not pharmaceutical grade 
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Age and patient 

adjusted 

Individual acceptance or 

refusal: Not for infants 

Population-wide exposure through public 

water systems: Infants on formula made with 

fluoridated water overdosed 

Exposure 

variability 

Intended dose generally 

known 

Dose varies substantially based on age, body 

weight, climate, occupation, health status, and 

water consumption 

These differences do not resolve the statutory question presented in this petition. Rather, they 

highlight why clarification is necessary. FDA has publicly stated that ingestible fluoride drug 

products intended to prevent dental caries have not undergone approval through the New Drug 

Application process required by the Federal Food, Drug, and Cosmetic Act. Fluoride compounds 

used in community water fluoridation are distributed for a similar disease-prevention purpose, 

but through a substantially different delivery mechanism. 

 

 

VII. MANUFACTURERS, DISTRIBUTION, AND INTERSTATE COMMERCE 

Fluoride compounds used in community water fluoridation are manufactured, distributed, 

transported, and sold through interstate commerce. 

A non-exclusive list of manufacturers and distributors known to supply fluoridation compounds 

in interstate commerce is provided in Appendix B. These entities illustrate that fluoridation 

compounds are manufactured, transported, sold, and distributed through established 

commercial channels prior to addition to public drinking water systems. 

Manufacturer documentation demonstrates that these products are supplied for municipal 

water fluoridation programs and are sold within a specialized market whose recognized purpose 

is prevention of dental caries through ingestion of fluoride. 

The circumstances surrounding distribution therefore provide evidence relevant to intended use 

under FDA regulations.  

Federal courts have long confirmed that intended use may be determined from all 

circumstances surrounding distribution, not merely from explicit product labeling. See United 

States v. An Article of Drug . . . "Sudden Change," 409 F.2d 734, 739 (2d Cir. 1969) (“It is well 

settled that the intended use of a product may be determined from its label, accompanying 

labeling, promotional material, advertising and any other relevant source.”).  
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The absence of explicit “drug” labeling on fluoridation compounds therefore does not resolve 

the intended use inquiry — the totality of circumstances, including manufacturer 

documentation, industry practice, and the acknowledged purpose of fluoridation programs, is 

the appropriate basis for FDA's determination. 

State pharmacy regulators have independently reached conclusions consistent with FDA’s own 

longstanding characterization of fluoride as a drug when used for therapeutic effect. Both the 

Washington State Board of Pharmacy (Appendix H) and the Idaho Board of Pharmacy have 

determined that fluoride, when used for the prevention of dental caries, constitutes a drug 

subject to pharmacy regulation. These state-level determinations, while not binding on FDA, are 

probative evidence of the specialized pharmaceutical character of fluoride compounds 

distributed for disease-prevention purposes, and reflect independent regulatory judgment that 

the intended-use analysis points toward drug classification. 

The petitioner respectfully requests that FDA determine whether the manufacture and 

interstate distribution of such products fall within the scope of the FD&C Act and, if so, what 

obligations apply to manufacturers and distributors. 

 

VIII. REGULATORY CONSISTENCY AND ADMINISTRATIVE EXPLANATION 

The central purpose of this petition is to obtain a reasoned FDA explanation regarding the 

application of existing federal law. 

Regulatory consistency does not require identical treatment of dissimilar products; however, it 

does require a reasoned explanation for distinctions drawn between products sharing a 

common disease-prevention purpose. See Appendix G. 

FDA has already concluded that ingestible fluoride products intended to prevent dental caries 

are unapproved. 

Fluoride compounds distributed for community water fluoridation are intended to produce the 

same disease-prevention effect through ingestion. 

If FDA determines that both categories of products are subject to the drug provisions of the Act, 

the petitioner respectfully requests identification of the regulatory obligations that follow from 

that determination. 

If FDA determines that fluoridation compounds are not subject to the drug provisions of the 

Act, the petitioner respectfully requests an explanation of the legal, scientific, and factual basis 

for distinguishing those products from other ingestible fluoride products intended to prevent 

dental caries. 
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The petitioner does not request a predetermined outcome. 

Rather, the petitioner requests a determination, the basis for that determination, and an 

explanation of the regulatory consequences that follow from it. 

The petitioner is also aware that FDA’s Center for Food Safety and Applied Nutrition (CFSAN) has 

authorized a health claim notification under 21 U.S.C. §343(r)(3)(C) permitting manufacturers of 

fluoridated bottled water to state that “Drinking fluoridated water may reduce the risk of 

[dental caries or tooth decay].”  

That health claim, issued in 2006 for bottled water containing 0.6 to 1.0 mg/L fluoride, was 

processed through FDA’s food-labeling pathway and does not constitute a new drug approval 

under 21 U.S.C. §355. Several distinctions are material. 

First, the FDAMA health claim applies to bottled water regulated as a food product; it does not 

apply to fluoridation compounds sold in bulk to municipal water systems for addition to public 

drinking water.  

Second, a health claim notification under the food-labeling provisions of the FD&C Act is 

categorically distinct from—and does not substitute for—a new drug application establishing 

safety and effectiveness for a drug intended to prevent disease. The FDA was “notified” of the 

claim based on other agencies that do not have drug regulatory authority recommending 

fluoride and did not review the claim for scientific accuracy.   

Third, FDA itself has noted the claim is not intended for use on bottled water marketed for use 

by infants, which itself suggests an unresolved safety question about population-specific dosing. 

The existence of a food-pathway health claim for one category of fluoride-containing products 

does not resolve whether manufacturers distributing fluoride compounds to public water 

systems for disease-prevention purposes are subject to the drug provisions of the FD&C Act. 

The two regulatory pathways are parallel and non-exclusive; the question presented in this 

petition arises under the drug provisions of the Act, not the food-labeling provisions. 

The regulatory inconsistency is particularly acute with respect to infants and fetuses. FDA has 

warned that fluoride supplements should not be used in children under six months of age.5 FDA 

has further specified that its FDAMA health claim for fluoridated bottled water is 'not intended 

for use on bottled water products specifically marketed for use by infants.' These warnings 

reflect FDA's own recognition that the infant and fetal populations require specific regulatory 

attention with respect to fluoride ingestion. Yet the same fluoride ingestion occurs when 

 
5 American Academy of Pediatrics now recommends NO prescription fluoride before age 6 months and one cup of 
water (0.25mg) 6 mo. To 3 yr. Pediatrics May 1998 Vol. 95, Number 5   RE9511 See Tab 7P 
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formula is reconstituted with fluoridated tap water — at concentrations orders of magnitude 

higher than those found in breast milk — without any NDA review addressing safety, dosing, or 

efficacy for that population. The petitioner respectfully requests that FDA explain how its 

existing warnings regarding infant fluoride exposure are consistent with the absence of any NDA 

determination regarding fluoride compounds distributed for community water fluoridation, 

given that those compounds are the source of the exposure FDA has warned against in other 

contexts. 

 

IX. ADMINISTRATIVE LAW PRINCIPLES OF CONSISTENCY AND REASONED 

DECISION-MAKING 

This petition seeks a determination regarding the regulatory status of fluoride compounds 

distributed for community water fluoridation, an explanation of the basis for that 

determination, and clarification regarding the regulatory consequences that follow from it. 

Federal agencies are required to engage in reasoned decision-making and to apply statutory 

standards consistently. Under the Administrative Procedure Act ("APA"), agency action may be 

set aside if it is arbitrary, capricious, an abuse of discretion, or otherwise not in accordance with 

law. 5 U.S.C. §706(2)(A). 

The United States Supreme Court has repeatedly held that agencies must provide a rational 

explanation for their decisions and must articulate a satisfactory explanation connecting the 

facts before the agency with the conclusions reached. 

In Motor Vehicle Manufacturers Association v. State Farm Mutual Automobile Insurance Co., 

463 U.S. 29 (1983), the Court explained that agency action is arbitrary and capricious if the 

agency fails to examine relevant information, fails to articulate a rational explanation for its 

decision, or treats similar circumstances differently without adequate explanation. 

Similarly, in FCC v. Fox Television Stations, Inc., 556 U.S. 502 (2009), the Court held that when an 

agency adopts a position that differs from a prior regulatory determination or treats comparable 

situations differently, the agency must provide a reasoned explanation for doing so. 

These principles are particularly relevant where an agency has already reached a regulatory 

conclusion regarding one category of products and is subsequently asked how that conclusion 

applies to products with substantially similar intended uses. 

FDA has publicly determined that orally ingestible fluoride products intended to prevent dental 

caries have never been reviewed and approved through the New Drug Application process 

required by 21 U.S.C. §355.   
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Fluoride compounds distributed for community water fluoridation are likewise distributed with 

the acknowledged purpose that they be ingested by humans to prevent dental caries and are 

orally ingestible fluoride products intended to prevent dental caries. 

The petitioner respectfully requests that FDA explain how it applies the statutory provisions of 

the Federal Food, Drug, and Cosmetic Act to products intended to achieve the same disease-

prevention purpose through systemic ingestion. 

If FDA determines that fluoride compounds distributed for community water fluoridation fall 

within the drug provisions of the FD&C Act, the petitioner respectfully requests that FDA 

identify the regulatory obligations and consequences that follow from that determination. 

If FDA determines that such products do not fall within the drug provisions of the Act, the 

petitioner respectfully requests that FDA explain the legal, factual, and regulatory basis for 

distinguishing those products from other ingestible fluoride products intended to prevent 

dental caries. 

The importance of regulatory consistency has also been recognized in FDA administrative 

practice. Petitions involving pharmaceutical products have requested that FDA apply equivalent 

statutory standards to similarly situated products or provide a reasoned explanation for 

differing treatment. The principle underlying such requests is straightforward: similarly situated 

products should be evaluated under consistent statutory standards unless a legitimate basis 

exists for distinction.6 

This petition therefore seeks not merely a conclusion, but the reasoning supporting that 

conclusion. Such an explanation will promote transparency, consistency, predictability, and 

public confidence in the administration of federal law. 

The petitioner respectfully submits that a written FDA determination addressing these 

questions will assist manufacturers, public officials, courts, policymakers, and the public in 

understanding the proper application of the Federal Food, Drug, and Cosmetic Act to fluoride 

compounds distributed for human ingestion to prevent dental caries. 

 

 
6 Ramaprakash v. FAA, 346 F.3d 1121, 1124 (D.C. Cir. 2003) 
Motor Vehicle Mfrs. Ass'n v. State Farm Mut. Auto. Ins. Co., 463 U.S. 29, 43 (1983) 
Pfizer/DUAVEE petition (Docket No. FDA-2016-P-3082) 
Bracco Diagnostics, Inc. v. Shalala, 963 F. Supp. 20 (D.D.C. 1997) (recognizing that agencies must provide a rational 
basis when treating similarly situated products differently). 
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X. SCOPE OF PETITION 

This petition concerns interpretation and application of the Federal Food, Drug, and Cosmetic 

Act. 

It does not request regulation of public water systems. 

It does not request modification of EPA drinking water standards. 

It does not request withdrawal of fluoridation recommendations issued by public health 

organizations. 

It does not request that FDA determine whether community water fluoridation is good public 

policy. 

Nor does it request that FDA conduct a comprehensive re-evaluation of the scientific evidence 

regarding fluoridation. 

Rather, this petition seeks a determination regarding the regulatory status of fluoride 

compounds distributed for human ingestion to prevent dental caries, an explanation of FDA's 

reasoning, and clarification regarding the regulatory consequences that follow from that 

determination. 

The petitioner respectfully requests that FDA address those questions directly and provide a 

written response suitable for inclusion in the administrative record. 

 

XI. EPA JURISDICTION DOES NOT RESOLVE THE QUESTION PRESENTED 

A recurring response to questions concerning community water fluoridation is that drinking 

water is regulated by the United States Environmental Protection Agency ("EPA") under the Safe 

Drinking Water Act ("SDWA").  (See Appendix D) 

The petitioner does not dispute EPA's authority to regulate public water systems, drinking water 

contaminants, treatment processes to treat water, Maximum Contaminant Levels ("MCLs"), 

Maximum Contaminant Level Goals ("MCLGs"), or drinking water quality. 

However, EPA's jurisdiction over drinking water systems does not answer the question 

presented in this petition. 

The question presented here is not whether EPA may regulate public water systems. Rather, the 

question is whether fluoride compounds distributed for community water fluoridation and 

intended for human ingestion to prevent dental caries are subject to the Federal Food, Drug, 

and Cosmetic Act ("FD&C Act").  (Appendix D) 
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The question begs, “if one preventive/treatment substance is exempt from NDA why can’t 

manufacturers add other substances such as lithium, antibiotics or Viagra without an NDA?” 

EPA's authority under the SDWA concerns drinking water systems and contaminants. FDA's 

authority under the FD&C Act concerns articles intended for use in the diagnosis, cure, 

mitigation, treatment, or prevention of disease. 

Accordingly, EPA does not determine whether a product satisfies the statutory definition of a 

drug under 21 U.S.C. §321(g)(1), administer the New Drug Application process under 21 U.S.C. 

§355, or establish FDA-approved indications, dosage instructions, warnings, contraindications, 

or conditions of use for products intended to prevent disease. 

EPA has itself recognized the distinction between drinking water regulation and drug regulation. 

In correspondence dated February 14, 2013, Steve Neugeboren, Associate General Counsel in 

EPA's Water Law Office, (see Appendix D) stated: 

"The FDA remains responsible for regulating the addition of drugs to the water supply 

for health care purposes." 

The SDWA further reinforces this distinction. Section 1412(b)(11) provides that: 

"No national primary drinking water regulation may require the addition of any 

substance for preventive health care purposes unrelated to contamination of drinking 

water."  42 U.S.C. §300g-1(b)(11). 

Congress therefore expressly limited EPA's authority with respect to the addition of substances 

for preventive health-care purposes. The question presented in this petition concerns precisely 

such a purpose: prevention of dental caries through ingestion of fluoride. 

The petitioner does not request that FDA regulate drinking water systems, water utilities, or 

drinking water quality. Rather, the petitioner requests that FDA determine whether fluoride 

compounds distributed for community water fluoridation and intended for human ingestion to 

prevent dental caries fall within the provisions of the FD&C Act and, if so, what regulatory 

obligations follow from that determination. 

EPA itself has acknowledged that it does not regulate substances added to water solely for 

preventive health care purposes and has stated that HHS, acting through FDA, remains 

responsible for regulating the addition of drugs to water supplies for health care purposes.  

In the February 14, 2013 letter (Appendix D) from the EPA Office of General Counsel, EPA 

explained: 

"EPA does not have responsibility for substances added to water solely for preventive 

health care purposes, such as fluoride..."  
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EPA further stated: 

"The Department of Health and Human Services (HHS), acting through the FDA, remains 

responsible for regulating the addition of drugs to water supplies for health care 

purposes."  

Accordingly, the question presented here is not whether EPA regulates drinking water quality, 

but whether fluoride compounds distributed with the intent that they be ingested to prevent 

dental caries fall within the drug provisions of the FD&C Act. 

Accordingly, EPA's jurisdiction over drinking water systems does not resolve the statutory 

questions presented here and does not substitute for FDA's independent responsibility to 

interpret and administer the Federal Food, Drug, and Cosmetic Act. 

The distinction between EPA's responsibilities and FDA's responsibilities is not merely 

jurisdictional; it is also substantive. 

 

 

XII. THE EPA AND FDA FRAMEWORKS OPERATE UNDER DIFFERENT 

EVIDENTIARY STANDARDS 

The evidentiary standards governing each agency reflect this fundamental difference in 

purpose. Under the SDWA, EPA may regulate a contaminant in drinking water only after making 

a determination that:  

1. the contaminant “may have an adverse effect on the health of persons”;  

2. it is “known or substantially likely to occur in public water systems with a frequency 

and at levels of public health concern”; and  

3. regulation “presents a meaningful opportunity for health risk reduction.” 42 U.S.C. 

§300g-1(b)(1)(A).  

Even after that threshold is crossed, EPA sets an enforceable Maximum Contaminant Level 

(MCL) not at the level of zero risk, but as close to the non-enforceable Maximum Contaminant 

Level Goal (MCLG) “as is feasible,” expressly allowing EPA to balance cost of treatment against 

public health benefit. 42 U.S.C. §300g-1(b)(4)(B). In other words, EPA’s standard tolerates known 

health risk when the cost of elimination is deemed too high.  EPA does not evaluate toxins to 

“assure safety for all” and uses an uncertainty factor of 1:1 without a label for fluoride.  



22 
 

FDA’s drug-safety framework operates under an entirely different standard. FDA regulations 

require that prescription drug labeling be revised to include a warning “as soon as there is 

reasonable evidence of an association of a serious hazard with a drug,” and expressly provide 

that “a causal relationship need not have been definitely established.” 21 C.F.R. §201.80(e); 

see also 21 C.F.R. §201.57(c)(6) (same standard for newer labeling format).  

The FDA warning-label threshold — reasonable evidence of association, causation not 

required — is therefore substantially lower than the SDWA’s threshold for contaminant 

regulation, which requires known or anticipated adverse effects with public-health-concern 

frequency and cost-benefit balancing before any enforceable standard applies.  

A substance may simultaneously comply with an EPA drinking-water standard and still require 

an FDA warning label — or FDA approval — if it is distributed with a disease-prevention intent 

and there is reasonable evidence of associated hazard. These are parallel, non-exclusive 

regulatory obligations arising from distinct statutory frameworks. 

EPA's drinking-water framework is designed primarily to identify, assess, and limit risks 

associated with contaminants in public drinking water systems. In contrast, FDA's drug-approval 

framework requires affirmative evidence demonstrating that products intended for use in the 

diagnosis, cure, mitigation, treatment, or prevention of disease are safe and effective for their 

intended use. 

Accordingly, compliance with drinking-water standards does not answer the separate questions 

ordinarily addressed through FDA's regulatory framework, including intended use, approved 

indications, dosage, conditions of use, contraindications, warnings, effectiveness, good 

manufacturing standards and demonstration of safety for the intended therapeutic purpose. 

For that reason, EPA regulation of drinking water systems and contaminants cannot substitute 

for FDA's independent statutory responsibilities under the Federal Food, Drug, and Cosmetic 

Act. 

EPA and FDA operate under different statutory mandates and evidentiary standards. EPA 

generally regulates contaminants by determining whether an exposure presents a potential 

harm under environmental statutes. FDA, by contrast, is charged with assuring that drugs are 

safe and effective for their intended use before they are lawfully marketed. Thus, the fact that 

EPA may establish contaminant limits or permit the presence of a substance in drinking water 

does not resolve whether a product intended for disease prevention satisfies the separate 

requirements applicable to drugs under the FD&C Act. The legal question presented in this 

petition concerns FDA's statutory responsibilities, not EPA's authority to regulate drinking water 

contaminants. 
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XIII. THIS PETITION DOES NOT SEEK DISCRETIONARY ENFORCEMENT 

ACTION 

The petitioner does not request that FDA initiate enforcement proceedings against any specific 

manufacturer, distributor, municipality, or water system. 

Nor does the petitioner seek prosecution, injunction, seizure, warning letters, or other 

particular enforcement remedies. 

Rather, this petition requests: 

1. A determination regarding the application of the Federal Food, Drug, and Cosmetic Act 

to fluoride compounds distributed for community water fluoridation and intended for 

human ingestion to prevent dental caries.   

2. An explanation of the legal and factual basis supporting that determination; and 

3. Identification of the regulatory consequences that follow from that determination. 

The questions presented concern statutory interpretation, regulatory classification, and 

consistent application of federal law. 

Accordingly, this petition does not seek review of a discretionary enforcement decision. 

Instead, it seeks clarification of FDA's interpretation and administration of the Federal Food, 

Drug, and Cosmetic Act. 

To the extent FDA concludes that particular regulatory obligations apply, the petitioner 

respectfully requests that FDA identify those obligations and explain how FDA intends to 

administer the applicable statutory framework. 

The petitioner does not request that FDA exercise enforcement discretion in any particular 

manner. 
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XIV. MANUFACTURING AND DISTRIBUTION CONTEXT 

Documentation contained in Appendix A demonstrates that fluoride compounds used in 

community water fluoridation are manufactured and distributed within a specialized market 

whose intended purpose is fluoridation of drinking water to reduce dental caries. 

The materials compiled in Appendix A are offered as evidence regarding intended use and the 

circumstances surrounding distribution. 

The petitioner respectfully requests that FDA evaluate those materials in determining whether 

such products fall within the provisions of the Federal Food, Drug, and Cosmetic Act. 

If FDA concludes that these products are subject to the Act, the petitioner further requests 

identification of the manufacturing, labeling, approval, and distribution requirements that 

apply. 

Among the regulatory requirements that would apply if fluoride compounds distributed for 

community water fluoridation are determined to be drugs, the following are particularly 

significant.  

First, the law requires strict adherence to Good Manufacturing Practice (GMP) requirements for 

drugs, as specified in Title 21 of the Code of Federal Regulations, Parts 210 and 211. Failure to 

follow GMP requirements causes a drug to be adulterated within the meaning of FD&C Act 

Section 501(a)(2)(B), 21 U.S.C. §351(a)(2)(B), exposing manufacturers to enforcement action 

regardless of whether the product itself is otherwise harmful.  

Second, it is mandatory for drug firms to register their establishments and list their drug 

products with FDA pursuant to FD&C Act Section 510, 21 U.S.C. §360, and 21 C.F.R. Part 207. 

Manufacturers of fluoride compounds distributed for community water fluoridation have not, to 

the petitioner’s knowledge, registered their establishments or listed these products as drugs 

with FDA. (See list in Appendix B) 

Third, a New Drug Application establishing safety and effectiveness for the specific intended use 

— prevention of dental caries through ingestion in a public water system — has never been 

submitted or approved. No New Drug Application has ever been approved for fluoride intended 

to be ingested for the prevention of dental caries. 

FDA’s Center for Drug Evaluation and Research (CDER) has stated in compliance guidance that 

“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.” FDA, CDER 

Compliance and Regulatory Information (2008).  
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If fluoride compounds distributed for community water fluoridation are determined to be 

unapproved drugs, this characterization — drawn from FDA’s own published compliance policy 

— would apply to their manufacturers and distributors.  Therefore, FDA should explain the legal 

basis for any distinction.  The petitioner does not assert that conclusion in advance of FDA’s 

determination, but respectfully submits that the regulatory consequences are significant and 

warrant the written determination requested herein. 

 

 

XV. NOTICE TO MANUFACTURERS 

The petitioner has provided notice to manufacturers and distributors of fluoride compounds 

concerning the regulatory questions presented in this petition. 

A representative notice is included in Appendix B. 

The purpose of that notice was to provide manufacturers with an opportunity to address the 

issues presented herein and to inform them that FDA clarification has been requested. 

The petitioner will include the Docket number when available.  Previous communication with 

manufacturers has not received any response to submitted comments. 

 

XVI. ENVIRONMENTAL IMPACT 

The action requested in this petition concerns interpretation and application of existing 

statutory and regulatory provisions. 

The petition does not seek authorization of a new product, approval of a manufacturing 

process, modification of drinking water standards, or any action expected to result in significant 

environmental effects. 

Accordingly, the petitioner believes this request qualifies for categorical exclusion from 

preparation of an environmental assessment under applicable FDA regulations. 

To the extent FDA determines that additional environmental information is required, the 

petitioner respectfully requests notification. 

 

XVII. ECONOMIC IMPACT 

The petitioner does not request establishment of new statutory requirements. 
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Rather, the petition requests clarification regarding the application of existing law. 

Any economic consequences would result from FDA's interpretation and application of existing 

statutory provisions, not from the creation of new regulatory standards through this petition. 

The petitioner respectfully submits that economic considerations do not alter the legal 

questions presented regarding intended use, regulatory status, and statutory consistency. 

 

XVIII. CERTIFICATION 

Pursuant to 21 C.F.R. §10.30, the undersigned certifies that, to the best knowledge and belief of 

the petitioner, this petition includes all information and views upon which the petition relies 

and that it includes representative data and information known to the petitioner that are 

unfavorable to the petition. 

Respectfully submitted, 

Washington Action for Safe Water 

Authorized Representative and Contact Person 

/s/ Willard Osmunson, DDS, MPH 

Willard (Bill)  Osmunson DDS, MPH 
Washington Action for Safe Water 
10300 181st Ave SE 
Issaquah, WA 98027 
Phone 425.466.0100 
Email Address: Billosmunson3@gmail.com 
Date: June 15, 2026 

Signature:  

 

XIX. REQUEST FOR AGENCY RESPONSE 

The petitioner respectfully requests that FDA provide a written response addressing each of the 

requests set forth in Section I of this petition. 

Specifically, the petitioner requests that FDA: 

1. Determine whether fluoride compounds manufactured and distributed for community 

water fluoridation are articles intended for use in the prevention of disease within the 

meaning of 21 U.S.C. §321(g)(1); 
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2. Determine whether manufacturers and distributors of such compounds are introducing 

into interstate commerce products that fall within the drug provisions of the Federal 

Food, Drug, and Cosmetic Act; 

3. Explain how FDA's determination that ingestible fluoride drug products intended to 

prevent dental caries are unapproved under 21 U.S.C. §355 applies, or does not apply, to 

fluoride compounds distributed for community water fluoridation; 

4. Identify the regulatory requirements applicable to such products and manufacturers if 

FDA determines that the products fall within the drug provisions of the Act, including 

requirements relating to approval, labeling, manufacturing standards, interstate 

distribution, and compliance; 

5. Explain the legal and factual basis for any distinction FDA draws between ingestible 

fluoride drug products and fluoride compounds distributed for community water 

fluoridation when both are intended to prevent dental caries through ingestion; and 

6. Describe what regulatory or enforcement actions FDA intends to take, if any, to assure 

consistent application of the Federal Food, Drug, and Cosmetic Act. 

7. Identify whether FDA has previously made any formal or informal jurisdictional 

determination regarding fluoride compounds distributed for community water 

fluoridation and, if so, provide the legal basis for that determination. 

 

Identify whether FDA has previously made any formal or informal jurisdictional determination 

regarding fluoride compounds distributed for community water fluoridation and, if so, provide 

the legal basis for that determination. 

The petitioner further requests an opportunity for an informal hearing pursuant to 21 C.F.R. §16 

to address any questions FDA may have regarding the matters presented herein and to present 

additional information relevant to the determinations requested. 

The petitioner respectfully requests that FDA provide a reasoned explanation sufficient to 

permit public understanding of FDA's interpretation and application of the Act. 

 

XX. CONCLUSION 

FDA has determined that orally ingestible fluoride products intended to prevent dental caries 

have never been reviewed and approved through the New Drug Application process required by 

federal law. 
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Manufacturers and distributors of fluoride compounds used in community water fluoridation 

distribute those compounds with the acknowledged purpose that they be ingested by humans 

to prevent dental caries. 

This petition is grounded in the ethical principles of transparency, regulatory consistency, 

informed decision-making, and protection of public health. Regardless of policy views 

concerning community water fluoridation, the public, regulated entities, and governmental 

bodies benefit from clear identification of the legal framework governing substances intended 

for human ingestion to prevent disease. 

This petition does not ask FDA to adopt a predetermined regulatory outcome. 

Rather, it requests a determination regarding the regulatory status of such products, an 

explanation of the basis for that determination, and clarification regarding the regulatory 

consequences that follow. 

If FDA concludes that fluoride compounds distributed for community water fluoridation fall 

within the drug provisions of the Federal Food, Drug, and Cosmetic Act, the petitioner 

respectfully requests identification of the obligations and consequences arising from that 

conclusion. 

If FDA concludes that such products do not fall within the drug provisions of the Act, the 

petitioner respectfully requests an explanation of the legal and factual basis supporting that 

distinction. 

The petitioner respectfully submits that a written response addressing these questions will 

promote consistency, transparency, and public confidence in the administration of federal law. 

Respectfully submitted, 

Washington Action for Safe Water 
Willard (Bill) Osmunson, DDS, MPH 
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OTC Over-The-Counter
SDWA Safe Drinking Water Act
TSCA Toxic Substances Control Act
USC United States Code
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1. Review of federal drug laws and regulations

a. The 1906 and 1938 Acts of Congress

Drug regulation in the United States began with the Colonies and States adopting isolated

laws as early as 1736.  (Abigail Alliance for Better Access to Developmental Drugs v. von

Eschenbach, 495 F.3d 695, 703-04 (D.C. Cir. 2007).)  As early as 1848, the United States began

limited drug regulation. ( Id. at 704.)  Congress adopted more comprehensive drug statutes in the

Food and Drugs Act of 1906, which prohibited the manufacture of any drug that was “adulterated

or misbranded.” (Id. at 705.)  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;

and defined “food” as including “articles used for food [and] drink.” (Food and Drugs Act of

1906 (emphasis supplied), 34 Stat. 768 (1906).)

Initially, this Act did not regulate false claims of the curative power of a drug but this was

changed by Congress in 1912.  (Samuels v. United States, 232 F. 536, 545 (8  Cir. 1916).)  Theth

1906 Act, as amended, did not require government approval before a drug was introduced into

the market.  (United States v. Hiland, 909 F.2d 1114, 1125 (8  Cir. 1990).)  This changed withth

the adoption by Congress of the federal Food, Drug, and Cosmetic Act (“FDCA”) of 1938 which

required a FDA approved new drug application (“NDA”) to demonstrate a drug was safe before

entering the market.  (Samuels at 545.)  No new approvals were required for drugs marketed

under the 1906 Act only if their conditions of use remained unchanged.  (Id.)
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b. In 1952, after Congress defined prescription drugs, the FDA announced it
would not enforce the FDCA for fluoridated public water 

The Durham-Humphrey Amendment of 1951 (65 Stat. 648) for the first time explicitly

defined two classes of medications (prescription and over-the-counter (“OTC”)).  (Christopher v.

SmithKline Beecham Corp., 635 F.3d 383, 385  (9th Cir. 2011).)   In 1952, in response to this

amendment, the FDA adopted a regulation stating:

(a) 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.
(b) Public water supplies do not ordinarily come under the
provisions of the Federal Food, Drug, and Cosmetic Act. . . .
(c) 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.

(Former 21 CFR 3.27 (1952); 17 FR 6732; infra at B 23.)  This regulation was recodified to

former 21 CFR 250.203 in 1975. (40 FR 13996; infra at B 24.)  It was published, as amended, in

1995. (Infra at B 25-26.) 

c. In 1996 the FDA reversed its position to not enforce the FDCA 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; infra at B 27.)  The revocation of

former 21 CFR 250.203 occurred after the federal Environmental Protection Agency (“EPA”)

announced the “Termination of the Federal Drinking Water Additive Program” effective April 7,

1990.  (53 FR 25586-89; CP 142-45; infra at B 28-31.)  The first and major Term of Agreement
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of a 1979 Memorandum of Understanding (“MOU”) between FDA and EPA was having EPA

develop and operate the federal regulatory drinking water additives program:

III.  Terms of Agreement

     A.  EPA’s responsibilities are as follows:

1.  To establish appropriate regulations, and to take
appropriate measures, under the SDWA and/or TSCA, and FIFRA,
to control direct additives to drinking water (which encompass any
substances purposely added to the water)

(44 FR 42775-78; infra at B 33 and at B 38.)   Arguably, EPA’s Federal Register announcement

of termination of its regulatory Federal Drinking Water Additives Program was effective notice

to FDA that EPA was terminating the 1979 MOU and EPA was no longer obligated by this MOU

to establish and operate a federal regulatory program to control direct additives to drinking water. 

(44 FR 42776, infra at B 33 and B 39 (“This [MOU] shall continue in effect unless . . .

terminated by either party upon thirty (30) days advance written notice to the other.”))

The revocation of former 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 mineral additives [including

fluoride] are drugs if the intended use is to prevent disease:

A dietary supplement is deemed to be "food," [21 USC]  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) (emphasis

supplied.))  Under the DSHEA, dietary supplements include minerals.  (21 USC 321(ff)(1)(B);



      Congress specifically asked FDA to address the relationship of “fluoride in drinking water and drug(s).”  (Infra at1

B 44.)  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 ten years earlier.  (Supra at B 2-3.)  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 regulation of fluoride additives for health care purposes.
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infra at B 42.)   In adopting the DSHEA in 1994, Congress clarified its intent that fluoride

minerals when used to prevent disease are drugs under federal law.  (21 USC

321(ff)(postscript), infra at B 43.)  In 2000, the FDA Commissioner concurs.   (Infra at B 44.) 1

d. The 1962 Amendments to the 1938 Act

The Congress amended the FDCA in 1962 to change the standard for approval of a NDA

or abbreviated NDA (“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).)  

e. In 1972, the FDA established a new approval process for non-prescription
drugs

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 (“OTC”)

monographs for various drug classifications including a monograph for anticaries drug products

that do not require a prescription.  (21 CFR Part 355.)  The final rule for the anticaries drug

monograph is in 60 FR 52473-510.  Amendments to this final rule are in 60 FR 57927, 61 FR

52285-87, 64 FR 13296, and 68 FR 24879-80.  This final rule, as amended, provides that 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
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355; otherwise a NDA or ANDA is required.

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

(60 FR 52474; 61 FR 52285.)  Also, it should be noted that FDA regulations provide that any

anticaries drug that includes hydrogen fluoride requires a NDA.  (21 CFR 310.545(a)(2) and (b).) 

Typical specification sheets for water treatment certified Fluorosilicic Acid show a significant

portion of the fluoride comes from hydrogen fluoride.  (Infra at B 47.)  Some of the fluoride in

water treatment certified Sodium Fluoride also comes from hydrogen fluoride.  (Infra at B 50.)

2. All drinking waters are drugs when fluoridation chemicals are added with intent to
prevent, mitigate and/or prophylactically treat tooth decay disease 

a. The FDCA explicitly makes articles drugs when intended for use in the
treatment, mitigation and/or prevention of disease

The term "drug" means 
(A) articles recognized in the official United States Pharmacopoeia
. . .; and 
(B) articles intended for use in the diagnosis, cure, mitigation,
treatment, or prevention of disease in man or other animals; and
(C) articles (other than food) intended to affect the structure of any
function of the body of man or other animals; and
(D) articles intended for use as a component of any article specified
in clause (A), (B), or (C). . . . 

(21 USC 321(g)(1); infra at B 41; emphasis supplied.)  The language quoted has not been

amended since it was originally adopted in the 1938 Act.  (52 Stat. 1041.)

b. Fluoridated drinking waters (bottled or tap (from public water systems)),
and fluoridation chemical additives (whether or not certified under
NSF/ANSI Standard 60) are drugs under 21 USC 321(g)(1) when the
intended use is to aid in the prevention, mitigation and/or prophylactic
treatment of dental caries disease (tooth decay, cavities)
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  Based on 21 USC 321(g)(1)(B) when fluoridated drinking water is intended to aid in the

prevention, mitigation and/or prophylactic treatment of dental caries disease (tooth decay,

cavities) it is a drug under the FDCA.  There is nothing in the FDCA that would suggest

otherwise and HHS and FDA have not made the claim that there is.  Similarly, based on 21

USC 321(g)(1)(B) fluoridation chemical additives that are intended to aid in the prevention,

mitigation and/or prophylactic treatment of dental caries disease are drugs under the FDCA. 

When fluoridation chemical additives are intended for use as a component of fluoridated

drinking water, then these fluoridation chemical additives are also drugs under 21 USC

321(g)(1)(D).  There is no provision in the FDCA that would cause either fluoridated tap water or

fluoridated bottled water to not be considered a drug when the intended use is to aid in the

prevention, mitigation and/or prophylactic treatment of dental caries disease (tooth decay,

cavities).    

c. It should be presumed that the intended use of fluoridation chemical
additives and fluoridated waters (bottled or tap) using such additives is to aid
in the prevention, mitigation and/or prophylactic treatment of dental caries
disease (tooth decay, cavities)

Today, in almost every state, water fluoridation chemical additives are required to be

certified to ANSI/NSF Standard 60.  For example, in Washington State:

Any treatment chemicals, with the exception of commercially
retailed hypochlorite compounds such as unscented Clorox, Purex,
etc., added to water intended for potable use must comply with
ANSI/NSF Standard 60. The maximum application dosage
recommendation for the product certified by the ANSI/NSF
Standard 60 shall not be exceeded in practice.

WAC 246-290-220(3).  NSF, an author of ANSI/NSF Standard 60, states in its 2008 NSF Fact

Sheet on Fluoridation Chemicals:
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Water fluoridation . . . .  Fluoride is added to water for the public
health benefit of preventing and reducing tooth decay

(Infra at B 73.)  In 2011, HHS confirmed its belief that:

Community water fluoridation is the most cost-effective method of
delivering fluoride for the prevention of tooth decay.

(76 FR 2386; infra at B 51.) 

The FDA has concluded that the intended use is implied for fluoride additives to prevent

tooth decay.  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). 

 
(59 FR 6088.)  The intended use of added fluoride in drinking water is also implied and should

be presumed.  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 Washington State Board of Health states,

The Board considers it self-evident that the purpose of water
fluoridation is to help prevent tooth decay.

(Infra at B 52.)   

The CDC states, “Tooth decay (dental caries) is an infectious, multifactorial disease.” 

(Infra at B 54.)  The FDA defines “dental caries” as “A disease of calcified tissues of teeth

characterized by demineralization of the inorganic portion and destruction of the organic matrix”

and defines “anticaries drug” as ”A drug that aids in the prevention and prophylactic treatment of



      The relevant portion of the federal statute are quoted supra at B 1.2
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dental cavities (decay, caries).  (21 CFR 355.3(c) and (d).)

d. The language in 21 USC 321(g)(1)(B) defining drugs must be interpreted “as
broad as its literal language indicates” 

  As early as 1916, the federal Supreme Court concurred that products that were otherwise

defined as “foods” would be “drugs” under the federal statute  when labeling for the substance2

includes statements of therapeutic (including preventative) effect.  (Seven Cases v. United States,

239 U.S. 510, 513-14,  36 S.Ct. 190, 60 L.Ed. 411 (1916).)

After the 1938 Act was adopted, the federal Supreme Court again concurred that “food

products” will be “drugs” based on intended use and “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 USC 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 Article 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 any
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; emphasis supplied.)  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.
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(Id. at 801.)

In the construction of federal statutes, “the decisions of the Supreme Court of the United

States are binding” upon all.  (Beezer v. City of Seattle, 62 Wn.2d 569, 573, 383 P.2d 895

(1963).)  Therefore, HHS and FDA and every court 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.”  (Supra.)

e. Foods must be regulated as drugs if the “intended use” is to prevent disease

Interpretation of federal statutes by other federal courts are entitled to great weight. 

(Beezer at 573.)  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. s 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 [FDCA] if their intended use falls within the definition of s
321(g)(1)(B).

Gadler v. United States, 425 F.Supp. 244, 246-47 (D.Minn. 1977); see Nutrilab, Inc. v.

Schweiker, 713 F.2d 335, 336 (7  Cir. 1983); see also Bradley v. United States, 264 F.79 (5th th

Cir., 1920) where the court specifically found “mineral water” to be a “drug” when it is intended

to treat disease.

In the determination of whether fluoridation products (fluoridated waters (tap or bottled)

and fluoridation chemical additives) are drugs, 
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the only question under the [FDCA] is whether the intended use of
the product is to prevent disease, not whether the product actually
prevents disease.

(United States v. Bowen, 172 F.3d 682, 686 (9  Cir. 1999).)  Intent “may be derived or inferredth

from [any] relevant source.” (National Nutritional Foods Ass’n v. Mathews, 557 F.2d 325, 334

(2  Cir. 1977).)  As discussed previously, it should be presumed that the “intended use” ofnd

fluoridation products is to prevent dental caries (tooth decay) disease.  (Supra at B 6-8.)

f. The DSHEA further clarifies the intent of Congress that fluorides, which are
minerals, that are added to drinking water to prevent the disease of dental
caries, are drugs

 Perhaps partly in response to the FDA’s refusal to enforce the FDCA for fluoridated

water supplies (supra at B 2), 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 USC 321(ff)(1)(B); infra at B 42.)  Minerals

are normally regulated as foods except when they are drugs.  (21 USC 321(ff)(postscript)

(“except for purposes of [21 USC 321(g)(1) defining drugs] a dietary supplement shall be

deemed to be a food;”) infra at B 43 (emphasis supplied).)

g. Congress did not intend to exempt public water or water additives from the
reach of federal drug laws

In 1974, Congress passed the Safe Drinking Water Act (“SDWA”).  (88 Stat. 1661;

codified at 42 USC 300f et seq.)  The SDWA empowered the EPA to set standards for the

control of contaminants in drinking water.  (42 USC 300g-1(b); see In re Groundwater Cases,

154 Cal.App.4th 659, 677 (2007).)  The SDWA authorizes EPA to adopt national primary

drinking water regulations applicable to “public water systems.”  (42 USC 300f(1);  see 42 USC



      There is a SDWA statutory provision that directs the EPA to keep away from regulating drugs.  (42 USC 300g-3

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.”))
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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 USC 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 (four milligrams per liter which is 4 parts per million (ppm)).  (40 CFR 141.62(b)(1).)  

But there is no SDWA statutory provision or implementing regulation that addresses or

sets standards for fluoridation chemical additives.   (SDWA; 40 CFR Part 141 et seq.) 3

Therefore, there is no possible statutory conflict where Congress intended the SDWA to interfere

with the FDCA or FDA authority to regulate drugs.  If Congress wanted to exempt public

drinking water from the definition of drugs in 21 USC 321(g)(1)(B) it certainly had  the

knowledge of how to do it (it had previously exempted “food” from subsection  (1)(C)) and it

certainly had the opportunity to do it in any one of the more than 20 significant amendments

made to the FDCA since 1980.  (Infra at B 56-57.)  The SDWA did not explicitly or implicitly

repeal any drug provision of the FDCA or any drug authority of the FDA.

h. Arguably, the 1979 EPA/FDA MOU has been terminated but never did
restrict FDA authority over drugs

i. The 1979 MOU

In 1979, EPA and FDA entered into an MOU where FDA agreed not to enforce its food
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authority over public drinking water in exchange for EPA creating a federal regulatory drinking

water additives program.  (Infra at B 32-39.)  In the FDCA, Congress gave FDA authority to

regulate foods to ensure they are “safe” (21 USC 393(b)(2)(A)) and drugs to ensure they are “safe

and effective” (21 USC 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.  (Infra at

B 32 and B 37.)  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. (Supra at B 2-3, Infra at B 32.)  In the MOU,

FDA agreed not to use its “food” authority to regulate public drinking water, based on a

commitment that EPA would adopt federal regulations to control additives in public drinking

water.   (Supra at B 2-3, Infra at B 32-33.)

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.  (Infra at B 32-39.)  Congress

required “drugs” to be “effective” (21 USC 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 [FDCA] over
water used for drinking water purposes.

(Infra at B 32.)  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.  (Infra at B 32-34; 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.”))
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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 [FDCA].

(Infra at B 33; emphasis supplied.)  Thus the MOU itself clarifies that the MOU only was

intended to address FDA’s regulations regarding “food.”  The MOU also inartfully states:

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

(Infra at B 33.)  In context of the whole agreement, EPA does not have exclusive jurisdiction

when public drinking waters, and public drinking water additives, are “drugs” because Congress

has given exclusive jurisdiction over drugs to the FDA.  (21 USC 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 USC 321(g)(1).  Further EPA claims no authority that

would give it jurisdiction over the determination of  “effectiveness” of drugs.  (Infra at B 32-35.)

ii. Arguably, the 1979 MOU is terminated

In 1988, EPA published in the Federal Register a “Notice”that it was terminating EPA’s

commitment to FDA to create a federal regulatory drinking water additives program.  (53 FR

25586-89; infra at B 28-31.)  In this 1988 Notice, EPA admits that it “does not currently regulate

the levels of additives in drinking water.”  (Infra at B 28.)  EPA explained that the “SDWA does

not require EPA to control the use of specific additives in drinking water.” (Infra at B 28.)  It

states,

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

 (Infra at B 29.)  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.”  (Infra at B 28-30.)  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.  (Infra at B 31.)  EPA stated that “Discontinuance of the additives

program at EPA does not relieve the Agency of its statutory responsibilities.”  (Infra at B 31.)

Arguably, 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.  (Supra at B

2-3.)  Thus, arguably, the 1979 MOU was terminated by 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.  (Supra at B 2-3.)

 i. The intent of Congress clearly establishes that water fluoridation products
are drugs under the FDCA

 In 1916, the federal Supreme Court concurred that Congress in adopting the 1906 Act

directed that food be regulated as a drug when therapeutic (including preventative) effects are

intended.  (Supra at B 8.)  In the 1938 Act, Congress significantly broadened, instead of limited,

the definition of drugs.  (Compare supra at B 1 and B 5.)  In 1948, the federal Supreme Court
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again concurred “food products” will be “drugs” depending on intent and “labeling.”  (Supra at B

8.)

In 1952, the FDA stated it would not enforce the FDCA for fluoride added to public water

supplies.  (Supra at B 2.)  In 1969, the federal Supreme Court ruled that the FDCA definition of

drugs is “as broad as its literal language indicates.”  (Supra at B 8-9.)  In 1994, the Congress

again specifically clarified that minerals will be drugs if they fall within the broad definition of

drugs.  (Supra at B 3-4 and 10.)  In 1996, the FDA revoked its policy that it would not enforce

the FDCA for fluoride added to public water supplies.  (Supra at B 2.)  

Every department and agency and court is bound by the intent of Congress as explained

by the federal Supreme Court.  (Supra at B 9.)  Therefore, the FDA should find that water

fluoridation products (fluoridated waters (tap or bottled) and fluoridation chemical additives) are

drugs under federal law and regulation when the intended use is to aid in the prevention,

mitigation, and/or prophylactic treatment of dental caries disease (tooth decay, cavities).  And

based on the history of fluoridation, it should be presumed that this is the intended use of water

fluoridation products.  (Supra at B 9-10.)

3. HHS, acting through the FDA, is responsible for regulating the addition of fluoride
to public drinking water

 Despite the Federal Supreme Court ruling in Bacto-Unidisk (supra at B 8-9), HHS and

FDA appear to now argue that certain fluoridation products (fluoridated public waters and

fluoridation chemical additives) are not drugs.  It is uncontested by HHS and FDA that these

fluoridation products are articles intended to prevent dental caries disease in man.  (Supra at B 6-

8.)   Under Bacto-Unidisk and other federal court rulings (supra at B 7 to B 9), these fluoridation
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products are therefore within the definition of a “drug” in 21 USC 321(g)(1)(B).

However, HHS and FDA interpret the Safe Drinking Water Act of 1974 (SDWA) as

removing HHS and FDA jurisdiction over these fluoridation products:

Congress did not intend for FDA to regulate the addition of
fluoride to public drinking water for dental caries prevention as a
drug under the FD&C Act.  Instead, Congress intended that the
U.S. Environmental Protection Agency (EPA) regulate fluoride in
public drinking water as a potential contaminant under the Safe
Drinking Water Act of 1974 (SDWA).

(Infra at B 59 and B 66:  B 58 to B 62 is a November 21, 2014 letter from HHS Principal Deputy

Assistant Secretary for Health Dr. Wanda Jones to Ms. McEtheney; B 63 to B 68 is a December

23, 2013 Request for Review to Jill Warner, FDA Associate Commissioner for Special Medical

Programs from Gerald Steel (FDA has not yet responded to this Request for Review).) 

HHS and FDA argue that the SDWA provides:

that within the limits thus set by EPA, state and local governments
be permitted, but not required, to fluoridate public drinking water
to help prevent dental caries.

(Infra at B 59 and B 66.)  Thus, HHS and FDA argue that under their interpretation of the

SDWA, FDA has no responsibility to regulate such fluoridation products that are articles that

meet the definition of a drug in 21 USC 321(g)(1)(B).  

The fundamental problem with this HHS and FDA interpretation of the SDWA is that it

is in conflict with the EPA interpretation of the SDWA.  The SDWA gives administrative

authority to the EPA.  (42 USC 300f(7 and 8).)  Along with administrative authority comes the

sole agency power to interpret the Act.  Chevron USA v. NRDC, 467 U.S. 837, 842-45, 104

S.Ct. 2778, 81 L.Ed.2d 694 (1984).



       http://www2.epa.gov/aboutepa/about-office-general-counsel-ogc#water4
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Steven M. Neugeboren is the Associate General Counsel in charge of the Water Law

Office of the EPA.  The Water Law Office is responsible for interpreting the SDWA.    Mr.4

Neugeboren states:

Under the Safe Drinking Water Act (SDWA), EPA is the lead
federal agency with responsibility to regulate the safety of public
water supplies.  EPA does not have responsibility for substances
added to water solely for preventative health care purposes, such as
fluoride, other than [to meet maximum contaminant limits.] The
Department of Health and Human Services (HHS), acting through
the FDA, remains responsible for regulating the addition of drugs
to water supplies for health care purposes.

(Infra at 69-70 - February 14, 2013 letter written on behalf of EPA Administrator Lisa Jackson to

Gerald Steel.)  Therefore the EPA’s interpretation of the SDWA is that this Act does not affect

the responsibility of the FDA “for regulating the addition of drugs to water supplies for health

care purposes.”  Therefore HHS and FDA misinterpret Congressional intent when they state:

Congress did not intend for FDA to regulate the addition of
fluoride to public drinking water for dental caries prevention as a
drug under the FD&C Act.

(Infra at B 59 and B 66.)

HHS and FDA are correct that the SDWA does give EPA lead responsibility for

regulating the safety of public water supplies to protect against adverse health effects.  Except for

authorizing regulation of the maximum contaminant level for fluorides, the SDWA does not

address state and local governments fluoridating public drinking water to help prevent dental

caries.  But the state and local governments which fluoridate must comply with all applicable

laws and regulations including federal drug laws in the FDCA, state drug and fluoridation laws,
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federal drug regulations, and state drug and fluoridation regulations.  The EPA has determined

that state fluoridation regulations are not related to the SDWA.  (Infra at B 71-72 - November 17,

2011 letter written on behalf of EPA Region 10 Administrator to Gerald Steel.) 

Under this analysis and the interpretations of the SDWA by the EPA:  HHS and FDA

should find that fluoridation products are drugs when they meet the definition of a drug in 21

USC 321(g)(1)(B).  HHS, acting through the FDA, has responsibility to regulate these drugs to

ensure that they are safe and effective. 

4. FDA should request registration of all water fluoridation products as drugs
pursuant to 21 CFR Part 207

It is requested that FDA request registration of all water fluoridation products as drugs

pursuant to 21 CFR Part 207.  In most states, lists of public water purveyors making fluoridated

waters are available from State Health Departments.  In most states, fluoridation chemical

additives must be certified to meet ANSI/NSF Standard 60.  (Supra at B 6.)  There are only three

organizations that certify products to ANSI/NSF Standard 60 and their web addresses are

www.nsf.org/, www.ul.com/eph/, and www.wqa.org/.  These organizations can be contacted to

get current lists of ANSI/NSF Standard 60 certified fluoridation chemical additive products and

manufacturers.  

To facilitate determination of the legal drug status of these fluoridation products, it is

requested that FDA request for each fluoridation product, for each year the product was marketed

or proposed for future use, a copy of all certificates of analysis and product labeling (both on any

packaging and from any other documents (electronic, print, or otherwise) describing the product

or describing the purpose of using fluoride additives, or describing the conditions of use that are

http://www.nsf.org/
http://www.ul.com/eph/
http://www.wqa.org/
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recommended or suggested.)  For water purveyors, the documents describing the purpose of

fluoride additives, likely would include documents associated with the decision to begin

fluoridation and documents, including materials sent to customers, that later describe on-going

reasons for fluoridation.  Because certification to ANSI/NSF Standard 60 began around 1990, it

is expected that fluoridation chemical additive labeling was changed around that time to declare

certification.  It is likely that all fluoridation product manufactures will be required to get

approved new drug applications or approved abbreviated new drug applications.

5. FDA should find that fluoridation products are not “safe and effective”

Once it accepts jurisdiction, FDA should find that fluoridation products are not safe and

effective as drugs.  While this is a subject that will only be addressed after HHS and FDA accept

drug jurisdiction over fluoridation products, it is useful to point out the harms that HHS and FDA

are allowing to occur because they have not accepted drug jurisdiction over fluoridation products.

An important overview was provided in the York Review in 2000 (M. McDonagh, P.

Whiting, M. Bradley, et al., "A Systematic Review of Water Fluoridation," NHS Centre for

Reviews and Dissemination, The University of York, Report 18 (2000) which is available at:

(http://www.york.ac.uk/inst/crd/CRD_Reports/crdreport18.pdf ). The potential harms explored

by the York Review include dental fluorosis, hip fracture, other bone fractures, cancer, Down's

syndrome, mortality, senile dementia, goitre, lowered IQ, hypersensitivity, and skeletal fluorosis. 

(York Review at  52, 54, 59-60.)  The York Review concludes that except for dental fluorosis, no

"confident statements" can be made regarding these "potential harms."  (York Review at page

xiv.)  In other words, these other “potential harms” could not be ruled out by the available

scientific literature.

http://www.york.ac.uk/inst/crd/CRD_Reports/crdreport18.pdf
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a.  Dental fluorosis is an out-of-control harm of water fluoridation

 There is scientific consensus that fluoridated water causes dental fluorosis.  HHS reported

that 41% of people who were 12 to 15 years old in 1999 to 2004 had dental fluorosis with this

dental fluorosis being moderate or severe for 3.6% of these people (one in twenty eight people). 

(76 FR 2385.)  Even if water fluoridation is reduced to 0.7 mg/l fluoride as HHS now

recommends, the number of people with dental fluorosis is likely to increase because in 1992

when these people were 0 to 8 years old, only 56% of the people in the United States received

fluoridated water.  Today a much higher percentage of people receive fluoridated water.

b. The FDA has already concluded that fluoride OTC products should not be
swallowed except under professional supervision

The FDA has already concluded that fluoride OTC anti-cavity products should not be

swallowed except under professional supervision.  (21 CFR Part 355.)  Fluoridation chemical

additives are intended to be mixed with water and swallowed by everyone.  At a minimum,

fluoridated water is harmful to infants and children under 6.  Warnings are required for OTC

products to avoid swallowing by infants and even children under six.  (21 CFR 355.50.)  Bottled

water regulations do not even allow a health claim for fluoridated water marketed to infants. 

(www.fda.gov/food/ingredientspackaginglabeling/labelingnutrition/ucm073602.htm)   

c. York Review studies repeatedly show that artificial water fluoridation
increases risk of hip fracture in people 65+ years old

 
The York Review was limited to review of human epidemiological studies of water

fluoridation (around 1 mg/l fluoride).  Over 3,200 primary studies were identified but only 9

studies met relevance criteria and measured risk of hip fracture for people 65+ years old in

fluoridated areas compared to the risk in unfluoridated areas.  (York Review at 10 and 48.)  For
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these 9 studies, there were only 4 analyses that produced statistically significant data (i.e. the

relative risk of 1.0 was not in the 95% Confidence Interval).  Each of these statistically

significant analyses show an increased risk of hip fracture for people 65+ years old living in

fluoridated areas.  The studies are identified in the York Review at page 48 as:

Author (Year) Sex Relative Risk 95% Confidence Interval

Jacqmin-Gadda (1998) Both 2.43 (1.1, 5.3)

Danielson (1992) Women 1.27 (1.1, 1.5)

Jacobsen (1992) Women 1.08 (1.06, 1.10)

Jacobsen (1992) Men 1.17 (1.13, 1.22)

Relative Risk is defined as the risk of an adverse effect with exposure to a treatment (here

fluoridated water) relative to risks for those who do not receive the treatment.  (York Review at

99.)  A ratio of 1.0 indicates no increased risk over receiving no treatment. (Id.)  A ratio greater

than 1.0 indicates the risk is higher in the group that did receive the treatment. (Id.)  A ratio less

than 1.0 indicates the risk of the adverse effect is higher in the group that did not receive

treatment.  (Id.)  A Relative Risk of 1.27 means that there is a 27% higher risk of hip fractures

when living in a fluoridated area (for 65+ year old women in the Danielson (1992) analysis). 

Hip fracture for people 65+ years old is a significant health impact in the United States. 

"About 300,000 Americans are hospitalized for a hip fracture every year."  (Connett (2010) at

page 173.)  The Irish Forum (2002) (Forum on Fluoridation (Dublin, Ireland: Stationery Office,

2002) online at http://fluoridealert.org/re/fluoridation.forum.2002.pdf found that "Fracture of the

hip is a major cause of morbidity and mortality [disease and death] in persons 65 years of age and

older."
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Aside from the fact that one in five patients die within 6 months of the fracture
occurring, hip fractures lead to serious disability.  Many basic functions such as
dressing, climbing stairs, walking and transferring are markedly interfered with
following a fracture.  This can result in loss of both confidence and independence
and an increased risk of development of medical complications.

(Irish Forum (2002) at 121.)

d. Fifty human studies agree that higher fluoride exposure is associated with a
mental health impact that lowers IQ levels in children

Lowered IQ in persons who drink fluoridated water as infants and children is a significant

mental health concern.  The National Research Council (2006) states, “It is apparent that fluorides

have the ability to interfere with the functions of the brain.”  (NRC, Fluoride in Drinking Water -

A Scientific Review of EPA’s Standards (Washington D.C.; The National Academies Press,

2006.)  As of September, 2016, 50 of 57 human studies found elevated fluoride exposure is

associated with reduced IQ and 45 animal studies have found fluoride exposure impairs the

learning and/or memory capacity of animals.  (http://fluoridealert.org/studies/brain01/)

The lowest level at which IQ has been lowered (with borderline iodine deficiency)
was at 0.88 ppm [fluoride in drinking water] (Lin et al., 1991) or at 1.26 ppm
(without iodine as a complicating factor). It is very clear that there is no margin of
safety to protect all children drinking water in the range 0.7 to 1.2 ppm.

Dec. 12, 2014 email from Paul Connett, PhD., then Director, Fluoride Action Network.

e. Drinking fluoridated water increases risk of hypothyroidism disorder

A large observational study was published in the online Journal Of Epidemiology and

Community Health, a British Medical Journal (BMJ) publication, on February 24, 2015 that found

rates of diagnosed hypothyroidism (underactive thyroid) were at least 30% higher in areas with

artificial fluoridation.  (Peckham (2015) -J Epidemiol Community Health doi:10.1136/jech-2014-

204971.)  The study states that thyroid dysfunction is a common endocrine disorder. The National
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Research Council ((2006) at 223 called fluoride an endocrine disrupter and at 218 expresses

concern about “the inverse correlation between asymptomatic hypothyroidism in pregnant mothers

and the IQ of the offspring.”

f. Boys drinking fluoridated water when they are 6 to 8 years old have a five to
seven-fold greater risk of contracting bone cancer by the age of twenty

Regarding cancer, an unrefuted published primary study, Bassin (2006) (Bassin E. B. et al.,

"Age-specific Fluoride Exposure in Drinking Water and Osteosarcoma (United States)," Cancer

Causes and Control 17, no. 4 (May 2006) 421-28) reports that boys who drink fluoridated water

when they are 6 to 8 years old will have a five- to sevenfold greater risk of contracting

osteosarcoma (bone cancer) by the age of twenty.  This is a deadly disease.  This result was first

suggested by Perry Cohn in 1992.  (See Connett (2010) at pages 187-94.)  The twofold increase in

cortical bone defects in the fluoridated city in the Kingston-Newburgh study (supra at B 20.) was

described in 1955 and again in 1977 as being "strikingly similar to that of osteogenic sarcoma [now

called osteosarcoma]."  (See Connett (2010) at page 181-94.)  

6. FDA has correctly determined that fluoridated bottled water is a drug when there is a
claim that “this drinking water is intended for use in the prevention of tooth decay
disease”

In a September 23, 2015 letter (B 74-75 hereto), the FDA found that fluoridated bottled

water with 0.7 mg/l fluoride would be a drug if the claim is made that “this drinking water is

intended for use in the prevention of tooth decay disease.”  In fact, fluoridated bottled water with

this claim would be an “anticaries drug” as that term is defined by the FDA in 21 CFR 355.3(c)

and (d).  (Supra at B 7-8.)  Such fluoridated bottled waters when introduced after April 7, 1997

would be required to have an approved New Drug Application (NDA) or Abbreviated NDA



B 22b

(ANDA) because they would not be able to meet requirements of 21 CFR Part 355 which do not

allow anticaries drugs to be swallowed without professional supervision.  (See supra at B 4-5.)  

Under current law, it would be illegal to distribute such fluoridated bottled water in interstate

commerce without an approved NDA or ANDA.  Because such fluoridated bottled waters would

be drugs, the fluoridation chemical additives, which are a component of such fluoridated bottled

waters, would also be drugs.  (21 USC 321(g)(1)(D).) 

7. FDA must now find that fluoridated tap water is a drug when there is a claim that
“this drinking water is intended for use in the prevention of tooth decay disease”

FDA must now find that fluoridated tap water is a drug when there is a claim that this

drinking water is intended for use in the prevention of tooth decay disease.  The FDA must also

find that the fluoridation chemical additives, which are a component of such fluoridated tap waters,

are also drugs.  (USC 321(g)(1)(D).)  The FDCA allows no distinction between fluoridated waters

with the same contents whether they are served as drinking water either from a bottle or from a tap. 

Both are anticaries drugs under the FDCA if the drinking water is intended for use in the

prevention of tooth decay disease.  More generally, fluoridated drinking waters are anticaries drugs

if the intended use is to aid “in the prevention and prophylactic treatment of dental cavities  (decay,

caries).”  (21 CFR 355(3)(c).)  

Today, as fluoridated water purveyors modify their fluoridated waters to meet the latest

HHS recommendation to add fluoride to get 0.7 mg/l fluoride in the finished water, these water

purveyors are making a new drug and are subject to new drug requirements for an approved NDA

or ANDA and subject to the FDA requirements to show that their unique products are safe and

effective. 
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The FDA can no longer rely on its prior reasoning (Infra at B 59 and B 66) that the intent of

the SDWA was to eliminate FDA authority and responsibility under the FDCA to regulate

substances that qualify as anticaries drugs under the USC and CFR.  EPA is the agency with final

agency authority to interpret the SDWA, and EPA interprets the SDWA to not remove the

authority of HHS, acting through the FDA, regarding “regulating the addition of drugs to water

supplies for health care purposes.”  (Infra at B 69.) 

So while it is true that state and local governments may be permitted to fluoridate drinking

waters to help prevent dental caries, they must do so in compliance with local, state, and federal

laws and regulations which include federal requirements to consider such fluoridated waters to be

drugs if the drinking waters are “intended for use in the prevention of tooth decay disease” or if the

drinking waters otherwise meet the definition of drugs in section 201(g)(1) of the FDCA (21 USC

321(g)(1)).   FDA, acting on behalf of HHS, has the authority and responsibility to regulate drugs

by implementing the applicable federal laws and regulations and by adopting regulations when

necessary to fulfill its responsibilities.  

It is time for the FDA to be responsible and to require fluoridation products (fluoridated

waters (tap or bottled) and fluoridation chemical additives) to be federally regulated as drugs when

the intended use is prevention of tooth decay disease.













































































































APPENDIX B

NOTICE TO MANUFACTURERS AND DISTRIBUTORS OF FLUORIDATION 
COMPOUNDS

PART 1. NOTICE OF CITIZEN PETITION

The petitioner has submitted a Citizen Petition pursuant to 21 C.F.R. §10.30 requesting that 
the Food and Drug Administration issue a formal determination regarding the regulatory 
status of fluoride compounds manufactured and distributed for community water fluoridation 
and intended for human ingestion to prevent dental caries.

This petition does not request regulation of public water systems, drinking water quality, or 
water utilities. Rather, it seeks clarification regarding the manufacture, interstate 
distribution, and regulatory status of fluoride compounds distributed for use in community 
water fluoridation programs.

The following entities are known to the petitioner as manufacturers or distributors of 
fluoridation compounds used in the United States and are identified as potentially 
interested parties. Inclusion on this list does not constitute any determination regarding the 
legal status of any product, company, or activity.

To the best of the petitioner’s knowledge, these entities manufacture, distribute, broker, or 
supply fluoride compounds used for community water fluoridation in interstate commerce. 
The list is provided for informational purposes and may not be exhaustive.

The petitioner respectfully requests that FDA provide notice of any determination arising 
from this petition to interested parties as appropriate.

Sources include manufacturer product literature, NSF/ANSI Standard 60 listings, distributor 
catalogs, and publicly available water treatment industry information.

PART 2. SAMPLE NOTIFICATION LETTER TO MANUFACTURERS

The following is a sample letter suitable for transmittal by the petitioner or by FDA to each 
manufacturer or distributor identified in this Appendix. The letter may be adapted as 
appropriate.

[Sender Name / Organization]
[Address Line 1]
[Address Line 2]
[Date]

[Compliance Officer / Regulatory Affairs]
[Company Name]
[Company Address]
[City, State, ZIP]



Re: Citizen Petition to the U.S. Food and Drug Administration — FDA Docket No. 
[DOCKET NUMBER] — Regulatory Status of Fluoride Compounds Used in Community 
Water Fluoridation

Dear [Compliance Officer / Regulatory Affairs Director]:

I am writing to notify you that I have submitted a Citizen Petition to the United States Food 
and Drug Administration (FDA) pursuant to 21 C.F.R. §10.30 requesting that FDA issue a 
formal determination regarding the regulatory status of fluoride compounds manufactured 
and distributed for community water fluoridation and intended for human ingestion to 
prevent dental caries. The petition has been assigned FDA Docket No. [DOCKET 
NUMBER] and is available for public review at www.regulations.gov.

[Company Name] is identified in the petition as a manufacturer or distributor of fluoride 
compounds used in community water fluoridation programs in the United States, based on 
publicly available product literature, NSF/ANSI Standard 60 certification listings, and 
distributor catalogs. This identification does not constitute a determination regarding the 
legal status of any product, company, or activity.

The central question presented by the petition is whether fluoride compounds distributed for 
community water fluoridation — compounds whose manufacturers and distributors 
represent them as intended to prevent dental caries through ingestion in public water 
systems — meet the statutory definition of a “drug” under the Federal Food, Drug, and 
Cosmetic Act (FD&C Act), 21 U.S.C. §321(g)(1)(B), and if so, whether such compounds are 
subject to the drug approval, labeling, establishment registration, and Good Manufacturing 
Practice requirements of the FD&C Act.

This letter is provided for informational purposes. As a potentially interested party, you may 
wish to review the petition, consult legal counsel, and consider whether to submit 
comments to the FDA docket. The FDA has stated that interested persons may submit 
written comments on citizen petitions through the regulations.gov docket system.

No response to this letter is required. If you have questions regarding the content or scope 
of the petition, please contact me at the address above.

Respectfully submitted,

[Petitioner Name]
[Address]
[City, State, ZIP]
[Telephone]
[Email Address]



PART 3. MANUFACTURER AND DISTRIBUTOR CONTACT INFORMATION

The following table identifies known manufacturers and distributors of fluoridation 
compounds, their principal products, and publicly available email contact information for 
regulatory or compliance inquiries. Where no dedicated compliance email was publicly 
available, the general contact address or best available contact is listed. Email addresses 
were verified from publicly available sources as of 2026.

Company Principal 
Product(s)

Email Address Notes

CORECHEM Inc., Knoxville, TN Fluorosilicic Acid; 
Sodium Fluorosilicate

sales@corecheminc.co
m

DuBois Chemicals, Inc., 
Sharonville, OH

Fluorosilicic Acid legal@duboischemicals.
com

Legal/compliance 
contact

George S. Coyne Chemical Co., 
Inc., Croydon, PA

Hydrofluosilicic Acid; 
Sodium Fluoride

info@coynechemical.co
m

No public email; use 
phone (800) 523-1230

Harcros Chemicals Inc., Kansas 
City, KS

Hydrofluosilicic Acid ryandoyle@harcros.com Ryan Doyle, Sr. 
Director of Regulatory 
Affairs

Hawkins, Inc., Roseville, MN Hydrofluosilicic Acid mike.clemens@hawkins
inc.com

Water Treatment 
Group contact

Ideal Chemical and Supply 
Company, Memphis, TN

Fluorosilicic Acid info@idealchem.com No published email; 
domain pattern 
jdoe@idealchem.com

Itafos Conda LLC, Soda Springs, ID Fluorosilicic Acid info@itafos.com No dedicated fluoride 
contact published

J.R. Simplot Company, Boise, ID Fluorosilicic Acid info@simplot.com Large agribusiness; 
use main contact form

Kinetix Solutions, LLC, Geismar, LA Hydrofluosilicic Acid info@kinetixsolutions.co
m

No published email 
found

Miles Chemical Company, Inc., 
Arleta, CA

Hydrofluosilicic Acid info@mileschem.com No published email 
found

Monson Companies, Sterling, MA Hydrofluosilicic Acid info@monsoncompanie
s.com

No published email 
found

Pencco, Inc., Sealy, TX Hydrofluosilicic Acid info@pencco.com Contact page uses 
web form only; (979) 
885-0005

PVS-Nolwood Chemicals (formerly 
SAL Chemical Co., Inc.), Weirton, 
WV

Fluorosilicic Acid info@pvschemicals.com SAL acquired by PVS-
Nolwood, Feb. 28, 
2025

Shannon Chemical Corp., Malvern, 
PA

Hydrofluosilicic Acid dcflynn@shannonchem.
com

Daniel C. Flynn, 
principal contact

Sibelco North America, New Hydrofluosilicic Acid info@sibelco.com No dedicated US 



Canaan, CT fluoride email 
published

The Dycho Company Inc., Niota, 
TN

Hydrofluosilicic Acid info@dycho.com No published email 
found

Viking Chemical Co., Rockford, IL Fluorosilicic Acid e-
mail@vikingchemical.co
m

Published general 
contact address

Univar Solutions Inc., Downers 
Grove, IL

National Distributor of 
Fluoridation 
Compounds

regulatory@univarsoluti
ons.com

Large public 
company; use 
regulatory affairs dept.

Note: SAL Chemical Co., Inc. was acquired by PVS-Nolwood Chemicals, Inc. (a subsidiary of PVS Chemicals, Inc., 
Detroit, MI) effective February 28, 2025. Correspondence should be directed to PVS-Nolwood at the Weirton, WV facility. 
For companies where no email address was publicly available, the petitioner recommends contacting the company by 
telephone or through the company’s website contact form to identify the appropriate compliance or regulatory affairs 
contact prior to transmitting correspondence.



APPENDIX C

FDA ANNOUNCEMENTS REGARDING INGESTIBLE FLUORIDE PRESCRIPTION DRUG PRODUCTS

Purpose of Appendix

This appendix provides documentation of FDA's public statements and enforcement actions 
regarding ingestible fluoride prescription drug products intended for prevention of dental caries.

These materials are included because the question presented in this petition arises directly from 
FDA's recent statements concerning ingestible fluoride products.

FDA Announcement – May 13, 2025

On May 13, 2025, the U.S. Food and Drug Administration announced that it was initiating action 
to remove ingestible fluoride prescription drug products for children from the market.

FDA stated:

"The agency has set a goal date of October 31 for completing a safety review and public 
comment period and for taking appropriate action regarding removal of these products 
from the market."

FDA further stated:

"They have also never been approved by the FDA."

Source:
U.S. Food and Drug Administration, FDA Begins Action to Remove Ingestible Fluoride 
Prescription Drug Products for Children from the Market, May 13, 2025.

FDA Announcement – October 31, 2025

On October 31, 2025, FDA announced enforcement action against manufacturers marketing 
ingestible fluoride prescription drug products for children.

FDA stated that it had:

"sent notices to four companies outlining the agency's intention to take enforcement 
action against those marketing unapproved fluoride-containing ingestible drugs."

FDA described the products as:

"unapproved ingestible fluoride prescription drug products for children."

Source:
U.S. Food and Drug Administration, FDA Acts to Protect Children from Unapproved Fluoride 
Drug Products, October 31, 2025.



Relevance to This Petition

This petition does not challenge FDA's actions concerning fluoride prescription drug products.

Rather, FDA's statements raise a separate regulatory question.

FDA has publicly stated that ingestible fluoride prescription drug products intended to prevent 
dental caries are unapproved drug products. Fluoride compounds distributed for community 
water fluoridation are likewise distributed with the intent that fluoride be ingested for the 
prevention of dental caries.

Accordingly, this petition requests clarification regarding how FDA applies the Federal Food, 
Drug, and Cosmetic Act to fluoride compounds distributed for community water fluoridation 
and the legal basis for any distinction FDA may draw between those products and other 
ingestible fluoride products intended to prevent dental caries.
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