Petition #23 for Rule Change
Submitted under RCW 34.05.330 and WAC Chapter 82-05

To: Washington State Board of Health

From: Bill Osmunson, DDS, MPH billosmunson3@gmail.com

And on behalf of Washington Action for Safe Water
10300 181st Ave SE Issaquah, WA 98027
Phone: 425.466.0100

Email: billosmunson3@gmail.com Date: August 23, 2025
1. Rule to be Amended
Washington Administrative Code (WAC) 246-290-220 - Treatment Techniques -

Community Water Systems.

2. Authority

This petition is filed pursuant to:

- RCW 34.05.330 - Right to petition for adoption, amendment, or repeal of a rule.

- WAC 82-05-030 - Requirements for petitions for rulemaking.

- RCW 43.20.050(2)(a) - Duty of the State Board of Health to adopt rules necessary to

assure safe and reliable drinking water.

3. Proposed Rule Amendment

Amend WAC 246-290-220 by adding a new section as follows (proposed draft language):

(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
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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.

4. Justification for the Rule Change

A. Federal Law

- 21 U.S.C. § 355(a) prohibits marketing or introduction of any new drug into interstate
commerce without FDA approval.

- 21 U.S.C. § 331(d) prohibits distribution of unapproved new drugs.

-21U.S.C.§ 321(g)(1) defines a drug as any article intended for use in the diagnosis, cure,
mitigation, treatment, or prevention of disease.

- 21 U.S.C. § 352(f) deems a drug misbranded if it lacks FDA-approved directions for use.

B. Washington State Law

- RCW 69.04.450 makes it unlawful to manufacture, sell, deliver, hold, or offer for sale any
drug that is adulterated or misbranded.

- RCW 69.04.470 adopts the federal definition of 'drug.'

- RCW 69.41.010(9) defines a legend drug as any drug required by federal law to be labeled
'Caution: Federal law prohibits dispensing without prescription.’

- RCW 69.41.020 prohibits the sale or distribution of legend drugs except as authorized.

C. Washington State Board of Pharmacy Ruling

When petitioned to classify fluoride as a poison due to its toxicity, the Washington State
Board of Pharmacy ruled, “This letter is in response to your request at the May 7, 2009
meeting of the Washington Board of Pharmacy for a response to your question about

designating fluoride as a poison. .. Fluoride is a legend drug regulated under chapter



69.41RCW. RCW69.41.010 defines a “legend drug” as drugs “which require by state law or
regulation of the state board of pharmacy to be dispensed on prescription only or are

restricted to use by practitioners only....”

This determination is legally significant: it confirms that fluoride for ingestion is not merely
a water additive or nutrient, but a regulated prescription drug requiring FDA approval and
prescription-based distribution. By classifying fluoride as a legend drug due to both toxicity
and intent of use, the Board of Pharmacy recognized that fluoride cannot lawfully be

dispensed or promoted outside approved drug channels.

4A. Exclusive FDA/CDER Authority Over Drugs

- The Food and Drug Administration (FDA), Center for Drug Evaluation and Research
(CDER), is the sole authority empowered by Congress under the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. § 355) to determine:

¢ Whether a substance qualifies as a drug.

¢ Whether a drug has demonstrated benefit through adequate and well-controlled studies.

e The dosage, formulation, and route of administration at which the benefit is achieved.

* The necessary warnings, contraindications, and labeling requirements to protect
vulnerable populations, including fetuses, infants, children, persons with genetic
polymorphisms, and those with chemical sensitivities.

- Neither the Washington State Board of Health, the Department of Health, nor any other
state agency has the drug regulatory experts, scientific infrastructure, legislative authority,

or regulatory experience to substitute their judgment for that of FDA/CDER.

4B. Special Concern: Developing Fetuses, Infants, and Children

- Fluoride crosses the placenta, exposing the developing fetus to systemic fluoride before
birth. Infants consuming formula mixed with fluoridated water are among the most highly
exposed groups.

- Of greatest concern is protecting the fetus, infant, and child, who are uniquely vulnerable
to neurological and systemic harm.

- Because fluoridated water is promoted for the prevention of dental caries without FDA
approval, it constitutes an adulterated and misbranded drug under 21 U.S.C. §§ 351, 352
and RCW 69.04.450.

- An unapproved, adulterated, and misbranded drug is by definition an illegal drug under

both federal and Washington State law.



- Fluoridated drinking water is therefore an illegal drug being administered without
prescription, dosage control, purity, or labeling safeguards.

- Critically, fluoridated water is the only example in Washington State where an illegal drug
is mass-medicated to the majority of residents through a public utility. No other
unapproved drug is distributed this way — not vaccines, not supplements, not prescription

drugs.

4C. lllegality of Selling and Mass-Medicating with an Unapproved Drug

It is further noted that RCW 57.08.012 specifically authorizes water-sewer district
commissioners, by vote, to approve the fluoridation of public water supplies. However, this
authorization is permissive and local in scope, and it does not supersede or nullify the
statewide statutory duty set forth in RCW 43.20.050(2)(a), which requires the State Board

of Health to adopt rules necessary to assure safe and reliable public drinking water.

Under established rules of statutory construction, Washington courts harmonize statutes
whenever possible, rather than finding implied repeal or conflict. RCW 57.08.012 and RCW
43.20.050(2)(a) are not in irreconcilable conflict: one provides local governance authority
to decide whether to fluoridate, while the other imposes a superior statewide obligation to
assure safety. In practice, this means that a local district may only fluoridate if it can do so in

full compliance with state and federal safety requirements.

RCW 43.20.050(2)(a) is a mandatory public health and safety statute, requiring safety to be
affirmatively assured. This higher duty cannot be displaced by a local commissioner’s vote.
In effect, RCW 57.08.012 provides permission, but RCW 43.20.050(2)(a) sets the condition:
water fluoridation is only lawful if safety can be demonstrated. Moreover, federal
supremacy requires compliance with the Federal Food, Drug, and Cosmetic Act, which
mandates FDA/CDER approval for any substance intended for disease prevention. Thus,

state or local authorization does not eliminate federal drug law obligations.

The Washington State Board of Pharmacy has historically interpreted RCW provisions as
permitting the practice of community water fluoridation. However, such an interpretation

cannot be read as superseding or nullifying the broader framework of state and federal law.



¢ No Override of Drug Laws: Permission to fluoridate does not exempt fluoride products
from the requirements of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. § 355), which
requires New Drug Applications and FDA/CDER approval to assure both safety and efficacy.
¢ No Override of Poison Statutes: Likewise, an administrative interpretation cannot nullify
statutory provisions classifying fluoride as a poison when present in toxic concentrations
(e.g., RCW 69.40.030).

* No Override of Safety Mandates: RCW 43.20.050(2)(a) requires the Board of Health to
adopt rules to “assure safe ... drinking water.” A permissive ruling by the Board of Pharmacy
cannot reduce the statutory duty to assure safety with reasonable certainty. For example,
the legislature may authorize a building or road construction; however, such authorization
does not exempt licensed engineers and contractors from their independent statutory duty
to ensure safety. Similarly, authorization to fluoridate does not negate or diminish the legal

duty to assure that the water supply is safe.!

Accordingly, while the Board of Pharmacy’s ruling may have provided precedent for
fluoridation practices, it does not constitute blanket authorization to bypass established
drug, poison, or safety laws. These higher standards remain binding and must be satisfied

independently.

- Under the Federal Food, Drug, and Cosmetic Act (FDCA):

¢ 21 U.S.C. § 355(a) prohibits introduction of any new drug without FDA approval.

« 21 U.S.C. § 331(a), (d), (k) makes it illegal to manufacture, sell, deliver, or distribute any
drug that is adulterated, misbranded, or unapproved.

¢ 21 U.S.C. § 333 establishes criminal penalties, including fines and imprisonment, for

violations.

- Under Washington State law:

¢ RCW 69.04.450 prohibits the manufacture, sale, delivery, or offer for sale of any
adulterated or misbranded drug.

* RCW 69.04.470 incorporates the federal definition of 'drug.'

* RCW 69.41.020 prohibits the distribution of legend drugs except as authorized by law.
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- By definition, fluoridated water marketed as a means of preventing dental caries is:
¢ An unapproved new drug (no FDA New Drug Application).
* A misbranded drug (no FDA-approved labeling, dosage, or warnings).
¢ An adulterated drug (not manufactured under FDA drug standards).
- Accordingly, fluoridated water is an illegal drug under both federal and Washington law.
Unlike vaccines or approved medications, fluoridated water is the only unapproved drug

mass-medicated to the majority of Washington residents through a public utility.

In summary, RCW 57.08.012 provides only limited local permission for water-sewer
districts to consider fluoridation, whereas RCW 43.20.050(2)(a) imposes an overriding
state duty to assure safe drinking water. Permission to fluoridate does not equate to proof
of safety. Safety must be independently established and affirmatively assured under both

state and federal law before fluoridation can be considered lawful.
**4C-1. Responsibility of Raw Fluoride Product Manufacturers**

Manufacturers 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.

Under the FD&C Act (21 U.S.C. §§ 321(g)(1)(B), 351, 352, 355), any article intended for
disease prevention is a drug and requires a New Drug Application (NDA) demonstrating
safety and efficacy. Until such approval is obtained, these products remain unapproved,
adulterated, and misbranded drugs. State authorization does not exempt manufacturers
from liability, and absent FDA oversight, the products also retain their legal classification as
poisons under RCW 69.40.030.

It is neither lawful nor equitable for Washington taxpayers to bear the financial burden of
demonstrating safety for manufacturers who profit from these products. The duty to fund
and pursue FDA/CDER approval, including the full cost of NDA submission and required
safety and efficacy trials, rests with the raw product manufacturers, not the public. This
ensures that the entities who benefit financially from selling fluoridation chemicals bear the
responsibility for compliance with federal law, thereby protecting both public health and
public resources.

The costs of conducting the required safety and efficacy studies are insignificant relative to
the revenues of multinational fertilizer and chemical companies that manufacture and sell
fluoride additives. These entities routinely fund regulatory submissions and compliance
programs for other products; there is no rational basis to shift this burden to taxpayers.



4D. Fluoride as a Poison When Not Regulated as a Drug
This section is not intended as a threat or warning, rather an indication of the Legislature’s

emphasis on safety for the public.

If fluoride added to public water for caries prevention is not lawfully regulated as a drug
and is deemed a “poison” under Washington law, several criminal and civil penalty
provisions may be implicated:

¢ RCW 69.40.030 — Placing poison or other harmful substance in food, drink, medicine, or
water: Class B felony; punishable by imprisonment (not less than five years) or fine (not
less than $1,000).

* RCW 70.54.010 — Polluting water supply: Gross misdemeanor for depositing any
dangerous or deleterious matter into waters used for drinking or into a public water system
watershed.

¢ 42 U.S.C. § 300i-1 — Tampering with a public water system: Federal felony; up to 20 years
imprisonment or fines; civil penalties up to $1,000,000 for tampering events.

These statutes underscore that adding a poisonous substance to public drinking water—
outside lawful drug regulation and authorization—carries significant criminal penalties.
Nothing in this petition seeks to penalize authorized, good-faith operators who comply with
governing law; rather, it clarifies that continued addition of an unapproved drug or poison

is unlawful and exposes agencies and suppliers to enforcement.

4E. Applicability of Criminal Statutes and Liability Considerations
This section’s intent is not as a threat but to emphasize the seriousness, the import, the

Legislature has put on protecting the public health from toxins and the urgency for due
diligence to protect the public health. For 15 years and now the 23rd petition to protect the

health of the public, further delay in protecting the public is unacceptable.

« State Criminal Statutes: Laws such as RCW 69.40.030 (placing poison in food, drink, or
water, Class B felony) and RCW 70.54.010 (polluting water supply, gross misdemeanor)
contain no explicit exemptions for state agencies.

» Federal Statutes: 42 U.S.C. § 300i-1 (tampering with a public water system) similarly
establishes penalties without agency exemptions.

e Immunity and Good Faith: While public officials generally enjoy qualified immunity from

personal civil liability for policy decisions made in good faith and within their official duties,



such immunity does not extend to criminal statutes if courts later determine the acts to be

unlawful.

This petition does not assert that the Board or its members are criminally liable. Rather, it
respectfully raises the question of whether, in the absence of FDA/CDER approval of
fluoride ingestion as a drug, continued promotion or authorization of community water
fluoridation could unintentionally expose agencies, water purveyors, or officials to statutory
liability. For this reason, a precautionary clarification by designating FDA/CDER as the
proper authority is prudent to protect both the public and those acting under color of state

law.

To protect local entities and the Board from liability, the Board should have the Attorney
General designate where liability for harm and lack of FDA CDER NDA rests; the Legislature,

Board, Department, local authorities, and/or the drug raw product manufacturers.

References:

¢ RCW 69.40.030 - Placing poison in food, drink, medicine, or water.

¢ RCW 70.54.010 - Polluting water supply.

¢ 42 U.S.C. § 300i-1 - Tampering with a public water system.

¢ RCW 4.24.470 - Immunity for state officers acting in good faith within their official

capacity.

4F. Neither starting nor stopping fluoridation has quality science and is supported only by
endorsements and promotion, not quality science.
Neither benefit nor safety have a single randomized controlled trial (RCT) considered the

gold standard of research, of benefit or safety. The FDA CDER requires two RCTs for
approval, in part, because observational studies have significant limitations and even RCTs
are in time found to be incorrect. Experience has taught the FDA CDER to require quality
research and fluoridation does not have any over the last 80 years. Observational studies

have numerous limitations.

The cessation of fluoridation is not well studied and has mixed evidence. Some locations
such as British Columbia, Germany, Cuba and China did not report an increase in dental

caries after cessation of fluoridation. Alberta and Alaska areas reported an increase in



hospitalizations with cessation and Port Angeles reported the opposite with an increase in

hospitalizations after 10 years of fluoridation.

Hospitalization for dental treatment is likely more a treating clinician’s choice than an
increase in dental caries. From my experience, physical restraint is a bad choice and
emotionally harmful to the child. Chemical sedation of a child was good in my hands for one
or two short pediatric visits, but the patient was then often uncooperative and reluctant for
further life-time visits. A general anesthesia prevented creating a dental phobic and was
safer in the hospital with proper equipment and a trained anesthesiologist. Hospital
utilization is more a clinician’s choice and lack of clinician training in general anesthesia for
office use than a reasonable measurement of dental caries prevalence or fluoridation’s
possible benefit or lack of benefit. Hospitalization is too crude of an assessment to have

significance of benefit or lack of benefit of fluoridation.

4G. Industrial-Grade Fluoridation Additives and Foreign Imports (Not Pharmaceutical Grade)
¢ The compounds used for community water fluoridation are fluorosilicic acid (FSA),

sodium fluorosilicate, and sodium fluoride. The most common is FSA.

¢ FSA used in drinking water is an industrial byproduct captured from wet-process
phosphoric acid production; it is certified to NSF/ANSI Standard 60 for drinking water
additives and seldom assayed. Fluoridation drugs are not manufactured to United States
Pharmacopeia (USP) pharmaceutical-grade standards or FDA drug GMP requirements

(CDC/AWWA/NSF guidance).

» EPA’s Fluorosilicic Acid Supply Chain Profile notes limited domestic manufacturing
capacity and a strong reliance on imports; the primary trading partner for U.S. imports for

fluoride products in 2015-2020 was China.

¢ China’s national Standards for Drinking Water Quality (GB 5749-2022) set a maximum
fluoride limit of 1.0 mg/L. Pilot municipal fluoridation in Guangzhou begun in the 1960s
was discontinued in 1983; artificial fluoridation is not practiced nationally. Many

jurisdictions worldwide do not fluoridate water. Over 96% of Europe is fluoridation free.

» Consequently, the fluoride product added to U.S. public water is an industrial-grade
chemical—often imported—and not a pharmaceutical-grade product approved by
FDA/CDER.



Neither do any of the manufacturing steps for the drug abide by good drug manufacturing
practices as required by the FDA CDER. Current Good Manufacturing Practices (CGMP)

CGMP Regulations, authoritative sources:
e 21 CFRParts 210 & 211 (regulatory basis)
e 2018 Q&A on CGMP for Drugs (general interpretive guidance)
e 2024 Q&A on Production and Process Controls (practical operations)
e 2025 Drafton § 211.110 Compliance (for advanced manufacturing contexts)

Frequently, authorities mistakenly rely on the EPA to regulate the manufacturing of the
fluoridated drug. The EPA has repeatedly clarified that they do not regulate drugs,
prohibited by the Safe Drinking Water Act.

4H. Known Risks of Harm and Alleged Benefits have been covered in detail in our previous 22
petitions for rule change and not repeated here.

5. Public Health Rationale

- Fluoridation is not comparable to disinfection or corrosion control, which directly improve
water quality. It delivers a compound solely for a claimed therapeutic effect.

- The Board of Pharmacy's classification of fluoride as a legend drug establishes that
ingestion of fluoride for therapeutic purpose falls under prescription drug regulation.

- Community water fluoridation has never received FDA approval via New Drug Application,
making its promotion an unlawful endorsement of an unapproved drug.

- Specifically, the developing fetus and infants face elevated exposure with no dose-adjusted
consultation or labeling — this bypasses fundamental drug safety mechanisms.

- Preventing state agencies from promoting such unregulated drug exposures upholds both

statutory standards and public health protection mandates.

- Requiring the drug manufacturers to gain FDA CDER approval with quality research on
safety and efficacy, purity, dosage, and label, relieves the state and local entities from each

needing to gain FDA CDER NDA, an unreasonable cost for tax payers.
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6. Requested Action

The undersigned petitioner respectfully requests that the Washington State Board of
Health:

1. Initiate rulemaking to amend WAC 246-290-220 as proposed above;

2. Classify fluoride added for caries prevention in drinking water as a drug;

3. Acknowledge that FDA/CDER is the only legally authorized and scientifically qualified
body to determine drug benefit, dosage, and labeling;

4. Prohibit the promotion, sponsorship, advertising, or recommendation of unapproved
drugs, including fluoride, through public water systems unless FDA/CDER approved;

5. Direct the Department of Health to issue written notice to all manufacturers, importers,
suppliers, and water purveyors that no fluoride drug product may be marketed or supplied
for systemic ingestion via drinking water absent FDA/CDER approval, and that the
responsibility and financial burden of obtaining such approval rests with the
manufacturers, importers, or suppliers—not Washington taxpayers or public agencies. The

Department shall provide a reasonable compliance period not exceeding 12 months.

7. Petitioners Signature

Bill Osmunson, DDS, MPH

On behalf of Washington Action for Safe Water
10300 181st Ave SE

Issaquah, WA 98027

425.466.0100

billosmunson3@gmail.com

References
Washington State Statutes

e RCW 43.20.050(2)(a). Powers and duties of the State Board of Health—Drinking

water safety.

e RCW 57.08.012. Authority of water-sewer district commissioners to fluoridate

water by vote.
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e RCW 69.40.030. Placing poison in food, drink, medicine, or water—Penalty.

e RCW 70.54.010. Polluting water supply—Penalty.

e RCW 4.24.470. Immunity for state officers acting in good faith within scope of duty.
Federal Law

e 21U.S.C. §355. New Drug Application requirement under the Federal Food, Drug,

and Cosmetic Act.

e 42 U.S.C. § 300i-1. Tampering with a public water system—Criminal and civil

penalties.
Regulatory and Technical Standards

e National Sanitation Foundation/American National Standards Institute (NSF/ANSI).
Standard 60: Drinking Water Treatment Chemicals — Health Effects. NSF

International; latest revision.

e United States Environmental Protection Agency (EPA). Fluorosilicic Acid Supply-
Chain Profile. EPA, Office of Water, 2015.

e Chinese National Standards. GB 5749-2022. Standards for Drinking Water Quality.
Ministry of Health of the People’s Republic of China.

Scientific and Historical Sources

e Whitford GM. “Fluoride Toxicology and Health Effects.” In: Fejerskov O, Ekstrand ],
Burt B, eds. Fluoride in Dentistry. 2nd ed. Copenhagen: Munksgaard; 1996:171.

e Guangzhou Municipal Health Bureau. Historical records on discontinuation of pilot

fluoridation project (1983).

e lheozor-Ejiofor Z, et al. “Water fluoridation for the prevention of dental caries.”

Cochrane Database of Systematic Reviews. 2024; Issue 6.
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8. Board of Health Response (for agency use)

] Petition denied (written statement of reasons attached)

O Petition accepted - Rulemaking initiated under RCW 34.05.320

Date received:

Agency official:

I Washington law illustrates this principle in the context of building and construction. While the
legislature may authorize or fund public projects, independent statutory safety obligations remain in
force for professionals. For example, licensed professional engineers are required under RCW
18.43.020 to practice in a manner that safeguards life, health, and property, and contractors must
comply with building safety standards established under the State Building Code Act (RCW 19.27).
Legislative authorization of a project does not exempt compliance with these independent statutory
duties. By analogy, statutory permission to fluoridate does not override existing drug, poison, or safe
drinking water laws requiring affirmative assurance of safety.
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