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|. Authority

This petition is submitted under RCW 34.05.330 and WAC 82-05-030, which require agencies to
accept and consider petitions for the adoption, amendment, or repeal of rules. The Washington
State Board of Health is further granted authority under RCW 43.20.050 to adopt rules
necessary to protect public health.

The Board’s jurisdiction includes the obligation to ensure that substances added to public
drinking water for public-health purposes meet a demonstrable and affirmative standard of
safety, particularly where exposure is universal, involuntary, and lifelong.

Il. Purpose of Petition

The purpose of Petition 31 is to request that the Board of Health adopt a rule, policy statement,
or formal determination requiring that any substance added to public drinking water with the
intent to prevent, mitigate, or treat human disease must be supported by a current,
comprehensive, and multidisciplinary safety determination, rather than reliance on historical
practice, legacy endorsements, associations, lobbyists, friends, family, employees promoting
fluoridation or assumptions of benefit.

This petition does not request that the Board mandate or prohibit fluoridation. Rather, it
requests that the Board explicitly recognize and act upon its ethical and scientific duty to assure
safety before endorsing or promoting systemic exposure to biologically active substances.



Il. lllustrative Analogy: Authorization Does Not Equal Safety

Government agencies are frequently authorized by statute to permit or oversee activities that
carry inherent risk. Authorization, however, is never a substitute for safety assurance.

For example, transportation agencies are authorized to allow aircraft, trains, and commercial
vehicles to operate. Environmental agencies are authorized to permit industrial discharges.
Health agencies are authorized to allow pharmaceuticals and medical devices to enter the
market. In each case, the agency’s authority is conditioned on a continuing obligation to assure
safety through evidence, monitoring, and enforceable standards.

No agency may lawfully defend a risky practice by asserting that it was allowed while
simultaneously conceding that safety has not been demonstrated. Permission without safety
review would constitute regulatory abdication, not regulatory discretion.

This distinction—between authorization and assurance—is foundational to administrative law
and public trust.

Importantly, many FDA-regulated drugs are routinely diluted in water for ingestion (e.g., oral
solutions, reconstituted powders) or for injection (e.g., intravenous infusions). Of course the
water is sterile and pure, but the act of diluting a drug in water does not remove FDA
jurisdiction or convert a drug into a non-drug. Even in research a placebo is required to have
FDA approval.

Although the Board has repeatedly disputed FDA jurisdiction over fluoride added to drinking
water, it has not identified any provision of federal law that exempts FDA oversight merely
because a drug is diluted in water or delivered through a water system. No such exemption
exists in the Federal Food, Drug, and Cosmetic Act.

Caution: read both FDA and EPA claims carefully.

EPA does not regulate drugs added to water. True. EPA does not regulate fluoridation
for safety or efficacy. EPA regulates fluoride existing in the water as a contaminant.

FDA does not regulate public water. True. FDA does not regulate contaminants in water.
However, when using the water to make a drug, the FDA has jurisdiction.

Accordingly, dilution in drinking water cannot lawfully negate federal drug classification or the
requirement for an affirmative demonstration of safety.



IV. Parallel Obligation in Public Health Interventions

Likewise, when a substance is added to drinking water with the intent to prevent human
disease, safety cannot be presumed. Such an intervention implicates every cell, tissue, and
organ system of the human body, across all ages, life stages, and health conditions.

The fluoridation ethics panel must incorporate experts in all specialties and experts that might
be affected, not simply asking the choir to sing the praises of fluoridation.

A credible safety determination must therefore involve quality safety studies and expertise in:
e Chemistry and analytical chemistry
e Physiology and developmental physiology
e Pharmacology and toxicokinetics
e Biochemistry and enzymatic signaling
¢ Pathology and histopathology
e Microbiology and microbiome science
¢ Neurology and developmental neurotoxicology
e Endocrinology
¢ Renal and skeletal physiology
¢ Reproductive and prenatal toxicology
e Dental and Bone Health

Absent such multidisciplinary review, no governing body can credibly claim that systemic
exposure is based on safety rather than the absence of certainty of harm.

V. Legal and Regulatory Context

A. Federal Law Preemption and Supremacy

State authorization or historical practice does not negate or override federal law. Under the
Supremacy Clause of the United States Constitution, federal statutes and regulations govern
where Congress has acted.



The Federal Food, Drug, and Cosmetic Act establishes national standards for drugs intended to
prevent disease. A state may choose whether to fluoridate water, but it may not redefine or
exempt a substance from federal drug law when the statutory definition is met.

In short, state law may permit an activity, but it cannot convert an unapproved drug into a non-
drug by custom, endorsement, or silence.

B. Federal Definition of a Drug

The Federal Food, Drug, and Cosmetic Act defines a drug, in relevant part, as:

“Articles intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease
in man.”
21 U.S.C. § 321(g)(1)(B)

Intent alone triggers this definition. Delivery through drinking water does not alter statutory
classification.

C. FDA CDER Statements on Fluoride Products for Children

The U.S. Food and Drug Administration has repeatedly and explicitly stated that fluoride
supplements intended for ingestion by children to prevent dental caries are drugs that lack
FDA approval.

In a formal FDA press announcement addressing child protection, the Agency stated that it was
taking action against unapproved fluoride drug products for children because:

“These products have not been proven safe or effective for preventing cavities in children.”

FDA further explained that unapproved fluoride products pose particular concern because they
expose children to systemic fluoride without the protections of FDA review, labeling, dosing
validation, or post-market surveillance.

FDA requires that any drug intended for disease prevention demonstrate safety and efficacy
through adequate and well-controlled investigations prior to approval. No fluoride supplement
or fluoridated water product has met this standard through the FDA New Drug Application
process.

Importantly, FDA has never concluded that such products are safe; rather, they remain
unapproved precisely because required demonstrations have not been completed.



VI. Scientific Uncertainty and Incomplete Demonstrations of Safety and
Efficacy

Modern regulatory science recognizes that absence of approval is not accidental; it reflects
unmet evidentiary requirements.

Fluoride supplements and community water fluoridation have not undergone FDA approval in
part because evidence of both efficacy and safety remains incomplete under contemporary
standards. Historical observational studies, ecological comparisons, and legacy assumptions do
not satisfy current expectations for systematic exposure affecting the entire population.
Assertions by fluoridation lobbyists or industry are also not scientific evidence of safety.

The 2024 Cochrane Review concluded that evidence for caries prevention from community
water fluoridation is of low certainty, with contemporary benefit—if present—substantially
smaller than historically claimed.

At the same time, evidence of harm is well established for dental fluorosis and increasingly
documented for other endpoints of concern. These findings reinforce that certainty of safety
does not exist, particularly for infants, children, pregnant women, and individuals with impaired
renal clearance.

This petition does not ask the Board to resolve scientific debate. It asks the Board to
acknowledge a regulatory fact: where evidence of safety and efficacy is incomplete, assurances
of safety are not scientifically or ethically defensible.

VII. Ethical Framework

Under the Belmont Report and widely accepted public-health ethics principles:
o Beneficence requires evidence of benefit using appropriate modern methods;

¢ Non-maleficence requires avoidance of unnecessary or inadequately characterized
harm;

¢ Respect for persons requires transparency and informed choice; and

e Justice requires that vulnerable populations such as fetuses, infants, and children nor
higher risk genders or races do not bear disproportionate risk.

Universal, involuntary exposure through drinking water is ethically distinct from individual
clinical interventions and therefore demands a higher—not lower—threshold of safety
assurance.



VIIl. Requested Action

Petitioner respectfully requests that the Board of Health:

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.

IX. Conclusion

Safety is not demonstrated by longevity of use, professional consensus, or absence of regulatory
enforcement. Safety is demonstrated by evidence.

Just as no regulatory agency would permit aviation, pharmaceuticals, or industrial emissions to
proceed without affirmative safety review, no public-health authority should endorse universal
ingestion of a biologically active substance without rigorous, multidisciplinary proof of safety.

Petition 31 respectfully requests that the Board apply the same standard of care to human
biology that it routinely applies to other safety-critical domains of governance.

Appendix A — Governing Federal Law and Supremacy

Supremacy Clause, U.S. Constitution, Article VI, Clause 2

“This Constitution, and the Laws of the United States which shall be made in Pursuance
thereof... shall be the supreme Law of the Land... any Thing in the Constitution or Laws of any
State to the Contrary notwithstanding.”

21 U.S.C. § 321(g)(1)(B)
“The term ‘drug’ means... articles intended for use in the diagnosis, cure, mitigation, treatment,
or prevention of disease in man or other animals.”

Federal law controls classification of drugs. State permission, historical practice, or agency
endorsement cannot alter or negate statutory definitions enacted by Congress.



Appendix B — FDA Statements on Fluoride Drug Products for Children

U.S. Food and Drug Administration (Press Announcement):
“These products have not been proven safe or effective for preventing cavities in children.”

FDA further stated that unapproved fluoride drug products marketed for children pose risk
because they bypass FDA review for safety, efficacy, dosing, labeling, and post-market
surveillance.

FDA’s enforcement actions confirm that ingestible fluoride products intended to prevent dental
caries are drugs under federal law and remain unapproved due to incomplete demonstrations
of safety and efficacy.

Appendix C — Universal Exposure and Infant Formula Risk

Unlike prescription fluoride supplements, fluoridated drinking water results in universal,
involuntary exposure, including exposure of infants, pregnant women, chemically sensitive and
individuals with impaired renal function.

Infant formula prepared with fluoridated water can deliver fluoride doses per kilogram body
weight that exceed those received by adults, during periods of rapid neurodevelopment and
skeletal formation.

FDA'’s child-specific safety concerns regarding unapproved fluoride drug products are therefore
directly applicable to community water fluoridation, where dosing cannot be controlled,
individualized, or recalled.

Appendix D — Regulatory Principle
Where a substance:
1. Isintended to prevent disease;
2. Is systemically ingested;
3. Exposes the entire population involuntarily; and
4. Lacks FDA approval based on adequate and well-controlled investigations;

no state agency can ethically or scientifically represent that exposure as safe.



Appendix E — Ethical Framework and Duty of Care

This petition is grounded in well-established principles of public-health ethics and biomedical
ethics, which impose affirmative duties on government agencies when authorizing or endorsing
population-wide interventions.

Non-maleficence (Do No Harm). Public authorities have a primary duty to avoid exposing
populations to preventable or inadequately characterized harm. Where certainty of safety has
not been established, continued endorsement of universal exposure violates this foundational
principle.

Beneficence. Ethical justification for public-health interventions requires demonstrable benefit
using appropriate modern evidence standards. Where evidence of efficacy is low-certainty or
incomplete, benefit cannot ethically outweigh unresolved safety concerns.

Respect for Persons. Universal exposure through drinking water eliminates informed consent
and individual choice. This heightens—not reduces—the ethical obligation of regulators to
assure safety and to communicate uncertainty transparently.

Justice. Infants, children, pregnant women, and individuals with impaired renal function bear
disproportionate exposure and risk from fluoridated water. Ethical governance requires
heightened protection of such vulnerable populations.

Taken together, these principles establish that authorization without safety assurance is not
ethically neutral. It constitutes an active ethical failure. Petition 31 therefore requests not policy
preference, but adherence to the minimum ethical standards governing public-health decision-
making.

Respectfully submitted,

Bill Osmunson, DDS, MPH
Washington Action for Safe Water



