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[I. PURPOSE OF PETITION

The purpose of this petition is to request that the Washington State Board of Health adopt a
rule requiring an affirmative, independent safety determination for any substance intentionally
added to public drinking water for disease prevention or other public health purposes.

This petition does not seek to prohibit the use of any specific additive, nor does it challenge the
legality of existing certification systems. Rather, it seeks to ensure that the Board fulfills its
statutory obligation to assure safety through explicit, current, and scientifically grounded
determinations.

[Il. STATUTORY AUTHORITY

This petition is submitted pursuant to:
e RCW 34.05.330 (petition for rulemaking);
e RCW 43.20.050 (authority to adopt rules necessary to protect public health);
e RCW 70A.125.010 (authority to assure safe and reliable public drinking water).

The Board'’s statutory duty to assure safety is affirmative in nature and requires more than
reliance on indirect or partial indicators of safety.



The requested rule does not establish new substantive policy, redefine statutory authority, or
alter the Board’s public health role.

It is a procedural rule of general applicability governing how the Board communicates the basis
of its determinations to the public.

Under RCW 34.05.010(16), such requirements fall squarely within the definition of a rule, as
they prescribe the form and content of agency statements of general applicability.

IV. BACKGROUND AND PROBLEM STATEMENT

A. Distinction Between Product Purity and Product Safety

Current regulatory practice relies heavily on third-party certification standards, particularly
NSF/ANSI Standard 60, to evaluate chemicals added to drinking water.

These standards are designed primarily to:
e Limit impurities in treatment chemicals;
¢ Ensure contaminants do not exceed specified thresholds;
¢ Evaluate product composition relative to established exposure assumptions.

However, these standards do not constitute a comprehensive toxicological evaluation of the
safety of the intentionally added substance itself for population-wide ingestion over a lifetime.

Under NSF/ANSI Standard 60:
e The intentionally added substance is classified as the product;
¢ “Contaminants” are defined as unintended impurities;

o Toxicological review is applied primarily to contaminants and exposure thresholds, not to
independent demonstration of safety of the active agent itself.

As a result, certification addresses product purity and contaminant control, not affirmative
safety of the intended exposure.!

B. The Intent of the Addition of Fluoride to Public Water

1 NSF International. NSF/ANSI Standard 60: Drinking Water Treatment Chemicals—Health Effects; and NSF
correspondence (April 24, 2000) describing certification scope and toxicological review framework.



Chemicals added to drinking water may serve different regulatory purposes. Many treatment
chemicals are added to improve water quality itself (e.g., disinfection, corrosion control) and are
evaluated within frameworks governing water treatment and contaminant control.

In contrast, fluoride is added to public drinking water for the purpose of reducing the incidence
of dental caries in the population. Its intended effect is not to treat the water, but to produce a
physiological effect in humans who consume the water.

Under established regulatory principles, substances intended to affect the structure or function
of the human body, or to prevent disease, fall within definitions commonly associated with
drugs and are typically evaluated under regulatory frameworks designed to assess safety and
efficacy for human use.

The distinction between treatment of water and intended biological effect in humans is
therefore material. Where a substance is added with the intent of producing a systemic or
topical effect in the human body, reliance solely on standards designed for water treatment
chemicals—such as contaminant control or product purity—may not address the full scope of
safety considerations applicable to human exposure.

Clarifying this distinction supports the need for an affirmative, independent safety
determination that reflects the intended use and exposure pathway of the substance.

This distinction is particularly relevant where no regulatory body has clearly identified
responsibility for evaluating such substances under a framework designed for intentional human
ingestion.

C. Limitations of NSF/ANSI Standard 60 in Safety Determination
Publicly available documentation and testimony indicate that NSF certification:
e Relies on existing toxicological benchmarks and regulatory limits;

o Applies exposure assumptions rather than conducting independent, comprehensive risk
assessments;

¢ Does not clearly evaluate systemic health endpoints such as chronic toxicity,
neurodevelopmental outcomes, endocrine effects, reproductive toxicity, or cumulative
exposure.

Authoritative scientific reviews have emphasized the importance of evaluating total exposure
and sensitive populations. For example:



The National Research Council concluded that fluoride exposure standards should
account for sensitive subpopulations and multiple adverse health endpoints, and
identified gaps in existing risk assessments.

The National Toxicology Program (2020-2024) has reported evidence that higher
fluoride exposure is associated with neurodevelopmental effects, underscoring the need
for careful evaluation of exposure and risk.

The Cochrane Collaboration systematic review (Iheozor-Ejiofor et al., 2024) concluded
that evidence of effectiveness of water fluoridation is of low certainty and that
contemporary evidence is limited.

While NSF certification provides important quality control functions, it does not establish that
the active agent is safe for ingestion across populations and life stages in light of evolving
scientific evidence.

D. Diffuse and Fragmented Regulatory Responsibility

Responsibility for drinking water additives is distributed across multiple entities:

The United States Environmental Protection Agency establishes maximum contaminant
levels (MCLs) for contaminants but does not approve substances for intentional
ingestion to prevent disease;

The Centers for Disease Control and Prevention promotes public health interventions
but does not regulate chemical safety;

NSF International certifies product composition and contaminant limits but does not
perform comprehensive safety determinations for intended ingestion;

State agencies implement programs while relying on these external frameworks.

This distribution results in no single entity performing a comprehensive, affirmative safety
determination for substances intentionally added to drinking water.

E. Regulatory Gap

The result is a regulatory gap in which:

Safety may be assumed rather than demonstrated;



e Certification and compliance may be interpreted as evidence of safety without a defined
safety determination process;

e The Board’s statutory duty to assure safety is not explicitly operationalized through rule.
This gap is particularly significant where exposure is:

e Involuntary;

e Population-wide;

e Continuous over a lifetime;

¢ Inclusive of vulnerable populations such as infants and pregnant individuals.
Citations for consideration

The National Research Council in 2006 established gaps in traditional fluoride risk assessment
focused on safety based on the evidence available at that time.

The National Toxicology Program introduced modern toxicology concerns regarding one risk and
reported moderate confidence at 1.5 ppm after 8 years. Although 1.5 ppm is more than double
the 0.7 ppm of fluoridation, 10% of the public drinks more than double the average amount of
water. Concentration in water is not a dose of mg/Kg body weight. In addition, the data from
the NTP does not show a “no effect” concentration and does not include a safety factor for
high-risk individuals such as fetus, infant, medically compromised, or chemically sensitive.

The Cochrane 2024, reported a weak assumption of benefit. However, no highest quality
studies were included because there are currently unavailable.

The EPA determines the MCL (Maximum Contaminant Level) of fluoride based on certainty of
harm, rather than certainty of safety and does not provide any safety factor (1:1).

The CDC is not a regulatory agency determining safety, rather it is like an educational agency.

V. REQUESTED RULE CHANGE

The petitioner respectfully requests that the Board adopt a rule substantially as follows:
Proposed Rule Concept

Affirmative Safety Determination Requirement for Drinking Water Additives



For any substance intentionally added to public drinking water for disease prevention or other
public health purposes, the Board shall require an affirmative safety determination based on

current scientific evidence.

Such determination shall:

1.

Be distinct from certification standards
Compliance with third-party product certification (including NSF/ANSI Standard 60 or
similar standards) shall not, by itself, constitute a determination of safety.

Evaluate the active agent
The determination shall assess the safety of the intentionally added substance itself, not

solely its impurities or contaminants.

Address population-wide exposure
The evaluation shall consider:

o Lifetime exposure;
o Sensitive and vulnerable populations;
o Aggregate exposure from all reasonably foreseeable sources.

Include relevant toxicological endpoints
Including, but not limited to:

o Chronic toxicity

o Neurodevelopmental effects
o Endocrine disruption

o Reproductive outcomes

Ensure independence
The determination shall be conducted or reviewed by individuals independent of entities
that manufacture, promote, certify, or implement the additive.

Require periodic reevaluation
Safety determinations shall be reviewed and updated in light of emerging scientific

evidence.



VI. ETHICAL CONSIDERATIONS

Public health policy requires that interventions imposed at a population level meet ethical
standards including transparency, proportionality, and protection of vulnerable populations.
These principles are well established in public health ethics and bioethics literature. Liberty is
defined as “the state of being free within society from oppressive restrictions imposed by
authority on one's way of life, behavior, or political views.”

Substances intentionally added to public drinking water for disease prevention are unique in
that exposure is:

¢ Involuntary;

e Population-wide;

e Continuous over a lifetime;

¢ Inclusive of sensitive subpopulations, including infants and pregnant individuals.
e Without an approved label.

Under such conditions, ethical practice requires that safety be affirmatively established and
periodically reassessed in light of evolving scientific evidence.

The Board has indicated that evaluations of fluoride are ongoing and we are requesting a seat at
the table for these evaluations. Ethical principles support the need for clearly defined, evidence-
based safety determinations with ethical warnings and advisories, rather than reliance on
historical assumptions or indirect indicators of safety.

Requiring an affirmative safety determination does not predetermine policy outcomes. It
ensures that public health decisions are grounded in current evidence and that the basis for
those decisions is ethically and scientifically defensible.

This approach is consistent with widely recognized public health ethics frameworks, including
those articulated by the World Health Organization and the Centers for Disease Control and
Prevention, which emphasize accountability, transparency, and protection of vulnerable
populations in population-level interventions.



VIl. RATIONALE AND PUBLIC INTEREST

Adoption of this rule would:

Align regulatory practice with the Board’s statutory duty to assure safety;

Clarify the distinction between product certification and safety determination;

e Address gaps created by fragmented regulatory responsibilities;

e Promote transparency and accountability;

e Ensure that public health policies remain responsive to evolving scientific evidence;

e Strengthen public confidence in drinking water safety governance.

Provide some individual liberty.

This rule does not predetermine outcomes or prohibit any additive. It establishes a process
requirement ensuring that safety determinations are explicit, current, and scientifically
grounded.

VIIl. IMPLEMENTATION

The Board may implement this rule prospectively and establish reasonable timelines for:
¢ Initial safety determinations;
e Periodic reevaluation;

o Stakeholder engagement and scientific review.

IX. CONCLUSION

This petition seeks to ensure that substances intentionally added to public drinking water are
subject to affirmative, independent, and scientifically grounded safety determinations,
consistent with the Board’s statutory obligation to assure safety.

The petitioner respectfully requests that the Board grant this petition and initiate rulemaking.
Respectfully submitted,

Bill Osmunson, DDS, MPH
Washington Action for Safe Water
Issaquah, Washington



