STATE OF WASHINGTON
WASHINGTON STATE BOARD OF HEALTH

PO Box 47990 « Olympia, Washington 98504-7990

December 22, 2025

William Osmunson, DDS, MPH
Washington Action for Safe Water

Sent Via Email
Dear Dr. Osmunson:

This letter provides formal notice that the Washington State Board of Health (Board)
denied your petition for rule making, submitted on October 16, 2025, at its special
meeting on December 5, 2025, for the reasons described below.

The petition asked the Board to amend Chapter 246-290 WAC, Group A Public Water
Supplies, by adding new subsections to the rule, attached, that would require, among
other things, manufactures or distributors of fluoride to provide proof of approval or other
information from the FDA.

Board members were provided with the petition and all supporting materials when they
were received. These materials were also included in the Board’s packet and posted to the
Board’s website. At the Board meeting, Board staff provided background information
about the scope of the existing rule and discussed relevant state and federal authorities
related to fluoride in drinking water.

Board members emphasized that RCW 43.20.050 authorizes the Board to adopt rules that
apply to Group A Public Water Systems. The Board is not authorized to adopt rules
regulating manufacturers of fluoride. Further, Board members reiterated that they cannot
effectively grant authority to the United States Food and Drug Administration or affect its
activities. Board members concluded that this request is well beyond the scope of their
authority.

Available options for appeal or other review may be determined by consulting the
Administrative Procedure Act, chapter 34.05 RCW.

Sincerely,

/PMJ@) Qm%

Chair
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Requested amendments to Chapter 246-290 WAC

(1) Purpose and Authority

(a) This section is adopted under RCW 43.20.050(2)(a), requiring the Board of Health to
assure safe and reliable drinking water for the people of Washington.

(b) The purpose 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 demonstrated federal approval
or clearance verifying safety and efficacy for systemic exposure via drinking water.

(c) This petition places the burden to assure scientific safety and jurisdictional
compliance onto the manufacturer while maintaining oversight by the Board of Health.
(2) Definitions

(a) Disease-prevention additive means any chemical, compound, or preparation
represented, labeled, or marketed as intended to prevent or reduce disease in humans
when ingested in drinking water.

(b) Manufacturer RCW 69.70.010: Definitions. - Washington “(2) "Drug manufacturer"
means a facility licensed by the pharmacy quality assurance commission under chapter
18.64 RCW that engages in the manufacture of drugs or devices” and for this rule
includes “(3) “Drug wholesaler" means a facility licensed by the pharmacy quality
assurance commission under chapter 18.64 RCW that buys drugs or devices for resale
and distribution to corporations, individuals, or entities other than consumers.

(c) Approval means authorization, new-drug approval (NDA/ANDA), or other written
determination by the U.S. Food and Drug Administration (FDA) under the Federal Food,
Drug, and Cosmetic Act confirming lawful marketing and safety for systemic exposure at
the intended dose.

(3) Prohibition on Unapproved Products

No Group A public water system may purchase, receive, or add any disease-prevention
additive to a public water supply unless the manufacturer or distributor has provided
proof of FDA approval or equivalent federal authorization for that intended use and
assumes liability for harm from the product, or the manufacturer clearly state to the
public in water bills and water system web pages that the product is unapproved.

(4) Manufacturer Obligations

Manufacturers or distributors of disease-prevention additives shall:

(a) Submit to the Department of Health either—

(1) A copy of the FDA approval letter or NDA/ANDA number verifying lawful status; or
(2) A sworn declaration under penalty of perjury that no such approval exists and that the
product is not marketed for disease-prevention purposes.

(b) Provide a Material Safety Data Sheet (MSDS) and product label indicating chemical
composition, batch assay, manufacturer identity, and intended use.

(c) Immediately notify the department and all purchasers of any change in FDA approval
status, formulation, or intended use.

(d) Provide proof of liability insurance for harm to the public.

(5) Department Responsibilities

(a) The department shall maintain a public registry of approved and unapproved disease
prevention additives and update the registry annually.
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(b) The department shall notify all Group A public water systems of the registry and
advise systems to purchase only from manufacturers with documented FDA approval and
documented batch assay results.

(c) If federal approval is uncertain, the department may request a legal opinion from the
Attorney General or refer the matter to the 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 notify its supplier to provide the required proof of
product batch assay and FDA approval for the drug.

(b) If proof is not received within 12 months, the system may not repurchase the additive
until the manufacturer complies.

(c) The department may issue notices of non-compliance or referrals to federal agencies
for enforcement of drug laws as appropriate.

(7) Legal Consistency

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

(b) This rule ensures that state purchasing and use of human disease-prevention additives,
other than substances 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), § 355) and the state’s
duty to assure safe drinking water.



