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Dear Patty Hayes Board Chair and Dennis Worsham, Secretary of Health,

We have sent the Governor a request to support Docket No FDA-2026-P-6813 and this is your copy.
Sincerely,
Bill Osmunson DDS MPH



Governor Bob Ferguson
Office of the Governor
Olympia, Washington June 23, 2026

Re: FDA Citizen Petition Docket No FDA-2026-P-6813, Request for Regulatory Clarification
Regarding Fluoride Compounds Intended for Human Ingestion to Prevent Dental Caries

Dear Governor Ferguson:

| am writing to inform you that the U.S. Food and Drug Administration has accepted for filing
Citizen Petition FDA-2026-P-6813, which requests a formal FDA determination regarding the
regulatory status of fluoride compounds distributed for community water fluoridation and
intended for human ingestion to prevent dental caries.

Washington has spent decades debating an issue that ultimately depends on a federal
jurisdictional determination. FDA is the agency best positioned to answer that question.

Fluoridation has been the subject of extensive discussion and disagreement involving state and
local governments, public water systems, the Department of Health, the State Board of Health,
the Attorney General's Office, courts, professional organizations, advocacy groups, and citizens.
Considerable public resources have been devoted to debating questions of authority, safety,
effectiveness, ethics, and regulation.

The petition does not ask FDA to regulate public water systems or drinking water quality. The
petition is directed primarily toward the federal regulation of manufacturers and distributors of
fluoride compounds introduced into interstate commerce. It does not request new obligations
for Washington State agencies, local governments, or public water systems. To the extent FDA
determines that additional federal requirements apply, those requirements would ordinarily be
directed toward regulated manufacturers and distributors rather than state agencies.

Regardless of one's views regarding community water fluoridation, a clear FDA determination
would provide an authoritative answer to a question that neither state agencies nor local
governments are well positioned to resolve. Such clarification would benefit policymakers,
regulators, public water systems, manufacturers, distributors, and the public, while helping to
ensure that public health decisions are made within a clear and consistent regulatory
framework.

Accordingly, | respectfully request that your office consider supporting FDA's review of this
petition and encouraging a timely and thorough agency response. Clarification from the federal
agency charged with administering the Federal Food, Drug, and Cosmetic Act would benefit
policymakers, regulators, public water systems, and the public.



The State Board of Health has directed the Department of Health to continue reviewing issues
related to community water fluoridation, including ethical considerations. These reviews require
substantial staff time and public resources.

A clear FDA determination regarding jurisdiction and regulatory status could help inform future
state deliberations and reduce uncertainty regarding issues that have been debated for many
years.

After two decades of public discussion and regulatory debate, | believe the citizens of
Washington would benefit from a clear federal determination that can help guide future public
health decisions and regulatory actions.

A copy of the petition is enclosed for your information.
Thank you for your consideration and for your service to the people of Washington.
Respectfully submitted,

Bill Osmunson, DDS, MPH
Washington Action for Safe Water
Issaquah, Washington Billosmunson3@gmail.com

cc: Dennis Worsham, Secretary of Health

cc: Patty Hayes, Chair Washington State Board of Health



CITIZEN PETITION UNDER 21 C.F.R. §10.30

Request for FDA Determination Regarding the Regulatory Status of Fluoride
Compounds Distributed for Human Ingestion to Prevent Dental Caries

Submitted to: Commissioner of Food and Drugs
U.S. Food and Drug Administration

Petitioner:
Washington Action for Safe Water
Authorized Representative and Contact Person
Willard (Bill) Osmunson DDS MPH

Mailing address: 10300 181t Ave SE, Issaquah, Washington 98027
Telephone 425.466.0100
Email Address Billosmunson3@gmail.com
All correspondence regarding this petition should be directed to Dr. Osmunson at the address
above. Resubmitted as mqf-nmtg-uln7 and now again with further revisions

June 15, 2026

STATEMENT OF GROUNDS

The factual and legal grounds supporting this petition are set forth below.

STATUTORY AND REGULATORY AUTHORITY

This petition is submitted pursuant to 21 C.F.R. §10.30 and the Federal Food, Drug, and
Cosmetic Act ("FD&C Act"), including 21 U.S.C. §§321(g)(1), 331(d), and 355.

The petition requests a formal determination regarding the regulatory status of fluoride
compounds distributed for community water fluoridation and intended for human ingestion to
prevent dental caries.

To the petitioner's knowledge, no prior citizen petition raising the same jurisdictional and
classification questions presented herein has been submitted to or decided by FDA.
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EXECUTIVE SUMMARY

This petition requests that the Food and Drug Administration ("FDA") provide a formal
determination regarding the regulatory status of fluoride compounds manufactured and
distributed for addition to public drinking water with the intent that they be ingested by
humans to prevent dental caries.

FDA has publicly stated that ingestible fluoride prescription drug products intended for
prevention of dental caries have not undergone FDA approval through the New Drug
Application process required by 21 U.S.C. §355. (Appendices C, E, and F.)

Fluoride compounds distributed for community water fluoridation are introduced into interstate
commerce with knowledge that they will be added to drinking water and ingested by humans
for the same disease-prevention purpose as fluoride supplements.

Under the FD&C Act, an article intended for use in the diagnosis, cure, mitigation, treatment, or
prevention of disease is a drug. Regulatory status is determined primarily by intended use
rather than by route of administration or method of delivery.

This petition does not request that FDA regulate drinking water systems, public water utilities,
or drinking water quality. Those functions remain under the authority of the Environmental
Protection Agency and state drinking water regulators.

Rather, this petition presents a narrower question of statutory interpretation and regulatory
consistency: whether manufacturers and distributors of fluoride compounds intended for
ingestion to prevent dental caries are subject to the same provisions of the FD&C Act applicable
to other products intended to prevent disease.

Neither the FD&C Act nor the Safe Drinking Water Act contains an express exemption from drug
approval requirements based on dilution in a public water system.

The petitioner respectfully requests a written FDA determination addressing that question.



|. ACTION REQUESTED

Pursuant to 21 C.F.R. §10.30, the petitioner respectfully requests that the Food and Drug

Administration issue a written determination regarding the regulatory status of fluoride

compounds distributed for community water fluoridation.

Specifically, FDA is requested to:

1.

Determine whether fluoride compounds manufactured and distributed for community
water fluoridation are articles intended for use in the prevention of disease within the
meaning of 21 U.S.C. §321(g)(1);

Determine whether manufacturers and distributors of such compounds are introducing
into interstate commerce products that fall within the drug provisions of the Federal
Food, Drug, and Cosmetic Act;

Explain how FDA's determination that ingestible fluoride drug products intended to
prevent dental caries are unapproved under 21 U.S.C. §355 applies, or does not apply, to
fluoride compounds distributed for community water fluoridation;

Identify the regulatory requirements applicable to such products and manufacturers if
FDA determines that the products fall within the drug provisions of the Act, including
requirements relating to approval, labeling, manufacturing standards, interstate
distribution, and compliance;

Explain the legal and factual basis for any distinction FDA draws between ingestible
fluoride drug products and fluoride compounds distributed for community water
fluoridation when both are intended to prevent dental caries through ingestion; and

Describe whether FDA believes any regulatory requirements would apply if such
products fall within the drug provisions of the Act.

Identify whether FDA has previously made any formal or informal jurisdictional
determination regarding fluoride compounds distributed for community water
fluoridation and, if so, provide the legal basis for that determination.

The petitioner does not request regulation of drinking water systems, water utilities, or drinking

water quality. Those functions remain within the jurisdiction of the Environmental Protection

Agency and state drinking water regulators.

Rather, this petition concerns the manufacture and interstate distribution of fluoride

compounds intended for human ingestion to prevent disease.



Il. QUESTION PRESENTED

In October 2025, the Food and Drug Administration publicly stated that orally ingestible fluoride
products intended to prevent dental caries have never been reviewed and approved for safety,
effectiveness, or quality through the New Drug Application process required by 21 U.S.C. §355.

"The FDA sent notices to four companies outlining the agency's intention to take
enforcement action against those marketing unapproved fluoride-containing ingestible
drugs..”

The fluoride supplements were:

"unapproved ingestible fluoride prescription drug products for children."
And:

“They have also never been approved by the FDA." !

Although fluoride supplements and community water fluoridation differ in delivery mechanism,
dosage control, labeling, and regulatory history, both are distributed with the stated purpose,
intent, of preventing dental caries through ingestion.

Accordingly, the question presented is:

Whether fluoride compounds distributed for community water fluoridation are articles
intended for use in the prevention of disease within the meaning of 21 U.S.C.
§321(g)(1), and if so, what regulatory obligations and consequences follow under the
Federal Food, Drug, and Cosmetic Act.

If FDA determines that such products are not subject to the drug provisions of the Act, the
petitioner respectfully requests that FDA explain the legal and factual basis for distinguishing
those products from other ingestible fluoride supplement products intended to prevent dental
caries. (Appendixes C, D, E, F, and G)

1 FDA Acts to Protect Children from Unapproved Fluoride Drug Products. October 31, 2025
https://www.fda.gov/news-events/press-announcements/fda-acts-protect-children-unapproved-fluoride-drug-
products?utm_source=chatgpt.com



I1l. WHY FDA SHOULD ANSWER THIS QUESTION

FDA has already made a significant regulatory determination regarding ingestible fluoride
supplement products.

Specifically, FDA concluded that orally ingestible fluoride drug products intended to prevent
dental caries have never been reviewed and approved under the statutory framework
established by Congress for drug products. (See Appendix C)

That determination raises an important question regarding other fluoride products distributed
with the same disease-prevention purpose.

The purpose of this petition is not to challenge FDA's prior determination, nor to request a re-
evaluation of fluoridation policy.

Rather, the petition seeks clarification regarding how FDA applies existing statutory provisions
when substantially similar intended uses are achieved through different methods of delivery.

A written FDA determination would provide regulatory certainty to manufacturers, public
officials, policymakers, courts, and the public while promoting consistent administration of
federal law.

FDA's answer has implications for manufacturers, distributors, state regulators, public water
systems, and consumers. Clarification would promote regulatory certainty, transparency, and
consistent administration of federal law.

IV. STATUTORY FRAMEWORK

The Federal Food, Drug, and Cosmetic Act defines a drug, in relevant part, as an article intended
for use in the diagnosis, cure, mitigation, treatment, or prevention of disease.

21 U.S.C. §321(g)(1).
The statutory inquiry focuses primarily on intended use.

FDA regulations provide that intended use may be determined not only from explicit labeling
and promotional claims but also from the circumstances surrounding distribution and the
knowledge possessed by those introducing products into interstate commerce.

21 C.F.R. §201.128.

Federal courts have consistently recognized that the FD&C Act should be interpreted broadly to
fulfill its public-health purposes.



Accordingly, the relevant question presented by this petition is not whether fluoride is delivered
through a tablet, liquid, drop, supplement, or drinking water system.

The Supreme Court has confirmed this principle. In United States v. An Article of Drug . . . Bacto-
Unidisk, 394 U.S. 784, 798 (1969), the Court held that the FD&C Act's definition of drug should
not be given a “narrow, restrictive reading in the absence of congressional direction,”
emphasizing the Act's broad, “remedial purpose.” The Court upheld drug classification based on
intended use in the prevention or treatment of disease, without regard to whether the article
was directly administered to patients. Method of delivery does not determine regulatory status
— intended use does.

Rather, the relevant inquiry is whether the product is distributed with the intent that it be
ingested to prevent disease.

Intended use may be established in a number of ways. The following are some examples:

¢ Claims stated on the product labeling, in advertising, on the Internet, or in other
promotional materials. Certain claims may cause a product to be considered a drug,
even if the product is marketed as if it were a cosmetic. Such claims establish the
product as a drug because the intended use is to treat or prevent disease or otherwise
affect the structure or functions of the human body. Some examples are claims that
products will restore hair growth, reduce cellulite, treat varicose veins, increase or
decrease the production of melanin (pigment) in the skin, or regenerate cells.

e Consumer perception, which may be established through the product's reputation. This
means asking why the consumer is buying it and what the consumer expects it to do.

¢ Ingredients that cause a product to be considered a drug because they have a well-
known (to the public and industry) therapeutic use. An example is fluoride in toothpaste.

¢ This means asking why the consumer is buying it and what the consumer expects it to
do.?

Applied to fluoridation:
¢ Why do municipalities purchase fluoridation chemicals?
e Why do health agencies recommend fluoridation?

e What is the public told fluoridation does?

2 https://www.fda.gov/cosmetics/cosmetics-laws-regulations/it-cosmetic-drug-or-both-or-it-soap
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The answer is overwhelmingly "to prevent dental caries." The intended use is publicly
acknowledged by manufacturers, water systems, health agencies, and consumers, yet no FDA
determination has identified how the statutory requirements applicable to products intended
for that purpose are satisfied.

If FDA determines that fluoride compounds distributed for community water fluoridation are
not subject to the same intended-use analysis applied to other fluoride products intended to
prevent dental caries, the petitioner respectfully requests that FDA explain the legal, regulatory,
and factual basis for that distinction and identify whether dilution in, or delivery through,
drinking water changes the application of 21 U.S.C. §321(g)(1).

Federal courts have consistently recognized that intended use, rather than the method of
delivery, governs drug classification under the FD&C Act.

In Gadler v. United States, the court explained:

"even the most commonly ingested foods and liquids are 'drugs' within the meaning of
the Act if their intended use falls within the definition" of 21 U.S.C. §321(g)(1)(B).

Although foods are exempt.

Likewise, courts have held that the relevant inquiry is whether the product is intended to
prevent disease, not whether it ultimately proves effective for that purpose.

The question presented in this petition therefore concerns intended use and statutory
classification rather than policy judgments regarding fluoridation.

V. FDA'S EXISTING DETERMINATION REGARDING INGESTIBLE FLUORIDE
PRODUCTS

FDA's October 2025 review of ingestible fluoride products established an important regulatory
benchmark.

FDA’s current determination is consistent with a decades-long, unambiguous agency position.
As early as 1963, FDA stated: “Sodium fluoride used for therapeutic effect would be a drug, not
a mineral nutrient. Fluoride has not been determined essential to human health. A minimum
daily requirement for sodium fluoride has not been established.” Food & Drug Administration
(Aug. 15, 1963).



That position has never been retracted. FDA reiterated it in 1990, stating: “FDA does not list
fluorine as an essential nutrient.” Food & Drug Administration (Oct. 1990). The logical corollary
is significant: if fluoride is not a nutrient, products distributed for the purpose of fluoride
ingestion to prevent disease cannot be regulated as dietary supplements — they must be
regulated as drugs.

FDA formalized this position in the Federal Register in 1979, directing that all government
documents remove references to fluoride as a nutrient or probable nutrient on the ground that
no fluoride deficiency state in humans could be induced. 44 Fed. Reg. 16,006 (Mar. 16, 1979).

This published directive has never been rescinded. Its regulatory significance is substantial: a
substance that is not an essential nutrient and that is distributed for the explicit purpose of
preventing disease through ingestion falls squarely within the FD&C Act’s definition of a drug.
There is no nutrient classification available to fluoride compounds distributed for water
fluoridation that would remove them from the drug provisions of the Act.

Congress has also asked FDA directly. In December 2000, FDA responded to an inquiry from the
Chairman of the House Subcommittee on Energy and Environment by stating: “Fluoride, when
used in the diagnosis, cure, mitigation, treatment, or prevention of disease in man or animal, is
a drug that is subject to Food and Drug Administration (FDA) regulation.” Letter from FDA to
Hon. Kenneth Calvert, Chairman, Subcommittee on Energy and Environment, Committee on
Science, U.S. House of Representatives (Dec. 21, 2000). This statement was made at the level of
the Commissioner’s office, in direct response to a formal congressional inquiry, and tracks the
statutory language of 21 U.S.C. §321(g)(1) precisely. FDA has never retracted, qualified, or
limited that position. Community water fluoridation is implemented for the explicit purpose of
preventing dental caries through human ingestion of fluoride. Under FDA’s own unambiguous
formulation, fluoride compounds distributed for that purpose are drugs subject to FDA
regulation.

No New Drug Application has ever been approved for fluoride intended to be ingested for the
prevention of dental caries. The Supreme Court has confirmed that the NDA requirement is
non-negotiable: no new drug may be introduced into interstate commerce without an approved
NDA establishing safety and effectiveness for its intended use. Weinberger v. Hynson, Westcott
& Dunning, Inc., 412 U.S. 609, 622-23 (1973).

FDA’s own October 2025 determination that ingestible fluoride products intended to prevent
dental caries have never been reviewed and approved is consistent with this foundational
principle.



The absence of an approved NDA is not a procedural technicality; it is a substantive legal
deficiency that applies to all products meeting the statutory definition of a new drug, regardless
of the method by which the drug is delivered to consumers.

FDA publicly stated that orally ingestible fluoride products intended to prevent dental caries
have never been reviewed and approved through the New Drug Application process required by
federal law.

FDA further announced its intent to pursue compliance actions regarding certain unapproved
ingestible fluoride products.

The significance of FDA's determination extends beyond the specific products reviewed.

FDA's determination confirms that products intended to produce systemic fluoride exposure for
prevention of dental caries are subject to FDA review and analysis under the FD&C Act.

This petition does not request reconsideration of that determination.

Rather, the petitioner respectfully requests that FDA explain how that determination applies, or
does not apply, to fluoride compounds distributed for community water fluoridation.

The significance of FDA approval for the specific intended use of a drug — as distinguished from
general marketing history — has been recognized by federal courts. In Doe v. Rumsfeld, 341 F.
Supp. 2d 1 (D.D.C. 2004), the United States District Court for the District of Columbia issued a
permanent injunction prohibiting the Department of Defense from administering an anthrax
vaccine to military personnel on an involuntary basis, holding that “unless and until FDA
properly classifies [the vaccine] as a safe and effective drug for its intended use, an injunction
shall remain in effect prohibiting defendants’ use of [the vaccine] on the basis that the vaccine is
either a drug unapproved for its intended use or an investigational new drug.”

The court’s holding rested on 10 U.S.C. §1107, which Congress enacted to prohibit
administering drugs unapproved for their intended use to service members without informed
consent. While that statute applies specifically to the military context, the underlying principle
— that approval for a drug’s general formulation does not constitute approval for a specific
intended use — reflects the same distinction the petitioner asks FDA to address here: whether
fluoride compounds have been approved as safe and effective drugs for the specific intended
use of preventing dental caries through ingestion in public drinking water.

V.A. PRIOR AGENCY CORRESPONDENCE SUPPORTING FDA REVIEW

Several prior agency communications are consistent with the regulatory question presented in
this petition.
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In a December 21, 2000 response to Congressman Ken Calvert, (Appendix F) FDA stated that
"Fluoride, when used in the diagnosis, cure, mitigation, treatment, or prevention of disease in
man or animal, is a drug," and further stated that no NDA had been approved or rejected for
fluoride drugs intended for ingestion. These statements are consistent with FDA's more recent
public statements regarding ingestible fluoride products and provide additional support for the
regulatory question presented in this petition.

FDA communicated substantially the same position in 1997, stating that there were no
approved new drug applications on file for fluoride tablets or fluoride drops intended for
ingestion.

EPA also addressed the division of responsibilities between EPA and FDA. In a February 14, 2013
letter, (Appendix D) EPA stated that it does not have responsibility for substances added to
water solely for preventive health care purposes such as fluoride, and that HHS, acting through
FDA, remains responsible for regulating the addition of drugs to water supplies for health care
purposes.

These communications do not resolve the question presented in this petition, but they
demonstrate that the issue has previously been recognized within federal agencies and supports
FDA providing a formal written determination regarding the regulatory status of fluoride
compounds distributed for community water fluoridation.

VI. INTENDED USE ANALYSIS

Community water fluoridation programs are implemented for the stated purpose of reducing
dental caries. (See Appendixes A, C, F and G)

The petitioner recognizes that fluoride supplements and community water fluoridation are not
identical delivery systems. Important differences exist regarding dosage control, labeling,
consumer choice, manufacturing standards, and exposure variability. Nevertheless, both involve
fluoride intended for ingestion to prevent dental caries. The intent of the biochemical effect is
identical. Accordingly, the question presented is not whether the products are always identical,
but whether FDA applies different statutory treatment to products sharing the same intended
element for the same disease-prevention purpose and, if so, the legal basis for that distinction.

Federal agencies, state agencies, professional organizations, public health authorities, and water
systems routinely describe fluoridation as a measure intended to prevent tooth decay.
(Appendix C)
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Manufacturers distributing fluoride compounds for community water fluoridation do so with
knowledge of that intended use.

The compounds are not distributed to improve the taste, odor, appearance, or potability of
drinking water.

Rather, they are distributed because ingestion of fluoride is intended to reduce the occurrence
of dental caries.

The intended use associated with fluoridation therefore concerns prevention of disease.

Because intended use is the central statutory consideration under the FD&C Act, the petitioner
respectfully requests that FDA explain whether the intended use associated with fluoridation
compounds results in regulatory obligations under the Act and, if not, why not.

The population exposed to fluoride through community water fluoridation includes fetuses —
through maternal ingestion — and formula-fed infants, who receive fluoride at concentrations
approximately 175 times higher than the concentration present in human breast milk.3

Studies have documented not detectible fluoride in most samples and a mean fluoride
concentration in human breast milk of those samples detected of approximately 0.004 mg/L,
compared to fluoridated tap water at 0.7 mg/L. A formula-fed infant reconstituting formula with
fluoridated water therefore receives fluoride at a dose that has no parallel in the natural infant
diet. Population-specific dosing safety for fetuses and infants is a central purpose of FDA's drug-
approval framework. The absence of an NDA review addressing this population is a specific
regulatory gap -- affecting over a million every day in the USA -- that the question presented in
this petition encompasses.

Federal courts have repeatedly recognized that products ordinarily considered foods or
beverages may nonetheless be drugs when they are distributed with the intent that they
prevent or treat disease. As one court explained, "even the most commonly ingested foods and
liquids are 'drugs' within the meaning of the [FDCA] if their intended use falls within the
definition of §321(g)(1)(B)." The toxicity of fluoride places it within the definition of state
poison laws* and the absence of fluoride does not cause any disease.

Similarly, courts have recognized that the relevant inquiry under the FD&C Act is intended use,
not whether the product actually achieves the claimed disease-prevention effect.

3 National Research Council. Fluoride in Drinking Water: A Scientific Review of EPA's Standards. Washington, DC:
The National Academies Press, 2006. Note: the NRC reported 250 times the dosage of fluoride of mother’s milk at
a then concentration of 1 ppm (mg/L).

4 Washington State RCW 69.38.
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VI.A. Distinctions Between Fluoride Supplements and Community Water
Fluoridation

The petitioner does not contend that fluoride supplements and community water fluoridation
are identical products. Rather, the petitioner seeks clarification regarding the legal basis for
any distinction FDA draws between products sharing a common disease-prevention purpose.

The relevance of FDA's recent actions regarding ingestible fluoride products is not that the
products are identical, but that both involve fluoride intended to prevent dental caries through
ingestion. The physiologic, biochemical, intent is identical and the element is identical; however,
delivery, purity, dosage and consent are different. The table below identifies several distinctions
and similarities relevant to the regulatory question presented. A detailed comparison appears
in Appendix G.

Characteristic Fluoride Supplements Community Water Fluoridation

Intended purpose Prevention of dental caries Prevention of dental caries

Route of . ) . )
Oral ingestion Oral ingestion

exposure

Dose Prescribed or recommended

Determined by water consumption patterns

determination for an individual: Dosage Concentration, not Dosage

. Individual decision to use or Exposure occurs through consumption of
Consumer choice

decline public drinking water
Product labeling Specific product labeling No labeling at point of consumption

) Drug manufacturing
Manufacturing ) ]
standards may apply if Water treatment chemical standards apply

oversight
& regulated as a drug

Typically governed by NSF/ANSI Standard 60

Product purity Drug-grade specifications L
and water treatment specifications:

standards may be required ) )
contaminated. Not pharmaceutical grade
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. . Population-wide exposure through public
Age and patient Individual acceptance or .
water systems: Infants on formula made with

adjusted refusal: Not for infants
: fluoridated water overdosed
Dose varies substantially based on age, body
Exposure Intended dose generally ) ) )
o weight, climate, occupation, health status, and
variability known

water consumption

These differences do not resolve the statutory question presented in this petition. Rather, they
highlight why clarification is necessary. FDA has publicly stated that ingestible fluoride drug
products intended to prevent dental caries have not undergone approval through the New Drug
Application process required by the Federal Food, Drug, and Cosmetic Act. Fluoride compounds
used in community water fluoridation are distributed for a similar disease-prevention purpose,
but through a substantially different delivery mechanism.

VIl. MANUFACTURERS, DISTRIBUTION, AND INTERSTATE COMMERCE

Fluoride compounds used in community water fluoridation are manufactured, distributed,
transported, and sold through interstate commerce.

A non-exclusive list of manufacturers and distributors known to supply fluoridation compounds
in interstate commerce is provided in Appendix B. These entities illustrate that fluoridation
compounds are manufactured, transported, sold, and distributed through established
commercial channels prior to addition to public drinking water systems.

Manufacturer documentation demonstrates that these products are supplied for municipal
water fluoridation programs and are sold within a specialized market whose recognized purpose
is prevention of dental caries through ingestion of fluoride.

The circumstances surrounding distribution therefore provide evidence relevant to intended use
under FDA regulations.

Federal courts have long confirmed that intended use may be determined from all
circumstances surrounding distribution, not merely from explicit product labeling. See United
States v. An Article of Drug . . . "Sudden Change," 409 F.2d 734, 739 (2d Cir. 1969) (“It is well
settled that the intended use of a product may be determined from its label, accompanying
labeling, promotional material, advertising and any other relevant source.”).
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The absence of explicit “drug” labeling on fluoridation compounds therefore does not resolve
the intended use inquiry — the totality of circumstances, including manufacturer
documentation, industry practice, and the acknowledged purpose of fluoridation programs, is
the appropriate basis for FDA's determination.

State pharmacy regulators have independently reached conclusions consistent with FDA’s own
longstanding characterization of fluoride as a drug when used for therapeutic effect. Both the
Washington State Board of Pharmacy (Appendix H) and the Idaho Board of Pharmacy have
determined that fluoride, when used for the prevention of dental caries, constitutes a drug
subject to pharmacy regulation. These state-level determinations, while not binding on FDA, are
probative evidence of the specialized pharmaceutical character of fluoride compounds
distributed for disease-prevention purposes, and reflect independent regulatory judgment that
the intended-use analysis points toward drug classification.

The petitioner respectfully requests that FDA determine whether the manufacture and
interstate distribution of such products fall within the scope of the FD&C Act and, if so, what
obligations apply to manufacturers and distributors.

VIIl. REGULATORY CONSISTENCY AND ADMINISTRATIVE EXPLANATION

The central purpose of this petition is to obtain a reasoned FDA explanation regarding the
application of existing federal law.

Regulatory consistency does not require identical treatment of dissimilar products; however, it
does require a reasoned explanation for distinctions drawn between products sharing a
common disease-prevention purpose. See Appendix G.

FDA has already concluded that ingestible fluoride products intended to prevent dental caries
are unapproved.

Fluoride compounds distributed for community water fluoridation are intended to produce the
same disease-prevention effect through ingestion.

If FDA determines that both categories of products are subject to the drug provisions of the Act,
the petitioner respectfully requests identification of the regulatory obligations that follow from
that determination.

If FDA determines that fluoridation compounds are not subject to the drug provisions of the
Act, the petitioner respectfully requests an explanation of the legal, scientific, and factual basis
for distinguishing those products from other ingestible fluoride products intended to prevent
dental caries.
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The petitioner does not request a predetermined outcome.

Rather, the petitioner requests a determination, the basis for that determination, and an
explanation of the regulatory consequences that follow from it.

The petitioner is also aware that FDA’s Center for Food Safety and Applied Nutrition (CFSAN) has
authorized a health claim notification under 21 U.S.C. §343(r)(3)(C) permitting manufacturers of
fluoridated bottled water to state that “Drinking fluoridated water may reduce the risk of
[dental caries or tooth decay].”

That health claim, issued in 2006 for bottled water containing 0.6 to 1.0 mg/L fluoride, was
processed through FDA’s food-labeling pathway and does not constitute a new drug approval
under 21 U.S.C. §355. Several distinctions are material.

First, the FDAMA health claim applies to bottled water regulated as a food product; it does not
apply to fluoridation compounds sold in bulk to municipal water systems for addition to public
drinking water.

Second, a health claim notification under the food-labeling provisions of the FD&C Act is
categorically distinct from—and does not substitute for—a new drug application establishing
safety and effectiveness for a drug intended to prevent disease. The FDA was “notified” of the
claim based on other agencies that do not have drug regulatory authority recommending
fluoride and did not review the claim for scientific accuracy.

Third, FDA itself has noted the claim is not intended for use on bottled water marketed for use
by infants, which itself suggests an unresolved safety question about population-specific dosing.
The existence of a food-pathway health claim for one category of fluoride-containing products
does not resolve whether manufacturers distributing fluoride compounds to public water
systems for disease-prevention purposes are subject to the drug provisions of the FD&C Act.
The two regulatory pathways are parallel and non-exclusive; the question presented in this
petition arises under the drug provisions of the Act, not the food-labeling provisions.

The regulatory inconsistency is particularly acute with respect to infants and fetuses. FDA has
warned that fluoride supplements should not be used in children under six months of age.> FDA
has further specified that its FDAMA health claim for fluoridated bottled water is 'not intended
for use on bottled water products specifically marketed for use by infants.' These warnings
reflect FDA's own recognition that the infant and fetal populations require specific regulatory
attention with respect to fluoride ingestion. Yet the same fluoride ingestion occurs when

5 American Academy of Pediatrics now recommends NO prescription fluoride before age 6 months and one cup of
water (0.25mg) 6 mo. To 3 yr. Pediatrics May 1998 Vol. 95, Number 5 RE9511 See Tab 7P
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formula is reconstituted with fluoridated tap water — at concentrations orders of magnitude
higher than those found in breast milk — without any NDA review addressing safety, dosing, or
efficacy for that population. The petitioner respectfully requests that FDA explain how its
existing warnings regarding infant fluoride exposure are consistent with the absence of any NDA
determination regarding fluoride compounds distributed for community water fluoridation,
given that those compounds are the source of the exposure FDA has warned against in other
contexts.

IX. ADMINISTRATIVE LAW PRINCIPLES OF CONSISTENCY AND REASONED
DECISION-MAKING

This petition seeks a determination regarding the regulatory status of fluoride compounds
distributed for community water fluoridation, an explanation of the basis for that
determination, and clarification regarding the regulatory consequences that follow from it.

Federal agencies are required to engage in reasoned decision-making and to apply statutory
standards consistently. Under the Administrative Procedure Act ("APA"), agency action may be
set aside if it is arbitrary, capricious, an abuse of discretion, or otherwise not in accordance with
law. 5 U.S.C. §706(2)(A).

The United States Supreme Court has repeatedly held that agencies must provide a rational
explanation for their decisions and must articulate a satisfactory explanation connecting the
facts before the agency with the conclusions reached.

In Motor Vehicle Manufacturers Association v. State Farm Mutual Automobile Insurance Co.,
463 U.S. 29 (1983), the Court explained that agency action is arbitrary and capricious if the
agency fails to examine relevant information, fails to articulate a rational explanation for its
decision, or treats similar circumstances differently without adequate explanation.

Similarly, in FCC v. Fox Television Stations, Inc., 556 U.S. 502 (2009), the Court held that when an
agency adopts a position that differs from a prior regulatory determination or treats comparable
situations differently, the agency must provide a reasoned explanation for doing so.

These principles are particularly relevant where an agency has already reached a regulatory
conclusion regarding one category of products and is subsequently asked how that conclusion
applies to products with substantially similar intended uses.

FDA has publicly determined that orally ingestible fluoride products intended to prevent dental
caries have never been reviewed and approved through the New Drug Application process
required by 21 U.S.C. §355.
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Fluoride compounds distributed for community water fluoridation are likewise distributed with
the acknowledged purpose that they be ingested by humans to prevent dental caries and are
orally ingestible fluoride products intended to prevent dental caries.

The petitioner respectfully requests that FDA explain how it applies the statutory provisions of
the Federal Food, Drug, and Cosmetic Act to products intended to achieve the same disease-
prevention purpose through systemic ingestion.

If FDA determines that fluoride compounds distributed for community water fluoridation fall
within the drug provisions of the FD&C Act, the petitioner respectfully requests that FDA
identify the regulatory obligations and consequences that follow from that determination.

If FDA determines that such products do not fall within the drug provisions of the Act, the
petitioner respectfully requests that FDA explain the legal, factual, and regulatory basis for
distinguishing those products from other ingestible fluoride products intended to prevent
dental caries.

The importance of regulatory consistency has also been recognized in FDA administrative
practice. Petitions involving pharmaceutical products have requested that FDA apply equivalent
statutory standards to similarly situated products or provide a reasoned explanation for
differing treatment. The principle underlying such requests is straightforward: similarly situated
products should be evaluated under consistent statutory standards unless a legitimate basis
exists for distinction.®

This petition therefore seeks not merely a conclusion, but the reasoning supporting that
conclusion. Such an explanation will promote transparency, consistency, predictability, and
public confidence in the administration of federal law.

The petitioner respectfully submits that a written FDA determination addressing these
guestions will assist manufacturers, public officials, courts, policymakers, and the publicin
understanding the proper application of the Federal Food, Drug, and Cosmetic Act to fluoride
compounds distributed for human ingestion to prevent dental caries.

6 Ramaprakash v. FAA, 346 F.3d 1121, 1124 (D.C. Cir. 2003)

Motor Vehicle Mfrs. Ass'n v. State Farm Mut. Auto. Ins. Co., 463 U.S. 29, 43 (1983)

Pfizer/DUAVEE petition (Docket No. FDA-2016-P-3082)

Bracco Diagnostics, Inc. v. Shalala, 963 F. Supp. 20 (D.D.C. 1997) (recognizing that agencies must provide a rational
basis when treating similarly situated products differently).
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X. SCOPE OF PETITION

This petition concerns interpretation and application of the Federal Food, Drug, and Cosmetic
Act.

It does not request regulation of public water systems.
It does not request modification of EPA drinking water standards.

It does not request withdrawal of fluoridation recommendations issued by public health
organizations.

It does not request that FDA determine whether community water fluoridation is good public
policy.

Nor does it request that FDA conduct a comprehensive re-evaluation of the scientific evidence
regarding fluoridation.

Rather, this petition seeks a determination regarding the regulatory status of fluoride
compounds distributed for human ingestion to prevent dental caries, an explanation of FDA's
reasoning, and clarification regarding the regulatory consequences that follow from that
determination.

The petitioner respectfully requests that FDA address those questions directly and provide a
written response suitable for inclusion in the administrative record.

XI. EPA JURISDICTION DOES NOT RESOLVE THE QUESTION PRESENTED

A recurring response to questions concerning community water fluoridation is that drinking
water is regulated by the United States Environmental Protection Agency ("EPA") under the Safe
Drinking Water Act ("SDWA"). (See Appendix D)

The petitioner does not dispute EPA's authority to regulate public water systems, drinking water
contaminants, treatment processes to treat water, Maximum Contaminant Levels ("MCLs"),
Maximum Contaminant Level Goals ("MCLGs"), or drinking water quality.

However, EPA's jurisdiction over drinking water systems does not answer the question
presented in this petition.

The question presented here is not whether EPA may regulate public water systems. Rather, the
qguestion is whether fluoride compounds distributed for community water fluoridation and
intended for human ingestion to prevent dental caries are subject to the Federal Food, Drug,
and Cosmetic Act ("FD&C Act"). (Appendix D)
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The question begs, “if one preventive/treatment substance is exempt from NDA why can’t
manufacturers add other substances such as lithium, antibiotics or Viagra without an NDA?”

EPA's authority under the SDWA concerns drinking water systems and contaminants. FDA's
authority under the FD&C Act concerns articles intended for use in the diagnosis, cure,
mitigation, treatment, or prevention of disease.

Accordingly, EPA does not determine whether a product satisfies the statutory definition of a
drug under 21 U.S.C. §321(g)(1), administer the New Drug Application process under 21 U.S.C.
§355, or establish FDA-approved indications, dosage instructions, warnings, contraindications,
or conditions of use for products intended to prevent disease.

EPA has itself recognized the distinction between drinking water regulation and drug regulation.
In correspondence dated February 14, 2013, Steve Neugeboren, Associate General Counsel in
EPA's Water Law Office, (see Appendix D) stated:

"The FDA remains responsible for regulating the addition of drugs to the water supply
for health care purposes."

The SDWA further reinforces this distinction. Section 1412(b)(11) provides that:

"No national primary drinking water regulation may require the addition of any
substance for preventive health care purposes unrelated to contamination of drinking
water." 42 U.S.C. §300g-1(b)(11).

Congress therefore expressly limited EPA's authority with respect to the addition of substances
for preventive health-care purposes. The question presented in this petition concerns precisely
such a purpose: prevention of dental caries through ingestion of fluoride.

The petitioner does not request that FDA regulate drinking water systems, water utilities, or
drinking water quality. Rather, the petitioner requests that FDA determine whether fluoride
compounds distributed for community water fluoridation and intended for human ingestion to
prevent dental caries fall within the provisions of the FD&C Act and, if so, what regulatory
obligations follow from that determination.

EPA itself has acknowledged that it does not regulate substances added to water solely for
preventive health care purposes and has stated that HHS, acting through FDA, remains
responsible for regulating the addition of drugs to water supplies for health care purposes.

In the February 14, 2013 letter (Appendix D) from the EPA Office of General Counsel, EPA
explained:

"EPA does not have responsibility for substances added to water solely for preventive
health care purposes, such as fluoride..."
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EPA further stated:

"The Department of Health and Human Services (HHS), acting through the FDA, remains
responsible for regulating the addition of drugs to water supplies for health care
purposes."

Accordingly, the question presented here is not whether EPA regulates drinking water quality,
but whether fluoride compounds distributed with the intent that they be ingested to prevent
dental caries fall within the drug provisions of the FD&C Act.

Accordingly, EPA's jurisdiction over drinking water systems does not resolve the statutory
guestions presented here and does not substitute for FDA's independent responsibility to
interpret and administer the Federal Food, Drug, and Cosmetic Act.

The distinction between EPA's responsibilities and FDA's responsibilities is not merely
jurisdictional; it is also substantive.

XIl. THE EPA AND FDA FRAMEWORKS OPERATE UNDER DIFFERENT
EVIDENTIARY STANDARDS

The evidentiary standards governing each agency reflect this fundamental difference in
purpose. Under the SDWA, EPA may regulate a contaminant in drinking water only after making
a determination that:

1. the contaminant “may have an adverse effect on the health of persons”;

2. it is “known or substantially likely to occur in public water systems with a frequency
and at levels of public health concern”; and

3. regulation “presents a meaningful opportunity for health risk reduction.” 42 U.S.C.
§300g-1(b)(1)(A).

Even after that threshold is crossed, EPA sets an enforceable Maximum Contaminant Level
(MCL) not at the level of zero risk, but as close to the non-enforceable Maximum Contaminant
Level Goal (MCLG) “as is feasible,” expressly allowing EPA to balance cost of treatment against
public health benefit. 42 U.S.C. §300g-1(b)(4)(B). In other words, EPA’s standard tolerates known
health risk when the cost of elimination is deemed too high. EPA does not evaluate toxins to
“assure safety for all” and uses an uncertainty factor of 1:1 without a label for fluoride.
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FDA's drug-safety framework operates under an entirely different standard. FDA regulations
require that prescription drug labeling be revised to include a warning “as soon as there is
reasonable evidence of an association of a serious hazard with a drug,” and expressly provide
that “a causal relationship need not have been definitely established.” 21 C.F.R. §201.80(e);
see also 21 C.F.R. §201.57(c)(6) (same standard for newer labeling format).

The FDA warning-label threshold — reasonable evidence of association, causation not
required — is therefore substantially lower than the SDWA'’s threshold for contaminant
regulation, which requires known or anticipated adverse effects with public-health-concern
frequency and cost-benefit balancing before any enforceable standard applies.

A substance may simultaneously comply with an EPA drinking-water standard and still require
an FDA warning label — or FDA approval — if it is distributed with a disease-prevention intent
and there is reasonable evidence of associated hazard. These are parallel, non-exclusive
regulatory obligations arising from distinct statutory frameworks.

EPA's drinking-water framework is designed primarily to identify, assess, and limit risks
associated with contaminants in public drinking water systems. In contrast, FDA's drug-approval
framework requires affirmative evidence demonstrating that products intended for use in the
diagnosis, cure, mitigation, treatment, or prevention of disease are safe and effective for their
intended use.

Accordingly, compliance with drinking-water standards does not answer the separate questions
ordinarily addressed through FDA's regulatory framework, including intended use, approved
indications, dosage, conditions of use, contraindications, warnings, effectiveness, good
manufacturing standards and demonstration of safety for the intended therapeutic purpose.

For that reason, EPA regulation of drinking water systems and contaminants cannot substitute
for FDA's independent statutory responsibilities under the Federal Food, Drug, and Cosmetic
Act.

EPA and FDA operate under different statutory mandates and evidentiary standards. EPA
generally regulates contaminants by determining whether an exposure presents a potential
harm under environmental statutes. FDA, by contrast, is charged with assuring that drugs are
safe and effective for their intended use before they are lawfully marketed. Thus, the fact that
EPA may establish contaminant limits or permit the presence of a substance in drinking water
does not resolve whether a product intended for disease prevention satisfies the separate
requirements applicable to drugs under the FD&C Act. The legal question presented in this
petition concerns FDA's statutory responsibilities, not EPA's authority to regulate drinking water
contaminants.
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XII. THIS PETITION DOES NOT SEEK DISCRETIONARY ENFORCEMENT
ACTION

The petitioner does not request that FDA initiate enforcement proceedings against any specific
manufacturer, distributor, municipality, or water system.

Nor does the petitioner seek prosecution, injunction, seizure, warning letters, or other
particular enforcement remedies.

Rather, this petition requests:

1. A determination regarding the application of the Federal Food, Drug, and Cosmetic Act
to fluoride compounds distributed for community water fluoridation and intended for
human ingestion to prevent dental caries.

2. An explanation of the legal and factual basis supporting that determination; and
3. Identification of the regulatory consequences that follow from that determination.

The questions presented concern statutory interpretation, regulatory classification, and
consistent application of federal law.

Accordingly, this petition does not seek review of a discretionary enforcement decision.

Instead, it seeks clarification of FDA's interpretation and administration of the Federal Food,
Drug, and Cosmetic Act.

To the extent FDA concludes that particular regulatory obligations apply, the petitioner
respectfully requests that FDA identify those obligations and explain how FDA intends to
administer the applicable statutory framework.

The petitioner does not request that FDA exercise enforcement discretion in any particular
manner.
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XIV. MANUFACTURING AND DISTRIBUTION CONTEXT

Documentation contained in Appendix A demonstrates that fluoride compounds used in
community water fluoridation are manufactured and distributed within a specialized market
whose intended purpose is fluoridation of drinking water to reduce dental caries.

The materials compiled in Appendix A are offered as evidence regarding intended use and the
circumstances surrounding distribution.

The petitioner respectfully requests that FDA evaluate those materials in determining whether
such products fall within the provisions of the Federal Food, Drug, and Cosmetic Act.

If FDA concludes that these products are subject to the Act, the petitioner further requests
identification of the manufacturing, labeling, approval, and distribution requirements that

apply.

Among the regulatory requirements that would apply if fluoride compounds distributed for
community water fluoridation are determined to be drugs, the following are particularly
significant.

First, the law requires strict adherence to Good Manufacturing Practice (GMP) requirements for
drugs, as specified in Title 21 of the Code of Federal Regulations, Parts 210 and 211. Failure to
follow GMP requirements causes a drug to be adulterated within the meaning of FD&C Act
Section 501(a)(2)(B), 21 U.S.C. §351(a)(2)(B), exposing manufacturers to enforcement action
regardless of whether the product itself is otherwise harmful.

Second, it is mandatory for drug firms to register their establishments and list their drug
products with FDA pursuant to FD&C Act Section 510, 21 U.S.C. §360, and 21 C.F.R. Part 207.
Manufacturers of fluoride compounds distributed for community water fluoridation have not, to
the petitioner’s knowledge, registered their establishments or listed these products as drugs
with FDA. (See list in Appendix B)

Third, a New Drug Application establishing safety and effectiveness for the specific intended use
— prevention of dental caries through ingestion in a public water system — has never been
submitted or approved. No New Drug Application has ever been approved for fluoride intended
to be ingested for the prevention of dental caries.

FDA's Center for Drug Evaluation and Research (CDER) has stated in compliance guidance that
“manufacturers of unapproved drugs are usually fully aware that their drugs are marketed
illegally, yet they continue to circumvent the law and put consumers’ health at risk.” FDA, CDER
Compliance and Regulatory Information (2008).
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If fluoride compounds distributed for community water fluoridation are determined to be
unapproved drugs, this characterization — drawn from FDA’s own published compliance policy
— would apply to their manufacturers and distributors. Therefore, FDA should explain the legal
basis for any distinction. The petitioner does not assert that conclusion in advance of FDA’s
determination, but respectfully submits that the regulatory consequences are significant and
warrant the written determination requested herein.

XV. NOTICE TO MANUFACTURERS

The petitioner has provided notice to manufacturers and distributors of fluoride compounds
concerning the regulatory questions presented in this petition.

A representative notice is included in Appendix B.

The purpose of that notice was to provide manufacturers with an opportunity to address the
issues presented herein and to inform them that FDA clarification has been requested.

The petitioner will include the Docket number when available. Previous communication with
manufacturers has not received any response to submitted comments.

XVI. ENVIRONMENTAL IMPACT

The action requested in this petition concerns interpretation and application of existing
statutory and regulatory provisions.

The petition does not seek authorization of a new product, approval of a manufacturing
process, modification of drinking water standards, or any action expected to result in significant
environmental effects.

Accordingly, the petitioner believes this request qualifies for categorical exclusion from
preparation of an environmental assessment under applicable FDA regulations.

To the extent FDA determines that additional environmental information is required, the
petitioner respectfully requests notification.

XVII. ECONOMIC IMPACT

The petitioner does not request establishment of new statutory requirements.
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Rather, the petition requests clarification regarding the application of existing law.

Any economic consequences would result from FDA's interpretation and application of existing
statutory provisions, not from the creation of new regulatory standards through this petition.

The petitioner respectfully submits that economic considerations do not alter the legal
guestions presented regarding intended use, regulatory status, and statutory consistency.

XVIII. CERTIFICATION

Pursuant to 21 C.F.R. §10.30, the undersigned certifies that, to the best knowledge and belief of
the petitioner, this petition includes all information and views upon which the petition relies
and that it includes representative data and information known to the petitioner that are
unfavorable to the petition.

Respectfully submitted,

Washington Action for Safe Water

Authorized Representative and Contact Person
/s/ Willard Osmunson, DDS, MPH

Willard (Bill) Osmunson DDS, MPH
Washington Action for Safe Water

10300 181°t Ave SE

Issaquah, WA 98027

Phone 425.466.0100

Email Address: Billosmunson3@gmail.com
Date: June 15, 2026

Signature:

XIX. REQUEST FOR AGENCY RESPONSE

The petitioner respectfully requests that FDA provide a written response addressing each of the
requests set forth in Section | of this petition.

Specifically, the petitioner requests that FDA:

1. Determine whether fluoride compounds manufactured and distributed for community
water fluoridation are articles intended for use in the prevention of disease within the
meaning of 21 U.S.C. §321(g)(1);
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2. Determine whether manufacturers and distributors of such compounds are introducing
into interstate commerce products that fall within the drug provisions of the Federal
Food, Drug, and Cosmetic Act;

3. Explain how FDA's determination that ingestible fluoride drug products intended to
prevent dental caries are unapproved under 21 U.S.C. §355 applies, or does not apply, to
fluoride compounds distributed for community water fluoridation;

4. Identify the regulatory requirements applicable to such products and manufacturers if
FDA determines that the products fall within the drug provisions of the Act, including
requirements relating to approval, labeling, manufacturing standards, interstate
distribution, and compliance;

5. Explain the legal and factual basis for any distinction FDA draws between ingestible
fluoride drug products and fluoride compounds distributed for community water
fluoridation when both are intended to prevent dental caries through ingestion; and

6. Describe what regulatory or enforcement actions FDA intends to take, if any, to assure
consistent application of the Federal Food, Drug, and Cosmetic Act.

7. Identify whether FDA has previously made any formal or informal jurisdictional
determination regarding fluoride compounds distributed for community water
fluoridation and, if so, provide the legal basis for that determination.

Identify whether FDA has previously made any formal or informal jurisdictional determination
regarding fluoride compounds distributed for community water fluoridation and, if so, provide
the legal basis for that determination.

The petitioner further requests an opportunity for an informal hearing pursuant to 21 C.F.R. §16
to address any questions FDA may have regarding the matters presented herein and to present
additional information relevant to the determinations requested.

The petitioner respectfully requests that FDA provide a reasoned explanation sufficient to
permit public understanding of FDA's interpretation and application of the Act.

XX. CONCLUSION

FDA has determined that orally ingestible fluoride products intended to prevent dental caries
have never been reviewed and approved through the New Drug Application process required by
federal law.
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Manufacturers and distributors of fluoride compounds used in community water fluoridation
distribute those compounds with the acknowledged purpose that they be ingested by humans
to prevent dental caries.

This petition is grounded in the ethical principles of transparency, regulatory consistency,
informed decision-making, and protection of public health. Regardless of policy views
concerning community water fluoridation, the public, regulated entities, and governmental
bodies benefit from clear identification of the legal framework governing substances intended
for human ingestion to prevent disease.

This petition does not ask FDA to adopt a predetermined regulatory outcome.

Rather, it requests a determination regarding the regulatory status of such products, an
explanation of the basis for that determination, and clarification regarding the regulatory
consequences that follow.

If FDA concludes that fluoride compounds distributed for community water fluoridation fall
within the drug provisions of the Federal Food, Drug, and Cosmetic Act, the petitioner
respectfully requests identification of the obligations and consequences arising from that
conclusion.

If FDA concludes that such products do not fall within the drug provisions of the Act, the
petitioner respectfully requests an explanation of the legal and factual basis supporting that
distinction.

The petitioner respectfully submits that a written response addressing these questions will
promote consistency, transparency, and public confidence in the administration of federal law.

Respectfully submitted,

Washington Action for Safe Water
Willard (Bill) Osmunson, DDS, MPH
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1. Review of federal drug laws and regulations

a. The 1906 and 1938 Acts of Congress
Drug regulation in the United States began with the Colonies and States adopting isolated

laws as early as 1736. (Abigail Alliance for Better Access to Developmental Drugs v. von

Eschenbach, 495 F.3d 695, 703-04 (D.C. Cir. 2007).) As early as 1848, the United States began
limited drug regulation. ( /d. at 704.) Congress adopted more comprehensive drug statutes in the
Food and Drugs Act of 1906, which prohibited the manufacture of any drug that was “adulterated
or misbranded.” (/d. at 705.) This Act defined “drug” as:

all medicines and preparations recognized in the United States

Pharmacopoeia or National Formulary for internal or external use,

and any substance or mixture of substances intended to be used for

the cure, mitigation, or prevention of disease of either man or other
animals;

and defined “food” as including “articles used for food [and] drink.” (Food and Drugs Act of
1906 (emphasis supplied), 34 Stat. 768 (1906).)
Initially, this Act did not regulate false claims of the curative power of a drug but this was

changed by Congress in 1912. (Samuels v. United States, 232 F. 536, 545 (8" Cir. 1916).) The

1906 Act, as amended, did not require government approval before a drug was introduced into

the market. (United States v. Hiland, 909 F.2d 1114, 1125 (8" Cir. 1990).) This changed with

the adoption by Congress of the federal Food, Drug, and Cosmetic Act (“FDCA”) of 1938 which
required a FDA approved new drug application (“NDA”) to demonstrate a drug was safe before
entering the market. (Samuels at 545.) No new approvals were required for drugs marketed

under the 1906 Act only if their conditions of use remained unchanged. (/d.)
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b. In 1952, after Congress defined prescription drugs, the FDA announced it
would not enforce the FDCA for fluoridated public water

The Durham-Humphrey Amendment of 1951 (65 Stat. 648) for the first time explicitly
defined two classes of medications (prescription and over-the-counter (“OTC”)). (Christopher v.

SmithKline Beecham Corp., 635 F.3d 383, 385 (9th Cir. 2011).) In 1952, in response to this

amendment, the FDA adopted a regulation stating:

(a) The program for fluoridation of public water supplies
recommended by the Federal Security Agency, through the Public
Health Service, contemplates the controlled addition of fluorine at
a level optimum for the prevention of dental caries.

(b) Public water supplies do not ordinarily come under the
provisions of the Federal Food, Drug, and Cosmetic Act. . . .

(©) The Federal Security Agency will regard water supplies
containing fluorine, within the limitations recommended by the
Public Health Service, as not actionable under the Federal Food,
Drug, and Cosmetic Act.

(Former 21 CFR 3.27 (1952); 17 FR 6732; infra at B 23.) This regulation was recodified to
former 21 CFR 250.203 in 1975. (40 FR 13996; infra at B 24.) It was published, as amended, in
1995. (Infra at B 25-26.)
c. In 1996 the FDA reversed its position to not enforce the FDCA regarding
fluoridated water after the EPA/FDA MOU was terminated and after
Congress adopted the DSHEA that defined minerals as drugs if used to
prevent specific diseases
In 1996, the FDA determined that its 1952 regulation was obsolete or no longer
necessary and the regulation was revoked. (61 FR 29476; infra at B 27.) The revocation of
former 21 CFR 250.203 occurred after the federal Environmental Protection Agency (“EPA”)

announced the “Termination of the Federal Drinking Water Additive Program” effective April 7,

1990. (53 FR 25586-89; CP 142-45; infra at B 28-31.) The first and major Term of Agreement
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of a 1979 Memorandum of Understanding (“MOU”) between FDA and EPA was having EPA
develop and operate the federal regulatory drinking water additives program:

III. Terms of Agreement

A. EPA’s responsibilities are as follows:
1. To establish appropriate regulations, and to take

appropriate measures, under the SDWA and/or TSCA, and FIFRA,

to control direct additives to drinking water (which encompass any

substances purposely added to the water)
(44 FR 42775-78; infra at B 33 and at B 38.) Arguably, EPA’s Federal Register announcement
of termination of its regulatory Federal Drinking Water Additives Program was effective notice
to FDA that EPA was terminating the 1979 MOU and EPA was no longer obligated by this MOU
to establish and operate a federal regulatory program to control direct additives to drinking water.
(44 FR 42776, infra at B 33 and B 39 (“This [MOU] shall continue in effect unless . . .
terminated by either party upon thirty (30) days advance written notice to the other.”))

The revocation of former 21 CFR 250.203 also occurred after the adoption by Congress

of the Dietary Supplement Health and Education Act of 1994 (Pub. L. 103-417; “DSHEA”).
This 1994 Act of Congress clarified Congressional intent that mineral additives [including
fluoride] are drugs if the intended use is to prevent disease:

A dietary supplement is deemed to be "food," [21 USC] 321(ff),

which is defined in part as "articles used for food or drink for man

or other animals," Id. § 321(f)(1), except when it meets the

definition of a "drug," which is defined in part as "articles intended

for use in the diagnosis, cure, mitigation, treatment, or prevention

of disease in man or other animals."

(Alliance for Natural Health U.S. v. Sebelius, 714 F.Supp.2d 48, 50 (D.D.C. 2010) (emphasis

supplied.)) Under the DSHEA, dietary supplements include minerals. (21 USC 321(ff)(1)(B);
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infra at B 42.) In adopting the DSHEA in 1994, Congress clarified its intent that fluoride

minerals when used to prevent disease are drugs under federal law. (21 USC

321(ff)(postscript), infra at B 43.) In 2000, the FDA Commissioner concurs.' (Infra at B 44.)

d. The 1962 Amendments to the 1938 Act

The Congress amended the FDCA in 1962 to change the standard for approval of a NDA
or abbreviated NDA (“ANDA”) from “safe” to “safe and effective” for the intended use.
(Samuels at 545.) For drugs with approved NDAs under the 1938 Act to retain these NDAs, they

were required to demonstrate they were effective. (/d.; Weinberger v. Hynson, Wescott &

Dunning, Inc, 412 U.S. 609, 612-15, 93 S.Ct. 2469, 37 L.Ed.2d 207 (1973).)

e. In 1972, the FDA established a new approval process for non-prescription
drugs

In 1972, the FDA established a new approval process for non-prescription drugs. (21
CFR Part 330.) This process resulted in the establishment of over-the-counter (“OTC”)
monographs for various drug classifications including a monograph for anticaries drug products
that do not require a prescription. (21 CFR Part 355.) The final rule for the anticaries drug
monograph is in 60 FR 52473-510. Amendments to this final rule are in 60 FR 57927, 61 FR
52285-87, 64 FR 13296, and 68 FR 24879-80. This final rule, as amended, provides that all
OTC anticaries drug products introduced to the market after April 7, 1997 must comply with

general conditions in 21 CFR 330.1 and with anticaries monograph conditions in 21 CFR Part

! Congress specifically asked FDA to address the relationship of “fluoride in drinking water and drug(s).” (Infra at
B 44.) The FDA responded, in part, stating “the Environmental Protection Agency regulates fluoride in the water
supply.” (Id.) But EPA had terminated its water additive program more than ten years earlier. (Supra at B 2-3.) So
FDA wasreferring to EPA regulating the Maximum Contaminant Level (“M CL”) for fluoride that triggers clean-up under
the SDW A and was not referring to regulation of fluoride additives for health care purposes.
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355; otherwise a NDA or ANDA is required.

On or after [April 7, 1997] no OTC drug product that is subject to
the monograph and that contains a nonmonograph condition . . .
may be initially introduced . . . into interstate commerce unless it is
the subject of an approved application or abbreviated application.

(60 FR 52474; 61 FR 52285.) Also, it should be noted that FDA regulations provide that any

anticaries drug that includes hydrogen fluoride requires a NDA. (21 CFR 310.545(a)(2) and (b).)

Typical specification sheets for water treatment certified Fluorosilicic Acid show a significant

portion of the fluoride comes from hydrogen fluoride. (Infra at B 47.) Some of the fluoride in

water treatment certified Sodium Fluoride also comes from hydrogen fluoride. (/nfra at B 50.)

2. All drinking waters are drugs when fluoridation chemicals are added with intent to

prevent, mitigate and/or prophylactically treat tooth decay disease

a.

The FDCA explicitly makes articles drugs when intended for use in the
treatment, mitigation and/or prevention of disease

The term "drug" means

(A) articles recognized in the official United States Pharmacopoeia
...;and

(B) articles intended for use in the diagnosis, cure, mitigation,
treatment, or prevention of disease in man or other animals; and
(C) articles (other than food) intended to affect the structure of any
function of the body of man or other animals; and

(D) articles intended for use as a component of any article specified
in clause (A), (B), or (C). . ..

(21 USC 321(g)(1); infra at B 41; emphasis supplied.) The language quoted has not been

amended since it was originally adopted in the 1938 Act. (52 Stat. 1041.)

b.

Fluoridated drinking waters (bottled or tap (from public water systems)),
and fluoridation chemical additives (whether or not certified under
NSF/ANSI Standard 60) are drugs under 21 USC 321(g)(1) when the
intended use is to aid in the prevention, mitigation and/or prophylactic
treatment of dental caries disease (tooth decay, cavities)
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Based on 21 USC 321(g)(1)(B) when fluoridated drinking water is intended to aid in the
prevention, mitigation and/or prophylactic treatment of dental caries disease (tooth decay,
cavities) it is a drug under the FDCA. There is nothing in the FDCA that would suggest
otherwise and HHS and FDA have not made the claim that there is. Similarly, based on 21
USC 321(g)(1)(B) fluoridation chemical additives that are intended to aid in the prevention,
mitigation and/or prophylactic treatment of dental caries disease are drugs under the FDCA.
When fluoridation chemical additives are intended for use as a component of fluoridated
drinking water, then these fluoridation chemical additives are also drugs under 21 USC
321(g)(1)(D). There is no provision in the FDCA that would cause either fluoridated tap water or
fluoridated bottled water to not be considered a drug when the intended use is to aid in the
prevention, mitigation and/or prophylactic treatment of dental caries disease (tooth decay,
cavities).

c. It should be presumed that the intended use of fluoridation chemical
additives and fluoridated waters (bottled or tap) using such additives is to aid
in the prevention, mitigation and/or prophylactic treatment of dental caries
disease (tooth decay, cavities)

Today, in almost every state, water fluoridation chemical additives are required to be

certified to ANSI/NSF Standard 60. For example, in Washington State:
Any treatment chemicals, with the exception of commercially
retailed hypochlorite compounds such as unscented Clorox, Purex,
etc., added to water intended for potable use must comply with
ANSI/NSF Standard 60. The maximum application dosage
recommendation for the product certified by the ANSI/NSF
Standard 60 shall not be exceeded in practice.

WAC 246-290-220(3). NSF, an author of ANSI/NSF Standard 60, states in its 2008 NSF Fact

Sheet on Fluoridation Chemicals:
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Water fluoridation . . . . Fluoride is added to water for the public
health benefit of preventing and reducing tooth decay

(Infra at B 73.) In 2011, HHS confirmed its belief that:

Community water fluoridation is the most cost-effective method of
delivering fluoride for the prevention of tooth decay.

(76 FR 2386; infra at B 51.)

The FDA has concluded that the intended use is implied for fluoride additives to prevent
tooth decay. The FDA finds that intended use “may be shown by the circumstances surrounding
the distribution of the article.” (21 CFR 801.4.) The FDA states:

in some instances, the mere presence of certain therapeutically
active ingredients could make a product a drug even in the absence
of drug claims. In these cases, the intended use would be implied
because of the known or recognized drug effects of the ingredient
(e.g. fluoride in a dentifrice).
(59 FR 6088.) The intended use of added fluoride in drinking water is also implied and should

be presumed. The FDA’s interpretation of “intent” is entitled to “considerable deference.”

(Young v. Community Nutrition Institute, 476 U.S. 974, 981, 106 S.Ct. 2360, 90 L.Ed.2d 959

(1986).) The Washington State Board of Health states,

The Board considers it self-evident that the purpose of water
fluoridation is to help prevent tooth decay.

(Infra at B 52.)

The CDC states, “Tooth decay (dental caries) is an infectious, multifactorial disease.”
(Infra at B 54.) The FDA defines “dental caries” as “A disease of calcified tissues of teeth
characterized by demineralization of the inorganic portion and destruction of the organic matrix”

and defines “anticaries drug” as ”A drug that aids in the prevention and prophylactic treatment of
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dental cavities (decay, caries). (21 CFR 355.3(c) and (d).)

d. The language in 21 USC 321(g)(1)(B) defining drugs must be interpreted “as
broad as its literal language indicates”

As early as 1916, the federal Supreme Court concurred that products that were otherwise
defined as “foods” would be “drugs” under the federal statute* when labeling for the substance

includes statements of therapeutic (including preventative) effect. (Seven Cases v. United States,

239 U.S. 510, 513-14, 36 S.Ct. 190, 60 L.Ed. 411 (1916).)
After the 1938 Act was adopted, the federal Supreme Court again concurred that “food

products” will be “drugs” based on intended use and “labeling.” (Kordel v. United States, 335

U.S. 345, 346, 69 S.Ct. 106, 93 L.Ed. 52 (1948).) In 1969, the federal Supreme Court, in finding
a product was a drug, explained:

Congress intended to define “drug” [in 21 USC 321(g)(1)(B)] far
more broadly than does the medical profession. . . . The word
“drug” is a term of art for the purposes of the Act, encompassing
far more than the strict medical definition of that word.

(United States v. An Article of Drug . . . Bacto-Unidisk, 394 U.S. 784, 793, 89 S.Ct. 1410, 22

L.Ed.2d 726 (1969).) The Bacto-Unidisk Court continued:

Congress fully intended that the Act’s coverage be as broad as its
literal language indicates - and, equally clear, broader than any
strict medical definition might otherwise allow. . . . the Food,
Drug, and Cosmetic Act is to be given a liberal construction
consistent with the Act’s overriding purpose to protect the
public health.

(Id. at 798; emphasis supplied.) The Bacto-Unidisk Court finally directed,

we must take care not to narrow the coverage of a statute short of
the point where Congress indicated it should extend.

2 The relevant portion of the federal statute are quoted supra at B 1.
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(Id. at 801.)
In the construction of federal statutes, “the decisions of the Supreme Court of the United

States are binding” upon all. (Beezer v. City of Seattle, 62 Wn.2d 569, 573, 383 P.2d 895

(1963).) Therefore, HHS and FDA and every court is required to construe the definition of drug
as “articles intended for use in the . . . prevention of disease” as “broad as its literal language
indicates.” (Supra.)
e. Foods must be regulated as drugs if the “intended use” is to prevent disease
Interpretation of federal statutes by other federal courts are entitled to great weight.
(Beezer at 573.) A long line of federal court cases has found that articles normally regulated as
“foods” will be regulated as “drugs” if the intended use is to treat or prevent a disease:

The word “drug” is defined in 21 U.S.C. s 321(g)(1)(B) to
include:

articles intended for use in the diagnosis, cure,

mitigation, treatment, or prevention of disease in man or

other animals . . .
Thus, it is the intended use of an article which determines
whether or not it is a “drug,” and even the most commonly
ingested foods and liquids are “drugs” within the meaning of
the [FDCA] if their intended use falls within the definition of s

321(g)(1)(B).

Gadler v. United States, 425 F.Supp. 244, 246-47 (D.Minn. 1977); see Nutrilab, Inc. v.

Schweiker, 713 F.2d 335, 336 (7™ Cir. 1983); see also Bradley v. United States, 264 F.79 (5"

Cir., 1920) where the court specifically found “mineral water” to be a “drug” when it is intended
to treat disease.
In the determination of whether fluoridation products (fluoridated waters (tap or bottled)

and fluoridation chemical additives) are drugs,
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the only question under the [FDCA] is whether the intended use of
the product is to prevent disease, not whether the product actually
prevents disease.

(United States v. Bowen, 172 F.3d 682, 686 (9" Cir. 1999).) Intent “may be derived or inferred

from [any] relevant source.” (National Nutritional Foods Ass’n v. Mathews, 557 F.2d 325, 334

(2™ Cir. 1977).) As discussed previously, it should be presumed that the “intended use” of
fluoridation products is to prevent dental caries (tooth decay) disease. (Supra at B 6-8.)

f. The DSHEA further clarifies the intent of Congress that fluorides, which are
minerals, that are added to drinking water to prevent the disease of dental
caries, are drugs

Perhaps partly in response to the FDA’s refusal to enforce the FDCA for fluoridated

water supplies (supra at B 2), Congress adopted the DSHEA in 1994, with explicit statutory
language that made fluoride a drug when used with intent to prevent disease. Fluoride, being a
mineral, is a dietary supplement under DSHEA. (21 USC 321(ff)(1)(B); infra at B 42.) Minerals
are normally regulated as foods except when they are drugs. (21 USC 321(ff)(postscript)
“except for purposes of [21 USC 321(g)(1) defining drugs] a dietary supplement shall be

deemed to be a food;”) infra at B 43 (emphasis supplied).)

g. Congress did not intend to exempt public water or water additives from the
reach of federal drug laws

In 1974, Congress passed the Safe Drinking Water Act (“SDWA”). (88 Stat. 1661;
codified at 42 USC 300f et seq.) The SDWA empowered the EPA to set standards for the

control of contaminants in drinking water. (42 USC 300g-1(b); see In re Groundwater Cases,

154 Cal.App.4th 659, 677 (2007).) The SDWA authorizes EPA to adopt national primary

drinking water regulations applicable to “public water systems.” (42 USC 3001(1); see 42 USC

B 10



300f(4)(A).) Under the SDWA, national primary drinking water regulations identify
contaminants that have adverse effects on human health and specify a maximum contaminant
level (“MCL”) for such contaminants. (42 USC 3001(1).) Pursuant to its authority under the
SDWA, the EPA has since established MCLs for a wide variety of contaminants. (See 40 CFR
Pt. 141 for substantive regulations, Pt. 142 for implementation regulations, and Pt. 143 for
national secondary drinking water regulations that are not enforceable.) The fluoride MCL is 4.0
mg/l (four milligrams per liter which is 4 parts per million (ppm)). (40 CFR 141.62(b)(1).)

But there is no SDWA statutory provision or implementing regulation that addresses or
sets standards for fluoridation chemical additives.” (SDWA; 40 CFR Part 141 et seq.)
Therefore, there is no possible statutory conflict where Congress intended the SDWA to interfere
with the FDCA or FDA authority to regulate drugs. If Congress wanted to exempt public
drinking water from the definition of drugs in 21 USC 321(g)(1)(B) it certainly had the
knowledge of how to do it (it had previously exempted “food” from subsection (1)(C)) and it
certainly had the opportunity to do it in any one of the more than 20 significant amendments
made to the FDCA since 1980. (Infra at B 56-57.) The SDWA did not explicitly or implicitly
repeal any drug provision of the FDCA or any drug authority of the FDA.

h. Arguably, the 1979 EPA/FDA MOU has been terminated but never did
restrict FDA authority over drugs

1. The 1979 MOU

In 1979, EPA and FDA entered into an MOU where FDA agreed not to enforce its food

3 There is a SDW A statutory provision that directs the EPA to keep away from regulating drugs. (42 USC 300g-
1(b)(11) (“No national primary drinking water regulation may require the addition of any substance for preventive health
care purposes unrelated to contamination of drinking water.”))



authority over public drinking water in exchange for EPA creating a federal regulatory drinking
water additives program. (Infra at B 32-39.) In the FDCA, Congress gave FDA authority to
regulate foods to ensure they are “safe” (21 USC 393(b)(2)(A)) and drugs to ensure they are “safe
and effective” (21 USC 393(b)(2)(B)). Normally for drinking water, only food regulations would
be applicable and prior to 1979, the FDA generally regulated drinking water as a food. (I/nfra at
B 32 and B 37.) But after passage of the SDWA, EPA and FDA were concerned that FDA’s
“food” authority and EPA’s “public drinking water” authority might result in “duplicative and
inconsistent regulations” so they entered an MOU. (Supra at B 2-3, Infra at B 32.) In the MOU,
FDA agreed not to use its “food” authority to regulate public drinking water, based on a
commitment that EPA would adopt federal regulations to control additives in public drinking
water. (Supra at B 2-3, Infra at B 32-33.)

There is no mention in the MOU that FDA would, or could, give up its “drug” authority
over public drinking water and public drinking water additives. (Infra at B 32-39.) Congress
required “drugs” to be “effective” (21 USC 393(b)(2)(B)) and Congress never gave EPA
authority to regulate drug effectiveness. The MOU inartfully states:

[EPA and FDA] have determined that the passage of the SDWA in

1974 implicitly repealed FDA’s authority under the [FDCA] over

water used for drinking water purposes.
(Infra at B 32.) Read in context with the other provisions of the MOU this can only possibly be
true with respect to FDA’s “food” authority and cannot be true with respect to FDA’s “drug”

authority. (Infra at B 32-34; See Board of Governors of the Federal Reserve System, 474 U.S.

361, 368, 106 S.Ct. 681, 88 L.Ed.2d 691 (1986) (‘“‘agency interpretation” cannot “alter the clearly

expressed intent of Congress.”))
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In a subsequent section, the MOU states:

[EPA and FDA] agreed that the Safe Drinking Water Act’s
passage in 1974 implicitly repealed FDA’s jurisdiction over
drinking water as a “food” under the [FDCA].

(Infra at B 33; emphasis supplied.) Thus the MOU itself clarifies that the MOU only was
intended to address FDA’s regulations regarding “food.” The MOU also inartfully states:
Under the agreement, EPA now retains exclusive jurisdiction
over drinking water served by public water supplies, including
any additives in such water.
(Infra at B 33.) In context of the whole agreement, EPA does not have exclusive jurisdiction
when public drinking waters, and public drinking water additives, are “drugs” because Congress

has given exclusive jurisdiction over drugs to the FDA. (21 USC 393(b)(2)(B); FDA v. Brown

& Williamson Tobacco Corp., 529 U.S. 120, 126, 120 S.Ct. 1291, 146 L.Ed.2d 121 (2000).)

Congress has clearly defined “drugs” in 21 USC 321(g)(1). Further EPA claims no authority that
would give it jurisdiction over the determination of “effectiveness” of drugs. (/nfra at B 32-35.)

11. Arguably, the 1979 MOU is terminated

In 1988, EPA published in the Federal Register a “Notice”that it was terminating EPA’s
commitment to FDA to create a federal regulatory drinking water additives program. (53 FR
25586-89; infra at B 28-31.) In this 1988 Notice, EPA admits that it “does not currently regulate
the levels of additives in drinking water.” (/nfra at B 28.) EPA explained that the “SDWA does
not require EPA to control the use of specific additives in drinking water.” (Infra at B 28.) It
states,

Resource constraints and the need to implement mandatory

provisions of the SDWA precluded the Agency from
implementing the comprehensive program originally
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envisioned . . .

(Infra at B 29.) The Notice describes how EPA was cooperating with a private third-party
organization to have that organization take over the development and monitoring of standards for
public drinking water additives and explained that it would be “up to the States and utilities to
determine the suitability of any ‘third-party’ certification.” (Infra at B 28-30.) Then it
announced that effective April 7, 1990, it would withdraw all EPA and predecessor agency lists
of acceptable water additive products and all EPA and predecessor agency advisory opinions on
drinking water additives. (Infra at B 31.) EPA stated that “Discontinuance of the additives
program at EPA does not relieve the Agency of its statutory responsibilities.” (I/nfra at B 31.)

Arguably, EPA’s Federal Register published Notice that it was terminating its
commitment to FDA to create a regulatory federal drinking water additives program was

effective notice to FDA that EPA was exercising its option to terminate the MOU. (Supra at B
2-3.) Thus, arguably, the 1979 MOU was terminated by 1990 and EPA removed the cloud over
FDA’s “food” jurisdiction regarding public fluoridated water. FDA never lost “drug”
jurisdiction over fluoridated water, but its policy, that it would not enforce this jurisdiction,
remained in effect from 1952 to 1996. (Supra at B 2-3.)

i. The intent of Congress clearly establishes that water fluoridation products
are drugs under the FDCA

In 1916, the federal Supreme Court concurred that Congress in adopting the 1906 Act
directed that food be regulated as a drug when therapeutic (including preventative) effects are
intended. (Supra at B 8.) In the 1938 Act, Congress significantly broadened, instead of limited,

the definition of drugs. (Compare supra at B 1 and B 5.) In 1948, the federal Supreme Court

B 14



again concurred “food products” will be “drugs” depending on intent and “labeling.” (Supra at B
8.)

In 1952, the FDA stated it would not enforce the FDCA for fluoride added to public water
supplies. (Supra at B 2.) In 1969, the federal Supreme Court ruled that the FDCA definition of
drugs is “as broad as its literal language indicates.” (Supra at B 8-9.) In 1994, the Congress
again specifically clarified that minerals will be drugs if they fall within the broad definition of
drugs. (Supra at B 3-4 and 10.) In 1996, the FDA revoked its policy that it would not enforce
the FDCA for fluoride added to public water supplies. (Supra at B 2.)

Every department and agency and court is bound by the intent of Congress as explained
by the federal Supreme Court. (Supra at B 9.) Therefore, the FDA should find that water
fluoridation products (fluoridated waters (tap or bottled) and fluoridation chemical additives) are
drugs under federal law and regulation when the intended use is to aid in the prevention,
mitigation, and/or prophylactic treatment of dental caries disease (tooth decay, cavities). And
based on the history of fluoridation, it should be presumed that this is the intended use of water
fluoridation products. (Supra at B 9-10.)

3. HHS, acting through the FDA, is responsible for regulating the addition of fluoride
to public drinking water

_ Despite the Federal Supreme Court ruling in Bacto-Unidisk (supra at B §-9), HHS and
FDA appear to now argue that certain fluoridation products (fluoridated public waters and
fluoridation chemical additives) are not drugs. It is uncontested by HHS and FDA that these
fluoridation products are articles intended to prevent dental caries disease in man. (Supra at B 6-

8.) Under Bacto-Unidisk and other federal court rulings (supra at B 7 to B 9), these fluoridation
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products are therefore within the definition of a “drug” in 21 USC 321(g)(1)(B).
However, HHS and FDA interpret the Safe Drinking Water Act of 1974 (SDWA) as
removing HHS and FDA jurisdiction over these fluoridation products:
Congress did not intend for FDA to regulate the addition of
fluoride to public drinking water for dental caries prevention as a
drug under the FD&C Act. Instead, Congress intended that the
U.S. Environmental Protection Agency (EPA) regulate fluoride in
public drinking water as a potential contaminant under the Safe
Drinking Water Act of 1974 (SDWA).
(Infra at B 59 and B 66: B 58 to B 62 is a November 21, 2014 letter from HHS Principal Deputy
Assistant Secretary for Health Dr. Wanda Jones to Ms. McEtheney; B 63 to B 68 is a December
23, 2013 Request for Review to Jill Warner, FDA Associate Commissioner for Special Medical
Programs from Gerald Steel (FDA has not yet responded to this Request for Review).)
HHS and FDA argue that the SDWA provides:
that within the limits thus set by EPA, state and local governments
be permitted, but not required, to fluoridate public drinking water
to help prevent dental caries.
(Infra at B 59 and B 66.) Thus, HHS and FDA argue that under their interpretation of the
SDWA, FDA has no responsibility to regulate such fluoridation products that are articles that
meet the definition of a drug in 21 USC 321(g)(1)(B).
The fundamental problem with this HHS and FDA interpretation of the SDWA is that it
is in conflict with the EPA interpretation of the SDWA. The SDWA gives administrative

authority to the EPA. (42 USC 300f(7 and 8).) Along with administrative authority comes the

sole agency power to interpret the Act. Chevron USA v. NRDC, 467 U.S. 837, 842-45, 104

S.Ct. 2778, 81 L.Ed.2d 694 (1984).
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Steven M. Neugeboren is the Associate General Counsel in charge of the Water Law
Office of the EPA. The Water Law Office is responsible for interpreting the SDWA.* Mr.
Neugeboren states:

Under the Safe Drinking Water Act (SDWA), EPA is the lead

federal agency with responsibility to regulate the safety of public

water supplies. EPA does not have responsibility for substances

added to water solely for preventative health care purposes, such as

fluoride, other than [to meet maximum contaminant limits.] The

Department of Health and Human Services (HHS), acting through

the FDA, remains responsible for regulating the addition of drugs

to water supplies for health care purposes.
(Infra at 69-70 - February 14, 2013 letter written on behalf of EPA Administrator Lisa Jackson to
Gerald Steel.) Therefore the EPA’s interpretation of the SDWA is that this Act does not affect
the responsibility of the FDA “for regulating the addition of drugs to water supplies for health
care purposes.” Therefore HHS and FDA misinterpret Congressional intent when they state:

Congress did not intend for FDA to regulate the addition of

fluoride to public drinking water for dental caries prevention as a

drug under the FD&C Act.
(Infra at B 59 and B 66.)

HHS and FDA are correct that the SDWA does give EPA lead responsibility for
regulating the safety of public water supplies to protect against adverse health effects. Except for
authorizing regulation of the maximum contaminant level for fluorides, the SDWA does not
address state and local governments fluoridating public drinking water to help prevent dental

caries. But the state and local governments which fluoridate must comply with all applicable

laws and regulations including federal drug laws in the FDCA, state drug and fluoridation laws,

* http://www2.epa.gov/aboutepa/about-office-general-counsel-ogc#water
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federal drug regulations, and state drug and fluoridation regulations. The EPA has determined
that state fluoridation regulations are not related to the SDWA. (/nfra at B 71-72 - November 17,
2011 letter written on behalf of EPA Region 10 Administrator to Gerald Steel.)

Under this analysis and the interpretations of the SDWA by the EPA: HHS and FDA
should find that fluoridation products are drugs when they meet the definition of a drug in 21
USC 321(g)(1)(B). HHS, acting through the FDA, has responsibility to regulate these drugs to
ensure that they are safe and effective.

4. FDA should request registration of all water fluoridation products as drugs
pursuant to 21 CFR Part 207

It is requested that FDA request registration of all water fluoridation products as drugs
pursuant to 21 CFR Part 207. In most states, lists of public water purveyors making fluoridated
waters are available from State Health Departments. In most states, fluoridation chemical
additives must be certified to meet ANSI/NSF Standard 60. (Supra at B 6.) There are only three
organizations that certify products to ANSI/NSF Standard 60 and their web addresses are

www.nsf.org/, www.ul.com/eph/, and www.wqa.org/. These organizations can be contacted to

get current lists of ANSI/NSF Standard 60 certified fluoridation chemical additive products and
manufacturers.

To facilitate determination of the legal drug status of these fluoridation products, it is
requested that FDA request for each fluoridation product, for each year the product was marketed
or proposed for future use, a copy of all certificates of analysis and product labeling (both on any
packaging and from any other documents (electronic, print, or otherwise) describing the product

or describing the purpose of using fluoride additives, or describing the conditions of use that are
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recommended or suggested.) For water purveyors, the documents describing the purpose of
fluoride additives, likely would include documents associated with the decision to begin
fluoridation and documents, including materials sent to customers, that later describe on-going
reasons for fluoridation. Because certification to ANSI/NSF Standard 60 began around 1990, it
is expected that fluoridation chemical additive labeling was changed around that time to declare
certification. It is likely that all fluoridation product manufactures will be required to get
approved new drug applications or approved abbreviated new drug applications.

5. FDA should find that fluoridation products are not “safe and effective”

Once it accepts jurisdiction, FDA should find that fluoridation products are not safe and
effective as drugs. While this is a subject that will only be addressed after HHS and FDA accept
drug jurisdiction over fluoridation products, it is useful to point out the harms that HHS and FDA
are allowing to occur because they have not accepted drug jurisdiction over fluoridation products.

An important overview was provided in the York Review in 2000 (M. McDonagh, P.
Whiting, M. Bradley, et al., "A Systematic Review of Water Fluoridation," NHS Centre for
Reviews and Dissemination, The University of York, Report 18 (2000) which is available at:

(http://www.york.ac.uk/inst/crd/CRD Reports/crdreport18.pdf ). The potential harms explored

by the York Review include dental fluorosis, hip fracture, other bone fractures, cancer, Down's
syndrome, mortality, senile dementia, goitre, lowered 1Q, hypersensitivity, and skeletal fluorosis.
(York Review at 52, 54, 59-60.) The York Review concludes that except for dental fluorosis, no
"confident statements" can be made regarding these "potential harms." (York Review at page
xiv.) In other words, these other “potential harms” could not be ruled out by the available

scientific literature.
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a. Dental fluorosis is an out-of-control harm of water fluoridation

There is scientific consensus that fluoridated water causes dental fluorosis. HHS reported
that 41% of people who were 12 to 15 years old in 1999 to 2004 had dental fluorosis with this
dental fluorosis being moderate or severe for 3.6% of these people (one in twenty eight people).
(76 FR 2385.) Even if water fluoridation is reduced to 0.7 mg/l fluoride as HHS now
recommends, the number of people with dental fluorosis is likely to increase because in 1992
when these people were 0 to 8 years old, only 56% of the people in the United States received
fluoridated water. Today a much higher percentage of people receive fluoridated water.

b. The FDA has already concluded that fluoride OTC products should not be
swallowed except under professional supervision

The FDA has already concluded that fluoride OTC anti-cavity products should not be
swallowed except under professional supervision. (21 CFR Part 355.) Fluoridation chemical
additives are intended to be mixed with water and swallowed by everyone. At a minimum,
fluoridated water is harmful to infants and children under 6. Warnings are required for OTC
products to avoid swallowing by infants and even children under six. (21 CFR 355.50.) Bottled
water regulations do not even allow a health claim for fluoridated water marketed to infants.
(www.fda.gov/food/ingredientspackaginglabeling/labelingnutrition/ucm073602.htm)

c. York Review studies repeatedly show that artificial water fluoridation
increases risk of hip fracture in people 65+ years old

The York Review was limited to review of human epidemiological studies of water
fluoridation (around 1 mg/l fluoride). Over 3,200 primary studies were identified but only 9
studies met relevance criteria and measured risk of hip fracture for people 65+ years old in

fluoridated areas compared to the risk in unfluoridated areas. (York Review at 10 and 48.) For
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these 9 studies, there were only 4 analyses that produced statistically significant data (i.e. the
relative risk of 1.0 was not in the 95% Confidence Interval). Each of these statistically
significant analyses show an increased risk of hip fracture for people 65+ years old living in

fluoridated areas. The studies are identified in the York Review at page 48 as:

Author (Year) Sex Relative Risk 95% Confidence Interval
Jacgmin-Gadda (1998) Both 2.43 (1.1, 5.3)
Danielson (1992) Women 1.27 (1.1, 1.5)
Jacobsen (1992) Women 1.08 (1.06, 1.10)
Jacobsen (1992) Men 1.17 (1.13, 1.22)

Relative Risk is defined as the risk of an adverse effect with exposure to a treatment (here
fluoridated water) relative to risks for those who do not receive the treatment. (York Review at
99.) A ratio of 1.0 indicates no increased risk over receiving no treatment. (/d.) A ratio greater
than 1.0 indicates the risk is higher in the group that did receive the treatment. (/d.) A ratio less
than 1.0 indicates the risk of the adverse effect is higher in the group that did not receive
treatment. (/d.) A Relative Risk of 1.27 means that there is a 27% higher risk of hip fractures
when living in a fluoridated area (for 65+ year old women in the Danielson (1992) analysis).

Hip fracture for people 65+ years old is a significant health impact in the United States.
"About 300,000 Americans are hospitalized for a hip fracture every year." (Connett (2010) at
page 173.) The Irish Forum (2002) (Forum on Fluoridation (Dublin, Ireland: Stationery Office,
2002) online at http://fluoridealert.org/re/fluoridation.forum.2002.pdf found that "Fracture of the
hip is a major cause of morbidity and mortality [disease and death] in persons 65 years of age and

older."
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Aside from the fact that one in five patients die within 6 months of the fracture
occurring, hip fractures lead to serious disability. Many basic functions such as
dressing, climbing stairs, walking and transferring are markedly interfered with
following a fracture. This can result in loss of both confidence and independence
and an increased risk of development of medical complications.

(Irish Forum (2002) at 121.)

d. Fifty human studies agree that higher fluoride exposure is associated with a
mental health impact that lowers IQ levels in children

Lowered IQ in persons who drink fluoridated water as infants and children is a significant
mental health concern. The National Research Council (2006) states, “It is apparent that fluorides
have the ability to interfere with the functions of the brain.” (NRC, Fluoride in Drinking Water -
A Scientific Review of EPA’s Standards (Washington D.C.; The National Academies Press,
2006.) As of September, 2016, 50 of 57 human studies found elevated fluoride exposure is
associated with reduced IQ and 45 animal studies have found fluoride exposure impairs the
learning and/or memory capacity of animals. (http://fluoridealert.org/studies/brain01/)

The lowest level at which IQ has been lowered (with borderline iodine deficiency)

was at 0.88 ppm [fluoride in drinking water] (Lin et al., 1991) or at 1.26 ppm

(without iodine as a complicating factor). It is very clear that there is no margin of

safety to protect all children drinking water in the range 0.7 to 1.2 ppm.

Dec. 12, 2014 email from Paul Connett, PhD., then Director, Fluoride Action Network.
e. Drinking fluoridated water increases risk of hypothyroidism disorder
A large observational study was published in the online Journal Of Epidemiology and
Community Health, a British Medical Journal (BMJ) publication, on February 24, 2015 that found
rates of diagnosed hypothyroidism (underactive thyroid) were at least 30% higher in areas with

artificial fluoridation. (Peckham (2015) -J Epidemiol Community Health doi:10.1136/jech-2014-

204971.) The study states that thyroid dysfunction is a common endocrine disorder. The National

B 22



Research Council ((2006) at 223 called fluoride an endocrine disrupter and at 218 expresses
concern about “the inverse correlation between asymptomatic hypothyroidism in pregnant mothers
and the IQ of the offspring.”

f. Boys drinking fluoridated water when they are 6 to 8 years old have a five to
seven-fold greater risk of contracting bone cancer by the age of twenty

Regarding cancer, an unrefuted published primary study, Bassin (2006) (Bassin E. B. et al.,
"Age-specific Fluoride Exposure in Drinking Water and Osteosarcoma (United States)," Cancer
Causes and Control 17, no. 4 (May 2006) 421-28) reports that boys who drink fluoridated water
when they are 6 to 8 years old will have a five- to sevenfold greater risk of contracting
osteosarcoma (bone cancer) by the age of twenty. This is a deadly disease. This result was first
suggested by Perry Cohn in 1992. (See Connett (2010) at pages 187-94.) The twofold increase in
cortical bone defects in the fluoridated city in the Kingston-Newburgh study (supra at B 20.) was
described in 1955 and again in 1977 as being "strikingly similar to that of osteogenic sarcoma [now
called osteosarcoma]." (See Connett (2010) at page 181-94.)

6. FDA has correctly determined that fluoridated bottled water is a drug when there is a

claim that “this drinking water is intended for use in the prevention of tooth decay
disease”

In a September 23, 2015 letter (B 74-75 hereto), the FDA found that fluoridated bottled
water with 0.7 mg/I fluoride would be a drug if the claim is made that “this drinking water is
intended for use in the prevention of tooth decay disease.” In fact, fluoridated bottled water with
this claim would be an “anticaries drug” as that term is defined by the FDA in 21 CFR 355.3(c)
and (d). (Supra at B 7-8.) Such fluoridated bottled waters when introduced after April 7, 1997

would be required to have an approved New Drug Application (NDA) or Abbreviated NDA
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(ANDA) because they would not be able to meet requirements of 21 CFR Part 355 which do not
allow anticaries drugs to be swallowed without professional supervision. (See supra at B 4-5.)
Under current law, it would be illegal to distribute such fluoridated bottled water in interstate
commerce without an approved NDA or ANDA. Because such fluoridated bottled waters would
be drugs, the fluoridation chemical additives, which are a component of such fluoridated bottled
waters, would also be drugs. (21 USC 321(g)(1)(D).)

7. FDA must now find that fluoridated tap water is a drug when there is a claim that
“this drinking water is intended for use in the prevention of tooth decay disease”

FDA must now find that fluoridated tap water is a drug when there is a claim that this
drinking water is intended for use in the prevention of tooth decay disease. The FDA must also
find that the fluoridation chemical additives, which are a component of such fluoridated tap waters,
are also drugs. (USC 321(g)(1)(D).) The FDCA allows no distinction between fluoridated waters
with the same contents whether they are served as drinking water either from a bottle or from a tap.
Both are anticaries drugs under the FDCA if the drinking water is intended for use in the
prevention of tooth decay disease. More generally, fluoridated drinking waters are anticaries drugs
if the intended use is to aid “in the prevention and prophylactic treatment of dental cavities (decay,
caries).” (21 CFR 355(3)(c).)

Today, as fluoridated water purveyors modify their fluoridated waters to meet the latest
HHS recommendation to add fluoride to get 0.7 mg/1 fluoride in the finished water, these water
purveyors are making a new drug and are subject to new drug requirements for an approved NDA
or ANDA and subject to the FDA requirements to show that their unique products are safe and

effective.
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The FDA can no longer rely on its prior reasoning (/nfra at B 59 and B 66) that the intent of
the SDWA was to eliminate FDA authority and responsibility under the FDCA to regulate
substances that qualify as anticaries drugs under the USC and CFR. EPA is the agency with final
agency authority to interpret the SDWA, and EPA interprets the SDWA to not remove the
authority of HHS, acting through the FDA, regarding “regulating the addition of drugs to water
supplies for health care purposes.” (Infra at B 69.)

So while it is true that state and local governments may be permitted to fluoridate drinking
waters to help prevent dental caries, they must do so in compliance with local, state, and federal
laws and regulations which include federal requirements to consider such fluoridated waters to be
drugs if the drinking waters are “intended for use in the prevention of tooth decay disease” or if the
drinking waters otherwise meet the definition of drugs in section 201(g)(1) of the FDCA (21 USC
321(g)(1)). FDA, acting on behalf of HHS, has the authority and responsibility to regulate drugs
by implementing the applicable federal laws and regulations and by adopting regulations when
necessary to fulfill its responsibilities.

It is time for the FDA to be responsible and to require fluoridation products (fluoridated
waters (tap or bottled) and fluoridation chemical additives) to be federally regulated as drugs when

the intended use is prevention of tooth decay disease.
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ms Form 4440 showing the name of
‘é}}ﬁ port, date and time of arrival, data
andftime of departure and purpose of
thefviglt. The permit shall be surren~
derfd to the collector of customs at the
of final cleaxance for a foreign des~

Ppo!
‘tindEion, who shall satisfy himself prior
to oi:suance of clearance that the air-
craffeeceived proper customs treatment

{1e¥n this country. The permit shall
?lren ; retumeél go mt:le collector of cus-
toms alithe port of fssue.

" (2) A copy of the permit shall be re-
tained W the collector at the port where
issued, W7 within 60 days after the
1ssuancef such permit the said collector
does not Receive a report of the outward
clenyancaif the aircraft covered there-

supervisinfl customs agent for investi-

ation,
§ (3) Civill atrcraft registered in the
United Stafes arrlving from a foreign
country wit pnssengers carried for hire
or merchanWise, after proper customs
treatment oR thei: cargo (passengers
carried for hifh or merchandise) , may be
alowed to prieed upon thelr identity
being establishid. :

This order stigll become effective on
the date of its pillication in the FEDERAL
REQISTER,

R. S. 161, seo. 23, 3} Stat, 892, as amended,
gac. 493 Stat. 168, R. 8. 251, seos, 624, 644,
40 Stat, 789, 761, ssch. 201, 887, 68 Stat, 683,
708, seo. 7, 44 Stat, 578 as amended; 5 U. 8. C.
22,80, 8. 0. 102, 222, P U. 8, O, 66, 1624, 1644,
42 U. 8, C. 202, 270, 40007. 8. C. 177)

[seatl  D. W Srrosmoes,

_ Acting comgm -' Gof Customs.
Aoting Secretariof the Treasury.
' 7 Y. PR DEamING,

Acﬂnv.s yaon General,
U. S. PublicWealth Service.

- Jopn R ‘THURSTON,
Acting Pederal SecuritiBddminisirator.,
PRIVIPES, PERLMAN,
. Acting A ey General.
Jury 17, 1952,

[F. B. Doo. £2-8084; Flle§ July 23, 1953;
8:55 &, m,

" . 1. 530s8)

Panr 10—ARTI0LES CONDITIQNALLY. F'REE,
Svrrecr 10 A Repucen FuTe, Ero.

SUPPLIES FOR VESSELS O WAR

The Department of Statl has fur-
nished the Treasury Departr@nt an up.
to-date list of couniries whiph permit
the withdrawal of supplies f1%e of duty
and tax by vessels of war of the United
States while in ports of thosefountries,
Therefors, §10.59 (d), Custont -
tlons of 1943 (19 CFR 10.59 ), cone

g a list of countiries wholy vessels
of war shall be accorded the PAdvilege
of withdrawing supplies free of cfstoms
duties and internal-revenue tax wile in
ports of the United States, as profded
Tor in section 30 (), Tarift Act of 080,
as amended, is further amended to fad
as follows:

§10.59 Exemption from customs df
tles and internal revenue tax, * * *

by, the ntter shell be reported-to the -3 40"

RULES AND REGULATIONS

d4) The privilege shall be accorded to
pkels of war of the following coun-

R, Ireland,
The Netherlands.
New Zealand.

[SBAL)
.  Commissioner of

Approved: July 16, 1952,

JonN 8. GrAxAM,
Acting Secretary of the Treas

[F. R. Doc. 52-8035; Filed, July 22, 190
8:48 a. m.}

TITLE 21—FOOQOD AND DRUGS

Chapter l-=Foad and Drug Adminis-
tration, Federal Security Agency

" PaRr 3—STATEMENTS OF GENERAL PorIcy
OR INTERPRETATION

FLUORIDATED WATER AND PROCESSED FOODS
CONTAINING FLUORIDATED WATER

Pursuant to section 8 of the Adminig-
trative Procedure Act (80 Stat. 287, 288;
8 U. 8. C. 1002), the following statement
of polloy is issued:

§3.27 Status of fuoridated water
and foods prepared with fluoridated
water under the Federal Food, Drug, and
Cosmetic Act. (a) The program for
fluoriddtion of public water supplies

.. recommended by the Federal Seourity
Agency, through the Public Health
Service, contemplates the controlled ad-
ditfon of fivorine at a leval optimum for
the prevention of dental caries.

(b) Public water supplies do not ordl-
narlly come under the provisions of the
Federal Food, Drug, and Cosmetic Act,
Nevertheless, a substantial number of
inquiries have been received concerning
the status of such water under the provi-~
sions of the act and the status, in
interstate commerce, of commercially
brepared foods in which fluoridated
water has been used,

(¢) The Federal Security Agency will
regard water suppMes containing fiuo-
rine, within the limitations recommended
by the Public Health Service, as not ace
tionable under the Federal Food, Drug,
and Cosmetic Act. Similarly, commer-
cially prepared foods within the jurisdic.
tion of the act, in which a finoridated
water supply has been nsed in the proe<
essing operation, will not be regarded as
actionable under the Federal law hecauge
of the fluorine content of the water so
uged, unless the process involves a sig-

nificant; concenfration of fiuorine from
the water. In the latter instance the

facts with respect to the partioular cace
will be controlling.

(8eo. 101, 62 Stat. 1065 21 U, 8. O, 311)
Dated: July 17, 1852,

JouN L. THURSTON,
Lezacd Acting Administrator.

[F. R. Doc. 82-8041; Filed, July 22, 1002
9:60 a. m.]

TNLE 26—INTERNAL REVENUE

Ch&pter I--Buraay of Internal Reve-
%, Depariment of the Treasury

Subcliopter C—-Miscellaneous Exclie Taxes
[T- D, 8520; Regs. 132]

FXCISE AND SPEOTAL TAX ON
‘WaGERING

i, RETURN AND PAYMENT OF TAX

gulofons 132 amended to require
perso hile for special (cooupational)
wagering Yax to file returns and pay tax
before coninencing taxable activity and
to fle supflemental returns advising of
employees engaged o re«
Jor with respest to all por-
A wagers are recelved.

On June 331452, notice of proposed

§326.50 of RE

lighed in the Fiprsat Rearsrer (17 F, R.
4988). No objtion to the rules pro=
posed having bfn received, § 325.60 of
Regulations 132 s amended to rend as
Tollows: .

§ 82550 Replathy, return, and pay~
ment of taz, (a) NP person shall engago
in the business of afgepting wagers sub-~
Ject to the 10 perdint excise tax ime-

posed by section 3283 of the Internol
Revenue Code (see § 6.24) until he has
filed & return on PornRi1-C and paid the
Special tax imposed Yy seotion 3200,
Likewise, no person sipll engage in xo«
cefving wagexrs for or dn hehalf of any
person engaged in such business until

paid the special tax impRsed by section
3290 'of the Intexnal Reverfue Code, Fil-
ing of successive applicatbng and pny-
ment of tax by such persong are required
on or hefore July 1 of encl yenr thorp-

tinues. The return, with
shall be filed with the coll
ternal revenue for the distri
is lovated the taxpayer’s offik
cipal place of business, If
payer resides in the United Sates, but
has no office or principal plack of busl-
ness in the United States, the return
shall be filed with the colleotor bf inters
nal revenue for the district in vihioh ho
:gges. I thmwfn has‘n :‘mco,

ence, or prineipal plnce of Musiness
in the Uni shall bo

yar proper forms which shall bo
flled out and signed ag indlented thekein,
(b) Each return shall show the dxe
payer's full name, A person doing bijl«
ness under an alias, style, or trade nake
shall glve his true name, followed
alias, style, or trade name. In thd
ease of & partnership, association, firm,
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Title 21-~Food and Drugs

CHAPTER 1~FOOD AND DRUG ADMIN-
ISTRATION, DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

. [Rscodlﬁcaemnmt{ketNo . 8]
SUBCHAPTER C—DRUGS: GENERAL
Reorganization and Republication -

The Commissioner of Fogd and Drugs,
for the purposes of establishing an
orderly development of informative reg-
ulations for the Food and Drug Admin
istration, furnishing ample room !or
expansion of such regulations in years
ahead, and providing the public and af-
fected industries with regulations that
are easy to find, read, and understand,
has inttisted = recodification program for
Gt;&pter I of 'Title 21 of the C’ode of Fed-

Regulal
This is the ninth document in a series
of recodification documents that will
eventually include all regulations ad-
ministered by the Food and Drug Ad-
ministration.

This recodification document repre~
sents a reorganization of material re-
maining in Subchapter C—Drugs that
has general applicability, rather than

RULES AND REGULATIONS

oud New
Seotion Section
3,600 vemernn 201314

...... 07.35 -
13231 ... 20740
132,81 wunwm" 207.66
h .- QE——— 2103

1332 cceu—w 3111
1333 mummema 21120

1384 mmnmmnm 21130
183,5 mummmmw 21120
133,68 wameenw 211423
1837 womeenn 211101
1338 mersme 211.40
1339 o .. 21155
18310 wnmem 211.80

ou " New
Section Section
133.11 v 211.88

13312 e 212,120
18313 werw... 211.60
pE T — b X
133,18 <.nn~- 211118
193,100 ........ 2261
133.101 o~ 23620
183,102 ... 22830
133.103 ...~ 228.10
133.104 ~..... 22643
133105 .-ue 226,102

*133.106 ... 22540

133.107 —nee 226.80
133108 ........ 228.68
133.108 ... 228.110
138.110 ... 2281185
133.200 wvrm 226.1

133.202 ... 226.30
133208 ...~ 226,10
133204 nvon. 220642
133208 ... 226,202
183208 ......... 22640
183207 ~nwe.. 226.80
133208 ... 226.68
133200 wunn. 226,110
133210 ... 226115
133.300 ... 220.25
138.) wonem -~ 2883
1382 e 209.20

strietly human or animal use. In addi-
tion certain reigted sections under Parts
1 and 3 have heen redesignated as part
of the revised Subchapter C--Drugs:

Cleneral,

‘The following table shows the xelation-
ship of the GFR section numbers ynder
the former Subchapters A and C to their
redesignation reflected in the new Parbs

200 through 299:
oz Naw
Scotion Seotion
1100 <oimne 2005
1301 e 201.8
12018 wmmmam 201.60

1102 oo 201,50
11020 .. 201,01
11020 e 2011
1.102C —cemr. 20151
11024 — ... 201.62
1108 ~nrer 20138
1304 wrocnmms 30110

1108 _ommne 2021
1,108(8) <. 3018
. 1108(b) ~-.. 201100
1.106(¢) ... 201105
1,108(d) ... 201109
1.108(¢) --... 201110
1.108(g) ... 201118
1. mssn) wnm 201116
1.108(1) .o 202127
1.208(§) ‘wmnr 201119
1.108¢%) ... 201120
1.108(1) ~mn- 201122
1.108(m) - 201128
1308(n) ... 201127
;,:ma(o) ~-- 201128

201.150
1.108(a)
8 (D) e aoz.za
1.108(c) ~..... 290,
1109 e mo.s
1,310 e 20030

1216 mmmemme 200,15

3 ge—— (i %]
A4 e 201,302
anr -~ 250.108
R S, 260.101
B § RE——— 201301

312 2 201.304
316 e 201,308
318 cemmnn 200.100

-

‘old New
Ssotion Seotion
[ 35 S— 280,102
322 cennmmn 200,101
32T wmrmmmaa 250,203

B8 wrmieremme 200,50

B & 1. F—— 280.108

887 mmommnc. 201.800

. 340 wemnm 250201

348 cennmaa 201.310
344 mmimmnme 201811
LX: |, J—— 200.30

848 cmvmmman 250,108
LR po— [ %[
3.52 e 280,107

3.64 r— . % ]
867 wenannu. 201.305

I J— 260.300

2. e— ). 1

3807 vt

201.17

" The changes helng meade are nonsub-
stantive in nature and for this reason
notice and puhblic procedure are not pre-
‘requisites to this promulgation. For the
convenience of the user, the entire text of
Parts 200, 201, 202, 207, 210, 211, 226, 220,
239, 260, 290 and 299 of Subchapter C
is set forth below..

Dated: March 21, 1975.
Saxt D. Fme,
Associate Commissioner for
Compliance.
'rheretore, 21 CFR 1s amended by re-
esignating portions of Parts 1 and 8
Subchapter A and Parts 132, 183, and
138 of Subchapter C ag Parts 200, 201,
202, 207, 210, 211. 225, 228, 229, 250, 290.
and 299 of Subchap ter C~Drugs: Gen-
eral, and repubnshed to read as follows:
SUBCHAPTER C—DRUGS: GENERAL
Part’
200-~-Cloneral
201—~Jaheling
202—Frescription Drug Advertising

207—Registration of Producers of Drugs snd
Listing of Drugs in Commervial Dis-

tribution
210-—Current Good Manufasturing Praoctices
.. in Manuf ng, Paock-

Procossi
ing, or Hom Drugs: General
N1—Current Good Manufaotuy, Practice
for Finished Pharmaceuticals lng

Good Manuf; Practice
for Medlcatet mdsmg

228—~Current Good Manufacturing Practice
for Medicated Premixes

220—Cwivent Good Menufacturing Practice
for Cartain Other Drug Products _

250--Speoial Requirsments for Speoific Hu-
man Drugs

290—-Controlled Drugs

296—Drugs; Official Namea and Mblhhed
Na.mu

PART 200—GENERAL
Subport A—Qeneral Pravislons
Seo.

2006  Malling :t important information
about

2007  Supplyin| hamacluts with Andt.
upp ga‘l’m dosage 1nformation,

200.10 ontrnot facliitics (momamg conx
sulting Inhoratories) wtitized as
extramural fooflitics by pharmne
coutienl manufacturors.

20011 Ve of octadecoylnmine in stenm
fines of drug eatablishmonts.

200.15 Definition of torm “insulin’”

200,18 'Use of sccondhand containors fox

the shipmont or stornge of food
and animal feed.

bpart Bew| o
Subpa Mmhnmeggggm uron Affesting
20030 Sterilization of drups by irxadia.

20031 “Timed releaso dosage forms.
-Subpart &-Ruqulmmgnh for Spociflo Clausos or
rups

200.50 Ophthalmic proparations and dige
PONIOYY.

Subport: DemSyl lablll‘ly of Spacitie Drug
Cnmpnnonlc

200,100 Uszo of oX bilo from condomned
Jvers from slaughtorpd animals
fn the manufacture of dmgc.

200201 Suprorenal glands from ki
cagses prior to final inspeaf lon.

Avrmomry: Seo. 701, 82 Stat, 1088 21

U.8.0. 371, unless otherwisn noted.

Subpart A—-Gonera) Provisions
§200,5 Muailing of important informie

tion nhour druge.
Manufacturers and distributors of
drugs and the Food and Drug Admints-

fro el Momuﬂ
!mpomnt e

ormaﬂon about lus 132‘
physiclans and others responsible
patient care, m tha public interest, such
mail should be distinotive in appearanco
80 that it will he promptly recopgnized and
read. The Food andszAammmtmﬂon
will make such mailings in
with the speolﬂoattons [ xorf.h in thln
section. Manufacturers and distributors
of drugs are asked to make such mailinps

a8 presoribed s section and not to
g:nt.ho distinetive em/olopes for ordinary

(a) Use first class mafl and No. 10
white envelopes,
(b) The name and address of tho
AR
corner of the envelope. npRer

(c) The following statements ave to
appear in the far left third of the enw
velope front, in the type and size indl-
cated, centered In a rectangular gpage
approximately 38 inches wide nnd 2 4
Inches high with an & ntely %
inch-wide horder in the color mmcnted‘

(1) When the information concerns

8 significant hazard to health, the state«
ment'

s
*  WARNING
The statement shall be in thres lney, i}
G
and * as
GotHlo Condensed type, The rectangle’s
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29476
List of substances Limitations
Monochlorobenzene | Not to exceed 500 parts
Monochiorobenz- | - per million as residual
ene. solvent in finished
basic resin in para-
graph (a)(1) of this
section.
N-mathy}-2- Not to exceed 0.01 per-
pyrrolidane. cent (100 parts per
million) as residual
solvent in finished
baslic resin In para-
graph (a)(2) of this
saction.
* *» * . * ®

Dated: May 17, 1996.
Fred R. Shank, :

Director, Center for Food Safety and Applied
Nutrition. :

[FR Doc. 96~14697 Filed 6-10-96; 8:45 am]
HILLING CODE 4160-01-F

Food‘and Drug Administration

21 CFR Parts 200, 250, and 310
[Docket No. 95N~0310]

Revocation of Obsolete Regulations

AGENCY: Food and Drug Administration,
HHS.
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is revoking
certain regulations that are obsolete or
are no longer necessary to achieve
public health goals. These regulations
were among those identified for
revocation in a page-by-page review
conducted in response to the
Adminisiration’s “Reinventing
Government" initiative, which seeks to
streamline government to ease the
burden on regulated industry and
consumers.

EFFECTIVE DATE: July 11, 1996.

FOR FURTHER INFORMATION CONTACT:
Christine F. Rogers, Center for Drug
Evaluation and Research (HFD-7), Food
and Drug Administration, 7500 Standish
12:(1):1 ;tockville. MD 20855, 301594~

SUPPLEMENTARY INFORMATION:
I. Background

In the Federal Register of October 13,
1995 (60 FR 53480), FDA published a
proposed rule to revoke certain
regulations. This was done in response
to the President’s order to all Federal
agencies to conduct a page-by-page
review of all their regulations and to

“eliminate or revise those that are
outdated or otherwise in need of
reform.” The proposed rule contained a
section-by-section analysis of all the
regulations (21 CFR parts 100, 101, et
al) that FDA intended to revoke. This
final rule pertains only to those
regulations (21 CFR parts 200, 250, and
310) pertaining exclusively to the Center
for Drug Evaluation and Research. No
comments were received in response to
the proposal to revoke these regulations.

II. Analysis of Impacts

FDA has examined the impacts of the
final rule under Executive Order 12866
and the Regulatory Flexibility Act (Pub.
L. 96--354). Executive Order 12866
directs agencies to assess all costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). The agency
believes that this final rule, which is the
revocation of certain regulations that are
obsolete or are no longer necessary, is
consistent with the regulatory
philosophy and principles identified in
the Executive Order. In addition, the
final rule is not a significant regulatory
action as defined by the Executive Order
and so is not subject to review under the
Executive Order.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because this final rule is the
revocation of certain regulations that are
obsolete or are no longer necessary, the
agency is not aware of any adverse
impact this final rule will have on any
small entities, and the agency certifies
that the final rule will not have a
significant economic impact on a
substantial number of small entities.
Therefore, under the Regulatory
Flexibility Act, no further analysis is
required.

II1. Environmental Impact

The agency has determined under 21
CFR 25.24(a)(9) that this action is of a
type that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required. '

List of Subjects
21 CFR Part 200
Drugs, Prescription drugs.

21 CFR Part 250
Drugs.
21 CFR Part 310

Administrative practice and
procedure, Drugs, Labeling, Medical
devices, Reporting and recordkeeping
requirements.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 301
et seq.) and under authority delegated to
the Commissioner of Food and Drugs,

21 CFR parts 200, 250, and 310 are
amended as follows:

PART 200—GENERAL

1. The authority citation for 21 CFR
part 200 continues to read as follows:

Authority: Secs. 201, 301, 501, 502, 503,
505, 506, 507, 508, 515, 701, 704, 705 of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 321, 331, 351, 352, 353, 355, 356, 357,
358, 360e, 371, 374, 375).

2. Sections 200.100 and 200.101 are
removed and the hedding for subpart D
is reserved.

PART 250—SPECIAL REQUIREMENTS
FOR SPECIFIC HUMAN DRUGS

3. The authority citation for 21 CFR
part 250 continues to read as follows:

Authority: Secs, 201, 306, 402, 502, 503,
505, 601(a), 602(a) and (c), 701, 705(b) of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 321, 336, 342, 352, 353, 355, 361(a),
362(a) and (c), 371, 375(b)).

§250.104 [Removed]

4. Section 250.104 Status of salt
substitutes under the Federal Food,
Drug, and Cosmetic Act is removed.

§250.203 [Removed}

5. Section 250.203 Status of
fluoridated water and foods prepared
with fluoridated water is removed.

PART 310--NEW DRUGS

6. The authority citation for 21 CFR
part 310 continues to read as follows:

Authority: Secs. 201, 301, 501, 502, 503,
§08, 506, 507, 512-516, 520, 601(a), 701, 704,
705, 721 of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 321, 331, 351, 352,
353, 355, 356, 357, 360b-360f, 360), 361 (a),
371, 374, 375, 379¢); secs, 215, 301, 302(a),
351, 354-360F of the Public Health Service
?&: (;12 U.S.C. 216, 241, 242(a), 262, 263b~

n).

§310.101 [Removed]

7. Section 310.101 FD&C Red No. 4;
procedure for discontinuing use in new
drugs for ingestion; statement of policy

is removed.
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ENVIRONMENTAL PROTECTION
AGENCY

{OW-FRL-3410-1}

Drinking Water Technical Assistance;
Termination of the Federal Drinking
Water Additives Program

AGENCY: Environmental Protection
Agency (EPA).
AcTioN: Notice.

SUMMARY: The Environmental Protection
Agency (EPA), Office of Drinking Water
(ODW), has operated an advisory
program that gives technical assistance
to concerned parties on the use of
drinking water additives. On May 17,
1984, EPA proposed to terminate major

elements of this Federal program and to

assist in the establishment of a private-
sector program which wouid offer
assistance in evaluating drinking water
additives. 49 FR 21004. EPA solicited
proposals from qualified
nongovernmental, nonprofit
organizations for assistance under a
cooperative agreement to establish a
credible and efficient program in the
private sector.
On September 17, 1985, EPA selected

a congortium consisting of the National
Sanitation Foundation (NSF), the
‘American Water Works Association
Research Foundation (AWWAREF), the
Conference of State Health and
Environmental Managers (COSHEM),
and the Association of State Drinking
Water Administrators (ASDWA]} to
receive funds under a cooperative
agreement to develop the private-sector
program. EPA believes that the NSF-led
program has proceeded satisfactorily.
NSF Standard 60, covering many direct
additives, was adopted on December 7,
1987; and NSF Standard 81, covering
indirect additives, was adopted on june
3, 1988, Other standards are
forthcoming. The NSF-led program has
begun offering testing, certification, and
listing services, as described in 48 FR
21004, for certain classes of products
covered by these standards. :
Accordingly, as the NSF-led program
becomes operational, EPA will phase
out its activities in this area, as
described in thig notice.

DATE: Any written comments on
implementing this notice should be
submitted to the address below by
September 6, 1088.

ADDRESSES: Submit comments to; Mr, -
Arthur H. Perler, Chief, Science and
Technology Branch, Office of Drinking
Water (WH-550D), U.S. Environmental
Protection Agency, 401 M Street, SW.,
Washington, DC 20480. A copy of all
comments will be available for review

during normal business hours at the U.S.
Environmental Protection Agency,
Criteria and Standards Division, Science
and Technology Branch, Reom 931ET,
401 M Street, SW., Washington, DC
20460. For further information on the
NSF-led private-sector program,
including standards development and
testing, certification, and listing
services, contact: Director, Drinking
Water Additives Program, National
Sanitation Foundation, P.O. Box 1488,
Ann Arbor, MI 48106; or call (313) 769~
8010. For information on alternative
testing, certification, and listirg
programs, contact individual State
regulatory authorities or the American
Water Works Association, Technical
and Professional Department, 6668
Quincy Avenue, Denver CO, 80235, or
call (303) 784~7711. For information on
the directory of products certified as
meeting the criteria in a NSF standard.
contact the American Water Works
Association Research Foundation, 6666
Quincy Avenue, Denver CO, 80235, or
call (303) 794-7711.

FOR FURTHER INFORMATION CONTACT:
Mr. Arthur H. Perler, Chief, Science and
Technology Branch, Office of Drinking
Water (WH-550D), U.S, Environmental
Protection Agency, 401 M Street, SW.,
Washington, DC 20460, or call (202) 382~
2022,

L. Introduction :
‘The Bafe Drinking Water Act (SDWA)

' (42 U.8.C. 300f et seq.) provides for

enhancement of the safety of public
drinking water supplies through the
establishment and enforcement of
national drinking water regulations. The
Environmental Protection Agency (EPA)
has the primary responsibility for
establishing the regulations, and the

- States have the primary responsibility

for enforcing such regulations. The
regulations control contaminants in
drinking water which may have any
adverse effect on public-health. Section
1412, 42 U.8.C. 300g-1. The regulations
include maximum contaminant levels
(MCLs] or treatment techniques and
monitoring requirements for these
contaminants. Sections 1401 and 1412;
42 U.S.C. 300f and 300g-1. EPA also
promulgates monitoring requirements
for unregulated contaminants. Section
1445; 42 U.S.C. 300j~4. In addition, EPA
has broad authorities to provide
technical assistance and financial
assistance (e.4., grants, cooperative
agreements) to States and to conduct
research. Sections 1442, 1443, 1444; 42
U.S.C. 300j-1, 300j-2, 300j-3.

The Agency has established MCLs for
a number of harmful contaminants that
occur naturally or potlute public

drinking water supplies. In addition to
such contaminants, there is a possibility
that drinking water supplies may be
contaminated by compounds “added"” to
drinking water, either directly or
indirectly, in the course of treatment and
transport of drinking water. Public water
gsystems use a broad range of chemical
products to treat water supplies and to
maintain storage and distribution
systems. For instance, systems may
directly add chemicals such as chlorine,
alum, lime, and coagulant aids in the
pracess of treating water to make it
suitable for public consumption. These
are known as "direct additives.” In
addition, as a necessary function of
maintaining a public water system,
storage and distribution systems
(including pipes, tanks, and other
equipment) may be fabricated from or
painted, coated, or treated with products
which may leach into or otherwise enter
the water. These products are known as
“indirect additives.” Except to the
extent that direct or indirect additives
congist of ingredients or contain
contaminants for which EPA has
promulgated MCLs, EPA does not
currently regulate the levels of additives
in drinking water.

In 1979, EPA executed a Memorandum
of Understanding (MOU) with the U.8.
Food and Drug Administration (FDA) to
establish and clarify areas of authorities
with respect to control of additives in
drinking water. 44 FR.42775, July 20,
1979. FDA is authorized to regulate
“food additives” pursuant to the Faderal

Food, Drug, and Cosmetic Act (FFDCA).
(21 U.S.C. 301 et seq.). Both agencies
aclmowledged in the MOU that
“pagsage of the SDWA in 1974 repealed
FDA's authority under the FFDCA over
water used for drinking water
purposes.” The MOU stated that FDA
would continue to have authority for
taking regulatory action under the -
FFDCA to control additives in bottied
drinking water and in water used in
food and for food pracessing. The MOU
went on to say that EPA had authority
to control additives in public drinking
water supplies. .

. While the SDWA daes not require
EPA to contro} the use of specific
additives in drinking water, EPA has
provided technical assistance to States
and public water systems on the use of
additives through the issuance of
advisory opinions on the acceptability
of many additive products. EPA has
provided this technical assistance
pursuant to its discretionary authority in
section 1442(b}(1) to:*collect and make
available information pertaining to
research, investigations and
demonstrations with respect to

8 A¢
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providing a dependable safe supply of
drinking water together with appropriate
recommendations in connection -
therewith.” EPA has additional
authorities under the Toxic Substances
Control Act (TSCA) (15 U.S.C. 2601 et
seq.} and the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA)
{7 U.S.C. 136 et seq.) that could be used
to control additives in drinking water.
TSCA authorizes EPA to regulate a new
chemical substance before it is
manufactused or any existing chemical
substance before it is manufactured or
processed for a use that EPA has
delermined to be a “significant new
use.” Although an additive product
might come within the jurisdiction of
TSCA, EPA has never invoked this
authority. EPA has used ils authority
under FIFRA to control the use of
pesticides, disinfectants, and certain
other additives. For a8 more complete
discussion of these authorities, see the
MOU. 44 FR 42778,

In 1980, EPA declared a moratorium
on the issnance of new advisory
apinions on additives pending a review
of past advisory opinions and the
establishment of uniform test protocols
and decision criteria. However, between
1980.and 1984, EPA continued to'issue
advigory opinions in cagses where the
new additive products were virtually
identical to products previously
reviewed, Resource constraints and the
need to implement mandatory
provisions of the SDWA precluded the
Agency from implementing the
comprehensive program originally
envisioned for the issuance of additives

dvisery opinions. Thus, the Agency
was not able to review the technical
data supporting previous submissions
{approximately 2,300 products from 525
manufacturers) nor was it able to
develop teat protocols or decision
criteria for the consistent evaluation of
new products. The result has been long
delays in processing menufacturer
petitions, inability'to review and accept
completely new products, and
acceptance of products simply because
they were virtually identical to older
products. Hence, few produncts have.
been thoroughly evaluated for the safety
of their formulations based on the latest
scientific information.

Recognizing the need for continuing
technical assistance in evaluating
additive products and for providing
advice to States and public water
systems on the toxicological aspects of
additive products, the Agency proposed
to terminate its attempts to institute a
formal advisory program, and to solicit
proposals from nongovernmental,
nonprofit organizations to establish such

a program in the private sector. The
Agency believed that the proposal to
asgist in the establishment of a private-
sector program was consistent with, and
would best serve the goals of, the
SDWA.

On May 17, 1984, EPA formally
announced its intention to transfer the
program to the private sector, which
would function as to many other
voluntary product-standard programs.
49 FR 21004, This was accomplished by
requesting proposals from qualified
organizations or consortia of
organizations for the compatitive award
of a cooperative agreement designed to
provide incentive for the establishment
of a private-sector program. The 1984
notice stated that:

» EPA expected the activity to be self-
supporting.

* EPA would maintain an active
interest in the development of the
program, without assuming
responsibility for or directing its
approach.

* EPA would continue to establish
regulations under the SDWA, FIFRA,
and/or TSCA, as needed, for chemicals
in treated, distributed drinking water
that may originate as additives.

* Establishment of such a program
would be consistent with the
Administration’s initiatives in the area
of regulatory reform and oifered an
opportunity for an innovative
alternative to regulation. :

The May 1984 notice requested public
comments on the proposal and solicited
applications from qualified
nongovernmental, nonprofit
organizations for partial funding of the
developmental phase of the program
under a cooperative agreement, The
response to the solicitation for
comments indicated strong public
support for the proposed approach, EPA
received 108 public comments on the
proposal. All but six supported this
“third-party" approach. However,
despite the Agency’s open competition,
EPA received only one application for
financial assistance. The applicant was
a consortium, led by the National
Sanitation Foundation, which included
the American Water Warks Association
Research Foundation, the Conference of

State Health and Environmental
Manasgers, and the Association of State
Drinking Water Administrators. This
single proposal met all of the basic
criteria articulated in the May 1984
notice. Furthermore, EPA believed that
the single applicant was very likely to

succeed, because it represented an
organization experienced in private-
sector consensus standard-setting, State
regulators, and water utilities.

EPA awarded the cooperative
agreement to the NSF consortium on
September 17, 1685, and committed
funding of $185,000 to NSF over a three-
year period. The non-Federal
{consortium and participating industry)
contribution during the first three years
of the program was projected to be
approximately $1.4 million.

The NSF program has the following
major objectives: ‘

* To develop systematic, consistent,
and comprehensive voluntary congensus
standards for public health safety
evaluation of all products (previously
EPA-nccepted as well as new) intended
for use in drinking water systems,

¢ To obtain broad-based participation
in the standard-setting program from
industry, States, and utilities.

» To provide for regular periodic
review, update, and revision of the
standards. :

* To undertake needed research,
testing, evaluation, and inspections and
to provide the followup necessary to
maintain the program.

* To establish a separate program for
testing, evaluation, certification, and
listing of additive products.

» To widely disseminate information
ahout the program, and to make
information about conforming products
available to ugers.

» To maintain the confidentiality of
all proprietary information.

» To fully establish the third-party
program on & self-supporting basis.

NSFs established standard-setting
process utilizés a tiered structure. Each
standard is drafted by a task group and
then presented to a Joint Committee,
which includes 12 industry, 12 user, and
12 regulatory members. Following
successful Joint Committee balloting;
standards are reviewed by the Council
of Public Health Consultants, which is &
high level advigory group consisting of
technical and policy experts from
regulatory agencies and academia,

NSF has established task groups to
develop standards for the product
categories listed below. Each task group
includes a member representing the
regulatory agencies and a member
repregenting the utilities. Alt
manufacturers expressing interest in a

particular product task group may
participate as members of that group.
Therefore, task group membership is
predominately manufacturers. In
addition, a group of health effects
consultants is addressing the
toxicological and risk considerations for

various product categories. NSF's role in
the standard-setting process is
administrative, that is, to bring together
experts from government, industry,

629
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utilities, users, and other relevant groups
so that a standard which reflects a -
consensus of these interests can be
developed. In addition, NSF staff -
provide technical leadership and
laboratory support. Product categories
and correspoding task groups are:

» Protective Materials.

* Chemicals for Corrosion and Scale
Control, Softening, Precipitation,
Sequestering, and pH Adjustment.

¢ Coagulation and Flocculation
Chemicals.

* Miscellaneous Treatment
Chemicals. _

* Joining and Sealing materials.

¢ Process Media.

* Pipes and Related Products.

* Disinfection and Oxidation
Chemicals.

s Mechanical Devices.

All of the task groups have made
satisfactory progress during the term of
the cooperative agreement. In addition,
the health effects consultants have
endorsed the bases of the standards.
Standards have been drafted for all
product categories, and final standards
were published and implemented as
follows: ' ‘

Standard 60, December 1987

+ Chemicals for Corrosion and Scale
Control, Softening, Precipitation,
Sequestering, and pH Adjustment.

"« Disinfection and Oxidation

Chemicals. .
» Miscellaneous Treatment Chemicals
(selected).

Standard 61, June 1958

» Process Media.

‘Development of the remaining
standards is on schedule, and
publication and implementation ara
expected on the following schedule:

Standards 60 and 61, expected October
1988 -

* Protective Materials.

* Coagulation and Flocculation
Chemicals. '

* Miscellaneous Treatment Chemicals
{additional). ,

¢ |oining and Sealing Materials.

* Pipes and Related Products.

* Mechanical Devicea.

EPA believes that the NSF program is
successfully pursuing all of its
objectives. Furthermore, the program is
strongly supported by user and
regulatory sectors, AWWARF,
COSHEM, ASDWA, the Great Lakes
Upper Misgsissippi River Board., the
American Water Works Association
{AWWA) (including the Utilities and
Standards Councils and the Regulatory
Agencies Division), and the Association
of Metropolitan Water Agencies, among

others, have voiced strang support for
the third-party program. The AWWA

recently joined the NSF-led consortium

and urged EPA to support national
uniform accreditation of certifying
entities for additives products. To date,
more than 60 manufacturers are full
participants in the standard-setting
program.

The cooperative agreement between
EPA and the consortium requires NSF to
establish both a standard-setting
program and a service for testing,
certification, and listing. These are
completely separate activities. EPA’s
intent is to support the development of a
widely accepted uniform star.dard for
each category of products while
encouraging the development of
competing sources for testing,
certification, and listing, The
cooperative agreement assures that at
least one sound and reliable product-
evaluation service will be available to
manufacturers, i.e., the consortium.
However, the consortium's standards
will allow for entities other than NSF to
be evaluatora of products.

" . EPA recagnizes the authority and
respongibility of the individual States t
determine the acceptability of drinking
water additives. Hence, it is up to the
States and utilities to determine the

" suitability of any “third-party”

certification. AWWARF will maintain a
directory of products approved by all
orgunizations claiming to conduct
evaluations under Standards 60 and 61.
However, AWWARF will not judge the
competence or reliability of these
organizations.

IL. Announcement of Phase~-Down of
EPA’s Additives Program

During the developmental phase of the
NSF consortium's program, EPA has
continued to review products and
process requests for advisory opinions
on a limited basis. The May 1884 notice
stated that, “EPA does not intend to
develop further interim administrative
procedures, testing protocols or decision
criteria for future evaluation of additive
products. The use of existing informal
criteria will continue until a third-party
or alternative program is operational
* * * EPA may not be able to process
all requests for opinions on additive
products before the establishment of a
cooperative agreement with a third
pparty. The large volume of currently
pending requests makes it unlikely that
additional requests will be completely
processed by that date.” Likewise, EPA,
in its acknowledgment letters to
manufacturers requesting cpinions on
new products, explains that the Agency
is, ** * * making a concerted effort to
pracess petitions as quickly as possible.

However, EPA may not be able to
pracess your request for an opinion on
an additive praduct before the
establishment of an altemative program
as described in the Federal Register,
Val. 49, No. 97, 21003-8, May 17, 1884."
Product reviews and issuance of
advisory opinions have been limited to:

» Products composed entirely of other
products which EPA had previously
determined to be acceptable;

» Products composed entirely of
ingredients which have been determined
to be acceptable by EPA or the FDA, or
other Federal agencies, for addition to
potable water or aqueous foods;

» Products composed entirely of
ingredients listed in the "Water
Chemicals Codex,” National Academy
of Soiences, November 1982, and in the
“Water Chemicals Codex:
Supplementary Recommendations for
Direct Additives,” National Academy of
Sciences, 1984;

« Certain other products of particular
interest to EPA or to other Federal
agencies; and .

* Products which, if effectively
excluded from the marketplace by lack
of approval, might jeopardize public
healtk or safety.

Continued processing of petitions
during the development of the private-
sector program minimized disruption of
the marketplace from the viewpoint of
manufacturers whose business
depended in part on EPA acceptance of
products, users who required water
treatment products for the production of
safe drinking water, and State officiala
who rely on the advice of EPA.

EPA believes that NSF is moving
expeditiously and on schedule toward
the full establishment of a third-party
program covering products intended for

‘use in drinking water systems. Priorities
for standards development and
implementation of a testing,
certification, and listing program for
various product categories have been
based upon need, interest, complexity,
and availability of information for’
developing standards. Direct drinking
water additives were assigned high
priority for the following reasons: (1)
Use of direct additives is widespread in
drinking water systems, so there are
large population exposures to these
chemicals; (2) as direct additives to
drinking water, they present greater
potential for water contamination than
indirect mechanisms (e.g., migration
from protective paints in pipes and
storage tanks); and (3) the National
Academy of Sciences’ Water Chemicols
Codex provided a good starting point for
development of standards.
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As originally planned, EPA is
beginning to phase out the Agency's
additives evaluation program. Thus,
EPA will not accept new petitions or
requests for advisory options after the
date of this notice. While EPA will
continue to process requests which are
pending and those received on or before
July 7, 1888, petition evaluations not
completed by QOctober 4, 1988, will be
refurned to the submitter. After that
date, EPA will no longer evaluate
additive products.

Petitions which are completely
evaluated by October 5, 1988, will be
added to the quarterly list of acceptable
products published shortly after that
date. That quarterly list will be the last
such lst issued by EPA, On April 7,
® 1990, EPA will withdraw its list of
£ acceptable products, and the list and the
§ advisories on these additives will
¥ expire. This means that: {1) The various
& lists published by EPA under the titles
S Repart on Acceptable Drinking Water
¢ Additives, Report on Coagulant Aids for
t Water Treatment, Report on Concrete
|Coatings/Admixture for Water-
| Treatment, Raport on Detergents, .
anitizers and Joint Lubricants for
[Water Treatment. Report on
iEvaporative Suppressants for Water
i 7reatment, Report on Liners/Grouts/
|Hoses and Tubings for Water
¥ Trealment, Report on Miscelloneous
| Chemicals for Water Treatment, Report
on Protectivce Paints/Coatings for -
Water Treatment, and any and all other
lists of drinking water products issued
by EPA or its predecessor agencies
regarding drinking water additives will
be invalid after April 7, 1900; and (2)
advisory opinions on drinking water
additives issued by EPA and
predecessor agencies will be invalid
after that date.

EPA believes that, while in the past
every effort has been made to provide
the best possible evaluations, all
products should be evaluated against
carefully developed and considered

nationally uniform standards. Many of
the currently listed products were
evaluated and accepted up to 20 years
ago and have not been reevaluated

since that time. Numerous products have
been accepted because they were
virtually identical to or were
repackagings of older products. The
result is that few products have been
completely evaluated for the safety of
their original or current formulations vis-
a-vis the latest toxicological, chemical,
and engineering information. A uniform
evaluation of all products, old and new,
will result in consistent quality of
products, and will assure fair and
equitable treatment to all manufacturers
and distributors.

Henceforth, parties desiring to have
existing or new products evaluated
against the NSF standards should
contact NSF or other organizations
offering such evaluations. To contact |
NSF about the drinking water additives
program write to: David Gregorka,
National Sanitation Foundation, P.O.
Box 1488, Ann Arbor, MI 48108, or call

'(313}) 768-8010. Information on
alternatives to NSF evaluation may be
obtained by contacting State regulatory
agencies or the AWWA, Technical and
Professional Department, 6668 Quincy
Avenue, Denver Co, 80235, or call (303)
794-7711, which is addressing certifier
accreditation.

EPA believes that the 21 months
between today and the expiration date
of EPA's last list is sufficient time for
manufacturers to submit their products
to NSF or other certification entities for
evaluation. The first NSF list will be
published prior to April 7, 1990, thereby
preventing any disruption in the
marketplace. Furthermore, NSF had
indicated that it will congider current
EPA and other regulatory evaluations
when evaluating products in order to
ensure a smooth transition. States may
choose to rely on the last EPA quarterly
list of products until their individual

programs for accepting private-sector
certification are fully implemented.
Parties desiring to market drinking
water additive products are reminded
that the individual States have the
authority to regulate the sale and/or use
of specific products as they see fit. Thus,
reliance upon a particvlar standard or
organization to certify that a product
complies with a particular standard
must be acceptable to the State in which
the supplier wishes to do business.
Discontinuation of the additives
program at EPA does not relieve the
Agency of its statutory responsibilities.
If contamination resulting from third-
party sanctioned products occurs or
seems likely, EPA will address that
issue with appropriate drinking water
regulations or other actions authorized
under the SDWA. EPA is a permanent
member of the NSF program Steering
Committee, and senjor EPA staff and
management will continue to participate
in this and other progridms designed to
assure that high-quality products are
employed in tlie treatment of public
drinking water. Also, the Agency will
continue to sponsor research on
contaminants introduced in public water
supplies during water treatment,
‘storage, and distribution. -

1. Comments

Although this notice does not include
a proposed or final regulation, EPA
welcomes comments and suggestions
that would assist the Agency in
implementing the additives program
phasedown. Please address all
comments and suggestions to: Mr.
Arthur H, Perler, Chief, Science and
Technology Branch, Office of Drinking
Water (WH-550D), U.S. Environmental
Protection Agency, 401 M Street, SW.,
Washington, DC 20460.
Date: June 16, 1888,

William Whittington,

Acting Assistant Administrator for Waler.
[FR Doc. 88~15232 Filed 7~8-88; 8:45 am)
BILLING CODE 6580-80-M

B3l



. public comment on the State of

Federal Register / Vol. 44, No. 141 / Friday, July 20, 1878 / Notices

/

42775

Region V, ia providing opportunity i

Wisconsin request. Any intereste
person may comment upon the §f
request by writing to the LLS, EFA,
Region V Office, 230 South De
Street, Chicago, [llinois 60804
Permit Branch, Such commefits will be
made avellable (o the pub
inspection and copying. 4
abjections received by 2
will be considerad by
taking final action on fhe Wisconsin
request for anthorityfo issue permita ta
Federal facilities.

The State's requfst, related
documents, and gft comments received
are on file and nfay be inspected and
copied ((@ 20 gpfnts/page) at the U8,
FPA, Region Y Office, in Chicago.

Copies of fftis notice are available
upon regueyft from the Enforcement
Division gff LS. EPA, Region V, by
gk Dorothy A. Price, Public

erk {312-353-2105), st the

" above Address, .

Doo, FR-A8R. Fiad 7-10-7; 245 wra]

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration

ERVIRONMENTAL PROTECTION
AGENCY -

{FAL. 1275-4}

Drinking Water Technical Assistance;
Impiementation Plan for Control of
Dirsct and Indirect Additives fo.
Drinking Water and Memorandun of
Understanding B¢ ‘ween the
Environmental Protaction Agency and
the Food and Drug Administration

AGERCY: Environmuntal Protection
Agency and Food Drug Administration.

ACTION: Notice.

" avoid the poss

SUMMARY: The Food and Drug
Administration (FDA) and.the

.Environmental Protection Agency (EPA}

have executed 8 memorandum of
understanding (MOU] with regard to the

_ qontral-of direct and indirect additives
toand substancesin drinking water, The

purpase of the MOU is o avoid the
possibility of ovarlapping jurlsdiction
batween EPA and FDA with respect to
control of drinking water additives. The

agreement became effective on June 22,
!979.

ADDRESS: Submit comments to: Victor }.
Kimm, Deputy Assistant Administrator ‘

- for Drinking Watar, Environmental

Protection Agency (WH-550),
‘Washington, D.C. 20480.

FOR FURTHER INFORMATION CONTACT:
David ‘W, Schnare, Ph.D., Office of
Drinking Water (WH-850],
Rnvironmental Protaction Agency,
Wausliington, D.C. 20430, (202) 755~-5643;

. or Gary Dykatra, Enforcement Policy
* Staff (HFG-22), Food and Drug

Administration, 5800 Fishers Lane,
Rockville, MD 20857, {301} 4433470

SUPPLEMENTARY INFORMATION: In the
spieit of intera?ency cooperation and ta
bility of overlapping
jurisdiction over additives and other
substances in drinking water, FDA an
EPA have entered into a memorandom

- of understanding to avoid duplicatrve

and inconsistent regulation. In brief, the
memorandum. provides that EPA wil)
have primary responsibility over direct
and indirect addiivea and other
subsiances in drinking water under the

.- Bafe Drinking Water Act, the Toxic

Substances Conirol Act, and the Federal
Insecticide, Fungicide and Rodenticide
Act FDA will have responsibility for
waler, and substances in water, used in
faod and for food processing and for
bottled water under the Faderal Food,
Drug and Cosmetic Act.

Purguant {o the notice published in the
Federal Registér of October 3, 1974, (89
FR 35607) stating that future memoranda
of understanding, and agresments
between FDA and otheras wonld be
-published in the Federal Register, the
following memorandum of
understanding is issned:

Mamorandum of Understanding Botwaen the
Envirenmentsal Protection Agency and the
Food and Drug Administration '

L Purpose

This Memorandum of Understanding
astablishes an agreement belween the
Environmental Proteciion Agency (EPA} and
the Food and Drog Adminisiraben (FDA)
with regard to he control of direct and
indirect addilives to and aubstances In
drinking water. i .

EPA and FDA agree: X

{1) That contamination of drinking water
from the ure and application of direct and
indiree! additives and other subetances poses
& poiential public health problem;

(2} Thot the scope of the additives problem
In terms of the health significanae of these
contaminants in drinking water fe not fully
known;

{3} That the possibility of overiapping
furlsdiction between BEPA and FDA with
respect to conirol of drinking water addltives

has baen the :;ubjecl of Congressionnl as well
as public concern:

[4) That the autharity to contro! the uge and
application of direct and indirect additives to
and subatances in drinking watsr should be
vested in s ningle regufatory agency to avaid
duplicative and inconsistant reguluiion:

{5) That EPA has been manduted by
Congress under the Sale Drinking Water Act
{SDWA), an amended, to assure Lhat the
public ia provided with safe drinking waler;

{6) Thet EPA has been mandated by
Congreay under the Toxie Substancer Contral
Act [TBCA} to prolect against unreasonable
risks (o health and the environment from
toxin suhatancan by requiring, fnter alia,
tenting and necessary ragirictions o ‘he use,
manufaciuye, processing, distdbu 2+, and
disposal of chemicel substances 4*.d
mixtures: .

(7) That EPA han heen mendated by -
Congress under the Federal Insecticide,
Pungicide, and Rodenticide Aot ([FIFRA), ag
-ameaded, to assure, inter alia, that when
naed gmperly. pesticides will perform their
intended funcon without cansing
unreasonabla adverse effecls on the
environment; and,

{#) That FDA, bas bean mandated by -
Congress under the Faderal Pood, Drug, and
Cppmetio Act (FFDCA), as smended, to
protact the public from, Inter alfa, the
adulieration of food by food additives and
poisonoux and deleterions substancas,
1t s the intent of the parlies that;

1] EPA will have responaibility for diesct
and Indiract additiven to and othdr
substances in drinking water under tha
BDWA, TSCA, and FIFRA: and,

(2] FDA will have responsibility for water,
and substances in weter, used in food and for
food procassing énd responsibility for bottled
drinking water nnder the FFDCA.

¥ /A Backgmu_nd .

{A) FDA Legnl Awhority. "Food" means
articles used for food or drink for man or
other anfmals and components of such

articles. (FFOCA § 200f)). Under Section 402,

- dnter alia, a food may not contain any added

poisonous or delaterious subatance that may
rendar [t injurious ta heatth, or be prepared.
packed or handled weder unsanilary
conditions. Tolarances may be sel, under
Saction 403, Hmiting the quantity of any
substance which is required for the
production of food or cannot be aveided in
food. FDA, has the authority undar Section
409 to issue food additive ragulations
approving, with or withoul cendflions, or
denying the use of a "food additive.” That
ferm ia defined in Section 201(6) to include
any substance he intended use of which
results or may reasonably be expected to
reault, diractly or indireatly, in ita bireoming a
componen! aor atherwise affecting the
characleristics of any food, if such substence
I8 not generally racbgnized as sofe.

In the past, FDA hes considered drinking
water to be e food under Seciion 203(h).
However, both Egruﬂn have determined that
the passage of the SUWA in 1974 impliciily
repealed FDA's authorily under the FFDCA
over waterused for drinking water purposes,
Uncler the express pravislons of Section 410



Federal Register / Vol. 44; No. 141 / Friday,
N —-_‘_

July 20, 1978 / Notices
M

of the FFDCA. FOA retaing authority over
botred drinking water, Furihermore, all
watar wied in food remaina a feod and
subject ta the pravisions of the FFOCA.
Water used for food processing iz subject to
applisable provisions of FFDCA. Moreover.
ail substances in water ugsd in food are
added substances subject to the proviatons of
the FFDCA, but no substances added to a
public drinking water system before the -
waler enlers s food proceasing astablighwent
will be congidered a food additive.

{B). EPA Lagal Authorily. The BDWA
granks EPA the authority to cantrol
contsminants in drinking water wiich. may
have any adverse effect ox the public health,
through the-establishment of maximum
contaminunt levels (MCLs) or treatment
techmigues, under Section 1412, which are
applicable to owners and operators of public
waler systems. The expressed intenl of the
Act was to glve EPA exalusive zontrol aver
the safety of public water supplies. Pabiic
waler systems may alsg be required by
regulation to conduct monitoring for
nnegulated contanninants under Section 1445
and to insee publie notifcation of such levels
under Seglion 1424(c). .

EPA’s direat aufhority to control additives
to dxinking water apart from the existence of
maximum contaminant levels or trastreent
techniques is linited to its emeargency powers
undur Section 1432, However, Seciion 1442({b)
of the act mthorizes BPA to “collect and
make availahble information pertaining to
research, mventigations, and demonstrations
with respect o providing & & ably safe
pupply of drinking waler o Wikl
appropriste recosmmendntions thevewith.”

A giver EPA muthorily to regnlate
chemijcal sibatances, mixtires and under
soxe clrcumstanoes, articles containing such
substances ar mixfures, Sactiop. 4 pexmits
ERA 1o require teating of s chamigal :
substance or mixture based on possible
unreananable rsk of injury to health or the
environment, or on significant or substantial
humaxt of environmental exposure while
Section 8 enables EPA to raguire submission
of data showing subatantial risk of injury to
health or Be environsment, exiating health
and safaty studias, and other data. For new
chernical substances, aod significant new
vses of existing chenics) substances, Seation
& requires manufacturers to provide EPA with
premanufacturing notice. Under Section A the
manufacture, pracessing distribution, use,
and disposst of a chemjical substance or
mixture delerminad to be harmful may be
vestricted or banned. Although Seciion 3{2)(B)
of TSCA excludes from the definition of
“chemical substance” food and food
additives as defimed under FFDCA, the
smplicit repeal by the SDWA of FDA’s

authority over drinking water enabies EPA to .

regulate direct and indirect additives to
drinking water ag chemical substances and
mixtures wnder TSCA. -

The FIFRA requires EPA to sat restrictions
on the use of pesticides to assure thal when
used propetly, they will not cause
inraasonabla adverse affects on:the
environment. EPA may raquire; fin.2er alia,
labeling which specifies how, when, and
whera a pesticide may be legslly usas. In

' additian. EPA has, under Seation 209 of the

FPOCA. required FIFRA regisiranis al-times
10 obiuin & food additive toleranca bafora.
using a pasticide ln or around a deinking
waler source, Such tolerances establish
further restrictions on the use of a pasticide
which are enforceable against the water
supplinr as well as the registrant of the
pesticide.

M. Terms of Agreement

[AJ EPA's renponsibilities are as follows:

{1} Tu ectablish epprupriate regulations,
and to take appraprisia measures, under the
SDWA and/or TSCA, and FIFRA, to control
diract additives to drinking water {wkich
entompass any substances purposely added
to the water), and indirect additives (which
encompass any substances which might laach
from paints, costings or other materials as an
incidental result of delnking water contant),
and other substances, )

{2} To establish appropriate regulations
under the SDWA to limit the concentrations
of pesticides in drivking water; the .
limfitations on oncentrations and types of
pesticides in water are presently set by EPA
through tolerances under Section 408 of the
FFOCA. .

{3) To continue io provide techuical
assistance in the form of informnl advisoxy

"opinions on drinking water additives wnder
. Sectlon 1442{k) of the SDWA.

{4] To conduct and reguire research and
menitoring and the eubmicalon of datx
ralative to the problem of divect and indirect
additives in drinking water in order to
acenmulate data conserning the kealth rsks
posed by the presence of these contdminants
in drinking water,

(B). FDA'5 renponaibilities are as follows:’

(1) To tuka appropriate regulatory aation.
under the authority of the FFDCA to control

. bottled drinking water and watsy, and

substances [n water, used in food and for
food processing:

(2) To provide asslstance to EPA to
facilitate the transition of respansibilities,
Including:

{a) To review existing FDA approvals in
order to identify their applicability to
additives in drinking water. .

(b) To provide a mutually agreed upon
level of assistance [n conduoting literature
senrches related o toxicological decision
making, . s

{c) To provide a scnior toxicologist to help
EPA devise new procedures and protocols to
be used in formulating advice on direct and’
indirect additives o drinking water.

V. Duration of Agreemant

This Memoraadum of Understanding shell
eontinuu in affect unless modifiad by autual

. consent of both parties or terminated by

elther party upon thirty (30) days advance
writien nolice to tha other.

This Memorandum of Underatanding will
become effective on the date of the 1ast

wgnaturs.

Dated: June 13, 1879
Douglaa M. Costle,
Administrator. Bpvironmental Prolection
Agency.

. Buied: June 22, 1979.
Donald Kennedy,
Ardminigiraton, Food and Drug
Administration.

Implementation Plan

. EPA is goncerned that direct snd
indivect additives may be adding
harmful trace chemical contaminaxts
into our Nation's drinking water during
treatment, storage and distribution,
Direct additives include such chemicalg
as chlorine, lime, alum. and voagulant
aides, which are added a! the waler
treatment plant. Although these
chemicals themselvas may be harmless,
they may contain small amounta of |
harmful chemizals i their quality iz ook

" confralled, Indirect additives include
thore comtaminants which ente
drinking watar thegugh leaching, from
pipes, taxks and other equipment, and
their associated palate and coatings.
This notice is being published in the
Feaderal Register to solictt public
comment on EPA’s implementation plan
to assens and control direct and indirect
additives in deinking water.

Legal Authorities

EPA and the Food and Drug
Admisistration (FDA) signed a
Memorandum of Understanding which
recognizes that regulatory control over
direct and indirect additives in deinkin
waler is placed in EPA. The two
apencies agreed thet the Safe Drinking

. Water Act’s passage in 1674 implicitly
repealed FDA’s jurisdiction ever .

~ drinking water as a ‘food’ under the
Peders] Food, Drug and Cosmetic Act
(FFDCA). Under the agraement, EPA
now retaing exclasive jurisdiction over
drinking water served by public water
supplien, including any sdditives in such
water, FI}A retaing juisdiction over
bpttled drinking water imder Section 410
of the FFDCA and bver water (and
suhstances in water) used in foad or
food processing once it enters the food
processing sstablishment,

In implementing its new
rasponsibilitiea, EPA may utilize a
variety of statutory anthorities, as
appropriste, The authorities are
identified {n Appendix A.

Under the Safe Drinking Water Agt,
EPA has authority to set fnd enfm‘::‘:t
maximum contaminant levels and
kreatment techniques in diinking water

for ublquitous contaminanta, to conduct -

resenarch, to offer technical asaistance t
States and to protect againgt immi::: t iy

b 23
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hazards should such situations arlse. 1, Problem Definition~EPA will OHice of Toxic Subsiances will be'uged.
Under the Taxio Suhstances Control coniract for in sit monitoring to In addition, EPA. locka forward to the
Ast, EPA has authority to review all determine use patterns and the cooperation of FDA and other Faderal
new chemicals proposed for use related  contribution of irace contaminants to regnlalory hodies, EPA intends to
to drinking water, to mandate drinking water Erom: involve interested industry groups,
toxicological testing 6f existing and new a. butk chemicals. indapendent tepting groups, State
cbumiazgg where there is evidence that b. generic classes of paints and regulatory bodies, interested members
such materials may pose an coatings. of the public, and industry standards
woreasonable risk to health and the . ¢. pipes and equipment. groups, in a continued effort to ensuce -
environment as well as suthority to limit | d. coagulant nida. © the safety of the Nation's drinking
some or all uses of b chemicals. EPA has already contracted with the ~ water.

Finally, EPA may recommend

Pesticide use is regulated by EPA under
the Federal Insectcide, Fungicide and
Rodenticide Act. Thus, EPA believes it
has adequate anthority to deal with

additives to drinking water where they
may pose a problem. .
Fast Actions -

For more than ten years, the Public
Health Service and other organizations
which have become part of EPA have -

. provided adyisory opinions on the

toxicalogical safely of a variety of
additives to drinking water, These
historical informal opinions reflect
variety of information provided by
minufagturers and reflect changing

toxioologics! conterna aver the years.

As such, they will reguire detailed
review over the next few years.

" Genern! Approach

EPA, intends to begin its responsibility
over additives to drinking water with g
series of analytical studies to determine
the composition and aigoificanee of the
health rigks posed by contaminants
related to direct and indirect additives
to drinldng water. A Brst step in this

process will be monitoring studies of the .

contaminants actually getting into
drinking water from generic categories

. of additives like bulk chemfoals, paints .

and coatings, pipes and equipment,

Ins the initial six to twelve months,
EPA will develop interim administrative
proceduras, teating pratocols, and
deciston critexia for future toxicological
adyisories to the States. These will be
digtributed for public comment once
they are developed. All existing
opinions will remain in effect until a
general review of past opiuions can be
undertaken using the new procedures. -
During this development phase, no new
apinions will be renderad unless n
proposed produet can be shown to be
virthually identical to a product for which
an opinfon hag already been rendered,
on the basis of chemiosl formulation and
production ess. New products or
new uses of existing products which are
g;uposed for use in drinking water will

subject to the pre-manufacturs notice

" pracedures of TSCA

A more detafled o{:ﬂ!n& of the steps lo
be taken by EPA follows.

Natipnal Academy of Scienses to
develop a CODEX system of quality
control standards for chemicals (diract
additives) used in the treatment of
drinldng water. Thia:effort will take
about three yaars to complete. When
finished, the CODEX system, modeled
on the existing FDA-inspired CODEX.
sysiem for.chemicals used in processing
food, will be largely self-enforcing.

. For the indirect additives Iisted in
items b and ¢ above, consideralile effort-
will be expended to identify the trace
contaminants involved before the
related health risks can be fully
evaluated and appropriate |
recommendations for future nse can he
assessed. :

* 2. Review of Past Advisories—The
gsame data base derived from. in aity
mositoring will serve as a basis fora -
structured reassessment of past
toxicological advisories which will be
conducted by generic classes of use e.g.,
paints, coagulant aides, etc. Past
opinions will he reviewed to insure
conformance with and satisfaction of
new test protoeols and decislon critexla
that will be develaped.

8. Future Toxicological Advisoriag.——
Once initial procedures, test pratocols
and decision criteria sre developed, EPA

“will resume offering toxicological

opiniona to the States.

General Policy

In aasensing additives to drinking
water, EPA will be guided by a policy of
reducing public health risks to the
dagrae it ia feasible to do so. In such.
determinations, EPA will evaluate the
riska and benefits asseciated with the
materials of concern and their
substittes. Economic impacts of agency
actions will also be analyzed.

. Notwithstanding these progedures,
EPA would use its authorities to profect
against any direct or indirect additive to
drinking water when data and
information indicate that the Gse of any
additive mﬁr pose an undue risk to
public health.

Implementotion

" To fulfill this prograin, resources from
the Office of Drinking Water, the Offics
of Research and Development, and the

specialized legislative authority to
regulate additives to drinking water
should a sitsaton arise for which legal
suthorities prove inadequate,

Lead responsibility for this new
Federa) initiative will be in EPA's Office
of Drinking Water. Public comments on
any or all aepects of the propoged
program are requosted, and should be
directed to the addrens given in the
opening sections of this notice.

Dated: July 18, 1879,

Thomsas C. Jorling, - .
Asslstant Adminietrior for Water ond Wasts
Muonagement,

Appendix A
Snfa Drinking Water Act

Section 1412~estalilishment of
national primary dritking water .
regulabions spplicabile to public water
syatems to control contaminants in
drinking water whiclh may have any
ardverse effect on haman health. Thia -
muy inclizde meximum contaminant
levely, treatment techniques, monitoring
requirements, and quality control and
testing procedures. :

Section 1431~use of emergency
powere whera a contaminant which is
Present in water, or is likely to enter a
public water systam, may pregent an
imminent and substantial endangerment
to the health of persons.

Sentfon 1845~establishment of
monitoring and reporting requiremants
applicable to public water systems.

Baction 1450-—authorily to prescribe
such regulations as are necessary or
n;gz;npriata to carry out the
Administrator's fanctions under the Aot.

Toxic Subsitanges Control Act

Section 4-—lesting of chemicn}
substanoes and mixtures,

Section §~pre-manufacture notice
required for new chemjcals or
significant new uses,

Section 6~-xegulution of hazardous
chemical subslances and mixtures
which pose an unreasonable risk of
injury to health or the environrment,
inaluding 128trictions on manufacture,
procesting, distribution, and use,

43¢



Section. 7--imminent hazards
authorlty incloding seizure and other
relief through civil court action. .

Segtion B-~reporting and retention of
information as xequired by the
Administrator, inchuding health and
safety studies and notice ta the
Administrator of sabstantial risks. | ,

Seation 10—~research and
development. Development of systems
for storing, retrieving and disaeminating
data.

. Section 11—inspeciionn and subpenes
and other enforcement and general
administration provisions therein,
FPederal Insecticide. Fungicide and
Rodenticide At

. Bertion 8-~registration of pesticides,
inclhuding imposition of restrictions snd
labeling regniraments,

Section 6-—suspenstion and
cancellation procedubes.
IFR Do, 1022222 Filed 71875 3:45 am]

BRLING BORE G582-01-M
BILLING: BODE 4110-03-8

COMMISSION -
[Repart No. A~1e]
FM Broadcasting Applications
Arcepiad for Fillng and Notifi
Cut-off Date; Evadum
Released: [uly 12, 1979,
The FM Application listed hflow was
- inadwvertently incltided on thg
acceptance/cat-off nnice, Rfport No.
A1, BC Mimeo No, 18676, Jelensed on
June 25, 1979.
BPH-700108AE (Naw): Cresgon,

Penpsylvania, Sherlock-}art Broadoasting,

Inc.
Rey.: 84.8 MMz, Channel f1232/
ERP: 0,600 kW, HAAT: §U0 laet.

Accordingly, the gpplication is
removed from the Feceptance/cutoff list

deleted.
Federel Commp

g4l Time of Employees involved in
btiating Collective Bargalning -
rAENCY: Fedaral Latior Relations

o
Neg
Ag

Federal Register | Vol. 44, No. 141 / Friday,
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SUMMARY: This notice tpdncipally relates
section 7131 of
the Federal Service Labor-Management
Relations Statute (92 Stat, 1214] on the
questions of whether employeas who
are on officlal time under this section
while representing an exclusive
resentative in the negotiation of 8
vollective bargaining agreement are
entitled to payments from agencies for
their travel and par diem expenses, and
whether the official time provisions of
section 7231(a) of the Statite encompass
all negotiationa between an exclusive
representative and an agency,
regardiess of whether such negotiationa
pertain to the negotiation or
renegotiation of a basic collective
bargaining agreement. The notice further
invites interasted parsona to address the
impact, if any, of section 71356(a){1) of
the Statute (92 Stal. 1215) on such
interpretation, and to aubmit written
comments concerning these matters. -

DATE: Written comments must be
gubmitted by the clase of business on
August 24, 1979, to be considerad.

ADDRESS: Send written comments 14 the
Faderal Labor Relations Authority, 1900
E Street, NW,, Washington, ID.C. 20424.
FOR FURTMEN INFORMATION CONTALT:
Harold D. Kessler, Deputy Exeontive
Diractor, 1800 E Strest, NW.,
Washing*on; DoCu 20%, (202) 692-3920

SUPPLEMENTARY INFORMATION: The
Federal Labor Relations Authorityfvas .
established by Reorganization Plafi No.
2 of 1978, effective January 1, 1938 &43
FR. 38087). Since January 11, 1638, the
Aunthority has conducted its opferations
under the Federal Sexvice Lafor-
grian]agement Relations Stapfte (92 Stat.
191).

Upon receipt of requesil and
congideration thereof, the Authority has
determined, in accordgfice with § CFR
2410.3(a) (1978} and sgfctions 7105 and
7135(b) of the Statutyf(2 Stat. 1196,
1215), that an intergketation is
warranted concexyfing section 7131 of
the Statute (92 S)L 1214). Interested
persong are inviled to express their
views in writigh on thie matier, as more
fully explaingll in the Authority's notice
set forth belfw: :

To Heads $f Agencies, Presidents of

Labor Ogfanizations and Other
Interesifd Persons

ThofAutherity has recelved o requeat
fromghe American Fedaration of
Goyernment Employees [AFGE) for a -
atgiement of policy and guidance '

July 20, 1978 | Notices

b BED! uu.u? CONY!
bargaining agreament are en
payﬁnenls h‘g: sgoncies for their fravel
and per diem expenses under thf official
time provisions of gucion 713351 the
Pederal Service Labor-Managfoent
Relations Statuts (82 Stat. 12€4).
Additionally, the Nitlonal ederation of
Faderal Exployees (NFY¥EFkas
requested a major policyfitatement as to
the application of the official time
provigions of section 7fS1(a) of tha
Statte (92 Stat, 1204)%o all negotiations
between an exclusiyl representative
and an agency, reghedless of whether
such negotiationybertain ta the

. negotiation or rgfhegotiation of a basic

collactive bangfining agresment. AFGE
haa raiged a sjiniler jagne hx ita request.

The Authgfity hereby determines, in
conformityfvith & CFR 2410.3{a) (1878)
and sectigh 7135{b) of the Statute (92
Stat, 121§, an well as section 7105 of the
Statute 62 Stat, 1108), that an
interppftation of the Statvte is
warrgfated on the following:

(W Whether employees who are on:

' offfeial ime under section 7131 of the

Yfatite while representing an exclusive
epresentative in the negotiation of a
collactive bargaining agreement are

y entitled to payments from agenties for -

their travel and per diem axpenses.
{2} Whether the official Hme

* provisioos of section 718%{a) of the

Statute encorpasa.all nagotintions
between an exclusive representative
and an agenry, regardless of whether
such negotiations pertain to the
negotiation or rensgotiation of & basic
collectiva bargaining agreement,

Befors {ssning an interpretation on the
above, the Authority, pursuant to 5 CFR
2410.8 {2578} and section 7135(b) of the
Statute (82 Stat, 1215), solicits your .
views in writing, You axe further invited
lo address the impact, if any, of section
7135(a}(1) of the Statute (82 Stat. 1215)
on the ahove malters and to submit your
views as lo whether ora argiiment
shauld be granted. To receive
nonsideration such views must be
submitied to the Authority by the clase
of business on August 24, 1978.

Tssued, Washingte:, D.C.. July 13, 1979, -
Federal Labor Relations Authority,

Ranald W, Huughlon,
Chairman.

Hanxy B. Feavioe I,
Membar.

1FR Dinr. 7R-22018 Fha) 2 A4h-705 WS )
HILLING COBE 5328010

cjincerning whether employeas
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FDA MOU 225-79-2001

‘MoU Qumbér:'zzs-m-zom .
' Memorandum of Understanding

Between
The Environmental Protection Ageticy

and
The Food and Drug Administration

I. Purpose:

This Memorandum of Understanding establishes an agreement between the Environmental
Protection Agency (EPA) and the Food and Drug Administration (FDA) with ragard to the
control of direct and indirect additives to and substances in drinking water.

A, That contamination of drinking water from the use and application of dirsciand
indirect additives and other substances poses a pétential public health problem;

B. That the scope of the additives problem in terms of the health significance of thes
contaminants in drinking water Is not fully known; .

C. That the possibility of overlapping jurisdiction between EPA and FDA with respect to
coritrol of drinking water additives has been the subject of Congressional as well as

public concern;

D. That tha authority to control the use and application of direct and indiract additives
to and substances in drinking water should be vested in a single regulatory agency to
avoid duplicative and inconsistent regulation; .

E. That EPA has been mandated by Congress under the Séfe Drinking Water Act
(SDWA), as amended, to assure that the public is provided with safe drinking water;

F. That EPA has been mandated by Congress under the Toxic Substances Control Act
(TSCA) to protect against unreasonable risks to health and the environment from toxic
substanoes by requiting, jater glia, testing and necessary restrictions on the use, '

= mm;facture, processing, distribution, and disposal of chemical substances and
mixtures;

G. Th_at EPA has been mandated by Congress under the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA), as amended, to assure, inter alig, that when
used propetly, pesticides will perform their intended function without causing
unreasonable adverse effects on the environment; and,

H. That FDA has been mandated by Congress under the Fedsral Food, Drug, and .

httpy‘/ww.fda.gov/oc/mous/domesticlzzs~79—200_1 Jatml 10/9/2006
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Casmetic Act (FFDCA), as amended, to protect the public from, inter glia, the
" adulteration of food by food additives and poisonous-and deleterious substances.

It is the intent of the parties that;

A. EPA will have responsibility for direct and indirect additives to and other substances
in drinking water under the SDWA, TSCA, and FIFRA; and,

B. FDA will have responsibility for water, and substancas in water, used in food and for
-food processing and responsibility for bottled drinking water under the FFDCA.

It. Background:
A. FDA Legal Authority

“Faod” means articles used for food or drink for man or other animals and components
of such articles. (FFDCA Section 201(f)). Under Section 402, Infer. alla, a food may
not contain any added poisonous or deleterious substance that may render It injurious
to health, or be prepared, packed or handlad under unsanitary conditions. Tolerances
may be set, under Section 406, fimiting the quantity of any substance which is required
for the production of food or cannot be avoided In food. FDA has the authority under
Section 409 to issue food additive regulations approving. with or without condifions, or
denying the use of a “food additive.” That term is defined in Section 201(s) toindude
any substance the intended use of which results or may reasonable be expected to
result, directly or indirectly, in its becoming a component or otherwise affecting the -
characteristics of any food, if such substance is not generally recognized as safe.

In the past, FDA has considerad drinking water to be a food under Section 201(f). J
However, both parties have determined that the passage of the 8DWA in 1574
implicitly repealed FDA's authority under the FFDCA over water used for drinking water
purposes. Under the express provisions of Section 410 of the FFDCA, FDA retgins
authority over botlled drinking water. Furthermore, all water used in food remains a
food and subject to the provisions of the FFDCA. Water used for food processing is’
subject to applicable provisions of FFDCA. Morsover, alf substances in wafer used in

. food are added substances subject to the provisions of the FFDCA, but no substances

~ added to a public drinking water system before the water enters a food processing
establishment will be considered a food additive.

B. EPA Legal Authori

The SDWA grants EPA the authority to contral contaminants in drinking water which
may have any adverse effact on the public health, through the establishment of
maximum contaminant levels (MCLs) or treatment technigues, under Section 1412,
which are applicable to owners and operators of public water systems, The expiessed
intent of the Act was to give EPA exclusive coniro! over the safely of public water
supplies. Public water systems may also be required by regulation to conduct
monitoring for unregulated contaminants under Section 1445 and to issue public
notificatian of such levels under Section 1414(c).

EPA's direct authority to control additives to drinking water apart from the existence of
maximum contaminant levels or treatment techniques is limited to its emergency
powers under Section 1431. However, Section 1442(b) of the Act authorizes EPA to
"colfect and make available information pertaining to research, investigations, and
demonstrations with respect to providing a dependably safe supply of drinking water
together with appropriate recommendations therewith.”

'I:SCA gives EPA authority to regulate’ chemical substances, mixtures and under some
circumstances, articles containing such substances or mixiures. Section 4 pemits EPA

‘ttp:/Awvror-fida:gov/oc/mous/domestic/225-78-2001 himl 01512006
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FDA MOU 225-75-2001 Page 3 of 4

16 require testing of a chemical substance or mixture based on possible unressonable
risk of injury to health or the environment, or on significant or substantial human or
environmentsl exposure while Section 8 enables EPA to require submission of data .
showing substantial risk of injury to health or the environment, existing health and
safety studies, and other data, For new chemical substances, end significant new uses
of existing chemical substances, Saction & requires manufacturers to provide EPA with
pre-manufacturing notice. Under Section 6 the manufacture, processing, distribution,
use, and disposal of.a chernical substance or mixture determined to be hamiful may be
restricted or banned. Although Section 3(2)(B) of TSCA excludes from the definition of
~ "chemical substance” food and food additives es defined under FFDCA, the implicit |
repeal by the SDWA of FDA's authority over drinking water enables EPA to regulate
diract and indirect additives to drinking water as chemical substances and mixtures

under TSCA.

The FIFRA requires EPA to set restrictions on the use of pesticides to assure that
when used properly, they will not cause unreasonable adverse effects on the
environment. EPA may requirs, jnter alia labeling which specifies how, when, and
where a pesticide may be legally used, In addition, EPA has, under Section 408 of the
FFDCA, required FIFRA registrants at times to obtain a food additive tolerance bafore
using & pesticide in or around a drinking water source. Such tolerances esigblish
further restrictions on the use of a pesticide which are enforceable against the water -
supplier as well as the registrant of the pesticide. :

W, Terms of Agreement;
A. EPA's responsibilities are as follows:

1. To establish approptiate regulations, and to take appropriate measures, under
the SDWA and/or TSCA, and FIFRA, to contro! direct addifives to drinking weter
~ (which encompass any substances purposely added fo the water), and indirect
additives (which encompass any substance which might leach from paints,
- coatings or other materials as an incidental result of drinking water centact), and
other substances. )

2. To establish appropriate regulations undar the SDWA o limil the concentrations
. of pesticides in drinking water; the limitations on concentrations and fypes of
. pesticides in water are presently set by EPA through tolerances under Section 409
of the FFDCA. ] .

3. To continue to provide tachnical assistance in the form of informal advisory"
opinions on drinking water additives under Section 1442(b} of the SDWA,

4. To conduct and require research and monitoring and the submission of data
relative to the problem of direct and indiract additives in drinking water in order to
accumulate data conecerning the health risks posed by the presence of these
contaminants in drinking water. '

B . FDA's respoﬁsiﬁiliﬁes are as follows:

1. To take appropria!te regulatory action under the authority of the FFDCA to
controf bottled drinking water and water, and substances in watler, used in food
_and for food processing. '

2. Ta provide assistance to EPA to facilitate the trans'ition of responsibilities
including: ' '

&) To review existing FDA approvals in order to identify thei 1
additives In drinking water. Ty theic epplicebily *

© http:/fwww.fda, gov/oc/mmxs/dompstic/zzs—79~zoo1 Jhtmit : 10/9/2006
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"b) To provide a mutually agreed upon level of assistance In condueting
literature searches related to toxicological decision making.

¢) To provide a senior foXicologist to help EPA devise new procedures and
protocols to be used in formulating advice on direct and indirect additives to
drinking water.

V. Duration of Agreement:

.~ This Memorandum of Understanding shall continue in effect unless modified by mutual
" consent of both parties or terminated by either party upon thirly (30) days advance written
notice to the other. :

This Memorandum of Understanding will become effective on the date of the last signature.

Approved and Accepted . Approved and Accepted *
. _for the Environmental Protection Agency for the Food and Drug Admmfstratuon
v"‘ Y 'Sigdéd by: Douglas P. Costie Signed by: Donald Kennedy
Administrator . Administrator
Environmental Protection Agency Food and Drug Administration
Date: June 12, 1979 i Date: June 22, 1975
. Domestic MOUs

MMIW&IMXfMAfMWlM&M
EDA Website Management Staff

Fittp//orow. fa. gov/oc/mous/domestic/225-79-2001 htmi 107072006
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§ 321, Definitions; Generally.
United 'Sfates Stafutes
Title 21. Food and Drugs

Chapter 9. FEDERAL FOOD, DRUG, AND COSMETIC ACT

Subchapter I1. DEFINITIONS
Current through P.L. 111-290
§ 321. Definitions; Generally

For the purposes of this chapter-

@ (1) The term "State", except as used in the last sentence of section 372 (a) of this title, means any State
or Territory of the United States, the District of Columbia, and the Commonwealth of Puerto Rico.

(2) The term "Territory” means any Territory or possession of the United States, including the District of
" Columbia, and excluding the Commonwealth of Puerto Rico and the Canal Zone.

| s ”(b') : The-term "interstate commerce" means
. (1) .. commerce between any State or Territory and any place outside thereof, and.

(2) commerce within the Distri i ithi i
o istrict of Columbia or within any other Territory not organized with a legislative

(c) Theterm™" ‘ " -
‘ Department" means Department of Health and Human Serviceg

(d) " The term "Secretary” means the Secretary of Health and Human Services

ef‘,':Th'; . " " [P TN
(e) e term "person" includes individual, partnership, corporation, and association
(f) ~ The term "food" means

(1) articles used for food or drink for man or other animais

(2) chewing gum, and

g0

http://www.aol lawrit i
, awri ‘er.net/CaseV1ew.aspx‘?scd=FED&DocId=2425 0&Index=%5c%5¢19 6/14/2011



Casemaker - FED - United States Code - Search - Result rage ~ 01 20

" (3) articles used for components of any such artide.

C) (1) The term "drug" means

(A) articles recognized in the official United States Pharmacopoeia, official Homoeopathic
Pharmacopoeia of the United States, or official National Formulary, or any supplement to any of

them; and

L (B)‘ " articles intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease
A © in man or other animals; and

(C) articles (other than food) intended to affect the structure or any function of the body of man or
other animals; and

(D) articles intended for use as a component of any article specified in clause (A), (B), or (C). A
food or dietary supplement for which a claim, subject to sections 343 (r)(1)(B) and 343 (r)
(3) of this title or sections 343 (r)(1)(B) and 343 (r)(5)(D) of this title, is made in
accordance with the requirements of section 343 (r) of this title is not a drug solely because
the label or the labeling contains such a claim. A food, dietary ingredient, or dietary supplement
for which a truthful and not misleading statement is made in accordance with section 343 (r)
(6) of this title is not a drug under clause (C) solely because the label or the labeling contains
such a statement,

(2) The term "counterfeit drug” means a drug which, or the container or labeling of which, without
authorization, bears the trademark, trade name, or other identifying mark, imprint, or device, or any
likeness thereof, of a drug manufacturer, processor, packer, or distributor other than the person or
persons who in fact manufactured, processed, packed, or distributed such drug and which thereby
falsely purports or is represented to be the product of, or to have been packed or distributed by, such

- other drug manufacturer, processor, packer, or distributor. .

(h) The term "device" (except when used in paragraph (n) of this section and in sections 331 (i), 343 (f), 352
(c), and 362 (c) of this title) means an instrument, apparatus, implement, machine, contrivance, implant, in
vitro reagent, or other similar or related article, including any component, part, or accessory, which is-

(1)  recognized in the official National Formulary, or the United States Pharmacopeia, or any supplement to
them,

(2) intended for use in the diagnosis of disease or other conditions, or in the cure, mitigation, treatment, or
prevention of disease, in man or other animals, or

(3) intended to affect the structure or any function of the body of man or other animals, and

which_ does not achie\(e its prin‘iary intended purposes through chemical action within or on the body of man
or other animals and which is not dependent upon being metabolized for the achievement of its primary intended

b9/
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i is ti "drug product” means a drug subject
of sections 335a and 335b of this tntlg, the term : :
@D tﬁé:eg::gtti)ose;\sunder section 355, 360b, or 382 of this title or under section 262 of title 42.

"(ee) The term "Commissioner" means the Commissioner of Food and Drugs.

(fH The term "dietary supplement“—

(1) means a product (other than tobacco) intended to supplement the diet that bears or contains
one or more of the following dietary ingredients:

(A) avitamin;

(B) a mineral ;

(C) an herb or other botanical;
(D) an amino acid;

(E) a dietary substance for use by man to supplement the diet by increasing the total
dietary intake; or

(F) a concentrate, metabolite, constituent, extract, or combination of any ingredient
described in clause (A), (B), (C), (D), or (E);

(2) means a product that-
A) (i) s intended for ingestion in a form described in section 350 (c){1)(B)(i) of
this title; or

(1) complies with section 350 (c)(1)(B)(ii) of this title;

(B) is not represented for use as a conventional food or as a sole item of a meal or the
diet; and™

(C) islabeled as a dietary supplement; and

[€)) does;

(A) include an article that is approved as a new drug under section 355 of this title or
licensed as a biologic under section 262 of titie 42 and was, prior to such approval,
certification, or license, marketed as a dietary supplement or as a food unless the

‘Secretary has issued a regulation, after notice and comment, finding that the article,
when used as or in a dietary supplement under the conditions of use and dosages set
forth in the labeling for such dietary supplement, is unlawful under section 342 (F) of

B 43
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this title; and

(B) notinclude- , '
(i) an article that is approved as a new drug under section 35_5 of this title,. .
certified as an antibiotic under section 357 of this title, or licensed as a biologic
under section 262 of title 42, or

" (i) an article authorized for investigation as a new drug, antibiotic, or biolqgical for
which substantial clinical investigations have been instituted and for which the
existence of such investigations has been made public,

which was not before such approval, certification, licensing, or
authorization marketed as a dietary supplement or as a food unless the
Secretary, in the Secretary's discretion, has issued a regulation, after notice and
comment, finding that the article would be lawful under this chapter.

Except for purposes of paragraph (g) and section 350f of this title, a dietary supplement
shall be deemed to be a food within the meaning of this chapter.

(gg) The term "processed food" means any food other than a raw agricultural comquity and includes any
raw agricultural commadity that has been subject to processing, such as canning, cooking, freezing,
dehydration, or milling.

(hh) The term "Administrator” means the Administrator of the United States Environmental Protection
Agency. :

(ii) The term "compounded positron emission tomography drug"-
" (1) means a drug that-

(A) exhibits spontaneous disintegration of unstable nuclei by the emission of
positrons and is used for the purpose of providing dual photon positron
emission tomographic diagnostic images; and

(B) has been compounded by or on the order of a practitioner who is licensed by
a State to compound or order compounding for a drug described in
subparagraph (A), and is compounded in accordance with that State's law, for
a patient or for research, teaching, or quality control; and

.....

(2) includes any nonradioactive reagent, reagent kit, ingredient, nuclide generator,
accelerator, target material, electronic synthesizer, or other apparatus or computer
program to be used in the preparation of such a drug. :

BY3
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

Rockville MD 20857

DEC 21 2000

The Honorable Ken Calvert

Chairman |
Subcommittee on Energy and‘Environment

. Committee on Science
. House of Representatives

Washington, D.C. 20515~6301
Dear Mr. Chairman:

Thank you for the letter of May 8, 2000, to Dr. Jane E.
Henney, Commissioner of Food and Drugs, regarding the

- use of fluoride in drinking water and drug products.
Z*We,qpologize for the delay in responding to you. -

We have restated each of your questions, followed by our
response.

1. If health claims are made for fluoride-containing
produats (e.g. that they reduce dental caries incidence
or raduce pathology from osteoporosis), do such claims

 mandate that the fluoride-containing product be '
considered a drug, and thus subject the product to
applicable regulatory controls?

Fluoride, when used in the diagnosis, cure, mitigation,
treatment, or prevention of disease in man or animal, is a
drug that is subject to Food and Drug Administration (FDA)
regulation. FDA published a final rule on October 6, 1995,
for anticaries drug products for over-the-counter (OTC) human
‘use (copy enclosed). This rule establishes the conditions
under which OTC anticaries drug products are generally
recognized as safe and effective and not misbranded. The rule
has provisions for active ingredients, packaging conditions,
labeling, and testing procedures that are required by
‘manufacturers in order to market anticaries products. A new

drug application (NDA) may be filed for a product containing

fluoride that does not meet the provisions stated in the final
rule. As you know, the Environmental Protection Agency
regulates fluoride in the water supply.

g 14



Page 2 ~ The Honorable Ken Calvert

2. Are there any New Drug Applications (NDA) on file, that
. have been approved, or that have been rejected, that

involve a fluoride-containing product (including
fluoride-~containing vitamin products) intended for .
ingestion with the stated aim of reducing dental caries?
If any such NDA's have been rejected, on what grounds
were they rejected? If any such NDA have been approved,
please provide the data on safety and efficacy that FDA
found persuasive.

No NDAs have been approved or rejected for fluoride drugs
meant for ingestion. Several NDAs have been approved for
fluoride topical products such as dentifrices and gels.
'Fluoride products in the form of liquid and tablets meant for

~ ingestion were in use prior to enactment of the Kefauver-
""Harris Amendments (Drug Amendments of 1962) to the Food, Drug,

rand Cosmetic Act in which efficacy became a requirement, in
addition to safety, for drugs marketed in the United States
(U.S.). Drugs in use prior to 1962 are being reviewed under a
process known as the drug efficacy study implementation
(DESI). The DESI review of fluoride-containing products has
not been completed. '

3. Does FDA consider dental fluorosis a sign of ove
.- exposure to fluoride? ‘

Dental fluorosis is indicative of greater than optimal

ingestion of flucride. In 1988, the U.S. Surgeon General
reported that dental fluorosis, while not a desirable
condition, should be considered a cosmetic effect rather than
an adverse health effect. Surgeon General M. Joycelyn Elders

reaffirmed this position in 1994.

mwfdgybéo--rnnrham.winy action~level or other regulatory

_restriction or policy statement on fluoride exposure
aimed at minimizing chronic toxicity in adults or
children?

The monograph for OTC anticaries drug products sets acceptable
concentrations for fluoride dentifrices, gels and rinses (all
for topical use only). This monograph also describes the
acceptable dosing regimens and labeling including warnings and
directions for use. FDA's principal safety concern regarding
fluoride in OTC drugs is the incidence of fluorosis in

g 45
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s e 1dren. Children under two years of age do not have control
of their swallowing reflex and do not have the skills to
expectorate toothpaste properly. Young children are most
susceptible to mild fluorosis as a result of improper use and
swallowing of a fluoride toothpaste. These concerns are
addressed in the monograph by mandating maximum
_concentrations, labeling that specifies directions for use and
age restrictions, and package size limits.

Thanks again for contacting us concerning this matter. If you

have further questions, please let us know.

Melinda K. Plaisier
Associate Commissioner
for Legislation

Sikcerely,

Enclosure :
. “Final Rule/Federal Register - October 6, 1995
Over-the-Counter Anticaries Drug Products”

Web site administyator’s note:

To perform query to access this document
EmmrbMQAMmmaaaaumpagou«u4ﬁmxﬂuzwhum140ﬁmu
Enter: checkmark for 1995 Volume 60

Enter: On: 10/06/95

Enter: Search terms: anticaries

g6
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Fluorosil

Fluorosilicic Acid
(Hydrofluorosilicic Acid, HFS, FSA)

o Technical Data Sheet
< CHEMICAL ANALYSIS SPECIFICATION TYPICAL ANALYSIS
H,SiFg, % 23-25 23.5
u Heavy Metals (as Pb), % <0.02
o HF, % 1.0 max 0.5
am | Color, APHA 100 max <20 '
u P,05, % <02
e Product meets ANSI/AWWA Standard B703-06, and is certified by NSF International or Classified

7

Responsible Care

Good Chemistey at Work

Page 1/3

by UL to ANSI/NSF Standard 60. Maximum use level for potable water treatment is 6.0 mg/L.

- PHYSICAL PROPERTIES

Physical Description

Molecular Weight

~ Specific Gravity 23% solution @ 75°F

Boiling Point of Aqueous 23% Solution

" Freezing Point of Aqueous 23% Solution

Freezing Point of Aqueous 25% Solution
pH of 1%, H,SiF;

CONTAINERS

Agqueous solution, water white to straw-yellow, corrosive
acid, irritating to skin and having pungent odor.
144.08

1.212

221°F (Decomposes)

5°F (approx.)

-4°F

1.2

Tank truck, rubber or plastic-lined
Tank car, rubber or plastic-lined

DOT AND FREIGHT DESCRIPTION

40,000 Ib (approx.)
196,000 Ib net (approx.)

Hazardous Material Description

Haz. Mat. Class, 1.D.#, Packaging Group
Freight Classification

Principal CAS Number

- RQ

Placard

Label

CGRi#3323 HFS-0205 Revised 0707

. Copyright 2007, Solvay Fiuorides, LLC

All Rights Reserved.
www.solvaychemicals,us 1.800.765.8202

Filuorosilicic acid

8, UN 1778, PG [}
Hydrofiuorosilicic Acid
16961-83-4

None

Corrosive

Corrosive

SOLVAY
Fluorides

SOLVAY

5497




Fluorosilicic Aci
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Fluorosilicic Acid
(Hydrofluorosilicic Acid, HFS, FSA)

Technical Data Sheet

" -Usein publlc Water Treating Plants:

The reduction in dental.caries by adjusting the fluoride content of public water suppltes

is a matter of common knowledge today, half a century following the first installation in Grand
Rapids, Michigan. Approximately 170 million people in over three thousand communities are now
drinking fluoride-treated water from water purification plants where fluoridation is currently
practiced. Fluoridation is concerned with the controlled introduction to water of the fluoride ion.
Other materials in the fluoride compound simultaneously introduced into the water with the fluoride
ions are carriers which provide no benefits and are nontoxic. The addition of one part per million
of fluoride requires that the product be soluble, of definite concentration and have high purity
standards. In conformity with the American Water Works Association standard B703-94, the term
fluorosilicic acid has replaced the more technical designation of hydrofluosilicic acid. After the
original work with sodium fluoride proved the effectiveness of fluoride on tooth health and a broad
fluoridation program was envisaged, new sources of fluoride and economics of their use were
investigated. Fluorosilicic acid is a high purity source of fluoride. It is simpler to use than any

- other chemical approved for water fluoridation purposes, primarily because it is a liquid and

can therefore be accurately measured and fed with a minimum of equipment. In contrast

to powdered or granular chemicals, it presents no dust problems, no measuring problems
and handling requires a minimum of labor. Today most of the large cities and many small ones
are fluoridating with fluorosilicic acid. It is readily available in tank cars or tank trucks and can
also be supplied in 15-gallon carboys and 55-gallon drums. The addition of fluorosilicic acid
to a water supply can be readily controlled to give a total fluoride (F) level of one part per million
which has been established as effective for reducing tooth decay. It should be used in accordance
with procedures approved by each state’s department of health. '

Acid Characteristics:

Fluorosilicic acid is a transparent, clear to straw-colored, corrosive liquid having the chemical
formula of H,SiF. It is manufactured in modern rubber-lined equipment producing an acid of high
commercial purity. Commercial water solutions of the acid are available, having concentration
of between 23% and 25% H,SiF,. Fluorosilicic acid is generally believed not to exist in the vapor
phase, but only in solution. Upon vaporizing, it decomposes into hydrofluoric acid (HF) and silicon
tetrafluoride. This equilibrium exists at the surface of strong solutions of fluorosilicic acid and
if stored in glass containers, the small concentration of hydrofiuoric acid may very slowly attack
the glass above the solution level. For this reason, it is generally shipped in polyethylene containers
rather than glass carboys. A 23% fluorosilicic acid-water solution weighs 10.1 pounds per gallon
at 75°F, and has a fluoride (F) content of 18.20%.

' CGR#3323 HFS-0205 Revised 0707
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Fluorosilicic Acid
(Hydrofluorosilicic Acid, HFS, FSA)
Technical Data Sheet . :

Installation:

In a typical large plant installation, rubber-lined vented storage tanks are usually mounted outside
the building with the tanks ranging in size from 4,500 to 6,500 gallon capacities. These tanks,
equipped with recording level gauges, feed the acid through plastic piping or tubing to the dosage
unit. Feeding is regulated by controlled volume pumps. Metering is used for accurate flow records.
Fluorosilicic acid may be handled in rubber-lined, saran or other available corrosive-resistant
equipment as suggested below:

Pipes and lines - rubber, saran or polyethylene

Pumps - Lucite, saran or Hastelloy

Valves - rubber-lined or polyethylene-lined
Tanks - rubber-lined, saran or polyethylene-lined

Acid should be pumped by positive diaphragm proportioning pumps.

" Operation procedure:

The drum or drums of fluorosilicic acid should be mounted on a platform of sufficient size and
capacity to permit weighing the amount used each day. Proportioning pumps deliver an accurate
volume, but for small pumping rates, the dosage may be more satisfactorily regulated by periodic
weighing of the drum. Whenever a drum of fluorosilicic acid is reptaced on the scale, the time and
weight should be recorded in the daily operating log. Whenever dosage is changed to a varying
pumpage, the time and feeder setting should be recorded in the daily log.

To our actual knowledge, the information contained herein is accurate as of the date of this document. However, neither
- Solvay Fluorides, LLC nor any of its affillates makes any warranty, express or implied, or accepts any liability in connection

with this Information or its use. This information is for use by technically skilled persons at their own discretion and risk
and does not refate to the use of this product in combination with any other substance or any other process. This is not
alicense under any patent or other proprietary right. The user alone must finally determine sultability of any information

1 or'material for any contemplated use in compliance with applicable law, the manner of use and whether any patents are
| Infringed. This information glves typical properties only and is not to be used for specification purposes. Solvay Fluorides, LLC
» reserves the right to make.additions, deletions or modifications to the information at any time without prior notification.

Trademarks: Trademarks and/or other Solvay Fiuorides, LLC products referenced herein are either trademarks or registered
trademarks of Solvay Fluorides, LLC or its affiliates, unless otherwise indicated.

CGR#3323 HFS-0205 Revised 0707
Copyright 2007, Solvay Fluorides, LLC
All Rights Reserved.
www.solvaychemicals.us 1.800.765.8292
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Shanghai Mintchem Development Co.,Ltd.
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Mintchem (roup

' SHANGHAI MINTCHEM DEVELOPMENT CO., LTD

Specification Sheet

Sodium Fluoride
Physical Properties:
Formula NaF Molecular 41.99 CASNO 7681-49-4
| | Weight
‘U.N-NO 1690 Class 6.1 H.S-NO 2826110010

Character: White crystal or powder. Relative Density 2.558. It's odorless. Soluble in water and HF.
Insoluble in ethanol. Mellting point 9932C and boiling point 16952C. Non fammable but toxic.
Chemical Parameters:

NO. Technological Specification Granular Standard% Powder Standard%
NaF purity 98.5%min 98.5%min
2" | ' Sodium Carbonate 0.5%max. 0.5%max.
3 Na2SiF6 1.5%max 1.5%max
4 Silicon Dioxide 0.5%max. 0.5%max.
5 : Sulphate 0.3%max. 0.3%max.
, 6‘ N HF 0.1%max, 0.1%max, .
') H20(moisture) 0.5%max. 0.5%max.
8 Heavy Metal(As Pb) 0.04%max. 0.04%max.
9 Available Fluoride 43.8%min. 43 .8%min.
10 | ~ Water Insoluble matter 0.6%max. 0.6%ma§.
| . , -20 mesh 98%min | +80mesh |4 % max
12 | Particle Size +100mesh | 50%min | +200mesh |25 % max
13 -325 mesh

[:.

E¥Jp  Shanghai Office

APPLICATION: It is mainly used as fluxing agent, timber preservative and water treatment etc.
PACKAGE: Packing in plastic weaved bag 25kg each. TRANSPORTATION: DG, Class 6.1, UN 1690
MANUFACTURER: SHANGHAI MINTCHEM DEVELOPMENT CO., LTD

¥l Changsha Office

LR AR R A 89 F 4 T 602 K
R602,4#,89Nong, Mudan Road Pudong
Shanghai, China

Tel: 0086 21 6845 1592

Fax: 0086 21 6845 0923 -

wwww.mnintchem.com...

RS EHEME 108 B L LU BX £ 707 %
HX707,108# Laodong Road West Changsha,

Hunan,China 5 ’ 0’ a
Tel: 0086 731 8552 9244/8552 9245/ 8552 9246

Fax: 0086 731 8551 8 167/8553 0 767
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mid 1980’7 (Evans R.W, Stamm JW.,
1991). Across all age groups more than
90% of fluorosis cases were very mild
or mild. (Evans R.W, Stamm JW., 1991).
The study did not include measures of
fluoride intake. Concurrently, dental
caries prevalence did not increase. (Lo
ECM et al, 1990). Although not fully

. generalizableto the current .S,
context, these findings, along with those
from the 198687 survey of U.S.
schoolchildren, suggest that risk of
fluorosis can be reduced and caries
prevention maintained toward the lower
end (i.e., 0.7 mg/L) of the 1962 USPHS
recommendations for fluoride
concentrations for community water
systems, .

Relationship of fluid intake and
ambient temperature among children
and adolescents in the United States:

The 1962 USPHS recommendations
stated that community drinking water
should contain 0.7-1.2 mg/L [ppm]
fluoride, depending on the ambient air
temperature of the area. These
temperature-related guidelines were
based on studies conducted in two
communities in California in the early
1950’s, Findings indicated that a lower
fluoride concentration was appropriate

. for communities in warmer climates
because children drank more tap water
.on warm days (Galagan DJ, 1953;

,.Galagan D] and Vermillion JR, 1957;
Galagan DJ et al, 1957). Social and
environmental changes, including
increased use of air conditioning and
more sedentary lifestyles, have occurred
since the 1950’s, and thus, the
assumption that children living in
warmer regions drink more tap water
than children in cooler regions may no
longer be valid.

* Studies conducted since 2001 suggest
thiat fluid intake in children does not
increase with increases in ambient air
temperature (Sohn W, et al, 2001;
Beltran-Aguilar ED, et al, 2010b). One
study conducted among children using
nationally representative data from 1988
to 1994 did not find an association
between fluid intake and ambient air
temperature (Sohn W, et al, 2001), A

.similar study using nationally _

;representative data from 1999 to 2004

ialso found no association between fluid

.intake and ambient temperature among
children or adolescents (Beltrén-Aguilar

.ED, et al, 2010b). These récent findings
demonstrating a lack of an association
between fluid intake among children
and adolescents and ambient

temperature support use of a single
target concentration for community

? Fluorosis pravalence ranged from 64% (SK =
4.1) t0'47% (SE ='4.5) based on the upper right
'contral incisor only, .

water fluoridation in all temperature
zones of the United States.

Conclusions

HHS recommends an optimal fluoride

concentration of 0.7 mg/L for
community water systems based on the
following information: o

+ Community water fluoridation is
the most cost-effective method of

delivering fluoride for the prevention of

tooth decay;

o In addition to drinking water, other

sources of fluoride exposure have
contributed to the prevention of dental
caries and an increase in dental
fluorosis prevalence;

e Significant caries preventive
benefits can be achieved and risk of
fluorosis reduced at 0.7 mg/L, the
lowest concentration in the range of the
USPHS recommendation.

¢ Recent data do not show a
convincing relationship between fluid
intake and ambient air temperature.
Thus, there is no need for different
recommendations for water fluoride
concentrations in different temperature
zones.

Surveillance Activities

CDC and the National Institute of
Dental and Craniofacial Research
(NIDCR), in coordination with other
Federal agencies, will enhance
surveillance of dental caries, dental .
fluorosis, and fluoride intake with a
focus on younger populations at higher
risk of fluorosis to obtain the best
available and most current information
to support effective efforts to improve
ora] health.

Process

The U.S. Department of Health and
Human Services (HHS) convened a

Federal inter-departmental, inter-agency

panel of scientists (Appendix A) to
review scientific evidence related to the
1962 USPHS Drinking Water Standards
related to recommendations for fluoride
concentrations in drinking water in the
United States and to update these
proposed recommendations. Panelists
included representatives from the
Centers for Disease Control and
Prevention, the National Institutes of
Health, the Food and Drug
Administration, the Agency for
Healthcare Research and Quality, the
Office of the Assistant Secretary for
Health, the U.S. Enviropmental
Protection. Agency, and the U.S.

" Department of Agriculture. The

panelists evaluated existing
recommmendations for fluoride in
drinking water, systematic reviews of
the risks and benefits from fluoride in
drinking water, the epidemiology of

dental caries and fluorosis in the U.S.,
and current data on fluid intake in
children, aged 0 to 10 years, across
temperature gradients in the U.S.
Conclusions were reached and are
summarized along with their rationale
in this proposed guidance document.
This guidance will be advisory, not
regulatory, in nature. Guidance will be
submitted to the Federal Register and
will undergo public and stakeholder
comment for 30 days, after which HHS
will review comments and consider
changes.

Dated: January 7, 2011.
‘Kathleen Sebelius,
Secretary.
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STATE OF WA-SQINGTON .
WASHINGTON STATE BOARD OF HEALTH

PO Boy 47990 « Olympls, Washington 98504-7590

November 16,2010

Mr. William Osmunson, DDS, MPH, President
Washington Action for Safe Water

1418 ~ 112" Ave NE, Suite 200

Bellevue, WA 98004

Dear Dr. Osmunson:

This letter provides formal notice that the Washington State Board of Health has denied your petition for
rule making received on October 7, 2010 to add an intent statement in two places in WAC 246-290-460,
regarding water fluoridation. The suggested statement was “with the intent to prevent dental caries.” This
was the fifth petition for rule making you submitted to the Board this year regarding this rule.

The Board’s intant for setting an “optimal” fluoride concentration in WAC 246-290-480 is part of its
requirement to “adopt rules for group A public water systems...to assure safe and reliable public drinking
~water and to protect the public health” under RCW 43.20.050(2)(a). The Board follows guidelines of the
Centers.for Disease Control and Prevention (CDC) regarding setting an appropriate level of fluoride in
drinking water if the directors of a water system decide to fluoridate under the authority of RCW
- 57.08.012. The CDC promotes community water fluoridation as one of the ten great public health
achievements of the twentieth century. It says fluoridation is the single most effective public health
measure to prevent tooth decay. The Board supports this-and other positions of the CDC. The Board
considers it self evident that the purpose of water fluoridation is 1o help prevent tooth decay. The Board
does not consider it efficient use of public resources to initiate and complste a rule making process to add
10 the rule the language raquested by the petitioner.

The Board handled your request as a petition for rule making under RCW 34.05.330 and Board Policy
2005-001, Responding to Petitions for Rule Making. The statute requires the Board to respond within 60
days of receipt, RCW 34.05.330(3) allows a person to appeal a petition’s denjal to the Governor within 30
days. The Board’s policy allows the Board Chair to respond to a pefition for rule making without the
petition being placed on a meeting agenda for full Board consideration. If you have questions about this
decision, .pleasg contact Craig McLaughlin, Executive Director of the Board, at 360-236-4106 or

20O

ce:  Michelle Davis, Department of Health

Gregg Grunenfelder, Department of Health
State Board of Health Membaers
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Recommendations for Using Fluoride to Prevent
" and Control Dental Caries in the United States

Summary o

Widespread use of fluoride has been a major factor in the fjeclma in the
prevalence and severity of dental caries (i.e., tooth decay) inthe l.!mtad State.s an.d
other aconomically developed countries. When used appropriately, fluoride is
both safe and effective in preventing and controlling dental caries. All U.S.
residents are likely exposed to some degree to fluoride, which is available from
multiple sources. Both health-care professionals and the public have sought
guidance on selecting the best way to provide and receive fluoride. During the late

' 1990s, CDC convened a work group to develop recommendations for using

fluoride to prevent and control dental caries in the United States. This report
includes these recommendations, as well as a) critical analysis of the scientific
evidence regarding the efficacy and effectiveness of fluoride modalities in
preventing and controlling dental caries, b) ordinal grading of the quality of the
evidence, and c) assessment of the strength of each recommendation.

- Because frequent exposure to small amounts of fluoride each day will best
" raduce the risk for dental caries in all age groups, the work group recommends
‘that all persons drink water with an optimal fluoride concentration and brush their
“teeth twice daily with fluoride toothpaste. For persons at high risk for dental

caries, additional fluoride measures might be needed. Measured use of fluoride
modalities is particularly appropriate during the time of anterior tooth enamel
developmaent (i.e., age <6 years).

The recommendations in this report guide dental and other health-care
providers, public health officials, policy makers, and the public in the use of
fluoride to achieve maximum protection against dental caries while using

. -resources efficiently and reducing the likelihood of enamel fluorosis. The
recommendations address public health and professional practice, self-care,
consumer product industries and health agencies, and further research. Adoption
of these recommendations could further reduce dental caries in the United States
and save public and private resources.

~ INTRODUCTION
‘ Dental caries (i.e., tooth decay) is an infectious, multifactorial disease afflicting most
- persons in industrialized countries and some developing countries (7). Fluoride reduces
t!\e incidence of dental caries and slows or reverses the progression of existing lesions
(i.e., prevents cavities). Aithough pit and fissure sealants, meticulous oral hygiene, and
appropriate dietary practices contribute to caries prevention and control, the most effec-
* tive and widely used approaches have included fluoride use. Today, all U.S. residents are
expos?d to fluoride to some degree, and widespread use of fluoride has been a major
- factor in the decline in the prevalence and severity of dental caries in the United States
and other economically developed countries (7). Although this decline is a major public

]
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Fluoridated Drinking Water and Processed Beverages
and Food

Fiuoridated drinking water contains a fluoride concentration effective for preventing
- dental caries; this concentration can occur naturally or be reached through water fluor!-
" dation, which is the controlied addition of fluoride to a public water supply. When fluori-
" dated water is the main source of drinking water, a low concentration of fluoride is
routinely introduced into the mouth. Some of this fluoride is taken up by dentalnplaque;
some is transiently present in saliva, which serves as a reservoir for plaque fluoride; and
some is loosely held on the enamel surfaces (76 ). Frequent consumption of fluoridated
drinking water and beverages and food processed in fluoridated areas maintains the
concentration of fluoride in the mouth. '
Estimates of fluoride intake among U.S. and Canadian adults have ranged from <1.0
mg fluoride per day in nonfluoridated areas to 1-3 mg fluoride per day.in fluoridated
. areas (77-80). The average daily dietary fluoride intake for both children and adults in
~fluoridated areas has remained relatively constant for several years (77). For children
who live in optimally fluoridated areas, this average is approximately 0.056 mg/kg/day
{(range: 0.02-0.10); for children who live in nonfluoridated areas, the average is approxi-
mately haif ( 77). In a survey of four U.S. cities with different fluoride concentrations in the
drinking water (range: 0.37-1.04 ppm), children aged 2 years ingested 0.41-0.61 mg
fluoride per day and infants aged 6 months ingested 0.21-0.54 mg fluoride per day
(81,82).
In the United States, water and processed beverages (e.g., soft drinks and fruit juices)
"can provide approximately 75% of a person’s fluoride intake (82). Many processed
<heverages are prepared in locations where the drinking water is fluoridated. Foods and
- ingredients used in food processing vary in their fluoride content ( 17 ). As consumption of
- processed beverages by children increases, fluoride intake in communities without fluo-
ridated water will increase whenever the water source for the processed beverage is
fluoridated (84). In fluoridated areas, dietary fiuoride intake has been stable because
processed beverages have been substituted for tap water and for beverages prepared
in the home using tap water (77).
.. A study of lowa infants estimated that the mean fluoride intake from water during
different periods during the first 9 months of life, either consumed directly or added to
- infant formula or juice, was 0.29-0.38 mg per day, although estimated intake for some
‘infants was.as high as 1.73 mg per day (85). As foods are added to an infant’s diet,
replacing some of the formula prepared with fluoridated water, the amount of fluoride
the infant receives typically decreases (86). The lowa study also reported that infant
formula and processed baby food contained variable amounts of fluoride. Since 1979,
U.S. manufacturers of infant formula have voluntarily lowered the fluoride concentration
of their products, both ready-to-feed and concentrates, to <0.3 ppm fluoride (87).

Drinking Water

Community Water. During the 1940s, researchers determined that 1 ppm fluoride
was the optimal concentration in community drinking water for climates similar to the
Chicago area (88,89 ). This concentration would substantially reduce the prevalence of
dental caries, while allowing an acceptably low prevalence (i.e., 10%-12%) of very mild
a_nd mild enamel fluorosis and no moderate or severe enamel fluorosis. Water fluorida-
tion for caries control began in 1945 and 1946, when the fiuoride concentration was
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Significant:Amendments to the FD&C Act

et o Hoealth & Human Sorvices

W u.s. Food and Drug Administration

Requlatory:Information
Significant:Amendments to-the FD&C Act
Significant Amendments to the FD&C Act:

- Slnce 1980, listed chronologically; date shown is when the Public Law was approved. "Summary" indicates link
to a surmary of the law; other links are to full text. Provisions of these Public Laws are Incorporated into the

FD&C Act.

Infant Formula Act of 1980 (summary)*
Public Law (PL) 96-359 (Oct. 26, 1980)

Orphan Drug Act 2

PL 97-444 (an. 4, 1983)

Drug Price Competition and Patent Term Restoration Act of 1984 (summary)3
Pl 98-417 (Sept, 24, 1984)

Prescription Drug Marketing Act of 19874
Pl 100-203 (Apr. 22, 1988)

Generic Animal Drug and Patent Term Restoration Act of 1988 (summary) 5
P 100670 (Nov. 16, 1988)

Nutrition Labeling and Education Act of 1990 (summary) 6
PL 101~535 (Nov. 8, 1990}

Safe Medical Devices Act of 1990 (summary) 7
PL 101629 (Nov. 28, 1990)

Medicat Device Amendments of 1992 (summary) 8
Pl, 102-300 (June 16, 1992), .. .. ... ..o .l

:cription Drig Amendrents of 1992; Prescription Drug User Fee Act of 1992%

g
~PL 102-571 (Oct. 29, 1992)

Animal Medicinal Drug Use Clarification Act (AMDUCA) of 199410
Pl 103-396 (Oct. 22, 1994)

Dietary Supplement Health and Education Act of 199411
Pl 103-417 (Oct. 25, 1994)

FDA Export Reform and Enhancement Act of 1996 12
PL 104-134 (Aprll 26, 1996)

Food Quality Protection Act of 1996 13

Pl 104-170 (Aug, 3, 1996)

Animal Drug Avallability Act of 1996 14
PL. 104-250 (Oct. 9, 1996) .

Food and Drug Administration Modernization Act (FDAMA) of 1997 15
PL 105-115 (Nov. 21, 1997)

Best Pharmaceuticals for Children Act 18
PL. 107-109 (Jan, 4, 2002)

Medical Device User Fee and Modernization Act (MDUFMA) of 2002 7
PL 107-250 (Oct. 26, 2002)

‘Animal Drug User Fee Act of 2003 18

PL 108-130 (Nov. 18, 2003)

.Pediatric Research Equity Act of 2003 '
'PL 108-155 (Dec. 3, 2003)

" ‘Minor Use and Minor Specles Animal Health Act of 2004 20

PL 108-282 (Aug. 2, 2004)

Dietary Supplement and Nonprescription Drug Consumer Protection Act 2t

PL 109-462 (Dec. 22, 2006)

[Food. and Drug Administration Amendments Act (FDAAA) of 2007 22
PL 11085 (Sept. 27, 2007)

Family Smoking Prevention and Tobacco Control Act (Public Law 111-31) 23
PL 111-31 (June 22, 2009) ¢ )

FDA Food Safety Modernization Act %4
PL 111-353 (Jan. 4, 2011)

A W A

Links on.this page:

"
2,

http://www.fda. gov/RegulatoryInformation/Legislation/FederalFoodDrugandCosmeticAct

_.‘ Rttp://thomas,loc.gov/cgi-binfbdquery/z?d096: HROE940: @@@LITOM: /bss/d096query. html| #summary
/RegulatoryInformation/Legislati q FDC
IR Y /. gisla on/FederaIFoodDrugandCosmetIcActFDC.AchSI(gnlﬁcantAmendmentstotheFDCAct/OrphanDrugAcrldefau_lt.ht
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10.

11.
12.
13.
14,
15.
16.
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18.

19,
20.

http://thomas.loc.gov/cgi-bin/bdquery/z?d098: SNO1538: B@O®@DRsuMmM2=mg|TOM:/bss/d098query.html|

/RegulatoryInformatlon/Leq:slatlon/ FederalFoodDrugandCosmeticActFDCAcE, SIgniflcantAmendmentstotheFDCAct/ PrescriptionDrugMarketing
Actofl987/defauit.htm

/ReguIatorylnformatlon/Legistatlon/FederalFoodDrugandCosmetchctFDCAct/SignlficantAmendmentstotheFDCAct/ucm14713S.htm
http://thomas.loc.gov/cgi-bin/bdquery/z?d101:HR03562: @@@DBsUMmM2=3&|TOM :/bss/lelquerantfnlI
http://thomas.lqc.gov/cgi-bin/hdquery/z?dmi:HROBOQS’:@@@D&summ2=1&|TOM:/bss/leiquery.html| )
http://thomas.loc.gov/cgl—bin/bdquery/z?d102:SN02783:@@@D&summZ=m&|fOM:/bss/d102query.htm|l

/Regulatorylnfbrmatlon/LegIs|atlon/F'ederaIFoodDrugandCosmetchctFDCAct/SigniflcantAmendmentstotheFDCAct/Prescrlpt\onDrugAmendme
ntsof1992PrescriptionDrugUserFeeActof1992/default.htm

/ReguIatorylnformatlon/l.eglslatlon/FederalFoodDrugandCosmeticActFDCAct/SigniflcantAmendmentstotheFDCAct/AnlmalMedlclnalDrugUseCl
arificationACtAMDUCA0f1994/default.htm

/Regulatoryinformation/Legislation/FederalFoodDrugandCosmeticActFDCAct/ SignificantAmendmentstotheFDCAct/ucm148003.htm
/RegulatoryInformation/Legislation/ FederalFoodDrugandCosmeticActFDCAct/SlgnlﬂcantAmendmentstotheFDCAct/ucm 148005.htm
[RegulatoryInformation/Legisiation/FederalFoodDrugandCosmeticActFDCAct/SignificantAmendmentstotheFDCAct/ucm148008.htm

. htkp://frwebgate.access.gpo.gov/cgi-bin/getdoc.cgi?dbname=1.04_cong,_ public, laws&docid=f:publ250.104

/RegulatoryInformation/l.egisiation/FederalFoodDrugandCosmeticActFDCAct/SignificantAmendmentstothe FDCAC/FDAMA/ default. htm
/RegulatoryInformation/Legislation/FederalFoodDrugandCosmeticActFDCAct/ SignificantAmendmentstotheFOCAct/ucm 14801 1 .htim

/RegulatoryInformation/Legistation/ FederatFoodDrugandCosmetchctFDCAcU S|gnlﬂcantAmendmenrstot:heFDCAct/MedicalDewceUserFeeand
ModernizationActMDUFMAOF2002/default. htm

/RegulatoryInformation/Legislation/FederalFoodDrugandCosmeticActFDCAct/SignificantAmendmentstotheFDCAct/AnimalDrugUserfeeActof2
003/default.htm

/RegularoryInformarlon/Legnslatlon/FederalFoodDrugandc‘oqmetacActFDCAct/ SignificantAmendmentstotheFDCAct/MinorUseandMinorsSpecies
AnimalHeaithActof2004/default.htm

‘{Requiatoryinformation/l.egislation/FederalFoodDrugandCosmeticActFDCAct/ SignificantAmendmentstotheFDCAct/ucm148035.htm
. /RegutatoryInformation/Legislation/FederalFoodDrugandCosmeticActFDCAc/ SignificantAmendmentstotheFDCAct/FoodandDrugAdministratio

nA_mendmentsActonOOWdefault.htm

- http//www.gpo.gov/fdsys/pkg/PLAW-111publ31/pdf/PLAW-111pubi31.pdf

/RegulatoryInformation/Legislation/FederalFoodDrugandCosmeticActFDCAct/ SignificantAmendmentstotheFDCAcH ucm244718.htm
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FDA has provided the following information regarding your request:

FDA has determined that Congress did not intend for FDA to regulate the addition of
Suoride to public drinking water for dental caries prevention as a drug under the FD&C
Act. Instead, Congress intended that the U.S. Environmental Protection Agency (EPA)
regulate fluoride in public drinking water as a potential contaminant under the Safe
Drinking Water Act of 1974 (SDWA), Public Law No. 93-523, 88 Stat. 1660 (codified as
amended at 42 U.S.C. 300f et seq.) to protect against adverse health effects, and that within
the limits thus set by EPA, state and local governments be permitted, but not required, to
Sfluoridate public drinking water to help prevent dental caries. Thus, FDA does not require
NDAs for fluoridated public drinking water.

Instruct the CDC to stop the promotion (internet and education) of any and all drugs, including
the ingestion of fluoride products, not FDA CDER approved.

Section 317M of the Public Health Service Act, codified at 42 U.S.C. § 247b-14, authorizes the
Secretary of HHS, acting through the Director of the CDC, to make grants to States and Indian

" tribes for the purpose of increasing the resources available for community water fluoridation. This

includes funds to develop educational materials on the benefits of fluoridation. CDC’s Division of
Oral Health leads an effort to improve the oral health of the nation and reduce inequalities in oral
health, This includes encouraging the use of proven strategies to prevent oral disease, such as the
effective use of fluoride products and community water fluoridation.

Sponsor a review of the scientific evidence on fluoride’s neurotoxicity by the National Academy
of Science’s National Research Council. The review should include studies listed at

www.FluorideAlert, org/issues/health/brain,

. The NRC reviewed the toxicity of fluoride as recently as 2006, when it reviewed the Environmental
Protection Agency’s drinking water standard for fluoride as a contaminant. (See Fluoride in
Drinking Water: A Scientific Review of EPA's Standards.) More recently and of more relevance to
community water fluoridation is the systematic review undertaken by the Community Preventive
Services Task Force (Task Force) in 2013. The Task Force is an independent, nonfederal, unpaid
panel of public health and prevention experts that provides evidence-based findings and
recommendations about community preventive services, programs, and policies to improve health.
Its members represent a broad range of research, practice, and policy expertise in community
preventive services, public health, health promotion, and disease prevention. In its report,
Preventing Dental Caries: Community Water Fluoridation, the Task Force noted, “Overall, the
body of evidence indicates that Community Water Fluoridation is an effective intervention for
reducing caries at the population level. At the optimal fluoride concentration, associated risks are’
predominantly the milder forms of fluorosis that are only detectable under clinical examination.”
‘The report further stated, “In addition, there is no evidence that CWF (Community Water
Fluoridation) results in severe dental fluorosis.”

Sponsor a quality published independent prospective randomized controlled trial (RTC), of the

effectiveness of ingesting hydrofluorosilicic acid (fluoridation), including blood serum and urine
concentrations of fluoride.
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' Asstated above, the effectiveness and safety of community water fluoridation was reaffirmed by the

- Commumty Preventive Services Task Force in 2013 following a systematic evidence review.,
. Studies.on the effectiveness of adjusting fluoride in community water to the optimal concentration
cannot be designed as randomized clinical trials. Random allocation of study subjects is not possible
when a community begins to fluoridate the water because all residents receiving community water
have access to and are exposed to this source of fluoride, Furthermore, clinical studies cannot be
conducted double-blind because both study subjects and researchers usually know whether a
community’s water has been fluoridated. In addition, it would not be possible to find control
subjects with no fluoride exposure because fluorides are ubiquitous in the environment.

Although I am not able to fulfill your requests, I appreciate the information you provided to me and
my staff. I will keep your concerns in mind as HHS continues to consider community water
fluoridation.

A copy of this response is being shared with Dr. Hirzy, Mr. Nidel, Dr. Connett, Ms. Smith, and
Dr, Osmunson.

Sincérely,

Principal Deputy Assistant Secretary for Health
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Jill MicElheney

Chris Nidel, Nide! Law 1615 New Hampshire Ave., NW, Washington, DC 20009, 202—558-2030
Bilf Hirzy PhD Fluoride Action Network

‘Paul Connett PhD President, Fluoride Action Network

" Bill Osmunson DDS, MPH Comprehensive Cosmetic Dentist 425,466.0100

} " 54 Ponder Point, Sandpoint, Idaho 83864 bill@teachingsmiles.com
© September 4, 2014

.Wanda Jones
Jonathan Beeton

 Office of the Assistant Secretary for Health
1.8, Department of Health and Human Services
‘Sandra. Howard @HHS.GOV - LA
202-690-7778 : i

For the health and safety of the public:

1, Instruct FDA CDER to no longer defer regulatory action. FDA CDER to send a letter to

fluoridation manufa advising them ake FDA CDER NDA {New Drug Application) as require
by Congress in the US FD&C Act. ) '
a. In 1975, Drug Digest reported FDA CDER {Center for Drug Evaluation and Research)

protected the public by withdrewing NDA (New Drug Application) for fluoride supplements (pills). FDA
CDER must do the same for artificial fluoridation drug manufacturers. There Is no difference in intent or
efficacy between flucride in pills and fluoridated water. But there is a significant difference in freedom
of choice, labeling, and oversight.

b. HHS would incur no cost to request FDA CDER to take regulatory action.

¢ FDA CDER would incur ne cost to send a letter to artificial fluoridation drug
manufacturers requiring them to gain NDA as required by law,

d. FD&C Act protects the public by requiring manufacturers to gain NDA, not the FDA nor
patients. The FDA CDER is to evaluate and regulate substances used with the Intent to prevent disease
or-listed in the official US Pharmacopoela as a drug. Fluoride is used with intent to prevent disease and
listed in the USP. The FDA has testifled to Congress and the public that fluoride, when used with the
intent to prevent disease, is a drug,

e, CDC and Surgeon General actively promote fluoridation for the manufacturers but do
not determine scientifically the safety or efficacy of fluoridation or any drugs. Cities and water districts
rely oh the CDC and Surgeon General assuming they are correct.

f, EPAs prohibited by Congress from regulating the addition of any substance to water
" intended to treat humans. Fluoride is a protected pollutant and the EPA assumes efficacy.
g Excess exposure: Of greatest concern Is EPA's confirming in thelr Dose Response

“ Analysis (DRA) that all infants on formula with fluoridated water are at risk. The DRA reports about &
third of children under the age of 7 and all infants on formula made with fluoridated water will be
ingesting too much fluoride under the proposed RfD (Reference Dose} and HHS proposed 0.7 ppm
artificial fluoridation. Infants and children are being harmed. Excess exposure is confirmed with 41% of
children now having dental fluorosis a blomarker of excess fluoride ingestion. An NDA would provide a

legend, cautlon, warnings, and dosage, reducing risks.
h. Over 60 requests and petitions have been made to the FDA CDER since 2009 and the

" requests, petitions, and complaints have been made. These have been ignored, no answer, or pending
for years.
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2. ~Instruct the CDC t he promaotion {internet and education) of any and all dry

including the ingestion of flugride products, pot FDA CDER approved.,
3 v Sgonsor a :gv!gw gf the sclentjfic ev[dence on fluoride's heurotoxicity by the National

B Wwrw. Fl ideAlert.or Issues/health/brain

of most concern are the more than 30 human studies ﬁndihg harm to braln§ The question is no
longer whether fluoridation causes neurological damage and lower IQ, the questlon is how much
fluoride and at what age damage is caused,

Neurological harm is one of the reasons Israei recently banned fluoridation. Most developed
countries have rejected fluoridation due to ethics, lack of efficacy and risks. .

4, Sponsor a guali b d inde| enden rospective randomized controlled trial (RCT), of

effectiveness of ingesting hydrofiuorosilicic acid {fluoridation), including blood serum and urine
concentrations of fluoride.

a. Quality research Is essential and in 60 years of fluoridation, not one published
" prospective randomized controlled trial of fluoridation has been done. Current reviews of the low
quality research available are biased, serious unknowns are not controlied and even known

confoundmg factors are often not controlled,
b. The results of a well-designed RCT could allow HHS to tallor public hea lth policy on

fluoridation to optimize benefits and minimize costs. This is in fine with the goals of

“Obamacare™: evidence-based public health policy.
¢ Most research on fluoridation have humerous problems which include:

Not one Randomized Controlled Trial
Socioeconomic status usually not controfied
Inadequate size
Difficulty in diagnosing decay
- .Delay in tooth eruption
Diet: Vitamin D, calcium, strontium, sugar, variables.
Total exposure of Fluoride and measured blood and/or urine fluoride concentration
Oral hyglene habiis '
Not evaluating life time benefit
Estimating or assuming subject actually drinks the fluoridated water.
Dental treatment expenses
Breast feeding and infant formula
Fraud or gross errors,
Genetics

S & & 6 @ 8 » & 0 ¢ 6 ¢ ¢

Sincerely,

- Jil McElheney

Chris NidelJD

Bilt Hirzy #hD

Paul Connett PhD

Bill Osmunson DDS, MPH
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Gerald Steel PE
Attorney at Law
7303 Young Rd. NW
Olympia WA 98502
360.867.1166 Phone

December 23, 2013

Ms. Jill Warner,

Acting Assoc. Commissioner
WO32, Room 5162

10903 New Hampshire Ave
Silver Spring, MD 20993

RE: Request for Review pursuant to 21 CFR 10.75 — Kailin System Public Drinking Water with
Sodium Fluoride — Your file: RFD130073

Dear Ms. Warner:

On September 27, 2013, Leigh Hayes sent me the FDA determination (Attachments A-1 to A-3
hereto) wherein FDA states that it has determined that “Congress did not intend for FDA to
regulate the addition of fluoride to public drinking water for dental caries prevention as a drug
under the Federal Food, Drug, and Cosmetic Act (FD&C Act).” As a consequence, FDA has
responded to our Request for Designation (RFD130073) by finding that our proposed fluoridated
public drinking water is not a drug under the FD&C Act. On December 4, 2013, Leigh Hayes
informed me that we can request review under 21 CFR 10.75. We hereby submit a Request for
Review under 21 CFR 10.75 of the determinations regarding RFD130073.

The FDA has a long history of protecting the public from unsafe and ineffective drugs.
Generally, state and local governments do not have the capability or staff to determine if articles
or substances intended for preventative health care purposes are safe and effective. HHS,
generally acting through the FDA, is the only regulatory body that has the authority to implement
the FD&C Act in interstate commerce and protect the public from such articles and substances
that are not safe and effective. So we ask the FDA to review its determination that our proposed
“fluoridated public drinking water” is not a drug under the FD&C Act.

I believe that the FDA has accepted our statement of facts as accurate. Sodium Fluoride, as a
water additive certified under industrial ANSI/NSF Standard 60 is intended for use in the
prevention of tooth decay disease in man. (RFD130073 — our RFD at pages 1 and A-1.) This
chemical with this intended use is square within the literal language included in the definition of a
drug by Congress in 21 USC 321(g)(1)(B). (RFD130073 — our RFD at page 6.) When this
chemical is added to our public drinking water, this chemical retains its intended use (prevention
of tooth decay disease in man). The purpose of adding this chemical to our public drinking water
is to deliver this chemical in drinking water for its intended use. As we stated, our “fluoridated
public drinking water” is “intended for use in the prevention of dental caries (tooth decay) disease
in man.” (RFD130073 — our RFD at page 1.) With this statement, our “fluoridated public
drinking water” is square within the literal language included in the definition of a drug in 21
USC 321(g)(1XB).

RFD130073 provided a letter signed by EPA Water Law Office Associate General Counsel
Steven M. Neugeboren, which was sent to me in 2013 on behalf of the EPA Administrator, and
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which states the EPA official position that, “The Department of Health and Human Services
(HHS) acting through the FDA, remains responsible for regulating the addition of drugs to water
supplies for health care purposes.” (RFD130073 — our RFD at page A-8 to A-9.) In RFD130073,
we also cited to the Federal Supreme Court ruling in United States v. An Article of Drug . . .
Bacto-Unidisk (Bacto-Unidisk), 394 U.S. 784, 793-801, 89 S.Ct. 1410, 22 L.Ed.2d 726 (1969)
which found that the definition of “drug” in 21 USC 321(g)(1)(B) is “as broad as its literal
language indicates.” (RFD130073 —our RFD at page 6.) There can be no doubt that under the
facts presented, ANSINSF Standard 60 certified Sodium Fluoride alone and our proposed
fluoridated public drinking water are within the literal plain language of the definition of a drug in
21 USC 321(g)(1)(B). Therefore we continue to assert that such Sodium Fluoride and the.
proposed fluoridated public drinking water are drugs under federal law and are under the
jurisdiction of FDA CDER.

I think we can assume that in 1974 Congress was aware of the definition of “drug” in 21 USC
321(g)(1)(B) and aware of the 1969 federal Supreme Court ruling in Bacto-Unidisk. 1 find no
plain language in the 1974 SDWA (as amended) that seeks to carve out an exemption from the
plain language of 21 USC 321(g)(1)(B) for fluoride water additives or fluoridated public drinking
water when the intended use is for the prevention of dental caries disease in man. The challenged
determination incorrectly claims that the “text” of the SDWA includes such [plain] language. It
does not. The challenged determination also incorrectly claims support from the legislative
history of the SDWA. The legislative history of the SDWA cannot be used by FDA to modify the
plain language definition of “drug” in 21 USC 321(g)(1)(B) or modify the Bacto-Unidisk Court’s
interpretation of that drug definition. We request that you reverse the determination made for
RFD130073 because the SDWA does not carve out an exemption from the plain language of 21
USC 321(g)(1)(B).

We claim that the intent of Congress is clear in 21 USC 321(g)(1)(B) as interpreted by Bacto-
Unidisk that under our facts, ANSI/NSF Standard 60 certified Sodium Fluoride alone and our
proposed fluoridated public drinking water are drugs under the FD&C Act. To further support
our claim, we cited to 21 USC 321ff (“Dietary Supplement Health and Education Act of 1994”)
that states that minerals [such as fluoride public water additives] are foods except when they meet
the definition of a drug. (RFD130073 — our RFD at page 6.) This 1994 statute did not exempt
minerals that meet the definition of a “drug” in 21 USC 321(g)(1)(B) from being drugs just
because the minerals were being added to public water supplies. This subsequent Congressional
enactment supports our claim.

The federal Supreme Court in FDA v. Brown & Williamson Tobacco Corp. (Tobacco Corp.), 529
U.S. 120, 120 S.Ct. 1291, 146 L.Ed.2d 121 (2000) further supports our claim and refutes the
claim in the determination regarding Congressional intent of 21 USC 321(g)(1)(B). The Tobacco
Corp. Court found that reading the FD&C Act as a whole, as well as in conjunction with
Congress’ subsequent tobacco-specific legislation, it is plain that Congress has not given the FDA
the authority to regulate tobacco products as customarily marketed. (Zobacco Corp. at 120 and
131-61.) “As customarily marketed” means “without manufacturer claims of therapeutic
benefit.” (/d. at 120.) But the Tobacco Corp. Court found that while the FDA did not generally
have authority to regulate tobacco under the FD&C Act, there was a “well-established exception
of when the manufacturer makes express claims of therapeutic benefit.” (Id. at 158.) Therapeutic
benefit refers to uses identified in 21 USC 321(g)(1)(B). We are making an express claim of
therapeutic benefit for our proposed fluoridated public drinking water. -

In the instant caée, Congress has not shown that it has created a distinct regulatory scheme
addressing the subject of purposely adding fluoride to public drinking water. But even if it did
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have such a distinct regulatory scheme, FDA still has authority and responsibility under the
FD&C Act to regulate fluoride added to public drinking water when it is added for the
“therapeutic benefit” of preventing tooth decay disease. Similarly, FDA has authority and

‘responsibility under the FD&C Act to regulate our fluoridated public drinking water because our
water is fluoridated with the intent to prevent tooth decay disease. The FDA can point to no
relevant federal caselaw where products that are intended for use in the prevention of disease in
man are not regulated by the FD&C Act independent of other Congressional enactments.

Therefore under 21 CFR 10.75(a)(3) and 21 CFR 10.75(c)(1) and (2) along with 21 CFR 10.75(d)
we request review and if it is concluded that our proposed ANSI/NSF Standard 60 fluoride water

additives and our proposed fluoridated public drinking water are drugs, we again request that you
designate our proposed fluoridated public drinking as a drug regulated by CDER.

erald Steel, PE, Attorney at Law
geraldsteel@yahoo.com

Attachments: A-1 to A-3
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 DEPARTMENT OF HEALTH & HUMAN SERVICES

Public Heslth Service

Food and Drug Administration
Silver Spring, MD 20993
Office of Combination Products
WO 32, Room 5129
10903 New Hampshire Avenue
Silver Spring, MD 20993
September 27, 2013

Eloise Kailin
Owner and Manager
Gerald Steel

- Attorney
Kailin Public Water System
160 Kane Lane
Sequim, WA 98382

Re:  Request for Designation

Kailin Public Drinking Water System with Sodium Fluoride

Our file: RFD130073
Dated: July 22, 2013
Received: July 23,2013
Filed: July 29, 2013

Dear Dr. Kailin and Mr. Steel:

~ The United States (U.S.) Food and Drug Administration (FDA) has completed its review
of the{ request for designation (RFD) for the Kailin Public Drinking Water System with Sodium
Fluoride that you submitted on behalf of Kailin Public Water System. We have determined that
Congress fiid_not inte.nd for FDA to regulate the addition of fluoride to public drinking water for
dental caries prevention as a drug under the Federal Food, Drug; and Cosmetic' Act (FD&C Act).

) Instead, Congress m_tended that the U.S. Environmental Protection Agency (EPA) regulate

fluoride in public drinking water as a potential contaminant under the Safe Drinking Water Act
of 1974 (SDWA) to protect against adverse health effects, and that within the limits thus set by
EPA, state and local governments be permitted, but not required, to fluoridate drinking water to
help prevent dental caries. Thus, we are not designating your fluoridated public drinking water

as a drug under the FD&C Act.
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Kajlin Public Water Systemy, RFD130073

Description

In your RFD, you seek designation of your specific public fluoridated drinking
water as a drug under the FD&C Act. You assert that you will submit a New Drug
Application (NDA) for your fluoridated public drinking water that “will be composed of
our public drinking water with an added fluoridation product certified to meet ANSI/NSF
Standard 60...: Sodium Fluoride with a maximum addition of 2.3 mg/L....The public
drinking water system is registered with the Washington State Department of Health as
PWS ID# AC982. It is a neighborhood system with multiple approved connections. The
source water comes from a well as is typical for public water systems in Washington
State and currently there is a transmission pipeline from the well to a tank that maintains
water pressure for the system in an acceptable range. A distribution system which starts
at the tank serves all of the individual residential and commercial connections. There are
pressure zones in the distribution system where pressure reducers are used to lower water
pressure for connections at lower elevations. All individual connections to the
distribution system are made in a manner approved by the Washington State Department

of Health.”

The RFD explains that “...the transmission line will be rerouted to a small
fluoridation building where fluoridation will occur and the fluoridated water will be
transmitted to the tank that maintains water pressure. This public water system is required
to meet standard specifications for public water systems in Washington State as
established by the Washington State Board of Health.” The RFD states that the addition
of the fluoridation materials “...will be metered into flowing water in a manner to
maintajn the specified chemical concentration rates. The Sodium Fluoride will be injected
using an up-draft fluoride saturator. The injection rate into the transmission line in the
control house will be controlled using a 4 to 20 milliamperes signal from the main water
meter so that finished fluoridation levels are clese to 0.7 mg/L. Fluoride levels will be
manually checked twice daily.” Finally, with regard to packaging of the product, the
RFD asserts that “[t]his system does not have conventional packaging. [The company
proposes] that [it] will negotiate with CDER regarding adequate labeling. For example,
[the company] will propose that drug facts and warning approved by CDER will be sent
out with each billing for each connection.” '

You recommend that your fluoridated public drinking water designed to aid in the
prevention and prophylactic treatment of dental caries disease be classified as a drug and
that it be assigned to FDA’s Center for Drug Evaluation and Research (CDER) for
premarket review and regulation.

Product Classification

We have considered the information in the RFD and discussed the issues with
staff from CDER, the Center for Food Safety and Applied Nutrition, the Depattment of
Health and Human Setvices, HHS's Office of the General Counsel, and the EPA.
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Kailin Public Water System. RFD130073 Page |3

After careful consideration, we conclude that Congress did not intend for FDA to
regulate the addition of fluoride to public drinking water for dental caries prevention as a
drug under the FD&C Act. Instead, Congress intended that EPA regulate fluoride in
public drinking water as a potential contaminant under the SDWA to protect against
adverse health effects, and that within the limits thus set by EPA, state and local
governments be permitted, but not required, to fluoridate public drinking water to help
prevent dental caries. The SDWA gives EPA certain authorities with respect to the
regulation of public drinking water, including the authority to promulgate national
primary drinking water regulations that set maximum contaminant levels (MCLs) for
contaminants that EPA determines may have an adverse effect on human health.
Pursuant to its authority under the SDWA, EPA has codified a primary MCL for fluoride
at 40 CFR § 141.62(b)(1) and a secondary MCL for fluoride at 40 CFR § 143.3.

The historical context surrounding the passage of the SDWA indicates that
Congress was aware in 1974 that many localities were adding fluoride to public drinking
water to help prevent dental caries. They were also aware that FDA had a codified policy
of not regulating such fluoride as a drug, so long as the levels were within certain
recommended limits. Based on the text and legislative history of the SDWA, we have
concluded that Congress did not intend for FDA to regulate fluoride in public drinking
water for the purpose of helping to prevent dental caries as a drug under the FD&C Act.
Instead, Congress set up a regime under which EPA would set upper limits for fluoride to
protect against adverse health effects, and EPA would not have the authority to mandate
or ban the use of fluoride to help prevent dental caries. The decision of whether or not to
add fluoride to public drinking water to help prevent dental caries (within the limits set
by EPA) was left to state and local authorities, as it had been before 1974. Since the
passage of the SDWA, this division of federal and state/local oversight has continued.

Conclusion

For the reasons explained above, we have determined that Congress did not intend
for FDA to regulate fluoride in public drinking water to help prevent dental caries as a
drug under the FD&C Act, and we therefore are not designating your fluoridated public
drinking water as a drug. )

If you have any other questions about this letter, please feel free to contact me.
You may reach us at the above address or by email at combination@fda.gov.

Sincerely,

S Foge

Leigh Hayes
Product Assignment Officer ﬁ é g
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY -
' WASHINGTON, D.C. 20460

.
L

AL pROTe
' OFFICE OF
GENERAL COUNSEL
February 14, 2013
Gerald Steel, PE
7303 Young Road NW )

Olympia, WA 98502 .

~ Dear Mr. Steel
Thisisdn response to your letter of December 28, 2012 to EPA Administrator Lisa Jackson in which you

asked several questions about the status of an MOU between EPA and the Federal Drug-Administration
. (FDA) published in 1979, 1 am replying on behalf of her. .

Your flrst question is whether, from the viewpoint of EPA, the purpose ofa 1979 Memorandum of
Understanding (MOU) bétween EPA and the Federal Drug Admlnistration (FDA) was “to take away from
FD,A, and.éive to EPA responsrbilrty for regulating public drmking water additives intended for' -5

prevents Ve,health care purposes and urrelated to contaminatian'of public: drinklrig water?” Your
Sect‘m estIOn Is whether n‘ that was the purpose of the 1979 MGU the MOU was termrnated
fl‘ll‘@lfg: : subsequen‘f eggral egrgte notice ' A e

The answer to your: ﬁrst question is no, S0 there is no need to address your second question The
_ purpose of the MOU was not to shift any responsibilities between the Agencies. ‘Rather, it was to help
facilitate effective coordmatron ‘of our respective legal authorities. Under the Safe Drinking Water.Act
- (SDWA), ERPA is the iead federal agency with responsibility to regulate the safety of public water
supplies. EPA does not have responsibility for substances added to water solely for preventative health
¢are purposes, such as fluoride other than to limit the addition of such substances to protect public '
. health or to prevent such substances from interfering with the effectiveness of any required treatment
’ techmques SDWA Section 1412(b)(11); see also A Legislative History-of the Safe- Drinking Water Act,
Committee Print, 97 Cong, 2d Session (February 1982) at 547. The Department of Health and Human
Servuces (HHS), acting through the FDA, remains responsible for regulating the addition of drugs to
water supplies for health care purposes .

The 1979 MOU was intended to address contarnmatlon of drinking water supplies as a result of direct or
mdrrect additives to.drinking water, not to address. the addition of substances.solely for preventative
health purposes. 44 Fed. Reg. 42775 (Juiy 20, 1979) (“EPA and FDA agree: (1) that contamination of _
’ t:lrln Water from the use and applicatron of directand mdrrect additives and other substances poses -
lpdtehtlal p‘ublrc health problem ")(emphasis added) ‘It was intended to avoid potentially duplicative
reguiatldn bf ”food" which FDA: had in ‘the past consrdered to'include drinking'wiater: ‘44 Fed. .Rég.
42775 (.iuly 20, 1979) The MOU did not addr‘ess drugs or other s:.lbstances‘added to water for health

bare purposes

4‘5 B9
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Gerald Steel, PE
- February.14, 2013
- Pagez

T hope that this has adequatelv answered your inqmry Please do not hesitate to contact Carrie Wehling T
: of my: staff (202-564—5492) if you have further questlons about this, - Lo o

* Steven M..Neu§gboren . *
. Associate Geperal Counsel | .
.. Water Law Office
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& UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

z '«;, REGION 10

5 & 1200 Sixth Avenue, Suite 900

9. = Seattle, WA 981 01-3140 : _ OFFICE OF
%, & ' S WATER AND

4, ;- 1 'WATERSHEDS . | e
’"LPHO“G& : o

Mr. Gerald Steel, PE - NOV]. 7 20” |
Attorney-at-Law -~ ... o :
7303 Young Road NW

Olympia, Washington 98502 .
Dear Mr. Steel:

I am respondlng to your letter dated. November 7,2011, on behalf of Dennis J. McLerran Reglonal
Administrator, U S. Environmental Protection Agency (EPA). In your communication you have asked
the EPA to send you a letter that answers the question “Are [ Washington Administrative Code] WAC
246-290-220(3) and 246-290-460 part of implementation of requirements of the Federal Safe Drinking
Water Act in Washington State, or are they unrelated to the requirements of the Federal Safe Drinking

Water Act in Washington State?”

A concise answer to your question is that the provisions at WAC 246-290-220(3) and 246-290-460 are
not related to the requirements of the Federal Safe Drinking Water Act in Washington State. An
explanatlon as to why this is the case follows. _

The requlrements for a State drinking water primacy program are spelled out in Section 1413 of the
Federal Safe Drinking Water Act (SDWA) (42 U.S.C. § 300g-2). Section 1413(a) specifies that a State
has primary enforcement responsibility (primacy) for public water systems during any period for which
the EPA Administrator determines that such State: :

(1) has adopted dfinking water regulations that are no less stringent than the national primary
drinking water regulations i.e., the regulations promulgated at 40 CFR Part 141 (see

 http://ectr.gpoaccess. gov/cgi/t/text/text-idx %pl=/ecfrbrowse/Title40/40tab_02.ipl);

(2) has adopted and is implementing adequate procedﬁres for the enforcement of such State
reégulations as the Administrator may require by regulation;

(3) will keep such records and make such reports with respect to its activities as the
Admlmstrator may require by regulation;

(4) if it permits variances and/or exemptions from the requirements of its drinking water
regulations, permits such variances and exemptions under conditions and in a manner which is
not less stringent than the conditions under, and the manner in which variances and exemptions
may be granted under SDWA sections 1415 and 1416;

(5)has adopted and can implement an adequate plan for the provision of safe drinking water
. under emergency circumstances; and

(6) has adopted authority for administrative penalties, unless the constitution of the State
prohibits the adoption of such authority. ﬁ 7 /



The EPA’s role in SDWA section 1413(b) requires the Administrator to promulgate regulations that
establish how the States may apply for primacy, how the Administrator will make primacy
determinations and the manner in which the Administrator may determine that the primacy agency is no
longer meeting the primacy requirements. These primacy implementing regulations can be found at 40
CFR 142.10 - 40 CFR 142.12. (See enclosure and/or website provided above.) 40 CFR Part 142.10
describes the requirements of a State primacy program. 40 CFR Part 142.11 describes the documents a
State must submit to the EPA for an initial determination of primacy. 40 CFR 142.12 describes the
contents of a State request for approval of a State’s revised primacy program. This must take place
whenever the EPA adopts a new or revised drinking water rule. As per 40 CFR 142.12(c) a State must

- submit for EPA approval a copy of their regulations and a document we refer to as a crosswalk. The
crosswalk is a side-by-side comparison of the new or revised Federal requirements in 40 CFR Parts 141
and 142 and the corresponding State authorities, including citations to the specific statutes and
administrative regulations (see enclosed example of a crosswalk page). EPA will only make a
determination that a State’s revised drinking water primacy program can be approved if the State’s
regulations are as stringent as the Federal regulations and the State continues to maintain all required
authorities as per SDWA Section 1413.

WAC 246-290-220(3) requires treatment chemicals with the exception of commercially retailed
hypochlorite compounds added to water intended for potable use to comply with ANSI/NSF Standard 60
and also specifies that the maximum application dosage recommendation for the product certified by the
ANSI/NSF Standard 60 shall not be exceeded in practice. The Department of Health (DOH), which is
the State of Washington’s drinking water primacy agency has never submitted WAC 246-290-220(3) to
the EPA for approval as there is no analogous provision in the National Primary Drinking Water
Regulations at 40 CFR Part 141, and neither the other statutory provisions mentioned above, nor the
primacy implementing provisions at 40 CFR Part 142 require that language, such as is found in WAC
246-290-220(3), be part of a State primacy program.

WAC 246-290-460 addresses fluoridation practices, should a community choose to provide fluoridation.
DOH has never submitted WAC 246-290-460 to the EPA for approval as there are no analogous
provisions in the National Primary Drinking Water Regulations at 40 CFR Part 141, and neither the
other statutory provisions mentioned above, nor the primacy implementing provisions at 40 CFR Part
142 require that a State primacy program regulate fluoridation practices. '

For the reasons stated in the above paragraphs, I can assert that that the provisions at WAC 246-290-
220(3) and 246-290-460 were not required to be submitted by the Stats or approved by the EPA and
these provisions are not related to the requirements of the Federal Safe Drinking Water Act.

I hope this response answers your questions satisfactorily. If you have additional questions, please
con‘tact‘ Marie Jennings, our Manager for the Drinking Water Unit at (260) 553-1893.

Sincerely,

Michael’A. Bussell, Director
Office of Water & Watersheds

Enélosures : /6 7 /Z



February 2008

NSF Fact Sheet on Fluoridation Chemicals

Introduction . 5
This fact sheet provides information on the fluoride containing water treatment additives that

NSF has tested and certified to NSF/ANSI Standard 60: Drinking Water Chemicals - Health

Effects. According to the latest Association of State Drinking Water Administrators Survey on’

State Adoption of NSF/ANSI Standards 60 and 61, 45 states require that chemicals used in
treating potable water must meet Standard 60 requirements. If you have questions on your state's
requirements, or how the NSF/ANSI Standard 60 certified products are used in your state, you
should contact your state's Drinking Water Administrator. '

Water fluoridation is the practice of adjusting the fluoride content of drinking water. Fluoride is
added to water for the public health benefit of preventing and reducing tooth decay and
improving the health of the community. The U.S. Centers for Disease Control and Prevention is
a reliable source of information on. this important public health intervention. For more
information please visit www.cdc.gov/fluoridation/.

. NSF certifies three basic products in the fluoridation category:

1.. Fluorosilicic Acid (aka Fluosilicic Acid or Hydrofluosilicic Acid).
2. Sodium Fluorosilicate (aka Sodium Silicofluoride).
3. Sodium Fluoride.

NSF Standard 60 : :
Products used for drinking water treatment are evaluated to the criteria specified in NSF/ANSI

Standard 60. This standard was developed by an NSF-led consortium, including the American
Water Works Association (AWWA), the American Water Works Association Research
Foundation (AWWARF), the Association of State Drinking Water Administrators (ASDWA),
and the Conference of State Health and Environmental Managers (COSHEM). This group
developed NSF/ANSI Standard 60, at the request of the US EPA Office of Water, in 1988. The
NSF Joint Committee on Drinking Water Additives continues to review and maintain the
standard annually. This committee consists of representatives from the original stakeholder
groups as well as other regulatory, water utility and product manufacturer representatives.

Standard 60 was developed to establish minimum requirements for the control of potential
adverse human health effects from products added directly to water during its treatment, storage
and distribution. The standard requires a full formulation disclosure of each chemical ingredient
in a product. It also requires a toxicology review to determine that the product is safe at its
maximum use level and to evaluate potential contaminants in the product. The standard requires
+ testing of the treatment chemical products, typically by dosing these in water at 10 times the
maximum use level, so that trace levels of contaminants can be detected. A toxicology evaluation
of test results is required to determine if any contaminant concentrations have the potential to
cause adverse human health effects. The standard sets criteria for the establishment of single
product allowable concentrations (SPAC) of each respective contaminant. For contaminants
regulated by the U.S. EPA, this SPAC has a default level not to exceed ten-percent of the
regulatory level to provide protection for the consumer in the unlikely event of multiple sources
of the contaminant, unless a lower or higher number of sources can be specifically identified.

]
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Office of Combination Products

WO 32, Room. 5129
10903 New Harhpshire Avenue
Silver Spring, MD 20993

September 23, 2015

Mr, Creratd Steel, PE
Attorney-At-Law

7303 Young Road, NW
Olympia, WA 98502

Re: - “Subinittal of Three Requests for Designation _
for Libera Bottled Fluoridated Water each using a Different Fluoridation Chemical”
- Dated: Septeraber 2, 20135 :
Received: September 2, 2015

Dear Mr. Steel:

For the reasons discussed below, we disagree that our previous legal reasoning is, as.you indicate

below, “no longer valid.” As we have previously communicated to you, and as stated in the

preable tv 21 CFR Part 3, Part 3 “does not apply to foods, yeterinary products, or cosmetics” (56
TR 58754), and jurisdictional questions concerning & product that may be within the jurisdiction of

the Center for Food Safety and Applied Nutrition (CFSAN) are outside the scope of 21 CFR part 3

and section 563 of the FD&C Act. In contrast to your characterization, the Center for Food Safety

and Applied Nuirition’s (CFSAN's) recent communication to you (Letter from F. Billingslea dated

August 7, 2015, attached) does not state that your proposed bottled water product with the cleim

discussed below (“this drinking water is intended for use in the prevention of tooth decay disease”y J

is “not a food undex their [CFSAN’s] jurisdiction.” Instead, Ms. Billingslea stated that this proposed

labeling statement “Is not an authorized claim on food labeling under Section 403(r) of the Act.”

Mes. Billingslea further recommended that you contact Ms. Barbara Gould in FIDA’s Center for

Drug Evalumion and Research (CDER) if you wished to market 2 bottled water product with this

claim, '

Ms. Billingslea recommended contacting CDER becanse you propose to market your product with a
therapeutic claim. Your proposed claim would establish that your product is intended to prevent ,
disease. Therefore, your proposed product (if marketed with your proposed claim) would be a deug -
ag that term is defined in section 201{g)(1)(B) of the Federal Food, Drug, and Cosmetic Act (the

Act),
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< Mr, Gerald Steel, PE
© Attorney-At-Law

September 23, 2015
Page 2
Bowever, the fact that your proposed product (if marketed with your proposed claim) would be 4

. drug undet the Act does not mean that your product is not also a food. To the contrary, the
definitions of “food” and “drug” under the Act are not mutually exclusive. See, e.g., Nutrilab v.
Schweiker, 713 F.2d 335, 336 (7th Cir. 1983). It is commonplace for FDA, 1o take regulatory action
with respest 1o food products that are promoted for conditions that cause the products to be drugs as

well as foods.

Accordingly, we believe that our previous legal reasoning continues to apply, and your most recent

requests fall outside the scope of the regulation and statutory provisions that authorize requests for

“designation. As a result, we are not treating your submissions regarding fluoridated bottled water as
* Yequests Tor designation. Instead, we are treating them as informal fnquiries.

W hope it is helpful for you to know that your proposed product (if marketed with your proposed
claim) would be both a food and a drug under the Act. We note that if you were to-remove your
proposed claim (“This drinking water is intended for use in the prevention of tooth decay disease™),
your product would not be a drug under the Act unless there was other evidence to establish its
status as a drug, As Ms. Billingslea discussed in her letter of August 7, your other propesed clain —

““fluoride added” ~ would not render your product a drug. You ¢an also reference Ms. Billingslea’s
letter for information about a health claim that may be used on certain bottled water products.

As Ms. Bi llmgslea stated in her Jetter of August 7, we recommend that you contact Ms. Barbara
Gould in CDER if you wish to market your bottled water product with your proposed elaim about
the preven tion of tooth decay.

Pamma A. Hanserz, Ph D.

Actmg Dlreotm

Office of Nutrition, Labeling and Dietary Supplements
CFSAN

FDA

Leigh Hayes

lﬁoduct. Assignment Officer
Office of Combination Products
FDA '
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APPENDIX B

NOTICE TO MANUFACTURERS AND DISTRIBUTORS OF FLUORIDATION
COMPOUNDS

PART 1. NOTICE OF CITIZEN PETITION

The petitioner has submitted a Citizen Petition pursuant to 21 C.F.R. 810.30 requesting that
the Food and Drug Administration issue a formal determination regarding the regulatory
status of fluoride compounds manufactured and distributed for community water fluoridation
and intended for human ingestion to prevent dental caries.

This petition does not request regulation of public water systems, drinking water quality, or
water utilities. Rather, it seeks clarification regarding the manufacture, interstate
distribution, and regulatory status of fluoride compounds distributed for use in community
water fluoridation programs.

The following entities are known to the petitioner as manufacturers or distributors of
fluoridation compounds used in the United States and are identified as potentially
interested parties. Inclusion on this list does not constitute any determination regarding the
legal status of any product, company, or activity.

To the best of the petitioner's knowledge, these entities manufacture, distribute, broker, or
supply fluoride compounds used for community water fluoridation in interstate commerce.
The list is provided for informational purposes and may not be exhaustive.

The petitioner respectfully requests that FDA provide notice of any determination arising
from this petition to interested parties as appropriate.

Sources include manufacturer product literature, NSF/ANSI Standard 60 listings, distributor
catalogs, and publicly available water treatment industry information.

PART 2. SAMPLE NOTIFICATION LETTER TO MANUFACTURERS

The following is a sample letter suitable for transmittal by the petitioner or by FDA to each
manufacturer or distributor identified in this Appendix. The letter may be adapted as
appropriate.

[Sender Name / Organization]
[Address Line 1]

[Address Line 2]

[Date]

[Compliance Officer / Regulatory Affairs]
[Company Name]

[Company Address]

[City, State, ZIP]



Re: Citizen Petition to the U.S. Food and Drug Administration — FDA Docket No.
[DOCKET NUMBER] — Regulatory Status of Fluoride Compounds Used in Community
Water Fluoridation

Dear [Compliance Officer / Regulatory Affairs Director]:

| am writing to notify you that | have submitted a Citizen Petition to the United States Food
and Drug Administration (FDA) pursuant to 21 C.F.R. §810.30 requesting that FDA issue a
formal determination regarding the regulatory status of fluoride compounds manufactured
and distributed for community water fluoridation and intended for human ingestion to
prevent dental caries. The petition has been assigned FDA Docket No. [DOCKET
NUMBER] and is available for public review at www.regulations.gov.

[Company Name] is identified in the petition as a manufacturer or distributor of fluoride
compounds used in community water fluoridation programs in the United States, based on
publicly available product literature, NSF/ANSI Standard 60 certification listings, and
distributor catalogs. This identification does not constitute a determination regarding the
legal status of any product, company, or activity.

The central question presented by the petition is whether fluoride compounds distributed for
community water fluoridation — compounds whose manufacturers and distributors
represent them as intended to prevent dental caries through ingestion in public water
systems — meet the statutory definition of a “drug” under the Federal Food, Drug, and
Cosmetic Act (FD&C Act), 21 U.S.C. 8321(g)(1)(B), and if so, whether such compounds are
subject to the drug approval, labeling, establishment registration, and Good Manufacturing
Practice requirements of the FD&C Act.

This letter is provided for informational purposes. As a potentially interested party, you may
wish to review the petition, consult legal counsel, and consider whether to submit
comments to the FDA docket. The FDA has stated that interested persons may submit
written comments on citizen petitions through the regulations.gov docket system.

No response to this letter is required. If you have questions regarding the content or scope
of the petition, please contact me at the address above.

Respectfully submitted,

[Petitioner Name]
[Address]

[City, State, ZIP]
[Telephone]
[Email Address]



PART 3. MANUFACTURER AND DISTRIBUTOR CONTACT INFORMATION

The following table identifies known manufacturers and distributors of fluoridation
compounds, their principal products, and publicly available email contact information for
regulatory or compliance inquiries. Where no dedicated compliance email was publicly
available, the general contact address or best available contact is listed. Email addresses
were verified from publicly available sources as of 2026.

Company

CORECHEM Inc., Knoxville, TN

DuBois Chemicals, Inc.,
Sharonville, OH

George S. Coyne Chemical Co.,
Inc., Croydon, PA

Harcros Chemicals Inc., Kansas
City, KS

Hawkins, Inc., Roseville, MN

Ideal Chemical and Supply
Company, Memphis, TN

Itafos Conda LLC, Soda Springs, ID

J.R. Simplot Company, Boise, ID

Kinetix Solutions, LLC, Geismar, LA

Miles Chemical Company, Inc.,
Arleta, CA

Monson Companies, Sterling, MA

Pencco, Inc., Sealy, TX

PVS-Nolwood Chemicals (formerly
SAL Chemical Co., Inc.), Weirton,
WV

Shannon Chemical Corp., Malvern,
PA

Sibelco North America, New

Principal
Product(s)

Fluorosilicic Acid;
Sodium Fluorosilicate
Fluorosilicic Acid
Hydrofluosilicic Acid;
Sodium Fluoride
Hydrofluosilicic Acid

Hydrofluosilicic Acid

Fluorosilicic Acid

Fluorosilicic Acid

Fluorosilicic Acid

Hydrofluosilicic Acid

Hydrofluosilicic Acid

Hydrofluosilicic Acid

Hydrofluosilicic Acid

Fluorosilicic Acid

Hydrofluosilicic Acid

Hydrofluosilicic Acid

Email Address

sales@corecheminc.co
m

legal@duboischemicals.
com

info@coynechemical.co
m

ryandoyle@harcros.com

mike.clemens@hawkins
inc.com

info@idealchem.com
info@itafos.com
info@simplot.com
info@kinetixsolutions.co
m

info@mileschem.com
info@monsoncompanie

s.com

info@pencco.com

info@pvschemicals.com

dcflynn@shannonchem.
com

info@sibelco.com

Notes

Legal/compliance
contact

No public email; use
phone (800) 523-1230

Ryan Doyle, Sr.
Director of Regulatory
Affairs

Water Treatment
Group contact

No published email;
domain pattern
jdoe@idealchem.com

No dedicated fluoride
contact published

Large agribusiness;
use main contact form

No published email
found

No published email
found

No published email
found

Contact page uses
web form only; (979)
885-0005

SAL acquired by PVS-
Nolwood, Feb. 28,
2025

Daniel C. Flynn,
principal contact

No dedicated US



Canaan, CT fluoride email

published
The Dycho Company Inc., Niota, Hydrofluosilicic Acid info@dycho.com No published email
TN found
Viking Chemical Co., Rockford, IL Fluorosilicic Acid e- Published general
mail@vikingchemical.co | contact address
m
Univar Solutions Inc., Downers National Distributor of | regulatory@univarsoluti | Large public
Grove, IL Fluoridation ons.com company; use
Compounds regulatory affairs dept.

Note: SAL Chemical Co., Inc. was acquired by PVS-Nolwood Chemicals, Inc. (a subsidiary of PVS Chemicals, Inc.,
Detroit, Ml) effective February 28, 2025. Correspondence should be directed to PVS-Nolwood at the Weirton, WV facility.
For companies where no email address was publicly available, the petitioner recommends contacting the company by
telephone or through the company’s website contact form to identify the appropriate compliance or regulatory affairs
contact prior to transmitting correspondence.



APPENDIX C
FDA ANNOUNCEMENTS REGARDING INGESTIBLE FLUORIDE PRESCRIPTION DRUG PRODUCTS
Purpose of Appendix

This appendix provides documentation of FDA's public statements and enforcement actions
regarding ingestible fluoride prescription drug products intended for prevention of dental caries.

These materials are included because the question presented in this petition arises directly from
FDA's recent statements concerning ingestible fluoride products.

FDA Announcement - May 13, 2025

On May 13, 2025, the U.S. Food and Drug Administration announced that it was initiating action
to remove ingestible fluoride prescription drug products for children from the market.

FDA stated:

"The agency has set a goal date of October 31 for completing a safety review and public
comment period and for taking appropriate action regarding removal of these products
from the market."

FDA further stated:
"They have also never been approved by the FDA."

Source:
U.S. Food and Drug Administration, FDA Begins Action to Remove Ingestible Fluoride
Prescription Drug Products for Children from the Market, May 13, 2025.

FDA Announcement - October 31, 2025

On October 31, 2025, FDA announced enforcement action against manufacturers marketing
ingestible fluoride prescription drug products for children.

FDA stated that it had:

"sent notices to four companies outlining the agency's intention to take enforcement
action against those marketing unapproved fluoride-containing ingestible drugs."

FDA described the products as:
"unapproved ingestible fluoride prescription drug products for children."

Source:
U.S. Food and Drug Administration, FDA Acts to Protect Children from Unapproved Fluoride
Drug Products, October 31, 2025.



Relevance to This Petition
This petition does not challenge FDA's actions concerning fluoride prescription drug products.
Rather, FDA's statements raise a separate regulatory question.

FDA has publicly stated that ingestible fluoride prescription drug products intended to prevent
dental caries are unapproved drug products. Fluoride compounds distributed for community
water fluoridation are likewise distributed with the intent that fluoride be ingested for the
prevention of dental caries.

Accordingly, this petition requests clarification regarding how FDA applies the Federal Food,
Drug, and Cosmetic Act to fluoride compounds distributed for community water fluoridation
and the legal basis for any distinction FDA may draw between those products and other
ingestible fluoride products intended to prevent dental caries.
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Gerald Steel, PE
7303 Young Road NW
Olympia, WA 98502

Dear Mr. Steel:

This is in response to your letter of December 28, 2012 to EPA Administrator Lisa Jackson in which you
asked several questions about the status of an MOU between EPA and the Federal Drug Administration

(FDA) published in 1979. | am replying on behalf of her.

Your first question is whether, from the viewpoint of EPA, the purpose of a 1979 Memorandum of
Understanding (MOU) between EPA and the Federal Drug Administration (FDA) was “to take away from
FDA, and give to EPA, responsibility for regulating public drinking water additives intended for
preventative health care purposes and unrelated to contamination of public drinking water?” Your
second question is whether, if that was the purpose of the 1979 MOU, the MOU was terminated

through a subsequent Federal Register notice.

The answer to your first question is no, so there is no need to address your second question. The
purpose of the MOU was not to shift any responsibilities between the Agencies. Rather, it was to help
facilitate effective coordination of our respective legal authorities. Under the Safe Drinking Water Act
(SDWA), EPA is the lead federal agency with responsibility to regulate the safety of public water
supplies. EPA does not have responsibility for substances added to water solely for preventative health
care purposes, such as fluoride, other than to limit the addition of such substances to protect public
health or to prevent such substances from interfering with the effectiveness of any required treatment
techniques. SDWA Section 1412(b)(11); see also A Legislative History of the Safe Drinking Water Act,
Committee Print, 97" Cong, 2d Session (February 1982) at 547. The Department of Health and Human
Services (HHS), acting through the FDA, remains responsible for regulating the addition of drugs to
water supplies for health care purposes. ‘ '

The 1979 MOU was intended to address contamination of drinking water supplies as a result of direct or
indirect additives to drinking water, not to address the addition of substances solely for preventative
health purposes. 44 Fed. Reg. 42775 (July 20, 1979) (“EPA and FDA agree: (1) that contamination of
drinking water from the use and application of direct and indirect additives and other substances poses
a potential public health problem...”){(emphasis added). It was intended to avoid potentially duplicative
regulation of “food”, which FDA had, in the past, considered to include drinking water. 44 Fed. Reg.
42775 (July 20,-1979). The MOU did not address drugs or other substances added to water for health

care purposes.

" Internet Address (URL) @ htip://iwww.epa.gov
Recycled/Recyclable @ Printed with Vegetable Oil Based Inks on 100% Postconsumer, Process Chlorine Free Recycled Paper



Gerald Steel, PE
February 14, 2013
Page 2

| hope that this has adequately answered yoLlr inquiry. Please do not hesitate to contact Carrie Wehling
of my staff (202-564-5492) if you have further questions about this.

Sincerely,

~ M

Steven M. Neugeboren
Associate General Counsel
Water Law Office
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