
(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. 

(1) Purpose and Authority

(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.

(2) Definitions 

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.

(3) Prohibition on Unapproved Products

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.

(4) Manufacturer and Distributor Obligations 

(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 

(5) Department Responsibilities
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(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. 

(6) Enforcement and Transition 

(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.

(7) Legal Consistency 

Fluoridation substances added to public drinking water for the purpose of preventing human disease shall
not be used in a manner that increases fluoride concentrations in Washington rivers, lakes, marine waters,
or salmon-bearing tributaries above natural background levels, or in any manner that may impair salmonid
migration, behavior, survival, reproduction, or ecological function. 

Amend WAC 246-290-220 to add the following:

PETITION 26 Expanded Protection of Fish from Fluoride

Petition for Rulemaking: Protection of Fish from Fluoride

1.Cumulative Exposure Assessment. When evaluating, endorsing, or characterizing as safe any
substance added to public drinking water for disease-prevention purposes, the Board of Health shall
assess total population exposure from all sources, consistent with accepted toxicological and
epidemiologic principles. 

2.Findings on Fluoride and Fluorosis. The Board finds that: (a) Dental fluorosis is a permanent, toxicant-
induced developmental injury caused by excess systemic fluoride exposure during tooth formation; (b)
Dental fluorosis is a recognized adverse health effect of fluoride exposure; and (c) Community water
fluoridation materially contributes to total fluoride exposure and therefore to the risk and prevalence of
dental fluorosis.

3.Skeletal Accumulation. The Board recognizes that fluoride is incorporated into bone and accumulates
over time, and that cumulative skeletal fluoride burden may contribute to skeletal effects, particularly
among vulnerable populations. 

4.Accuracy of Safety Statements. The Board shall not characterize community water fluoridation as
“safe” without expressly acknowledging its contribution to dental fluorosis and preventable harm. 

5.Protective Recommendation. The Board recommends that pregnant individuals, infants, and children
avoid consumption of fluoridated water, and that water without fluoride is preferable for these populations,
especially for infant formula preparation. 

6.Local Control Preserved. Nothing in this rule mandates fluoridation or cessation of fluoridation;
decisions regarding whether to fluoridate remain local.

Add a new section to WAC 246-290 stating the following:

Title: Safety Determinations for Disease-Prevention Additives Added to Public Drinking Water: Dental
and Skeletal Fluorosis

PETITION 27 Dental and Skeletal Fluorosis

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. 



“The Washington State Board of Health shall not represent, endorse, or assure the safety of any
substance added to public drinking water for the purpose of preventing non-communicable human
disease unless and until sufficient scientific evidence demonstrates safety for all populations exposed,
including infants and children.”

Initiate rulemaking to adopt a provision substantially as follows:

Title: Duty of the Washington State Board of Health to Withhold Safety Assurances Absent Scientific
Evidence

PETITION 30 Safety Assurance

1. Apply a documented scientific-method framework; 
2.  Independently evaluate current evidence of benefit and harm; 
3.  Explicitly acknowledge scientific uncertainty; and 
4.  Avoid reliance on endorsements, tradition, or popularity as substitutes for evidence. 

Requests that the Board adopt a rule requiring that when substances are intentionally added to
public drinking water for disease prevention, the Board shall: 

PETITION 28 Scientific Method and Evidence Evaluation in Public Health Decision-Making

Title: Assurance of Public Drinking Water Safety Must Be Based on the Scientific Method and Current
Empirical Evidence, Not Endorsements, Popular Opinion, or Historical Observational Evidence.

1.When a substance is intentionally added to public drinking water for the purpose of preventing human
disease, the Board of Health shall evaluate such substance using a transparent, documented application
of the scientific method.

2.The Board shall not rely solely on endorsements, historical practice, consensus statements, or public
opinion as substitutes for empirical scientific evidence of safety and efficacy.

3.Evaluation shall include: (a) Current systematic reviews of benefit and harm; (b) Assessment of
vulnerable subpopulations; (c) Consideration of cumulative exposure from all sources; (d) Identification
and acknowledgment of scientific uncertainty.

4.Where informed consent is not practicable and less intrusive alternatives exist, the Board shall apply
heightened scrutiny to claims of safety.

5. If the Board cannot assure safety based on current scientific evidence, it shall clearly state that limitation
in its guidance and recommendations.

WAC 246-290-2XX — Scientific Evaluation of Substances Added to Public Drinking Water

PETITION 29 Scientific Evaluation of Substances Added to Public Drinking Water 

Petitioners request adoption of a new section within WAC 246-290, or amendment to WAC 246-290-
220, substantially as follows:



PETITION 33

1.Safety Standard. Substances intentionally added to public drinking water for disease prevention shall be
evaluated based on assurance of safety, not certainty of harm. 

2.Demonstrated Benefit. The Board shall not endorse or promote an additive absent credible evidence of
benefit using modern scientific standards. 

3.Total Exposure. Safety determinations shall consider total reasonably foreseeable exposure from all
sources. 

4.Vulnerable Populations. Safety and benefit must be demonstrated for pregnant persons, infants, children,
individuals with renal impairment, and high-exposure subgroups. 

5.Evidence Evaluation. Absence of definitive proof of harm shall not be construed as evidence of safety. 
6.Transparency. The Board shall publish a written safety-and-benefit determination identifying evidence,

assumptions, and uncertainties. 

Model Rule Language 

PETITION 32

1.Adopt a rule (or amend existing drinking water rules) requiring an explicit “assurance of safety”
determination before any fluoride compound is recommended for addition to Group A public drinking
water for the purpose of preventing human disease (i.e., a preventive pharmacologic intent). 

2.Formally suspend any Board statements, endorsements, or guidance that imply safety assurance
for fluoridation unless and until the Board can document a safety determination meeting the criteria in
Section V (including carcinogenicity and age-specific vulnerability). 

3.Require a risk-based, justice-centered safety framework that addresses:
dose and total exposure (all sources), 
age-specific susceptibility windows (childhood growth periods),
a defined uncertainty factor / safety factor sufficient to protect infants, children, adolescents
(especially males), pregnant women, renal-impaired persons, and high-exposure consumers,
and 
transparent disclosure when safety cannot be assured. 

Petitioner requests that the Board: 

Cancer Rule Change - Carcinogenicity (Osteosarcoma Focus)

Harm - Assurance of Safety and Demonstrated Benefit 

Proposed Rule Change - Assurance of Safety and Demonstrated Benefit for Disease-Prevention
Additives in Public Drinking Water

Rulemaking and Board Action -  Safety Determinations for Fluoride Compounds Added to Public
Drinking Water for Human Disease Prevention: Carcinogenicity (Osteosarcoma Focus)

1.Adopt a rule or formal policy stating that substances added to drinking water for disease prevention
require an affirmative, multidisciplinary safety determination; 

2.Acknowledge that historical practice does not substitute for modern safety evaluation; 
3.Refrain from representing or endorsing fluoridation as safe where certainty of safety has not been

established; and 
4.Ensure that public communications accurately reflect scientific uncertainty and known adverse effects. 

Petitioner requests that the Board of Health: 

PETITION 31 Disclosure of Harm - Formal Safety Determination

Title: Request for Rulemaking and Formal Safety Determination


