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I. Authority 

This petition is filed pursuant to: 

• RCW 34.05.330 – Right to petition for adoption, amendment, or repeal of a rule. 

• WAC 82-05-030 – Requirements for petitions for rulemaking. 

• RCW 43.20.050(2)(a) – Duty of the State Board of Health to adopt rules necessary to 

assure safe and reliable drinking water. 

 

Relevant federal law includes the Federal Food, Drug, and Cosmetic Act (FD&C Act): 

• 21 U.S.C. § 321(g)(1)(B) – Definition of “drug” as including articles intended for the 

prevention of disease. 

• 21 U.S.C. § 331 – Prohibited acts (marketing unapproved new drugs, misbranding, etc.). 

• 21 U.S.C. § 355 – New Drug Application (NDA) requirement for marketing a new drug. 

• 21 U.S.C. § 352 – Misbranding of drugs and devices. 

 

Under the Supremacy Clause (U.S. Const. art. VI), state law cannot authorize conduct that 

federal law prohibits. Nothing in this petition requests state funding or imposes new 

financial obligations on the Board or water systems. It simply requires that manufacturers 

and importers, who profit from fluoridation chemicals, meet obligations they already bear 

under federal law. 

II. Purpose Statement 

The purposes of this petition are to: 

1. Protect the public from toxic, unregulated substances added to public drinking water for 

disease-prevention purposes, without consent and without federal approval. 

2. Place responsibility on manufacturers and suppliers, not on local water districts, to comply 

with FDA/CDER requirements when marketing substances for ingestion with a therapeutic 

intent. 

3. Align Washington drinking-water policy with the FD&C Act, ensuring that any additive 
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intended to prevent disease in humans is treated as a drug and evaluated accordingly. 

4. Clarify the legal status of fluoride under Washington and federal law: it is either a drug or a 

poison—there is no third category. 

5. Fulfill the Board’s statutory duty under RCW 43.20.050(2)(a) to assure safe and reliable 

drinking water for all residents, especially fetuses, infants, children, and other vulnerable 

populations. 

6. Protect liberty and prevent coercive medication by requiring that any mass-administered 

drug be federally approved, properly labeled, and backed by manufacturer accountability. 

 

III. Rationale and Scientific–Legal Background 

1. Fluoridation Additives Are Industrial-Grade, Not Pharmaceutical-Grade 

The fluoridation chemicals added to Washington public water systems—primarily 

fluorosilicic acid (FSA), sodium fluorosilicate, and sodium fluoride—are industrial-grade 

fluorosilicates, not pharmaceutical-grade preparations. 

 

They may contain measurable contaminants, including but not limited to: 

• Fluoride ion (systemic toxicity; dental fluorosis; thyroid, neurological, and mitochondrial 

effects). 

• Arsenic (EPA MCLG = 0; listed “poison” under RCW 69.38). 

• Lead (EPA MCLG = 0; potent neurotoxicant). 

• Beryllium (carcinogenic). 

• Cadmium (linked to increased cancer risk). 

• Mercury (neurotoxic; no safe level). 

• Radium and radionuclides (carcinogenic). 

• Aluminum, vanadium, and other industrial contaminants. 

 

Product “safety” is delegated to NSF/ANSI Standard 60, a private non-governmental 

standard. NSF is not a government agency, is not subject to FOIA, and does not provide the 

Board or the public with safety studies demonstrating that these mixtures are safe for 

lifelong ingestion. NSF policy generally allows contaminants up to 10% of EPA Maximum 

Contaminant Levels (MCLs) in the product contribution to finished water. Batch-to-batch 

variability means water systems cannot know the actual contaminant load without 

independent analysis. No federal or state agency has produced a safety study demonstrating 

that this combined mixture of contaminants is safe for chronic ingestion by pregnant 

women, fetuses, infants, or children. 

2. Federal Law: Fluoride Added for Caries Prevention Is a Drug 

Under 21 U.S.C. § 321(g)(1)(B), a “drug” includes articles intended for the diagnosis, cure, 

mitigation, treatment, or prevention of disease. Water fluoridation is explicitly promoted for 

prevention of dental caries. That is a disease-prevention claim. Therefore, fluoridation 

chemicals meet the statutory definition of a drug. 
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Under 21 U.S.C. § 355, an unapproved new drug may not be marketed, sold, or distributed 

without prior FDA approval. No fluoridation chemical has FDA approval for systemic 

ingestion via drinking water to prevent caries, and no manufacturer has submitted the 

required safety and efficacy studies to FDA/CDER. 

 

Fluoridation chemicals are manufactured, distributed, and marketed by companies—not 

prescribed by clinicians in a prescriber–patient relationship. They fall squarely within 

FDA/CDER jurisdiction, and state agencies cannot lawfully authorize or facilitate the mass 

administration of unapproved drugs. 

3. Washington Law: Fluoride Is Either a Drug or a Poison 

The Board claims fluoride is not a drug; therefore, the Board must be honest and clear that 

water systems are adding a poison to the water.    

RCW 69.38.010 defines “poison” and authorizes the Pharmacy Quality Assurance 

Commission to designate substances as poisons when relatively small quantities can cause 

violent sickness or death. Toxicology estimates place lethal fluoride doses well within this 

threshold. The law provides two relevant exemptions: when regulated as a drug or as a 

pesticide. 

 

In 2009, the Board of Pharmacy determined that fluoride is a legend drug requiring a 

prescription, because fluoride drug products are listed as prescription drugs in the Drug 

Topics Red Book. Fluoride products are thus treated as drugs under state law. 

 

Fluoridation, however, has no prescribing practitioner of record, no consenting patient, no 

FDA approval, and is not registered as a pesticide. EPA regulates fluoride as a contaminant, 

not as a drug or pesticide, and does not regulate substances intentionally added to treat or 

prevent human disease. 

 

Therefore, fluoride added to water for ingestion cannot be exempt as a drug or pesticide 

and cannot be exempt as an EPA contaminant. It reverts to “poison” status, and fluoridation 

falls within RCW 69.40.030 (“willfully poisons any spring, well, or reservoir of water”), a 

class B felony. RCW 43.20.050 does not authorize the Board to permit the addition of either 

a poison or an unapproved drug to public drinking water. 

4. The Board of Health’s October 13, 2025 Denial Was Legally Incorrect 

At its October 13, 2025 meeting, the Board denied a prior petition, asserting that “FDA does 

not have authority over fluoride in drinking water.” That statement is legally incorrect. EPA 

regulates contaminants already present in water, not substances intentionally added for 

therapeutic purposes. FDA regulates drugs and therapeutic claims, regardless of delivery 

route, including via water or diluted in water. 

 

Under FDA v. Brown & Williamson Tobacco Corp., 529 U.S. 120 (2000), and the FD&C Act, 

intent of use determines FDA jurisdiction. Any substance marketed with a disease-
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prevention intent is a drug, no matter how delivered. There is no federal exemption that 

allows states to add unapproved drugs to public water. State action cannot authorize 

conduct prohibited by federal law. 

See Appendix A for more details. 

5. Foreign-Sourced Fluoridation Products and the Need for Regulatory Oversight 

EPA supply-chain analyses and trade data indicate that roughly half of U.S. consumption of 

fluorosilicic acid (FSA) is supplied by imports rather than domestic production, and that 

China is a primary foreign source of imported FSA and related inorganic acids used for 

water fluoridation. NSF/ANSI Standard 60 listings show foreign manufacturers, including at 

least one Chinese company, certified to supply drinking-water treatment chemicals, 

including fluoridation agents, into the North American market. 

 Neither China, Russia, Isreal, nor most of Europe fluoridate their water and some have 

excess fluoride poison which needs expensive disposal.  What better way to dispose of the 

poison/contaminant than to be paid for the product, purity not seriously regulated and the 

USA ignorantly making everyone drink the poison. 

 

In practice, foreign manufacturers and importers ship FSA, sodium fluorosilicate, and 

sodium fluoride into the U.S., and U.S. distributors sell these products as fluoridation 

additives. These products are marketed or understood as preventing tooth decay, thereby 

meeting the definition of a drug under 21 U.S.C. § 321(g)(1)(B). None of these foreign 

manufacturers or importers has obtained FDA/CDER approval for use of their products as 

ingested caries-prevention drugs. 

 

This creates a regulatory gap and risk escalation: industrial by-products containing variable 

contaminants are imported as bulk chemicals, sold into Washington’s public water systems 

as de facto drugs without FDA/CDER evaluation, and neither the Board nor DOH currently 

requires manufacturers to produce the evidence or approvals that the FD&C Act already 

demands. The proposed rule requires manufacturers, importers, and distributors—

including foreign suppliers—to provide proof of FDA/CDER compliance or clearly notify the 

public that their products are unapproved. 

6. Ethical Basis and “Cocktail Effect” of Environmental Exposures 

Modern public-health ethics emphasize nonmaleficence (do no harm), respect for autonomy 

(informed consent and the right to refuse treatment), and justice (protection of vulnerable 

populations and fair distribution of risk). Fluoridation is a mass, non-consensual exposure 

to an unapproved drug layered on top of numerous other environmental exposures. Chronic 

conditions such as neurodevelopmental disorders, thyroid dysfunction, and certain cancers 

are increasing. While no single exposure is solely responsible, the “cocktail effect” of 

multiple unregulated toxicants is increasingly recognized. When the Board endorses adding 

another systemic toxicant without FDA evaluation, it contributes to this burden. Ethically, 

the Board cannot continue to rely on assumptions of safety when no manufacturer has met 

the basic evidentiary standards required for any other ingested drug. 
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IV. Proposed Rule Text 

WAC 246-290-2XX — Manufacturer Safety Assurance for Disease-Prevention Additives 

(1) Purpose and Authority 

(a) This section is adopted under RCW 43.20.050(2)(a), which requires the State Board of 

Health to assure safe and reliable drinking water for the people of Washington. 

(b) The purpose of this section is to prevent the sale, distribution, or use of any substance 

intentionally added to public drinking water for the purpose of preventing, mitigating, or 

treating disease in humans unless the manufacturer or supplier has obtained applicable 

federal approval and demonstrated safety and efficacy for systemic exposure via drinking 

water, OR provides the Board of Health with the safety and efficacy randomized controlled 

studies to the Board and Department’s satisfaction.. 

(c) This section places the primary burden of compliance on manufacturers, importers, and 

distributors, consistent with federal law, while maintaining oversight by the Board of Health 

and Department of Health. 

(2) Definitions 

(a) Disease-prevention additive (drug) means any chemical, compound, or preparation that 

is represented, labeled, marketed, or widely known to the public as intended to prevent, 

reduce, or treat disease in humans when ingested in drinking water, as defined by 21 U.S.C. 

§ 321(g)(1)(B). 

(b) Manufacturer / Distributor means “drug manufacturer” and “drug wholesaler” as 

defined in RCW 69.70.010 and chapter 18.64 RCW, including any facility or entity (domestic 

or foreign) that manufactures, imports, or distributes disease-prevention additives for sale 

to Washington public water systems. 

(c) Approval means authorization, New Drug Application (NDA/ANDA) approval, or other 

written determination of lawful marketing status by the U.S. Food and Drug Administration 

(FDA) under the FD&C Act, confirming safety and efficacy for systemic exposure in drinking 

water at the intended dose. 

(d) Poison has the same meaning as in RCW 69.38.010. 

(3) Prohibition on Unapproved Products 

No Group A public water system may purchase, receive, or add any disease-prevention 

additive to a public drinking-water supply unless: 

(a) The manufacturer or distributor has provided the Department of Health with: 

    (i) Proof of FDA approval or lawful marketing status for the intended disease-prevention 

use in drinking water; or 

    (ii) A sworn declaration under penalty of perjury that no such approval exists and that the 

product is not evaluated by FDA for safety and efficacy as an ingested drug; (iii) Or, 

randomized controlled trials of both safety and efficacy; and 

(b) The manufacturer or distributor accepts responsibility and liability for the additive, 

including contaminants, and for any harm arising from its use. 
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(4) Manufacturer and Distributor Obligations 

Manufacturers, importers, and distributors of disease-prevention additives shall: 

(a) Submit to the Department of Health either: 

    (1) A copy of the FDA approval letter and NDA/ANDA number verifying lawful marketing 

status for the disease-prevention use; or 

    (2) A sworn declaration that no such approval exists, that the product is not FDA-

evaluated as a drug for this use, and that any disease-prevention claims are made at the 

manufacturer’s sole risk. 

     (3) Copies of randomized controlled trials of both safety and efficacy. 

(b) Provide a Material Safety Data Sheet (MSDS) or Safety Data Sheet (SDS) and product 

label indicating chemical composition, batch assay, manufacturer identity (including 

country of origin), and intended use. 

(c) Immediately notify the Department and all purchasers of any change in FDA approval 

status, formulation, source (including foreign supplier changes), or intended use. 

(d) Provide proof of liability insurance adequate to cover harm to the public from ingestion 

of the additive and its contaminants. 

(5) Department Responsibilities 

(a) The Department shall maintain a public registry of disease-prevention additives, 

indicating for each product: manufacturer identity and country of origin; FDA approval 

status; and whether the product is unapproved and not evaluated for safety and efficacy. 

(b) The Department shall notify all Group A public water systems annually of the registry 

and advise systems to purchase only from manufacturers with documented FDA approval 

or to disclose clearly to consumers when unapproved products are being used. 

(c) If federal approval or jurisdiction is uncertain, the Department may request a legal 

opinion from the Attorney General and/or refer the matter to FDA for determination. 

(6) Enforcement and Transition 

(a) Within 90 days of the effective date of this rule, each Group A system currently using a 

disease-prevention additive shall request from its supplier the documentation required 

under subsection (4). 

(b) If proof of FDA approval or a sworn declaration is not received within 12 months, the 

system may not repurchase the additive until the manufacturer complies with this rule. 

(c) The Department may issue notices of non-compliance and refer manufacturers or 

distributors to federal agencies for enforcement of drug laws as appropriate. 

(7) Legal Consistency 

(a) Nothing in this section alters the authority of FDA or EPA under federal law. 

(b) This rule ensures that state purchasing and use of human disease-prevention 

additives—other than substances used solely to treat and purify water under EPA 

authority—conform to the Federal Food, Drug, and Cosmetic Act (21 U.S.C. § 321(g)(1)(B); 

21 U.S.C. § 355) and the state’s duty to assure safe drinking water. 
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V. Concise Explanatory Statement (CR-102 Draft) 

Purpose: To require that manufacturers, importers, and suppliers—not local utilities—

provide proof of federal approval and safety for any additive marketed, represented, or 

used for disease prevention in public drinking water and assume liability for harm. 

 

Summary: The rule creates a clear state requirement that prohibits purchase or use of 

disease-prevention additives without FDA approval or an explicit declaration of non-

approval; establishes a public registry of approved and unapproved products; and clarifies 

that foreign-sourced fluoridation chemicals are subject to the same standards as 

domestically produced products. 

 

Reasons Supporting Proposal: 

• Places responsibility for safety and compliance on the entities with scientific capacity and 

profit motive—manufacturers and importers. 

• Aligns state practice with federal drug-approval law and the Supremacy Clause. 

• Avoids additional burden on local water systems or Board staff. 

• Protects fetal, infant, and child populations from systemic exposure to unapproved drugs 

and poisons. 

• Addresses the increasing role of foreign-manufactured fluoridation chemicals and the 

absence of FDA review of these imported products. 

 

Statutory Authority: RCW 43.20.050; RCW 69.38.010; RCW 69.70.010; 21 U.S.C. § 

321(g)(1)(B); 21 U.S.C. § 355. 

 

Cost Impact: Minimal for public utilities; primary responsibility lies with manufacturers and 

importers, as under existing federal law. 

 

Public Health Benefit: Ensures that any substance intended for disease prevention and 

added to drinking water is clearly identified, subject to federal oversight, and supported—if 

lawful—by appropriate safety and efficacy evidence. 

VI. Findings 

The Board finds that this rule is necessary to protect public health and vulnerable 

populations; ensure that manufacturers and importers obtain federal approval for any 

disease-prevention additive marketed for use in public drinking water; prevent Washington 

from authorizing or facilitating the mass administration of unapproved drugs or poisons via 

public water systems; and clarify jurisdictional lines among FDA, EPA, Ecology, and the 

Board of Health. 

 

Effective Date: Thirty (30) days after filing with the Code Reviser. 


