STATE OF WASHINGTON
WASHINGTON STATE BOARD OF HEALTH

PO Box 47990 « Olympia, Washington 98504-7990

October 13, 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 August 24, 2025, at its regular
business meeting on October 8, 2025, for the reasons described below.

The petition asked the Board to amend WAC 246-290-220, Drinking water materials and
additives, by adding new subsections to the rule, attached.

Board members were provided with the petition and all supporting materials. 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 authorities related to fluoride in drinking water.

Board members noted that the requested amendments refer to sections of the Food, Drug,
and Cosmetic Act, enforced by the U.S. Food and Drug Administration (FDA). Board
members discussed federal authorities, noting that the FDA does not have authority over
fluoride in drinking water. Further, Board members clarified that the petition requested
that fluoride not be added to drinking water until approved as a drug by the FDA, despite
the FDA having no authority over drinking water. Board members highlighted the
proposed section (5) and confirmed that they do not have the authority to prescribe
financial burden for FDA approval, and that this type of regulation does not exist in other
parts of the rules. Board members additionally noted anticipating further information
from the Department of Health regarding an ethics review of the fluoride science review
panel completed this year.

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

Sincerely,

/PA%) A*Wb

Chair
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Requested amendments to WAC 246-290-220

(1) Any substance intentionally added to public drinking water with the intent to
diagnose, mitigate, prevent, or treat disease in humans shall be defined as a drug for the
purposes of this chapter.

(2) Fluoride, when intentionally added to public water supplies for the stated purpose of
preventing dental caries, is a drug as defined by 21 U.S.C. § 321(g)(1) and RCW
69.04.470 and shall be treated as a drug for purposes of this chapter.

(3) Because no fluoride drug products intended for systemic ingestion via drinking water
have been approved under 21 U.S.C. § 355 (New Drug Application), no public water
system may add fluoride for therapeutic or disease-prevention purposes absent
FDA/CDER approval.

(4) The Washington State Board of Health, Department of Health, and local health
jurisdictions shall not promote, sponsor, advertise, or recommend the addition, dilution,
formulation, or any other method of introducing fluoride, or any other unapproved drug,
to public water supplies until such substance or drug has been approved by the U.S. Food
and Drug Administration, Center for Drug Evaluation and Research (FDA/CDER).

(5) Manufacturers, importers, or suppliers of raw fluoride products—such as fluorosilicic
acid, sodium fluoride, and sodium fluorosilicate—bear primary responsibility under
federal and state law for securing FDA/CDER approval before marketing these
substances for ingestion through community water fluoridation, including all costs
associated with a New Drug Application (NDA), safety testing, and efficacy trials. This
responsibility and financial burden shall not be borne by Washington taxpayers or public
agencies.





