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|. Authority

This petition is submitted pursuant to RCW 34.05.330 and WAC 82-05-030, which authorize any
interested person to petition an agency for adoption or amendment of a rule. The Washington
State Board of Health has authority to adopt rules necessary to protect public health under
RCW 43.20.050, including standards governing public drinking water systems under chapter
246-290 WAC.

Il. Purpose

The purpose of this petition is to correct an improper evidentiary standard applied to
community water fluoridation (CWF) by requiring the Board to evaluate assurance of safety and
demonstrated benefit, rather than demanding “certainty of harm” before taking protective
action.

Fluoride is a highly toxic chemical defined by law as a poison or drug. The greatest risk to the
most people of harm from excess fluoride exposure are for fetuses when mothers drink
fluoridated water, infants when formula is made with fluoridated water and children drinking
fluoridated water. We must not minimize the lack of ethics, increased lead exposure, risk of
dental fluorosis, developmental neurotoxicity, risk to thyroid, increased cancer risk, risk to
kidneys, bones, risk of miscarriage, premature birth and SIDS. Fluoridated water is about 150 to
175 times more fluoride than mother’s milk. The U.S.A. FDA is correct when advising not to
give children under age 3 or over 3 who are at low or moderate risk of dental caries -- fluoride.



The Board does not have a single quality safety study of fluoride ingestion. Any claim of
“safety” is without quality scientific evidence, observational evidence similar to the safety of
blood-letting, and relies on an evidentiary standard of certainty of harm. . . death certificates
listing community water fluoridation as cause of death. Neither the Board nor the Department
can honestly claim assurance of fluoridation’s safety.

lll. Statement of Need — Proof or Certainty of Harm Is the Wrong Legal
and Scientific Standard

A. Fluoride is a biologically active substance regulated by intent of use

Fluoride is a well-recognized biologically active substance whose legal classification depends on
intent and dose. It is regulated as a contaminant (drinking water law), a pesticide (agriculture),
a drug (disease prevention or treatment), and a poison (NRC 2006; EPA 2015; FDA CDER 2016
RCW 69.38.010). When fluoride is intentionally added to public drinking water for the sole
purpose of preventing dental disease, it constitutes a population-wide pharmacologic
exposure. RCW 57.08.012 authorizes, permits, fluoridation based on a majority vote of the
public and does not designate the authority to assure safety or efficacy. In RCW 70A.125 the
Board and Department are to assure safe drinking water. After 80 years of mass treatment of
the public with fluoride, neither the Board, Department, FDA, CDC, EPA, nor NSF have a single
safety study on fluoride, nor a single RCT of fluoridation’s benefit. Safety cannot be assured
without a single safety study and fluoridation is public health malpractice.

B. The “certainty of harm” standard is scientifically unattainable and ethically indefensible

In practice, the absence of “conclusive proof” of harm has been used to justify continued
endorsement or non-intervention. This standard is inconsistent with public-health regulation
and modern epidemiology.

The American Dental Association (September 2024) has publicly stated that a court ruling “did
not find with certainty that fluoridated water is injurious to public health.” That statement is
technically true—and legally meaningless. The court was not required to find certainty of harm
in order to rule against the EPA. The governing statute requires only a finding of unreasonable
or presumed risk, not proof beyond doubt. By invoking “certainty of harm,” the ADA substitutes
an impossible evidentiary threshold for the actual legal standard, thereby misleading the public
and policymakers into believing that absence of certainty equals proof of safety. It does not.

For outcomes of concern—neurodevelopmental effects, miscarriage, preterm birth, endocrine
disruption, skeletal effects, or cancer—certainty would require randomized controlled trials


http://app.leg.wa.gov/RCW/default.aspx?cite=57.08.012

(RCTs) or near-perfect observational substitutes. Such studies are ethically impermissible or
practically impossible for involuntary population exposures (Belmont Report 1979; CIOMS
2016). That does not mean quality ethical studies cannot be done to demonstrate safety, rather
than certainty of harm.

See Food & Drug Administration v. Brown & Williamson Tobacco Corp. analogs on risk standards;
see also Toxic Substances Control Act, 15 U.S.C. § 2605 (authorizing regulation based on
unreasonable risk, not certainty of harm); cf. Ethyl Corp. v. EPA, 541 F.2d 1 (D.C. Cir. 1976)
(precautionary authority does not require proof of actual harm).

Side-by-Side Comparison: ADA Framing vs. Legal TSCA/SDWA & Public-Health Standards

Issue ADA Framing Correct Legal / Public Health Standard
Required evidentiary _ . .
Certainty of harm Unreasonable or presumed risk
threshold
) Uncertainty defeats Uncertainty triggers precaution, especially for

Role of uncertainty ] )

regulation involuntary exposure
Meaning of “no . ) )

Implied safety Absence of certainty # evidence of safety

certainty”

On the public to prove On regulators to assure safety before
Burden of proof

injury exposure
Applicability to Treated as benign Drinking water governed by preventive safety
drinking water absent proof standards

o Delay action until harm Protect vulnerable populations before
Ethical implication ] ] ]
is proven irreversible harm occurs

RCW is more protective of the public than the TSCA/SDWA and requires the Board and
Department to have certainty without doubt assuring the public the water is safe. Neither the

Board nor the Department can assure the public the water is safe to drink when fluoride is
added.



C. Definitive proof of harm has been produced

And yet, dental fluorosis is a well-established, causally proven adverse effect of excess
systemic fluoride exposure during tooth development.

1. Causation is unequivocal
Dental fluorosis satisfies every major criterion for causal certainty:

e Dose-response relationship: Increasing systemic fluoride intake during enamel
formation produces increasing severity of fluorosis.

e Biological plausibility: Fluoride disrupts ameloblast function during enamel
mineralization, resulting in hypomineralized enamel.

¢ Temporal relationship: Exposure during critical developmental windows (prenatal
through early childhood) precedes the defect.

e Reproducibility: Observed consistently across populations, geographies, and decades.

e Reversibility by prevention: Reducing fluoride intake during development reduces

fluorosis prevalence.
These findings are not contested.

Dental fluorosis is explicitly recognized as a toxic effect of fluoride exposure by authoritative
bodies, including the National Research Council, which concluded that:

¢ Dental fluorosis is a toxicologic endpoint

¢ Moderate and severe fluorosis constitute adverse health effects, not merely cosmetic

changes
¢ A cosmetic change is harm -- depending on the patient’s perception.
This recognition underpins regulatory limits for fluoride in drinking water.

The U.S. Environmental Protection Agency’s fluoride standards are not based on absence of
harm, but on preventing dental fluorosis. In other words:

The government’s primary evidence of fluoride toxicity—and the reason limits exist at all—is

dental fluorosis.
A condition cannot simultaneously be:

e proven with certainty,



e used to set safety limits,
e and dismissed as irrelevant harm.
“Cosmetic” does not negate certainty or harm

The frequent characterization of dental fluorosis as “cosmetic” is a policy judgment, not a
scientific one. Scientifically:

e Moderate and severe fluorosis involve pitting, structural enamel defects, and increased
susceptibility to wear and decay

e Even so-called “mild” fluorosis represents permanent hypomineralization—i.e., altered
tissue structure

Whether harm is labeled cosmetic or functional has no bearing on causation or certainty.

Definitive Certainty of Neurodevelopment (1Q) Harm is Irresponsible and Unethical.

To establish causation with near-certainty would require randomizing pregnant women or
infants to systemic fluoride exposure and following children for years. This is unethical given
existing evidence of risk and biological plausibility (NRC 2006; Grandjean & Landrigan 2014;
Bashash et al. 2017; Green et al. 2019).

Pregnancy loss and infant outcomes.

Miscarriage, preterm birth, and SIDS are multifactorial outcomes. RCTs are unethical;
observational designs—though informative—cannot eliminate residual confounding or
attribution uncertainty (Herndn & Robins 2020). And failure to evaluate and study plausible risk
is not proof of safety.

The inability to achieve “certainty” of harm for each alleged risk is not a failure of science; it is
an inherent feature of population-level exposure assessment.

D. Observational evidence demonstrates increased risk, not certainty of safety

High-quality observational studies and toxicology consistently identify increased risk to the
developing fetus, infant, and child across multiple systems (NRC 2006; Bashash et al. 2017;
Green et al. 2019; Till et al. 2020; NTP 2020/2022). Demanding certainty guarantees regulatory
paralysis and is incompatible with preventive public health.



For example, lead is a known toxicant and fluoridated communities have increased blood lead
concentrations, particularly with race disparities. Note the graphs below of NHANES data
published by Coplan in Neurotoxicology, 2007.
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E. Dental fluorosis illustrates minimization of recognized harm

Dental fluorosis is an undisputed adverse effect of excess systemic fluoride exposure during
tooth development (Dean 1942; NRC 2006). Moderate and severe fluorosis involve pitting,
enamel weakness, and increased restorative burden, yet are routinely dismissed as “cosmetic,”
despite evidence of functional impairment (NRC 2006; Clarkson & McLoughlin 2000). This
minimization underscores how harder-to-measure systemic harms are discounted under an
unattainable standard.



Below is a graph of dental fluorosis up to the year 2004 reporting and increase of harm

few years

later dental fluorosis was up to about 70%.
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Below is an example of cosmetic dental fluorosis before and after treatment. Known harm.




Three studies on complete cusp fracture in three communities with different fluoride
concentrations in water. Clearly more studies need to be done; however, assurance of safety
cannot be done for complete cusp fractures until further studies are provided. Teeth decrease
in tinsel strength making complete cusp fractures plausible.

Below are pictures of a complete cusp fracture and graph of increased prevalence with CWF.

COMPLETE TOOTH FRACTURE
o Population Fluoridated (F)
6
o4 OTOOTH...
2 _
0 _
1 2 3
0% F 19% F 85% F

Three studies on complete cusp fracture in three communities with different fluoride
concentrations in water. Clearly more studies need to be done; however, assurance of safety
cannot be done for complete cusp fractures until further studies are provided. Teeth decrease
in tinsel strength making complete cusp fractures plausible.

F. Legislative intent assigns the Board a safety mandate

Drinking-water governance is built on preventive protection, not post-injury proof. The
Legislature did not assign the Board the role of waiting for harmed individuals to prove
causation with certainty; it assigned the Board the duty to assure safety (RCW 43.20.050).




G. Jurisdictional diffusion perpetuates policy inertia

CWEF persists in part because responsibility is fragmented among agencies, allowing
endorsement to continue without a single authority conducting a comprehensive safety and
legal determination (NRC 2006; FDA CDER 2016; EPA 2015).

IV. Absence of Demonstrated Efficacy — Lack of Proof of Benefit

A. Beneficence requires demonstrable benefit

Public-health ethics require that an intervention confer demonstrable benefit that outweighs
risk, especially where exposure is involuntary (Beauchamp & Childress 2019).

Historically, benefit of a 60% reduction in dental caries (even 25%) with only cosmetic harm,
provided a reasonable demonstrable benefit outweighing risk. With higher quality research,
time and other sources of fluoride, community water fluoridation lacks significant benefit and
risks are well known. (Cochrane 2024)

B. No randomized controlled trials demonstrate modern efficacy

There are no contemporary RCTs demonstrating that CWF reduces dental caries in modern
populations exposed to multiple fluoride sources. After more than 80 years, efficacy rests
almost entirely on observational studies (lheozor-Ejiofor et al. 2015; Iheozor-Ejiofor et al. 2024).

C. Observational evidence of benefit is low-certainty

Independent systematic reviews conclude that the certainty of evidence for caries prevention
from CWF is low, particularly in contemporary settings (lheozor-Ejiofor et al. 2015; 2024). Many
studies predate widespread fluoride toothpaste use, fail to account for total fluoride exposure,
and cannot establish causation.

D. Caries declined irrespective of fluoridation status

Substantial declines in dental caries have occurred in both fluoridated and non-fluoridated
communities in the U.S. and internationally, strongly implicating oral hygiene, topical fluoride,
diet changes, and access to care rather than systemic ingestion (Dye et al. 2017; CDC 2023).



Below a graph of WHO data reporting an apparent benefit of CWF prior to about 2000 and little
if any over the last 25 years.

World Health Organization (WHQ) Data
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Below a graph of the 50 USA states and the percentage of their whole population fluoridated
with HHS NSCH data on good/excellent teeth for high income and low income. Note: CWF has
no common cause with dental caries. A state could have no CWF or fluoridate everyone and
caries would remain essentially the same. However, SES has a significant impact on dental
caries. Comparing different SES groups will find a difference but that difference is not due to

fluoridation.
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Another example is the comparison of counties in New York State.

Tooth Decay vs. Fluoridation in New York State 2012
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It is our understand that in Utah the legislators were persuaded to stop fluoridation in part
because the caries rates in fluoridated and unfluoridated communities were similar.

What about Washington State?

E. Systemic ingestion is unnecessary for the claimed effect

Even proponents acknowledge fluoride’s primary benefit is topical, acting on erupted tooth
surfaces. Systemic ingestion exposes the entire body—including fetuses and infants who receive
no dental benefit—to achieve a localized surface effect (NRC 2006; Featherstone 2000).

F. Lack of dose control undermines any benefit claim

CWEF provides no individualized dosing and no adjustment for age, weight, renal function, or
total intake. Without dose control, claims of benefit are scientifically unstable and ethically
indefensible (NRC 2006).




G. No demonstrated net benefit for vulnerable populations

There is no credible evidence that any assumed benefit outweighs risk for pregnant persons,
formula-fed infants, or young children—those most vulnerable to systemic exposure and
fluorosis (NRC 2006; Iheozor-Ejiofor et al. 2024).

H. Longevity of use is not proof

Duration of use does not substitute for proof of efficacy. Many long-standing public-health
practices were abandoned once properly studied (loannidis 2005).

V. Proposed Rule Change

Amend chapter 246-290 WAC to require safety assurance and demonstrated benefit for
disease-prevention additives.

Model Rule Language
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.



VI. Ethics Statement

This petition is grounded in nonmaleficence, beneficence, respect for persons, and justice
(Belmont Report 1979; Beauchamp & Childress 2019). Population-wide, nonconsensual
exposure to a biologically active agent is ethically permissible only when safety and benefit are
affirmatively demonstrated. Shifting an impossible burden of proof onto the public violates
ethical public health practice.

VII. Conclusion

Community water fluoridation lacks modern proof of benefit and cannot meet a “certainty of
harm” threshold by design. The Board’s duty is to assure safety and demonstrated benefit—not
to wait for incontrovertible injury. Absent such assurance, continued endorsement is
scientifically, legally, and ethically unsupportable.

Given the repeated deferral of safety determinations regarding fluoridation to municipalities or
voters, Petitioner intends to request a formal Attorney General Opinion to clarify whether
Washington law assigns the responsibility for determining the safety and efficacy of disease-
prevention additives in drinking water to the Washington State Board of Health and Department
of Health, or whether those agencies may lawfully abdicate that responsibility.

Cross-Reference Alignment Table
Petitions #23-#32 - Petition #33 (Assurance of Safety & Demonstrated Benefit)

Prior . Board / Agency How Petition #33
.. Corelssue Raised . Unresolved Defect
Petition Response (Typical) Resolves It
Fluoride added for ] #33 removes
) ) Board lacks Board avoids o ]
disease prevention ) ) jurisdictional evasion
authority; FDA substantive safety ) i
meets the legal ) by imposing a state
#23 o does not regulate review by
definition of a drug or o safety standard
) ] water; courts have jurisdictional ]
poison depending on i independent of FDA
spoken deflection

intent action



Prior
Petition

#24

#25

#26

#27

#28 /
28A

#29

#30

Core Issue Raised

Board cannot assure
safety of fluoridated
water

Dental fluorosis is real
harm warranting
remediation

Environmental and
ecological impacts
(e.g., fish)

Skeletal and dental
fluorosis require
safety determinations

Scientific method
failures; reliance on
outdated studies

Ethics conflicts and
institutional bias

Precautionary
principle ignored

Board / Agency

Response (Typical)

“No proof of
harm”; insufficient
evidence

Dismissed as
cosmetic

Outside Board'’s
authority

Requests “more
evidence”

Board discretion;
policy judgment

Process
acknowledged,
substance avoided

Not required by
rule

Unresolved Defect

Wrong burden of
proof placed on
petitioners

Minimization of

How Petition #33
Resolves It

#33 corrects the
burden: assurance of
safety, not certainty
of harm

#33 uses fluorosis as
proof that systemic
harm is already

acknowledged injury conceded,

Fragmented
jurisdiction blocks
holistic review

Circular demand for
proof of harm

No methodological
standard imposed

Ethics treated as
secondary

No enforceable
standard

undermining
dismissal logic

#33 addresses
human exposure
safety, squarely
within Board
authority

#33 establishes that
waiting for certainty
violates legislative
intent

#33 requires modern
evidentiary
standards and
transparency

#33 embeds ethics as
a regulatory
requirement, not
commentary

#33 operationalizes
precaution through



Prior Board / Agency

.. Corelssue Raised . Unresolved Defect
Petition Response (Typical)
431 Infant and vulnerable “Population No subgroup
population exposure benefit” asserted analysis
Total fluoride Dose and exposure
#32 ) Water-only focus ] .
exposure ignored mischaracterized

Doctrinal Progression Summary (For the Board Record)

How Petition #33
Resolves It

safety-assurance
language

#33 mandates
explicit vulnerable-
population safety
findings

#33 requires total
exposure
assessment as a
condition of safety

e Petitions #23—#27 established that fluoride is legally and biologically active, produces

acknowledged harm (fluorosis), and lacks a coherent regulatory home.

e Petitions #28—#32 demonstrated that the Board relies on outdated science, incorrect

burdens of proof, incomplete exposure models, and ethical minimization.

e Petition #33 resolves these issues by reframing the decision standard to the one the

Legislature intended:

assurance of safety and demonstrated benefit, evaluated transparently, using modern

science, with explicit protection of vulnerable populations.

Why Petition #33 Is Not Redundant—but Necessary

Petitions #23—#32 asked whether fluoride is harmful, whether it is lawful, whether ethics were

violated, and whether authority exists.

The Board'’s repeated response—no certainty of harm—reveals a structural error, not an

evidentiary gap.

Petition #33 corrects the governing rule itself.
It makes clear that:

¢ lack of proof of harm # proof of safety,



lack of RCTs # proof of benefit, and

regulatory paralysis is not a lawful outcome.
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