CITIZEN PETITION
Date: June 1, 2015

The undersigned submit this Petition pursuant to 21 CFR 10.25(a)(2) and undér 21 USC 393(b)
and other applicable statutes to request the Commissioner of Food and Drugs to issue the
regulation described in Part A.

A. Action Requested — Proposed Regulation
Issue a regulation in 21 CFR Part 250 (or in another appropriate Part) in substantially the
following form: :

(@)  Fluoridation chemical additives (whether or not certified under NSF/ANSI Standard 60)
and fluoridated drinking waters (bottled and/or from public water systems, that are fluoridated
with such additives) are drugs pursuant to section 201(g)(1) of the Federal, Food, Drug, and
Cosmetic Act (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).

(b) Fluoridation chemical additives include:

(D Fluorosilicic Acid (aka Fluosilicic Acid or Hydrofluosilicic Acid).
2) Sodium Fluorosilicate (aka Sodium Silicofluoride).

3) Sodium Fluoride.

4) Calcium Fluoride.

(©) It is presumed that the intended use of such additives and such fluoridated drinking
waters is to aid in the prevention, mitigation, and/or prophylactic treatment of dental caries

disease (tooth decay, cavities).

(d) The Food and Drug Administration has jurisdiction to ensure that uses of fluoridation
chemical additive drugs are safe and effective.
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B. Statement of Grounds

1. All Drinking Waters (bottled or public) are Drugs When They Include -
Fluoridation Chemical Additives to prevent, mitigate and/or prophylacticly treat tooth

decay disease

The Federal Food, Drug, and Cosmetic Act (FD&C Act) 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

©)....

(21 USC 321(g)(1); emphasis supplied.) The language quoted has not been amended since it
was originally adopted in the 1938 Act. (52 Stat. 1041.)

It is well-known and broadly accepted that fluoridated water is intended to reduce [i.e. mitigate
or treat] and prevent tooth decay disease. (76 FR 2383 at 2386.) Fluoridated water is drinking
water (bottled or public) with fluoridation chemicals added. Nearly all states require fluoridation
chemicals to be certified by NSF/ANSI Standard 60. Attachment 1 (Att. 1) hereto is page 1 of a
2008 Fact Sheet on Fluoridation Chemicals authored by NSF (formerly National Sanitation
Foundation). It states that fluoridation chemicals are “added to water for the public health
benefit of preventing and reducing tooth decay” and for no other reason. (Attachment 1 hereto.)
It identifies the three basic fluoridation chemicals that NSF certifies as:

(1)  Fluorosilicic Acid (aka Fluosilicic Acid or Hydrofluosilicic Acid).
(2) Sodium Fluorosilicate (aka Sodium Silicofluoride).
3) Sodium Fluoride.

(Attachment 1 hereto.) A fourth fluoridation chemical that is added to drinking water by at least
one city in the United States is Calcium Fluoride. These are the four fluoridation chemicals

additives that are named in the proposed regulation.
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Fluoridated waters qualify as drugs under the plain language of the Food Drug and Cosmetic Act
because they are “intended for use in the mitigation, . . . treatment or prevention of disease.” (21
USC 321(g)(1)(B).) Fluoridation chemical additives are drugs bécause they are “intended for
use as a component,” (as the active ingredient) of fluoridated waters. (21 USC 321(g)(1)(D).)
Fluoridation chemical additives are also drugs because they, themselves, are “intended for use in
the mitigation, . . . treatment or prevention of disease.” (21 USC 321(g)(1)(B); Attachment 1
hereto.) Sodlurn fluoride is also a drug because it is “recognized in the official Umted States
Pharmacopoeia.” (21 USC 321(g)(1)(A).) '

Because fluoridated waters and fluoridation chemical additives are well-known and widely

- accepted by the public as being intended for use in the mitigation, treatment and/or prevention of
tooth decay disease, the proposed regulation creates a presumption that this is the intent of use of
these articles.

Because fluoridated waters and fluoridation chemical additives are presumed drugs, the proposed
regulation clarifies that FDA has jurisdiction to ensure that these additives are safe and effective

in their manner of use pursuant to the FDA obligation in 21 USC 393(b).

2. Fluoridation Chemical Additives Are Drugs, Not Foods

‘Some argue that fluoridation chemical additives are dietary supplements and therefore they are
foods and not drugs. But federal courts have ruled that if the intended use of a food falls within
the definition of a drug (21 USC 321(g)(1)(B)), then the food is regulated as a drug.
Interpretations of federal statutes by federal courts are entitled to great weight. A long line of
federal court cases has found that articles normally regulated as “foods” shall be regulated as
“drugs” if the intended use is to mitigate, treat and/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 [FD&C Act] if
their intended use falls within the definition of s 321(g)(1)(B). '
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Gadler v. United States, 425 F.Supp. 244, 246-47 (D.Minn. 1977); see Nutrilab, Inc. v.
Schweiker, 713 F.2d 335, 336 (7th Cir. 1983); see also Bradley v. United States, 264 F.79 (5th
Cir., 1920) where the court specifically found “mineral water” to be a “drug” when it is intended
to treat disease.

3. In 1994, Congress Clarified Why Fluoridation Chemical Additives Are Drugs

In 1994, Congress adopted 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 fluorides 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) (interpreting
DSHEA (emphasis supplied)).) Under DSHEA, dietary supplements include minerals. (21 USC
321(fH)(1)(B).) Minerals under DSHEA are normally regulated as foods except when they
qualify as drugs. (21 USC 321(ff) (postscript states “except for purposes of [21 USC 321(g)(1)
which describes drugs] a dietary supplement shall be deemed to be a food.”)) In the
determination of whether fluoridation products are drugs:

the only question under the [FD&C Act] 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, the “intended use” of fluoridation chemical additives
is to mitigate, treat and/or prevent dental caries (tooth decay) disease. (Supra at 2-3.)

4. Congress Intended The FDA To Regulate The Addition Of Fluoride To
Public Drinking Water For Dental Caries Prevention As A Drug Under The FD&C Act

Congress intended the FDA to regulate the addition of fluoride to public drinking water for
dental caries disease prevention as a drug under the FD&C Act. Fluoridated waters with
fluoridation chemical additives are drugs. The FDA has not identified anything in the FD&C Act
that suggests otherwise. Under the FD&C Act, foods are regulated as drugs if the intended use is
to mitigate, treat, and/or prevent disease. (Supra at 2-4.) Over the past few years, some in FDA
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have argued that the Safe Drinking Water Act (42 USC 300f et seq.) relieves FDA of its

- jurisdiction to regulate fluoridation chemical additives and fluoridated waters as drugs.
(Attachments 4A, 4B, and 4C and particularly 4A and 4C; Attachments 5-6; Attachments 7-9
and particularly 7-8, all hereto.) For the reasons given below, the FDA errs when it ﬁnds
fluoridated waters and fluoridation chemical additives are not drugs. '

(a) FDA Ruling on Dr. Eloise Kailin Request for Designation

Dr. Eloise Kailin proposed to use sodium fluoride to fluoridate a public water system she
manages and she submitted a Request for Designation under the authority of 21 CFR 3.7(a)(2).
(Attachments 9-23 hereto.) Dr. Kailin interpreted 21 CFR 3.7(a)(2) as allowing a determination
* as to whether CDER would have primary jurisdiction because the fluoridated water was intended
to prevent dental caries disease. The Request was accepted by FDA as complete. The regulation
states that a Request is allowed for, “Any product [including proposed drugs] where the agency
component with primary jurisdiction is unclear or in dispute.” 21 CFR 3.8(b) provides that if
FDA does not respond in 60 days, Dr. Kailin’s recommendation that CDER has primary
jurisdiction must be accepted. : '

Dr. Kailin’s request received a formal Commissioner briefing led by Jill Hartzler Warner, J.D.
The decision by the FDA Office of Combination Products issued by Leigh Hayes states:

We have 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). 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) 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 drinking water as a drug under the FD&C Act.

(Attachment 4A hereto.)
In response to this decision, Dr. Kailin filed a Request for Review. (Attachments 2-4 and 4A-4C

hereto.) Approximately two years later, Jill Hartzler Warner issued a response. (Attachment 5-6
hereto.) She states:
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I have carefully considered both the text and the legislative history of the SDWA,
and I agree with OCP’s determination 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.

(Attachment 5 hereto.) This same FDA argument was repeated in a November 21, 2014 HHS
response to a request to enforce the FD&C Act on fluoridation chemical additive manufacturers.

(Attachments 7-8 hereto.)

Thus, some in the FDA are interpreting the SDWA to conclude that the SDWA relieves FDA of
any responsibility under the FD&C Act to ensure that drugs are safe and effective with respect to
fluoridated drinking water. The legal error is that the authority to interpret the SDWA lies with
the EPA as the agency with administrative authority. Dr. Kailin had submitted a letter from
Steven Neugeboren with her Request. (Attachments 23-24 hereto.) Mr. Neugeboren speaks for
the EPA Administrator on interpretation of the SDWA. (/d.) Mr. Neugeboren disagrees with
FDA'’s interpretation of the SDWA. (Id.) 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 the limit the addition of such substances
[so Maximum Contaminant Levels are not exceeded]. The Department of Health
and Human Services (HHS) acting though the FDA, remains responsible for
regulating the addition of drugs to water supplies for health care purposes.

(Attachment 23 hereto.) Thus the EPA interprets the SDWA to not affect any authority that
FDA has under the FD&C Act to ensure that drugs are safe and effective with respect to
fluoridated drinking water. If the waters and fluoridation chemical additives meet the definition
of drugs in the FD&C Act, then FDA has jurisdiction to ensure that these articles are safe and
effective. FDA cannot legally rely on the SDWA to avoid its responsibilities under the FD&C
Act. EPA, in effect, states there is no conflict in the SDWA that would affect FDA authority in
the FD&C Act with respect to fluoridated drinking water. FDA, in its communications, has not
identified any specific conflict between the SDWA and the FD&C Act. Without a conflict, each
agency has the jurisdiction expressed in the statutes it administrates. If the statutory language is
not ambiguous, the legislative history cannot be considered. FDA has not alleged that any _
specific statutes are ambiguous and yet the FDA states that it relies on legislative history of the
SDWA without a identifying any specific conflict. (Attachments 5-6 hereto.) Should a conflict
be identified, the next step is to harmonize conflicting language so that both statutes are
implemented.
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Given the recent actions by HHS (see 76 FR 2383 at 2386; 80 FR 24936) to recommend adding
fluoride to public drinking water for prevention of dental caries disease, FDA should no longer
argue that this fluoridation chemical additive is just a contaminant regulated by EPA. Instead it
is an additive intended to make fluoridated waters that are intended to reduce and prevent tooth
decay disease. Under the unambiguous definition of a drug in the FD&C Act, the FDA should
find that both the fluoridated waters and the fluoridation chemical additives are drugs with FDA
jurisdiction to make them safe and effective. Because finding fluoridated waters and fluoridation
chemical additives to be drugs is a major change in FDA administrative policy, this policy
change should be implemented by the proposed regulation in Part A of this Petition.

(b) FDA Ruling on Mike Libera Request for Designation

After the FDA decision was made that Dr. Kailin’s fluoridated public water was not a drug
allegedly because of unidentified text in the SDWA, Mike Libera submitted a Request for
Designation to determine if his proposed bottled water with his proposed fluoridation chemical
additives (including sodium fluoride) would be a drug if it was marketed with a label that states:
“This drinking water is intended for use in the prevention of tooth decay disease.” (Attachment
25-39, hereto.) The response from FDA was that it was unclear to FDA whether this product
would be a drug because bottled water is generally regulated by the Center for Food Safety and
Applied Nutrition (CFSAN) as a food. (Attachment 43.) The FDA response states that:

Jurisdictional questions concerning a 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 [21 USC 360bbb-2] of the FD&C Act.

(Id.) The FDA refused to answer the question of whether the Libera bottled fluoridated water
with an explicit “drug claim” would be a drug even though it acknowledged that it may be a
drug. (Id.) Section 360bbb-2 of the FD&C Act explicitly states that a person “may submit a
request to the Secretary respecting the classification of the product as a drug . . . or respecting the
component of the Food and Drug Administration that will regulate the product.” While this
section does not authorize a determination of whether a product is a food, it does authorize a
determination of whether a product is a drug and so FDA is required to answer that question.

Mike Libera filed a request for review of the decision refusing to make a determination of
whether his product would be a drug. (Attachment 40-44 hereto.) The FDA upheld its
determination that if a product may be a food, then it cannot determine if it is a drug under 21
CFR Part 3 and 21 USC 360bbb-2 of the FD&C Act. (Attachment 45-46 hereto.) This decision
is inconsistent with the FDA response to the Request for Designation for the Kailin Public
Drinking Water. (Attachments'4A to 4C and 5-6 hereto.) In that decision, despite the fact that
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drinking water may be either a food or a drug, the FDA determined [errbneously] that fluoridated
public drinking water is not a drug.

The proposed regulation in Part A of this Petition applies to both fluoridated public drinking
water and fluoridated bottled water as well as the fluoridation chemical additives used to make
these products. (Supra at 1.) It is necessary for the FDA to clearly address these issues in the
proposed regulation so the public health will be protected.

: 5. Congress Did Not Intend To Make States And Local Government
Responsible For Determining If Fluoridated Water And Fluoridation Chemical Additives,
All In Interstate Commerce, Are Safe And Effectlve :

Despite the Congressional mandate in 21 USC 393(b) that FDA ensure that drugs are safe and
effective, and despite the unambiguous definitions of drugs in 21 USC 321(g)(1), some in the
FDA and HHS state that Congress intended state and local governments to determine if
fluoridated water and fluoridation chemical additives in interstate commerce are safe and
effective when used to prevent dental caries disease. (See Attachments 5 and 8.) This is clearly
beyond the abilities of most state and local governments and puts the citizens at the mercy of the
fluoridation peddlers. The FDA was established by Congress, in part, to ensure that articles that
meet the definition of drugs in 21 USC 321(g)(1), will not be marketed unless FDA has
determined that they are safe and effective (pursuant to drug review standards). There is
substantial evidence of harm of public water fluoridation and there is substantial evidence that
public water fluoridation is ineffective.

As an example, Attachment 47 hereto shows a correlation of fluoridation prevalence with
Attention-Deficit Hyperactivity Disorder (ADHD) in fifty states. This graph is adapted from
Malin (2015) by adding color. (See http://www.ehjournal.net/content/14/1/17/abstract) This
graph shows percent of children 4-17 medically-diagnosed with ADHD increases linearly with
increases in percent of state population fluoridated. Fluoridation information is from CDC. -
ADHD rates are from the National Survey of Children’s Health. Socioeconomic status is
controlled. In 2011, 8.8 percent of children in non-fluoridated states were diagnosed with
ADHD. This increased to 13.9 percent for fully-fluoridated states. This is a 58% increase. Child
ADHD prevalence is linearly correlated with fluoridation prevalence with relatively little scatter.
It is time to regulate fluoridated waters and fluoridation chemical additives as drugs under the
jurisdiction of the FDA and we request that FDA adopt the regulation proposed in Part A of this
Petition.

This Petition meets the requirements of 21 CFR 10.40(2) in that it contains facts demonstrating
reasonable grounds for the proposal and the Petition substantially shows that the proposal is in
the public interest and will promote the objectives of the FD&C Act and the FDA.
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C. Environmental Impact

FDA: should find that this action is of type that does not individually or cumulatively have a
‘significant effect on the human environment. This action has a categorical exclusion under-21
CFR 25.30(h) because it is an administrative regulation and under 21 CFR 25.32(m) because it
should result in restrictions on or reductions in the use fluoridation chemical additives in
drinking water which, when unfluoridated, is considered a food.

D. Economic Impact-Not Required

E. Certification : , ‘
The undersigned certifies, that, to the best knowledge and belief of the undersigned, this petition
includes all information and views on which the petition relies, and that it includes representative
data and information known to the petitioners which are unfavorable to the petition.

S f#

@érald Steel, Petitioner Representative
360.867.1166

On Behalf Of:

Food and Water Watch

c/o Scott Edwards

1616 P Street NW, Ste 300
Washington DC 20036

Fluoride Action Network
c/o Paul Connett, PhD
104 Walnut Street
Binghamton, NY 13905

King County Citizens Against Fluoridation
c/o Audrey Adams
10939 SE 183" Ct.
Renton WA 98055

Washington Action for Safe Water
c/o Scott Shock

PO Box 58983

Tukwila WA 98188
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. Clean Water California

c/o K. Lavelle & J. Sanders
325 Sharon Drive

Box 624

Menlo Park CA 94025

Clean Water Sonoma Marin
c/o Dawna Gallagher-Stroeh
PO Box 2248 .

Rohnert Park CA 94927

Fluoride Free Sacramento
c/o Gerald Steel, Atty.
7303 Young Rd. NW
Olympia WA 98502

Ecology Party of Florida
c/o Cara L. Campbell
641 SW 6™ Ave.

Ft. Lauderdale FL 33315

Hard Wired for Safety
c/o Edna Willadsen

PO Box 1644

Port Angeles WA 98362

Protect the Peninsula’s Future
c/o Eloise Kailin MD

PO Box 1677

Sequim WA 98382
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NSF Fact Sheet on Fluoridation Chemicals

tion . ) s bt
Introdue information on the fluoride containing water treatment additives that

is fact : ides k
TS B o d to NSF/ANSI Standard 60: Drinking Water Chemicals - Health

¢ has tested and certifie 0: 1 _Chem ‘
Bife Association of State Drinking Water Administrators Survey on

Effects. According to the latest : . | : rvey o
State Adoption of NSF/ANSI Standards 60 and 61, 45 states require that chemicals used in

. . e
treating potable water must meet Standard 60 requirements. 1f you have questhns on your state’s
requirements, or how the NSF/ANSI Standard 60 certified producis are used in your state, you

should contact your state's Drinking Water Administrator.

he practice of adjusting the fluoride content of drinking water. Flucride is
Ith 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/.

Water fluoridation is ti
added to water for the public hea

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 Flueride.

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
n: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
maafimum use level and to evaluate potential contaminants in the product. The standard requires
testupg of the treatment chemical products, typically by dosing these in water at 10 times the
maximum use {evel, 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 poteﬁtial to
cause adverse humarn 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 bf fhé:
reguiatory lev.el 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 spec.iﬁcally identiﬁe;i.
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Gerald Stee] PE-
Attorney at Law .~
7303 Young Rd. NW
Olympia WA 98502
360.867.1166 Phone

December 23, 2013

Ms. Jill Warner,
'Acting Assoc. Commissioner
WO032, 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)(1)(B).

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, ANSI/NSF 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. (Tobacco 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.” (Zd. 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 case, Congress has not shown that ii 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.

/ geraldsteel@yahoo.com

/

Attachments: A-1 to A-3
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Public Health Sexvice

Food and Drug Administration

DEPARTMENT OF HEALTH & HUMAN SERVICES
| 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 Stee]

Attorney

Kailin Public Water System
160 Kane Lane

Sequim, WA 98382

Re:  Request for Designation '
Kailin Public Drinking Water System with Sodium Fluoride
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 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).
Instegd, Qongrws 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) 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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Kailin Public Water System. 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 Jower 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
maintain 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 Department of
Health and Human Setvices, HHS's Office of the General Counsel, and the EPA.
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Kaitin Public Water System. RFD130073 Page 13

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 e

Leigh Hayes
Product Assignment Officer
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R Food and Drug Administration

' 10903 New Hampshire Avenue
Silver Spring, MD 20993-002

Thursday March 26, 2015

Mr. Gerald Steel PE
Attorney at Law

7303 Young Road, NW
Olympia WA 98502
(360) 867-1166

Re:  Kailin System Public Drinking Water with Sodium Fluoride
Request for Designation (RFD), Office of Combination Products
FDA file: RFD 130073
Request for Review under 21 CFR 10.75

Dear Mr. Steel:

This letter is in response to your Request for Review under 21 CFR 10.75 for Kailin
System Public Drinking Water with Sodium Fluoride (RFD130073) (“10.75 Request”)
dated December 23, 2013. You are appealing a September 27, 2013, determination by
the Food and Drug Administration’s (FDA) Office of Combination Products (OCP) not to
designate your fluoridated public drinking water product as a drug under the under the
Federal Food, Drug, and Cosmetic Act (FD&C Act).

I have reviewed your 10.75 Request and the administrative file for the decision regarding
your request. In your request, you argue that FDA has the authority to regulate chemicals
that are added by state and local authorities to public drinking water supplies “for
preventative health care purposes” as drugs.

I note that OCP’s September 27, 2013, determination only applies to fluoridated public
drinking water; accordingly, I am not addressing your arguments about FDA’s authority
to regulate other chemicals that may be added to public drinking water. With respect to
fluoridated public drinking water, I find your argument regarding the Safe Drinking
Water Act of 1974 (SDWA) to be unpersuasive. I have carefully considered both the text
and the legislative history of the SDWA, and I agree with OCP’s determination 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 the U.S. Environmental Protection Agency (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.
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Mr. Steel
March 26, 2015
Page 2

Zinally, I also find your argument regarding FDA v. Brown & Williamson Tobacco Corp.,
529 U.S. 120 (2000) (Brown & Williamson), unpersuasive. Brown & Williamson, which
addressed the regulation of products made or derived from tobacco, did not address the
SDWA or the federal regulation of fluoridated public drinking water.

Therefore, I affirm OCP’s determination that Congress did not intend for FDA to regulate
rhe addition of fluoride to public drinking water for dental caries prevention as a drug

under the FD&C Act. Accordingly, ] affirm OCP’s decision not to designate your
fluoridated public drinking water as a drug under the FD&C Act.

Sincerely,

Jill Hartzler Warner, J.D.
Associate Commissioner for
Special Medical Programs

cc: Thinh Nguyen

At 6
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Deéar Ms, McEtheney:

‘Thank you-for your cotrespondence concerning fluoridation of drinking water. Your letter requesis
 that | take-anumber of actions related to fuoridation. These include instructing the Food and Diug
Adiministeation (FDA) to advise fluoridation manufacturers to submit New Drug Applications;
instructitig the Centers for Disease Control and Prevention (CDC) to stop “promotion. . . of any.
all deugs, incinding the ingestion of fluoride products, not FDA. CDER. approved”; sponsoting a
review of fluoride’s neurotoxicity by the National Research Council; and supporting a prospective
randomized:control trial of the effectiveness of ingesting hydrofluorosilicie acid.

For neitly 70 years, community water fluoridation (CWF) lias been a safe.and healthy way to
-effectively, prevent tooth decay. CDC has recognized water fluoridation as one of ten great public -
hgalth achievements of the 20th century. CDC works with national partners, states, communities,
ansh waler operators to ensure that the U.S. population has access to optimally flooridated water to
prevent teoth decay. : '

However, fluoride ingestion while teeth are developing can result in 2 range of visually detectable
changes in the tooth enamel, called dental fluorosis. The prevalence of mild-to moderate dental -
fliorosis in the United States has increased in recent years. Fluoride in drinking water is one of
several available fluoride sources, In 2011, the Department of Hedlth and Human Services (HHS)
pmposed“that.the'recommended level of fluoride in drinking water be set at 0.7 mg/L. This will
secluce: thie ¢hance for children’s teeth to develop dental fluorosis, while still preventing tooth decay.
‘The previous U:S. Public Health Service recommendations for fluoride levels ranged from 0.7mg/L
to 1:2 mgfL, depending on average maximum regional air temperature. Thenew recommendation is
‘based on recent findings that in the U.S., outdoor temperature does not determine water intake.

FIHS expects that the final recommendations to reduce the optimal fluoride level will be publicly
available soon, CDC, in collaboration withi the National Institute of Dental and Crariofacial
Research (NIDCR), will monitor the impact of these changes through enhanced surveillance of
dentdl caries (tooth decay) and dental fluorosis in the National Health and Nuttition Examination
Survey NELANES). - : .

‘Four specific requests are addressed below.
Instruct FDA CDER to no longer defer regulatory action. FDA CDER io send a letter to

fluoridation manufacturers advising them to make FDA CDER NDA (New.Drug Application) as
required by Congress in the US FD&C Act.

U.S. Public Health Service
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Page 2
FDA has provided the following information. regarding your request: |

FDA has determined that Congress did not intend for FDA 1o regulate the addition of

' fluovide to public dvinking water for dental caries prevention as a drug under the FD&C
dct. Instead, Congress intended that the U.S, Environmental Protection Agency (EPA)
regulaté fluoride in public drinking water as a potentiol contaminant under the Safe
Drinking Water Act of 1974 (SDWA4), Public Law No. 03.523, 88 Stat. 1660 (codified as
amended at 42 US.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
fluoridate public drinking water 10 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 fluotide products, not FDA CDER approved.

Section 317M of the Public Health Service Act, codified at 42 U.8.C. § 247b-14, authorizes the
Secretary of HHS, acting through the Director of the CDC, to make granis 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 % neurotwéicity by the Naﬁonal Academy
aof Science’s National Research Council. The review should include studies listed at

n:ww.FLQrideAlert.org/ivsugg/health/bmin.

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.
Tts 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,
Freventing Dental Caries: Community Water Flyoridation, 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 pub{ished independent prospective randomized controlled trial (RTC), of the
effectiveness of ingesting hydrofiuorosilicic acid (fluoridation), including blood serum and wrine
concentrations of fluoride.
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Page 3.

As stated above, the effectiveness and safety of community water fluoridation was reaffirmed by the
Community 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 commuunity water
have access to and are exposed to this source of fluoride. Furthermore, clinical studies cannot be
conducted double-blind becase 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 ] am not able to fulfill your requests, 1 appreciate the information you provided to me and
my staff. 1 will keep your concerns in mind as FIHS 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.




Gerald Steel PE
Attorney at Law
7303 Young Rd. NW
Olympia WA 98502
360.867.1166 Phone

July 22,2013

Product Jurisdiction Officer
Food and Drug Administration
10903 New Hampshire Ave
Bldg. 32, rm. 5129

Silver Spring, MD 20993-0002

RE: 21 CFR 3.6 § 3.7. Request for DesignationA—- Kailin System Public Drinking Water with
Sodium Fluoride

Dear Product Jurisdiction Officer: ‘_

I hereby submit an original and two copies of this Request for Designation under the authority of
21 CFR § 3.7(a)(2). ‘

Information provided pursuant to 21 CFR § 3.7 (¢):

(1) The identity of the sponsor, including company name and address, establishment
registration number, company contact person and telephone number.

The sponsor is: Kailin Public Water System
160 Kane Ln.
Sequim, WA 98382

There is no establishment registration number at this time.
The contact persons and telephone numbers are:
Eloise Kailin, Owner and Manager 360.683.6644
‘Gerald Steel, Attorney 360.867.1166

(2) Description of the product:
(i) Classification, name of the product and all component preducts, if applicable:

The product is fluoridated public water intended for use in the prevention of dental caries (tooth
decay) disease in man. It will be composed of our public drinking water with an added
fluoridation product certified to meet ANSI/NSF Standard 60 and used with the intent of
preventing tooth decay disease: Sodium Fluoride with a maximum addition of 2.3 mg/L. See
Attachments A-1 and A-2 hereto from the NSF Fact Sheet on certified Fluoridation Chemicals.
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

1
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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. To install the fluoridation system described
below in subsection (2)(vii), 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. We are submitting this request for designation prior to submitting an application for

* premarket review. This system does not have conventional packaging. We propose that we will

negotiate with CDER regarding adequate labeling. For example, we will propose that drug facts

and warning approved by CDER will be sent out with each billing for each connection.

(i) Common, generic, or usual name of the product and all component products:

The common name is fluoridated public water or artificially fluoridated public water. The
common name of the fluoridation chemical is listed in subsection (2)(i) above.

(iii) Proprietary name of the product:

There is no proprietary name of the product at this time.

(iv) Identification of any component of the product that already has received
premarket approval, is marketed as not being subject to premarket approval, or has
received an investigational exemption, the identity of the sponsors, and the status of any
discussions or agreements between sponsors regarding the use of this product as a
component of a new combination product. : '

Public drinking water without added Fluoridation Chemicals is properly marketed as not being
subject to premarket approval by the FDA. To the best of our knowledge, all Fluoridation
Chemicals are marketed without premarket approval by the FDA even though these products are
intended for use in the prevention of disease in man. (See Attachment A-1, para. 2, hereto.) To
the best of our knowledge, all Fluoridation Chemicals are certified to meet ANSI/NSF Standard
60. (See Attachments A-1 and A-2 hereto.) Names and addresses for the manufacturers of
Fluoridation Chemicals that are certified to meet ANSI/NSF Standard 60 are found at
http://www.nsf.org/Certified/PwsChemicals/Listings.asp?ProductFunction=Fluoridation& and
http://www.wqa.org/goldseal/6.html There are 24 pages of additional listings by Underwriters
Laboratories, Inc. that can be provided upon request. To the best of our knowledge, none of the
Fluoridation Chemicals have received an investigational exemption. To the best of our
knowledge, there are no other sponsors who have submitted or currently intend to submit an
application to FDA for premarket review for fluoridated water. We have not yet held discussions
with any of the manufacturers of Fluoridation Chemicals. If we must limit this request to a
specific manufacturer of Sodium Fluoride, we limit it to the product described in Attachment A-7
hereto. However, we would prefer to not commit to any specific manufacturer at this time in
order to minimize product costs.

In 1979, the EPA and FDA entered a Memorandum of Understanding (“MOU 225-79-20017).
This 1979 MOU is published in 44 FR 42775-78 (Vol. 44, No. 141 of the Federal Register (July
20, 1979) pages 42775-78 — provided in Attachments A-3 to A-6 hereto). Section II.A of this
MOU gives the FDA legal authorities being negotiated in this MOU. (Section marked with “B”
on Attachments A-3 and A-4 hereto.) The only FDA authorities being negotiated were “food”
and “food additive” responsibilities. FDA drug responsibilities were not being negotiated and are

2
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not covered by this MOU. This is confirmed by a recent letter from the EPA. ‘Attachment A-8
and A-9 hereto.

(v) Chemical, physical, or biological composition:

The chemical composition is described in subsection (2)(i) above. Attachment A-7 hereto is a
typical Certificate of Analysis for Sodium Fluoride. Any selected Sodium Fluoride will be
certified to comply with ANSI/NSF Standard 60.

(vi) Status and brief reports of the results of developmental work, including animal
testing:

" Fluoridated water is being consumed today by a majority of people in the United States.
Artificially fluoridated public water was first introduced in 1944. M. McDonagh et al., 4
Systematic Review of Public Water Fluoridation (NHS Centre of Reviews and Dissemination —
- University of York - 2000) (the “York Report”) reviewed 3246 studies on public fluoridated
water published between 1939 and 2000. (York Report at 4 and 10.) This review found that
evidence supports that fluoridated water has a preventative effect on (reduces) tooth decay
disease while increasing dental fluorosis. (Jd. at xiv.) It found “little high quality research has
been undertaken.” (Jd.) It found that “The research evidence is of insufficient quality to allow
confident statements about other potential harms.”

(vii) Description of the manufacturing processes, including the sources of all
components. :

The water will come from a well. The Fluoridation Products will be selected from the ANSI/NSF
certified products. See subsection (iv) herein. The chemicals will be metered into flowing water
in a manner to maintain 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 close to 0.7 mg/L. Fluoride levels will be manually checked
twice daily.

(viii) Proposed use or indications:

Fluoridated public drinking water is supplied to aid in the prevention and prophylactic treatment
of dental caries disease. The proposed product will be used to prevent dental caries disease.

(ix) Description of all known modes of action, the sponsor’s identification of the
single mode of action that provides the most important therapeutic action of the product,
and the basis for that determination:

Fluoride is believed to increase enamel resistance to acid solubility, making the teeth less
susceptible to plaque acid attack, thereby producing its cariostatic effect. (60 FR 52483.)
Fluoride benefits are topical. (60 FR 52473-510.) When children eat meals or snacks containing
fermentable sugars, the plaque bacteria plus sugar creates acid which demineralizes the enamel
creating lesions. Saliva washes the acid away between meals and snacks which promotes
remineralization of the enamel. Topical fluoride added to the remineralizing incipient lesions
increases the enamel crystals’ resistance to dissolution by plaque acids. H. Limeback,
Comprehensive Preventive Dentistry (UK; John Wiley & Sons, Ltd., 2012) (“Limeback™) pages
13-15. The chemical process by which topical fluoride increases the enamel crystals’ resistance
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to dissolution is further described Id. at pages 252-56. For most of the last 60 years, the buildup
of fluoride in the mineralized tooth tissues during tooth development was thought to render them
more resistant to the effects of plaque acids. Id. More recently, however, there has been a
paradigm shift in terms of our understanding of how fluoride works. Id. It is now well
established that fluoride has a direct topical influence on the dynamic mineralization-
remineralization process that occurs under the plaque biofilm that adheres to tooth enamel (crown
portion of the tooth) as well as cementum and dentin (exposed surfaces of the root). Id. The idea
that fluoride pills taken daily during tooth development, or the consumption of fluoridated water,
will make teeth “stronger” and more resistant to decay has been largely abandoned in many
countries. Id. Fluoride appears to provide its benefit when present in the oral cavity. Id. Its
effectiveness depends on how frequently it is administered in the mouth, and the mechanism of
fluoride’s topical anti-caries effect will depend on the mode of application, its chemical
formulation and, especially its concentration. Id.
Enamel is composed primarily (about 95%) of hydroxyapatite (HA) crystals in which
are substituted 2 number of other ions including fluoride. Jd. Fluoride substituting for the
hydroxyl group fits extremely well and stabilizes the HA molecule forming fluoridated apatite.
Id. If all of the hydroxyl ions are substituted, fluorapatite (FA) forms. Id. The fluoride ion is
extremely electronegative and forms very strong hydrogen bonds with hydroxyl and acid
phosphate groups in the HA crystal rendering the enamel surface more difficult to protonate. Id.
Essentially, this makes the enamel more difficult to demineralize, and it also favors the
remineralization process. Id. This is the primary chemical mechanism of fluoride’s action to
protect the tooth against acids produced by plaque metabolism. Id. In summary, the acidogenic
plaque bacteria produce mainly lactic acid, which dissociates into lactate and protons. Jd. The
lower pH encourages apatite crystal dissolution into component ions. /d. When the acid is
neutralized, the fluoride ion enters the remineralizing crystal and replaces the hydroxyl group
resulting in a crystal that is enriched in fluorapatite (FA). Id.

The carious lesion begins with demineralization of the enamel surface components that
are not fluoride-rich. Jd. Only soluble components (carbonate and magnesium rich) are likely to
be removed. /d. A fluoride-rich surface area inhibits the exit of dissolved calcium and phosphate
resulting in a buildup of calcium-phosphate ions. Id. This together with the high fluoride tends
to favor reprecipitation preserving the apparent integrity of the surface layer. Id. This feature of
an incipient lesion is extremely important. Jd. Without an intact surface layer, plaque would get
trapped in the early cavitations and undoubtedly speed the progress of the carious lesion. Jd. The
removal of destabilizing carbonate and magnesium and accumulation of fluoride by the lesion
renders it less acid soluble allowing potential remineralization that prevents further decay and
heals the lesion. /d. Fluoride encourages remineralization for two reasons. Jd. First, the
solubility products of fluoride-enriched minerals are lowered. Id. Secondly, as fluoride is
incorporated into recrystallizing apatite crystals, hydroxyl groups are released, which neutralize
some of the protons produced by the bacteria (the hydroxyl groups ‘mop up’ some protons and
combine with them to form water). Jd. The removal of protons increases the pH, and this will
further drive the solubility reaction toward the precipitation of apatite in the demineralization and
remineralization cycles. Id. Fluoride, topically applied, appears to be accumulated in plaque and
is then slowly released into the underlying enamel at low pH. Id. Overall, the data, points
convincingly to the fact that fluoride’s action is primarily at the level of the incipient lesion, and
plaque may actually aid in providing the fluoride. Water fluoridation as a source of topical
fluoride is further described Jd. at pages 266-68. Because of the disadvantages of ingestion of
fluoride, some question whether the likely very small benefit of water fluoridation is warranted.
Id.

(x) Schedule and duration of use:

i



Fluoridated public drinking water is consumed in the same manner that non-fluoridated public
drinking water is consumed without Jimitation as to time of use.

(xi) Dose and route of administration of drug or biologic:

There is no management proposed regarding the consumption of fluoridated public drinking
water. The fluoridated water is typically consumed by drinking several times each day. There
are reports of absorption of fluoride through the skin from fluoridated water used for bathing.

The U.S. Department of Health and Human Services (“HHS™), Centers for Disease Control and
Prevention (“CDC?) issued “Recommendation for Using Fluoride to Prevent and Control Dental
Caries in the United States” in MMWR, August 17, 2001, Vol. 50, No. RR-14, which at page 9
states that average adults get 1-3 mg fluoride per day in fluoridated areas and up to 1 mg fluoride
per day in nonfluoridated areas which suggests an adult average fluoride dose range from
fluoridated water of 1-2 mg per day. Said page 9 states that children who live in optimally
fluoridated areas average 0.05 mg/kg/day which is twice the average for children who live in
nonfluoridated areas which suggests a child average fluoride dose from fluoridated water of 0.025
mg/kg/day. Based on an average range of water intake, said page 9 suggests that a child’s range
of fluoride doses from fluoridated water would be 0.01 to 0.05 mg/kg/day. Limeback at page 277
states that “Patients who consume large quantities of water or who have renal problems should
avoid fluoridated water altogether.” Up to 1% of people are allergic to fluoride and should avoid
fluoridated water.

(xii) Description of related products, including the regulatory status of those related
products:

Fluoridated public drinking water is commonly manufactured by various water purveyors
including water districts, utility districts, and municipalities. As long as fluoride ion levels stay
below 2.0 ppm in public drinking water these additives are not regulated by EPA. In 1952, the
FDA adopted a regulation stating that “water supplies containing fluorine, within the limitations
recommended by the Public Health Service, [will not be] actionable under the Federal Food,
Drug, and Cosmetic Act.” (Former CFR 3.27 (1952); 17 FR 6732.) This regulation was
recodified to former 21 CFR 250.203 in 1975. (40 FR 13996.) It was published, as amended, in
1995. (21 Parts 200 to 299, Revised as of April 1, 1995, a Special Edition of the Federal
Register.) In 1996, the FDA determined that its 1952 regulation was obsolete or no longer
necessary and the regulation was revoked. (61 FR 29476.) The revocation of 21 CFR 25 0.203
occurred after the EPA gave notice in 1988 announcing the “Termination of the Federal Drinking
Water Additive Program” effective April 7, 1990. (53 FR 25586-89.) This 1988 EPA Notice
gave FDA and the public Notice that EPA would no longer comply with Agreement Terms
II(A)X1) and HI(A)(3) in the 1979 MOU. (Id.; See subsection (2)(iv) above for the 1979 MOU —
these Agreement Terms are marked with a “D” on Attachment A-4 hereto.) Subsection IV of the
1979 MOU (marked with an “E” on Attachment A-4 hereto) required FDA to consent to the EPA
changes to the Terms of Agreement (by adopting and publishing a revised MOU — see
Attachment A-3 hereto just above the beginning of the Memorandum of Understanding) or
otherwise, thirty days after the 1988 EPA Notice, the 1979 MOU would terminate. There was no
revised MOU so the 1979 MOU did terminate in 1988.

Today, most states require public water additives to comply with ANSI/NSF Standard 60. This is
acceptable, except for special additives that meet the definition of a drug in 21 USC 321(g)(1)(B)
because these special additives are “intended for use in the prevention of disease in man.” Such
special additives are clearly under the regulatory oversight of CDER in the FDA because these
additives are drugs. The Safe Drinking Water Act (“SDWA™) in 42 USC 300g-1(b)(11)
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specifically prevents regulation by the SDWA of “any substance for preventative health care
purposes unrelated to contamination.” Therefore such substances can only be regulated by the
FDCA as drugs. See Attachment A-8 and A-9 hereto. Fluoridation Chemicals are such
substances. If Fluoridation Chemicals are drugs then we believe that when these chemicals are
compounded with our water, the resulting fluoridated drinking water would also be a drug. We
would make fluoridated drinking water only if the FDA found it safe and effective in the
prevention of dental caries disease and if all of our customers consented to fluoridation.

Fluorides are minerals. 21 USC 321ff (“Dietary Supplement Health and Education Act of 1994)
states that minerals are foods except when they meet the definition of a drug. The Federal
Supreme Court states that the definition of “drug” in 21 USC 321(g)(1)(B) is “as broad as its
literal language indicates.” (United States v. An Article of Drug . . . Bacto-Unidisk, 394 U.S. 784,
793-801, 89 S.Ct. 1410, 22 L.Ed.2d 726 (1969).) The National Sanitation Foundation (“NSF”),
HHS, CDC and others all acknowledge that Fluoridation Chemicals are “intended for use in the
prevention of disease in man.” These Fluoridation Chemicals must be designated as drugs under
the regulatory authority of CDER. They are prescription drugs because they do not meet the
conditions in 21 CFR 310 et seq. in the Anticaries Drug Products for Over-the-Counter Human
Use; Final Monograph. When these prescription drugs are compounded with public drinking
water, the resulting fluoridated water is also a prescription drug because it does not meet the
conditions in the Anticaries Final Monograph.

(xiii) Any other relevant information:
None.

(3) The sponsor’s recommendation as to which agency component should have primary
jurisdiction:

FDA CDER should have jurisdiction over Kailin Public Water System water fluoridation and its
fluoridated public drinking water if it is fluoridated using Sodium Fluoride with intent to prevent
dental caries disease.

Respectfully submitted,

.

erald Steel/PE, Attorney at Law

Attachments: A-1 to A-9
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NSF Fact Sheet on Flu:oridﬁtiun' Chemieals

OB Eon : )
‘This fact sheet provides information on the fluoride containing water treatment ?dd;itivqs that
NSF has tested and certified to NSF/ANSI Standard 60: Drinking Water Chemicals ~ Health
Effects. According to the latest Association of State Drinking Waex Mminimamys Survey on
Siate Adoption of NSF/ANSI Standards 60 and 61, 45 states require that “ahammals 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 s -

added to water for the public health benefit of preventing and reducing footh decay and
improving the health of the community. The U.S. Centers for Disease Control and Prevention is
a teliable source of information on_ this important public health intervention. For more

information please visit www.cde. Tuorida

NSF nertifies three basic produets in the fluoridation category:

1. Fluorosilicic Acid (aka Fluosilicic Acid or Hydx’bﬂuosil.icic Acid),
2. Sodium Fluorosilicate (aka Sodium Silicofluoride). A
3. Sodium Flueride.

LR

..\AX‘ .’:q:. . i " A ’ v

Produets used for drinking water treatinent are evaluated o the criteria specified in NSF/ANS)
Standard 60. This standard was developed by an NSF-led consortiam, including the American
Water Works Association (AWWA), the American Water Works . Association Research
Foundetion (AWWARF), the Association of State Drinking Water Administrators (ASDWA),

apd the Conference of State Health and Environmental Managers (COSHEM). This group -

developed WSF/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 annuaily. This committee consists of representatives from the original stakeholder
groups as well as other regulatory, water wtility and product manufacturer reprasemtatives.

E‘aﬁgﬁg x:xl:: Hi:\;:}l, 3;) gga: trace levglsgf contaminants can be detectad. A toxicology evaluation
st results humgﬁ 1;1 mtc]) da;fawfune if any contaminant concentrations have the polential to
s varss humse th effects. The standard sets eriteria for the establishment of single

e concentrations (SPAC) of each respective comiaminant, For comaxﬁi.na.ﬁts

regulated by th i
gulated by the U.8. BPA, this SPAC  has a default level not o excoad ten-percent. of the

regulato j : v .
gilatory level to provide protection for the consumer in the unlikely event of multiple sources

of the contamina: : i
¢ eontaminant, unless a lower or higher number of sources can be specifically identified

A-f
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products, so that individual U.S. |

NSE € erfieanio .
%F also developed a testing andt certification program for these : . |
ttes and water i determine which products were

R i - fam 10
states and waterworks facilities would have a mechanism ; ; -
The certification program requires annual unsnnounced inspections of

bution facilities to ensure that the pmmmmmaw? bmﬁa;sr’kg ‘form\xlafed,

ackaged, and transported with safe guards againgt potential comamination. NSE a 30 raqsin‘zxx*es
::mnual téstﬁng and toxicological evaluation of each NSF Certified product. NSF CM]Q&d
products have the NSF Mark, the maximum use level, lot number or date code and production .
jocation on the product packaging or documentation shi-pped with the produet.

appropriate for use.
produciion and distri

. The use of this standard and the assoclated certification program have yielded benefits in

. ensuring that drinking water additives meet the health objectives that provide the basis for public
health protection, NSF maintains listings of companies that manuficture and distribute treatment
products at www.ngf.ore. These listings are updatéd daily and list the products at their allowable
maximum use levels, In recognition of the important safeguards that NSF Standard 60 provides
to public drinking water supplies, 45-U.S. States and 10 Canadian Provinees and Territories
raquire drinking water treatment chemicals to comply with the reguirements of the standard.

Treatment products that are used for fluoridation are addressed in Seotion 7 of NSF/ANST
Standard 60. The products are aliowed to be nsed up to concentrations that result in & maximum
use level of 1.2. mg/L fluoride ion in water. The NSF standard requires that the treatment
products added to drinking water, as well as any impurities in the products, are sapported by
toxicological evaluation, The following text explains the rationale for the allowable lavels
established in the standard for 1) fluoride, 2) silicate, and 3) other potential contaminants thal-
may be associated with fluoridation chemicals.

NSF/ANSI Standard 60 requires, when available, that the US EPA regulated maxinmmm
contaminant !m:eal (MCL) be used to determine the acceptable Jevel for a eontaminant. The BPA
MCL for fluoride ion in water is 4 mg/L. The NSF Standard 60 single product allowable
concentration (SPAC) for fluoride fon in drinking water from NSF Certified treatment products
is 1.2 mg/L, or less than one-third of the EPA’s MCL. Based on this the atlowable maximum
use level (MUL) for the NSF Certified fluoridation products are: ' :

1. Fluorosilicic Acid: 6 mg/L.
2. Sodium Fluorosilicate: 2 mg/L.
3. Sodium Fluoride: 2.3 mg/L.

There {5 no EPA MCL for silicate in drinking ' 1. doc
Ataminant MNEE/A . ' ing water. When an MCL does not exiat f
O e e et b ot ke
; ARRIRIL. A nent of a - NSF has established a SPAC for silicate at
16 A flu 1 . p A e a SPAC for
e P s e B e
sodivm fluorosilicate product dose ¢ 16 mg/L, SPAC established by NSF. For example, 2

o d at a con ( i Ao X
maximum coneentration of fluoride all(i;)vggzn lg‘lag;:lginm drinking water that would provide the

silicate — or 5 percent of the SPAC allowed by NSF 60_/L) would only contribute 0.8 mg/L of

AL
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DEPARTMENT OF HEALTH,
-+ ERUCHTION, AND WELFARE

Food aad Drug Administration

ENVIRONMENTAL PROTECTION -
AGENCY -

LFRL 12547

Brinking Walar Tochnicat Asslatance;
Implamantation Plan for Sontrol of
Rivact and Indisaet Additves to !
Drinkiog Watsr and Mamorandum of
Lindersianding Hetwasn the
Enviranmental Protection Agency and
the Food and Drug Administeation

AGENGY: Envivonmental Bratection
Agenay and Food Birvg Adninisteation.
Acrion: Wotios, |

SuMmAR: Tha Fopd and Drug
Adminisiration (FDAY and the
Eovironments] Fiotastion Agency (EPA)
ha:;a 'ext:;«’mmd &-ﬁ %mmaxégbm of
ooderstanding (MOLY) with ragard to the
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141 / Priday, July 20,

agreement bacame affective on June 22,
1974, . .

" ADDRESS: Submil comments to: Victor J.

Kimm, Deputy Assintant Administrator
for Drinking Watex, Eovironmental
Protegtion Agency (WH-550),
Washington, B, 20460,

FOR FURTHER INFORMATION CONTACT:
David W, Schnare, PhD., Office of
Drinking Water {WEH~550),
Environmental Protection Agenay, ~
Washington, D.C, 2846D, (202) 75558435
or Gary Dykstra, Enforcement Folicy
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February 14,2013

Garald Steel, PE
7303 Young Road NW
Owympia, \WA 98502

Dear Mr. Steel:

This is in response to your letter of December 28, 2012 to EPA Administrator Lisa Jackson in which yc'ru
asked several guestions about the status of an MOU between EPA and the Federal Drug Administration

{FDA) published in 1979. 1 am replying on behalf of her.

Yaur 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.
FL:A, and give to EPA, responsibility for regulating public drinking water additives intended for
praventative 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 guestion. 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:
(SEYWA), 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 tnan to limit the addition of such substances to protect public
health or to prevent such substances from interfering with the effectivenass of any required treatment;
techniques. SDWA Section 1412(b)(11); see also A Legislative History of the Safe Drinking Water Act,
Commiittee 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
warer supplies for health care purposes.

The .1.979 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
h@lth 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 pc»tenﬁsal public health problem...”)(emphasis added). It was intended to avoid potentially duplicative
regulation of “food”, which EDA had, in the past, considered to include drinking water. 44 Fed. Reg. .

P O }=3 O h
) ¥ S Oy S Ot ther GUbSlall( s added lo \Nat(.‘ ‘O‘ “ea“:h

9 . g
Inlernet Address (URL) » hnpzliwww.epa.gnv

Reeycled/Recyctable » Printed with Vegetavie Oit Based Inks on 100% Posiconsimer, Process Chlorine Free Reeyaled Paper ﬂ?? 25
P10 Y GG ol 2 ,’



Garald Steel, PE
Fobruary 14, 2013
‘Page 2

l qope that this has adequately answered your inquiry. Please do not hesitate 10 comact Carrie Wehling
of my staff (202-564-5492) if you have further guastions about this.

Sincerely,

Steven M. Néugaboren
Associate General Counsel
~Water Law Office
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~ Gerald Steel PE
-Attorney at Law
“7303 Young RA-NW
Olympia WA 98502
-360.867.1166 Phone

January 13, 2015

Product Jurisdiction Officer
Food and Drug Administration
10903 New Hampshire Ave
Bldg. 32, rm. 5129 .
Silver Spring, MD 20993-0002

RE: 21 CFR 3.6 § 3.7. Request for Designation ~ Libera Bottled Fluoridated Water with Sodjum
Fluoride and “drug claim” on label

Dear Product Jurisdiction Officer:

I hereby submit an original and two copies of this Réquest for Designation under the authority of
21 CFR § 3.7(a)(2).

Information provided pursuant to 21 CFR § 3.7 (¢):

(1) The identity of the sponsor, including company name and address, establishment
registration number, company contact person and telephone number.

The sponsor is: Mike Libera
316 Power Plant Rd.
Port Angeles, WA 98363

There is no establishment registration number at this time.
The contact persons and telephone numbers are:
Mike Libera, Sole Proprietor 360.457.5662
Gerald Steel, Attorney 360.867.1166

@) Description of the product:
() Classification, name of the product and all component products, if applicable:

The product is bottled Sequim WA municipal water, fluoridated by the sponsor, Mike Libera, and
intended for use in the prevention of dental caries (tooth decay) disease in man. It will be
composed of one gallon bottles (and later bottles of other sizes) of unfluoridated municipal water
from the City of Sequim WA with an added fluoridation product certified to meet ANSI/NSF
Standard 60 and used with the intent of preventing tooth decay disease: Sodium Fluoride with
a maximum addition of 2.3 mg/L. See Attachments A-1 and A-2 hereto from the NSF Fact
Sheet on certified Fluoridation Chemicals. The City of Sequim public drinking water system is
registered with the Washington State Department of Health as PWS ID# 7 7620Y. The Libera
bottling plant will be on industrial zoned land, location to be determined, in the City of Sequim.
The plant will have a minimum size connection to the City of Sequim municipal water system of
1”. To install the fluoridation system described below in subsection (2)(vii), a 1” line will be

1
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routed from the connection to a small fluoridation vented-room where fluoridation will occur.
Fluoridated water will then be transmitted to a bottling and labeling machine that meets health
- -department standards.” We are submitting this request for designation prior to submitting an
application for premarket review. The product labels will include the drug claim that “This
drinking water is intended for use in the prevention of tooth decay disease.

(i) Common, generic, or usual name of the product and all component products:

The common name is fluoridated drinking water or artificially fluoridated drinking water. The
common name of the fluoridation chemical are listed in subsection (2)(i) above.

(iii) Proprietary name of the product:
There is no proprietaly name of the product at this time.

(iv) Identification of any component of the product that already has received
premarket approval, is marketed as not being subject to premarket approval, or has
received an investigational exemption, the identity of the sponsors, and the status of any
discussions or agreements between sponsors regarding the use of this product as 2
component of 2 new combination product.

Public drinking water without added Fluoridation Chemicals is properly marketed as not being
subject to premarket approval by the FDA. To the best of our knowledge, all Fluoridation
Chemicals are marketed without premarket approval by the FDA even though these products are
intended for use in the prevention of disease in man. (See Attachment A-1, para. 2, hereto.) To
the best of our knowledge, all Fluoridation Chemicals are certified to meet ANSI/NSF Standard
60. (See Attachments A-1 and A-2 hereto.) Names and addresses for the manufacturers of
Fluoridation Chemicals that are certified to meet ANSI/NSF Standard 60 are found at
http://www.nsf.org/Certified/PwsChemicals/Listings.asp?ProductFunction=Fluoridation& and

http://www.wqa.org/goldseal/6 htm] There are 24 pages of additional listings by Underwriters
Laboratories, Inc. that can be provided upon request. To the best of our knowledge, none of the

Fluoridation Chemicals have received an investigational exemption. To the best of our _
knowledge, there are no other sponsors who have submitted or currently intend to submit an
application to-FDA for premarket review for bottled fluoridated water with a drug claim. We
have not yet held discussions with any of the manufacturers of Fluoridation Chemicals. If we
must limit this request to a specific manufacturer of Sodium Fluoride, we limit it to the product
described in Attachment A-7 hereto. However, we would prefer to not commit te any specific
manufacturer at this time in order to minimize product costs.

In 1979, the EPA and FDA entered a Memorandum of Understanding (“MOU 225-79-20017).
This 1979 MOU is published in 44 FR 42775-78 (Vol. 44, No. 141 of the Federal Register (July
20, 1979) pages 4277578 — provided in Attachments A-3 to A-6 hereto). Section II.A of this
MOU cites the FDA legal authorities being negotiated in this MOU. (Section marked with “B”
on Attachments A-3 and A-4 hereto.) The only FDA authorities being negotiated were “food”
and “food additive” responsibilities. FDA drug responsibilities were not being negotiated and are
no(ti cj:vge;ed by this MOU. This is confirmed by a recent letter from the EPA. Attachment A-§
and A-9 hereto.

(v) Chemical, physical, or biological composition:

The chemical composition is described in subsection (2)(i) above. Attachment A-7 hereto is a

2
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‘typical Certificate of Analysis for Sodium Fluoride. Any selected Sodium Fluoride will be
certified to comply with ANSUNSF Standard 60.

(vi) Status and brief reports of the results of developmental work, including animal
testing:

Fluoridated water is being consumed today by a majority of people in the United States.
Artificially fluoridated public water was first introduced in 1944. M. McDonagh et al., 4
Systematic Review of Public Water Fluoridation (NHS Centre of Reviews and Dissemination -
University of York - 2000) (the “York Report”) reviewed 3246 studies on public fluoridated
‘water published between 1939 and 2000. (York Report at 4 and 10.) This review found that
evidence supports that fluoridated water has a preventative effect on (reduces) tooth decay
disease while increasing dental fluorosis. (/d. atxiv.) It found “little high quality research has
been undertaken.” (Zd.) It found that “The research evidence is of insufficient quality. to allow
confident statements about other potential harms.”

- (vii) Description of the manufacturing processes, including the sources of all
components.

The water will come from the City of Sequim WA municipal water system. The Fluoridation
Chemicals would be selected from the ANSI/NSF certified products. See subsection (iv) herein.
The chemicals would be metered into flowing water in a manner to maintain the specified
chemical concentration rates. The Sodium Fluoride would be injected using an up-draft fluoride
saturator. The injection rate into the supply line in the control room would be controlled using a
4 to 20 milliamperes signal from the main water meter so that finished fluoridation levels are
close to 0.7 mg/L. Fluoride levels would be manually checked twice daily. Bottles will be 128
oz. Natural HDPE Beverage Containers with orange ratchet cap from Freund Container & Supply

(or equal).
(viii) Proposed use or indications:

This fluoridated drinking water is supplied to aid in the prevention and prophylactic treatment of
dental caries disease. The proposed product would be used to prevent dental caries disease.

(ix) Description of all known modes of action, the sponsor’s identification of the
single mode of action that provides the most important therapeutic action of the product,
and the basis for that determination:

Fluoride is believed to increase enamel resistance to acid solubility, making the teeth less
susceptible to plaque acid attack, thereby producing its cariostatic effect. (60 FR 52483.)
Fluoride benefits are topical. (60 FR 52473-510.) When children eat meals or snacks containing
fermentable sugars, the plaque bacteria plus sugar creates acid which demineralizes the enamel
creating lesions. Saliva washes the acid away between meals and snacks which promotes
{'emineralization of the enamel. Topical fluoride added to the remineralizing incipient lesions

. Increases the enamel crystals’ resistance to dissolution by plaque acids. H. Limeback,
Comprehensive Preventive Dentistry (UK; John Wiley & Sons, Ltd., 2012) (“Lixheback”) pages
13-15. The chemical process by which topical fluoride increases the enamel crystals’ resistance
to dissolution is further described Id. at pages 252-56. For most of the last 60 years, the buildup
of fluoride in the mineralized tooth tissues during tooth development was thought to render them
more _resistant to the effects of plaque acids. Id. More recently, however, there has been a
paradigm shift in terms of our understanding of how fluoride works. Id. It is now well
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established that fluoride has a direct topical influence on the dynamic mineralization-
remineralization process that occurs under the plaque biofilm that adheres to tooth enamel (crown
~portion-of the tooth) as well as cementum and dentin (exposed surfaces of the Toot). Jd. The idea
that fluoride pills taken daily during tooth development, or the consumption of fluoridated water,
will make teeth “stronger” and more resistant to decay has been largely abandoned in many
‘countries. Id. Fluoride appears to provide its benefit when present in the oral cavity. Id. Tts
effectiveness depends on how frequently it is administered in the mouth, and the mechanism of
fluoride’s topical anti-caries effect will depend on the mode of application, its chemical
formulation and, especially.its concentration. d.

Enamel is composed primarily (about 95%) of hydroxyapatite (HA) crystals in which
are substituted a number of other ions including fluoride. Jd. Fluoride substituting for the
hydroxyl group fits extremely well and stabilizes the HA molecule forming fluoridated apatite.
Id. 1f all of the hydroxyl ions are substituted, fluorapatite (FA) forms. Jd. The fluoride ion is
extremely electronegative and forms very strong hydrogen bonds with hydroxyl and acid
phosphate groups in the HA crystal rendering the enamel surface more difficult to protonate. Id.
Essentially, this makes the enamel more difficult to demineralize, and it also favors the
remineralization process. Jd. This is the primary chemical mechanism of fluoride’s action to
protect the tooth against acids produced by plaque metabolism. Id. In summary, the acidogenic
plaque bacteria produce mainly lactic acid, which dissociates into lactate and protons. Id. The
lower pH encourages apatite crystal dissolution into component ions. J4. When the acid is
neutralized, the fluoride ion enters the remineralizing crystal and replaces the hydroxyl group
resulting in a crystal that is enriched in fluorapatite (FA). Id.

The carious lesion begins with demineralization of the enamel surface components that
are not fluoride-rich. Id. Only soluble components (carbonate and magnesium rich) are likely to
be removed. Id. A fluoride-rich surface area inhibits the exit of dissolved calcium and phosphate
resulting in a buildup of calcium-phosphate ions. Id. This together with the high fluoride tends
to favor reprecipitation preserving the apparent integrity of the surface layer. Id. This feature of
an incipient lesion is extremely important. /4. Without an intact surface layer, plaque would get
trapped in the early cavitations and undoubtedly speed the progress of the carious lesion. Jd. The
removal of destabilizing carbonate and magnesium and accumulation of fluoride by the lesion
renders it less acid soluble allowing potential remineralization that prevents further decay and
heals the lesion. Id. Fluoride encourages remineralization for two reasons. Id. First, the
solubility products of fluoride-enriched minerals are lowered. Id. : Secondly, as fluoride is
incorporated into recrystallizing apatite crystals, hydroxyl groups are released, which neutralize
some of the protons produced by the bacteria (the hydroxyl groups ‘mop up’ some protons and
combine with them to form water). J4. The removal of protons increases the pH, and this will
further drive the solubility reaction toward the precipitation of apatite in the demineralization and
remineralization cycles. Id. Fluoride, topically applied, appears to be accumulated in plaque and
is then slowly released into the underlying enamel at low pH. 1. Overall, the data, points
convincingly to the fact that fluoride’s action is primarily at the level of the incipient lesion, and
plaqqe may actually aid in providing the fluoride. Water fluoridation as a source of topical
ﬂuor}de is further degmibed Id. at pages 266-68. Because of the disadvantages of ingestion of
g;lorlde, some question whether the likely very small benefit of water fluoridation is warranted.

(x) Schedule and duration of use:

Fluor_‘idated bott!ed d.rin!cing water is intended to be consumed in the same manner as non- -
fluoridated public drinking water is consumed without limitation as to time of use:

(xi) Dose and route of administration of drug or biologic:

A 16



There is no management proposed regarding the consumption of fluoridated bottled drinking
water. The fluoridated bottled water wonld typically be.consumed by drinking-several times each
| day ‘The U.S. Department of Health and Human Services (“HHS”), Centers for Disease Control
and Prevention (“CDC”) issued “Recommendation for Using Fluoride to Prevent and Control
Dental Caries in the United States” in MMWR, August 17, 2001, Vol. 50, No. RR-14, which at
page 9 states that average adults get 1-3 mg fluoride per day when drinking fluoridated water and
up to 1 mg fluoride per day when not drinking fluoridated water which suggests an adult average
fluoride dose range from fluoridated water of 1-2 mg per day. Said page 9 states that children
who drink optimally fluoridated water average 0.05 mg/kg/day which is twice the average for
children who do not drink fluoridated water which suggests a child average fluoride dose from
fluoridated water of 0.025 mg/kg/day. Based on an average range of water intake, said page 9
suggests that a child’s range of fluoride doses from fluoridated water would be 0.01 to 0.05
mg/kg/day. Limeback at page 277 states that “Patients who consume large quantities of water or
who have renal problems should avoid fluoridated water altogether.” Up to 1% of people are
allergic to fluoride and should avoid fluoridated water. :

' (xii) Description of related products, including the regulatory status of those related
products:

Fluoridated public drinking water is commonly manufactured by various water purveyors
including water districts, utility districts, and municipalities. As long as fluoride ion levels stay
below 2.0 ppm in public drinking water these additives are not regulated by EPA. In 1952, the
FDA adopted a regulation stating that “water supplies containing fluorine, within the limitations
recommended by the Public Health Service, [will not be] actionable under the Federal Food,
Drug, and Cosmetic Act.” (Former CFR 3.27 (1952); 17 FR 6732.) This regulation was
recodified to former 21 CFR 250.203 in 1975. (40 FR 13996.) It was published, as amended, in
1995. (21 Parts 200 to 299, Revised as of April 1, 1995, a Special Edition of the Federal
Register.) In 1996, the FDA determined that its 1952 regulation was obsolete or no longer
necessary and the regulation was revoked. (61 FR 29476.) The revocation of 21 CFR 250.203
occurred after the EPA gave notice in 1988 announcing the “Termination of the Federal Drinking
Water Additive Program” effective April 7, 1990. (53 FR 25586-89.) This 1988 EPA Notice
gave FDA and the public Notice that EPA would no longer comply with Agreement Terms
II(A)(1) and ITI(A)(3) in the 1979 MOU. (Hd.; See subsection (2)(iv) above for the 1979 MOU —
these Agreement Terms are marked with a “D” on Attachment A-4 hereto.) Subsection IV of the
1979 MOU (marked with an “E” on Attachment A-4 hereto) required FDA to consent to the EPA
changes to the Terms of Agreement (by adopting and publishing a revised MOU — see
Attachment A-3 hereto just above the beginning of the Memorandum of Understanding) or
otherwise, thirty days after the 1988 EPA Notice, the 1979 MOU would terminate. There was no
revised MOU so the 1979 MOU did terminate in 1988.

Today, most states require public water additives to comply with ANSINSF Standard 60. This is
acceptable, except for special additives that meet the definition of a drug in 21 USC 321(g)(1)(B)
beca}lse these special additives are “intended for use in the prevention of disease in man.” Such
spe<.:1a1 additives are clearly under the regulatory oversight of CDER in the FDA because these
addl?ives are drugs. The Safe Drinking Water Act (“SDWA”) in 42 USC 300g-1(b)(11)
specifically prevents regulation by the SDWA of “any substance for preventative health care
purposes unrelated to contamination.” Therefore such substances can only be regulated by the
FDCA as drugs. See Attachment A-8 and A-9 hereto. Fluoridation Chemicals are such
substances. If Fluoridation Chemicals are drugs then we believe that when these chemicals are
compounded with municipal water, the resulting fluoridated drinking water would also be a drug.

5
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We would make fluoridated bottled drinking water only if the FDA found it safe and effective in
the prevention of dental cariés disease.

'Fluorides are minerals. 21 USC 321ff (“Dietary Supplement Health and Education Act of 1994)
states that minerals are foods except when they meet the definition of a drug. The Federal
‘Supreme Court states that the definition of “drug” in 21 USC 321(g)(1)(B) is “as broad as its
literal language indicates.” (United States v. An Article of Drug . . . Bacto-Unidisk, 394 U.S. 784,
793-801, 89 5.Ct. 1410, 22 L..Ed.2d 726 (1969).) The National Sanitation Foundation (“NSF™),
HHS, CDC and others all acknowledge that Fluoridation Chemicals are “intended for use in the
prevention of disease in man.” These Fluoridation Chemicals must be designated as drugs under
the regulatory authority of CDER. When these drugs are compounded with public drinking
water, the resulting fluoridated bottled water is also a drug if a drug claim is being made in the

labeling.

The FDA has ruled that fluoridated bottled water is not a drug if it includes only a health claim.
http://www.fda.gov/Food/IngredientsPackagingl.abeling/Labelin Nutrition/ucm073602.htm The
FDA, on request, has ruled that bottled water may make a health claim if it meets the
standards of identity and quality set forth in 21 CFR 165.1 10, contains greater than 0.6
and up to 1.0 mg/L fotal fluoride, and meets all general requirements for health claims
(21 CFR 101.14) with the exception of minimum nutrient contribution (21 CFR 101.14
(e)(6)). The claim language is: "Drinking fluoridated water may reduce the risk of [dental
caries or tooth decay]." In addition, this health claim is not intended for use on bottled
water products specifically marketed for use by infants. Libera fluoridated bottled water
will not make a health claim but will rather make a drug claim.

(xiii) Any other relevant information:
None.

(3) The sponsor’s recommendation as to which agency component should have primary
Jjurisdiction:

FDA CDER should have jurisdiction over Libera Bottled Fluoridated Water with Sodjum
Fluoride when the bottles are labeled with a drug claim.

Respectfully submi

Gerald Steel! PE, Attorney at Law

Attachments: A-1 to A-9

A0
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NSF Fact Sheet on Fluoridation Chendcals
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This fact sh rovides informetion on the fnoride containing water treatment Fd(&ihves that-
I'l:llgF has tested !:nd certified to NSF/ANSI Standard 60: Drinking Water Chemicals ~ Health
Effects. According to the latest Association of State Drinking Waser Mmmmmo}'s Survey on
State Adoption of NSF/ANSI Standards 60 and 61, 45 states require that chemicals used in
trenting potable water must meet Standard 60 requirements. Ifyou have questions on your state's

reguirements, / '
should contact your state's Drinking Water Administrator.

Water ﬂuoﬁdation is the practice of adjnsting the fluoride content of drinking water. Fluoride ig -

added to water for the public health benmefit of preventing and -reducing tooth decay and
improviag the health of the community. The U.8. Centers for Disease Control and Prevention is
a reliable source of information on this important public health intervention. For more

information please visit w detion/.

NSF certifies three basic products in the fluoridation category:

1. Fluorosilicic Acid (aka Fluositicic Acid or Hydx’dﬂuosﬂiicic Acid).
2. Sodium Fluorosilicate (aka Sodium Silicofiuoride).
3. Sodium Flueride.

: Sy s W :

NS Stpngae , . )
Products used for drinking water treatinent sre evaluated io the criteria specified in NSE/ANSI
Standard 60. This standard was developed by an NSP-led consortiam, including the American

Water Works Association (AWWA), the American Water Works . Assosiation Research

Foundation (AWWARF), the Association of State Drinking Water Adwministrators (ASDWA),
and the Conference of State Health and Environmental Managers '
developed NSF/ANS] Standard 60, at the request of the US EPA Office of Water, in 1988, The

NSF Joint Committee on Drinking Water Additives contlnues to review and. maintain the .

standard annually. This committee consists of representatives from the original stakeholder
groups as well as other regulatory, water wtility and product manufacturer reprasetatives.

Standard 60 was developed to establsh minimum requirements for the comtrol of -poiaénﬁar

. adverse human health effeots from products added direct) ‘
hume : y to water during its treatment, ot
ia;am; distr‘;bunon. The staw_ﬂard requires a full formulation disclosure cvt'mgh chemical i;g;te%m‘:
N a produet, It also requires a tomcology review o determine that the product is safe at its

maximum uge leve), so that trace levels of e i Jetected )
_ level, s¢ -Of comtaminants can be d . : . nat
2;; f::t;:vsmt: x];su:':qmm;e:a&% d;?emin;hif any contaminant comemaﬁm;: tl?:\%gﬂ lﬁggy pszm
rae human heal t.s: ects. The standard sete oriteri e ‘
product allowable concentrations (SPAC) of each mspeetiv:ofg;ngmnt‘ mmbl%ﬁgmg:;‘fmﬁl;ﬁ:

reguiated ' i
glated by the 17.8. EPA, this SPAC 'has a defonlt level not to excead tenepareent. of the

. or how the NSF/ANSI Standard 60 certified products are used in your state, you

s (COSHEM). This group -

regul j Ad, :
gulatory level to provide protection for the consumer in.the unlikely event of mudtiple sources "

of'th - ; i
the contaminant, unless a lower or higher number of sources cam be spesifically identified



NRE fcorsiasiason . P wduct individual U.8.
- relopad a testing and certification program for these pradusts, so that indiv |
?ﬁfﬁisﬂ ﬁdmgms faciﬁfties would have a mechanism to dmmim*whiah«.?mdwgswer? .

appropriate for use. The certification program tequires anmual mnmmwed inspeot Q?:*a%
production and distribution facilities to ensure that the producis are properly formulated,
packaged, and transported with safe guards against potential comamination. NSF a)aa requires
apmual testing and toxicological evaluation of each NSF Certified product. NSF Cemt:wd
products have the NSF Mark, the maximum use level, lot number or date code and production

locstion on the product packaging or documentation shipped with the product.

The use of this standard and the assoclated centification program have yielded Aheneﬂts i.n

. ensuring thet drinking water additives meet the heaith objectives that provide the basia for public
health protection. NSF maintains listings of companies that mamufaeture and distribute treatment
products at wew.nsfore. These listings are updated daily and list the products at their aflowable
meximum use levels. In recognition of the important safeguards that NSF Standard 60 provides
to public drinking water supplies, 45 U.S. States and 10 Canadian Provinees and Territories
require drinking water treatment chemicals to comply with the requirements of the standard.

Treatment products that are used for fluoridation are addressed in Section 7 of NSF/ANSI -
Standard 60. The products are allowed to be used up to concentrations that result in a maximum
use level of 1.2 mg/l. fluoride ion in water. The NSF standard requires that the treatrent
products added to drinking water, as well as any impurities in the products, ate supported by
toxicological evaluation. The following text explains the rationale for the allowable levels
established in the standard for 1) fluoride, 2) silicate, and 3) other potential contaminants that
may -be associated with fluoridation chemicals.

Fluaxide '

NSF/ANST Standard 60 reguires, when available, that the US EPA regulated maximum
contaminant level (MCL) be used to determine the accepiable level for a contaminant. The EPA
MCL for fluoride ion in water is 4 mg/L. The NSF Standard 60 single product. allowable

'gd?cgmra;:;?n (S:”'AC%l for fluoride ion in drinking vater from NSF Cortified treatment products
8 1.2 mg/L, or less than one-third of the EPA’s MCL. Based on this the allowable maximum
nse level (MUL) for the NSF Certified fluoridation producis are: :

1. Fluorosilicic Acid: 6 mg/L.
2. Sodium Fluorosilicate: 2 mg/L..
8. Sodium Fluoride: 2.3 mg/L.

/-)'X 2
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February 14, 2013

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 Jacksonin ‘“fthh y?u
asked several questions about the status of an MOU between EPA and the Federal Drug Administration

(FDA) published in 1979. 1am 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 o 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

:eeahltl? or to prevent suc_h substances from interfering with the effectiveness of any required treatment
Coc mf_;tues. SPWA Sfﬂtlon 1412(b){11); see also A Legislative History of th safe Drinking Water Act
mmittee Print, 97" Cong, 2d Session (February 1982) at 547. The Department of Health and Humim

4

hesl
hea :& gplxg:é;fﬁ;om rhi . Reg. $2775.(July 20, ;979) (“EPA and FDA agree: (2) that contamination of
: poféntiat b heém} usri Z ,n ap:)hcat:on o.f direct and indirect additives and other substances poses -
ol p "food"' h.p em... )(‘emphams added). it was intended to avoid potentially duplicative
. » Which FDA had, in the past, considered to include drinking water. 44 Fed..Reé

A2775 (July 20,-197 ). The MOU di
care py 20 id not address drugs or other substances added to water for health
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Gerald Steel, PE
February 14, 2013
Page 2

1 hope that this has adeqguately answered your inquiry. Please do not hesitate to contact Carne Wehling
of my staff (202-564-5492) if you have further guestions about this,

Sincerely, _
L b MA /’MWW"'
Steven M., Néuggboren

Associate General Counsel
Water Law Office

Mﬁﬁ



GERALD STEEL, PE
ATTORNEY-AT-LAW
7303 YOUNG ROAD NW
OLYMPIA, WA 98502
Tel/fax (360) 867-1166 °

January 23, 2015

Thinh X. Nguyen, Director
Office of Combination Products
WO Bldg. 2, Room 5129

10903 New Hampshire Ave
Silver Spring, MD 20993

RE: Request for Review pursuant to 21 CFR 10.75
Request for Reconsideration pursuant to 21 CFR 3.8(¢c)
Regarding Six Requests for Designation for Libera Bottled Fluoridated Water

Dear Thinh X. Nguyen:

On January 13, 2015, I submitted on behalf of Mike Libera, six Requests for Designation
for bottled fluoridated water manufactured by compounding purchased municipal water
with one of three fluoridation chemicals and labeling the bottles with either an explicit or
implicit drug claim. The proposed explicit drug claim is, “This drinking water is intended
for use in the prevention of tooth decay disease.” Attachment 1 hereto is a copy of the
transmission email I sent to OC Combination Products along with the email from Dr.
Moreno, a biologist, acknowledging receipt of the six RFDs.

Attachment 2 hereto is one of the three nearly-identical responses received from Dr.
Moreno on January 20, 2015 and Attachment 3 hereto is one of the three nearly-identical
replies I sent to Dr. Moreno on January 20, 2015. The five working day deadline for OC
Combination Products to return any RFD “determined to be incomplete” along “with a
request for the missing information” was on January 21, 2015. Nothing further was
provided to me.. ) '

Dr. Moreno deviates from 21 CFR Part 3 in that, under the circumstances, he failed to find
the six RFDs complete and provide the filing date. In his January 20, 2015 email, Dr.
Moreno misinterprets 21 CFR Part 3 which states in 21 CFR 3.3 that Part 3 “applies to: a)
Any combination product, or b) Any product where the agency component with primary
Jurisdiction is unclear or in dispute.” (Emphasis supplied.) This subsection 3.3(b) is
applicable. We believe that caselaw is clear that bottled mineral water with an explicit
drug claim is regulated as a drug by CDER. (Attachment 3 hereto.) That this issue is
unclear or in dispute is evident by the response from Dr. Moreno which suggests that our
product may be a food. (Attachment 2 hereto.)

At 4o



Thinh X. Nguyen, Director
January 23, 2015
Page 2

As the “purpose” section of Part 3 states, there is a:

second ose of this regulation . . . by proyidi.ng.p(ocedures for determining
which a%gl;l%y component will have primary jurisdiction for any drug . . . where

such jurisdiction is unclear or in dispute.

(21 CFR 3.1.) Part 3 also states:

[Flor a product where the agency component with primary jurisdiction is unclear or
in dispute, the sponsor of an application for premarket review should follow the
procedures in [section] 3.7 to request a designation of the agency component with
primary jurisdiction before submitting the application.

(21 CFR 3.5(b).)

We have followed the procedures in 21 CFR 3.7 in submitting our six RFDs. ‘We have
recommended that your Office respond by finding that FDA CDER has jurisdiction over
Iibera Bottled Fluoridated Water when the bottles are Jabeled with an explicit or implicit
drug claim. '

We are aware that CFSAN has approved sale of bottled fluoridated water with a health
claim which is appropriate when the product remains a food. There is an approved health
claim: "Drinking fluoridated water may reduce the risk of [dental caries or tooth decay].
http://www.fda.gov/Food/IngredientsPackagin: Labelin ingNutrition/ucm073602.ht
m Libera does not want to market his products with a health claim. He see the
opportunity to market his products with the stronger drug claim, “This drinking water is
intended for use in the prevention of tooth decay disease.” As you may know, a majority of
people in the U.S. drink fluoridated tap water because they believe this fluoridated water
will reduce and prevent tooth decay disease. Libera can provide a product in interstate
commerce that gives the people who don’t have fluoridated tap water the option to buy
fluoridated drinking water that is approved by FDA to prevent tooth decay. Thisisa
powerful marketing tool. Of course, as stated in the RFDs, Libera would only make
fluoridated bottled water if the FDA found it safe and effective in the prevention of dental
caries disease. Only FDA CDER (or HHS) can make this determination and so we request
that your Office respond by finding that FDA CDER has jurisdiction over bottled
fluoridated water when the labels make a drug claim.

We submit this letter under 21 CFR 10.75 to request that you review the decisions made by
Dr. Milone in the three 1/20/15 emails concerning the six RFDs for Libera Bottled
Fluoridated Water and also, if appropriate, under 21 CFR 3.8(c) for reconsideration of his
decisions. We believe that our RFDs should be filed, and discussions held with CDER to
determine if the products will be regulated as drugs.

Respectfully submitted

erald Steel, PE, Attorney at Law

' aldst ,
Attachments: A-1 to A-3 eraldsteel @yahoo.com

adl



Gerald Steel

OC Combination Products [Combination@FDA.GOV]

‘From: '
Sent: Tuesday, January 13, 2015 3:51 PM
To: Gerald Steel :
. OC Combination Products )
gﬁi)ject: RE: Submittal of Six Requests for Designation for Libera Bottled Fluoridated Water - Two

using Sodium Fluorosilicate attached

v.[ﬁ)e_ar Mr. Steel,

Thank you for éontacting the Office of Combination Products. Your six RFD’s were rec§ived on J anuary 13th., _
7015. They will be screened for completeness in accordance with 21 CFR 3.8(a). You will be notified by email
whether each of the RFD’s have been accepted for review, and if not, what additional information. would need

to be provided in a new RFD.

Jose L. Moreno Ph.D.

Office of Combination Products
Office of Special Medical Programs
Food and Drug Administration

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT 1S ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL,
AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the arldressee, or & person authorized ta deliver the documaent to the adidressee, you are hereby
notified that any review disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you bave received this
dseuraant in error, please irameadiately notify us by email or telephone,

From: Gerald Steel [mailto:geraldsteel@yahoo.com]
Sent: Tuesday, January 13, 2015 3:47 PM

To: OC Combination Products

Subject: Submittal of Six Requests for Designation for Libera Bottied Fluoridated Water - Two using Sodium
Fluorosilicate attached

Ms. Lauritsen and Ms. Larson and other staff,

Tpday I am mailing, in a single package, the original and two copies each of six Requests for Designation for
I[,lbe.ra Bottled Fluoridated Water. With this email I will submit electronic copies of two of the Requests for
Demgna}tion that both make the bottled fluoridated water by privately adding Sodium Fluorosilicate to
unfluoridated water obtained from a city public water system and then putting this water (at least initially) in
one gallon bottles. The difference between these two requests is that one request labels the bottles with what is
clearly a drug claim and the other request labels the bottles with what we claim is an implied drug claim. T will

subn.ait electronic copies of the other four Requests for Designation by two separate emails. Ilook forward to
hearing back from you. |

A-l
1 ' A’#LIZV



Gerald Steel

From: OC Combination Products [Combination@FDA.GOV]

Sent: ‘ Tuesday, January 20, 2015 1:57 PM

To: Gerald Steel; OC Combination Products

Ce: Hayes, Leigh

Subject: RE: Submittal of Six Requests for Designation for Libera Bottled Fluoridated Water - Two

using Sodium Fluoride attached

Dear Mr. Steel,

“This email is in response to your six submissions dated January 13, 2015, regarding bottled fluoridated water.
71 CFR Part 3 addresses requests for designation for products that would be regulated by FDA’s Center for
Drug Bvaluation for Research, the Center for Devices and Radiological Health, or the Center for Biologics
Evaluation and Research. Jurisdictional questions concerning a 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. Bottled water is generally regulated by CFSAN as a food. Accordingly, we are treating
your submissions not as requests for designation under 21 CFR Part 3 and section 563 of the FD&C Act but

“instead as informal inquiries to the Agency, and FDA will be reaching out to you concerning these inquiries.

Sincerely,

Joseph Milone, PhD

Office of Combination Products
Office of Special Medical Programs
Food and Drug Administration

From: Gerald Steel [mailto:geraldsteel@yahoo.com]

Sent: Tuesday, January 13, 2015 3:40 PM

To: OC Combination Products

Subject: Submittal of Six Requests for Designation for Libera Bottled Fluoridated Water - Two using Sodium Fluoride
attached

Ms. Lauritsen and Ms. Larson and other staff,

Today I am mailing, in a single package, the original and two copies each of six Requests for Designation for
Libera Bottled Fluoridated Water. With this email I will submit electronic copies of two of the Requests for
Designation that both make the bottled fluoridated water by privately adding Sodium Fluoride to unfluoridated
water obtained from a city public water system and then putting this water (at least initially) in one gallon
bottles. The difference between these two requests is that one request labels the bottles with what is clearly a
drug claim and the other request labels the bottles with what we claim is an implied drug claim. I will submit
electronic copies of the other four Requests for Designation by two separate emails. Ilook forward to hearing
back from you.

" Gerald Steel
Attorney at Law % ,Z

7303 Young Rd. NW
: A, 43



Gerald Steel

From: Gerald Steel [geraldsteel@yahoo.com}
Sent: Tuesday, January 20, 2015 6:40 PM
To: 'OC Combination Products’

Cc: - 'Hayes, Leigh'

RE: Submittal of Six Requests for Designation for Libera Bottied Fluoridated Water - Two

Subject: .
using Sodium Fluoride attached

pr. Milone,

Your response below is not acceptable to my client and me. While | understand that bottled water is generally regulated
by CFSAN as a food, we are proposing an explicit (and as a second request - an implicit) drug claim on the label of our
products. Our products will be distributed in interstate commerce. As such we have recommended that the products
be considered drugs by FDA’s CDER. You do not have our permission to treat our submission as an informal inquiry to
the FDA. We have made a proper submittal under 21 CFR Part 3 and as such we demand a response within 5 working
days as to whether our application is complete and filed. Our position is strongly supported by caselaw. We provide the
following quote from Hanson v. United States, 417 F.Supp. 30, 34-35 (D.Minn. 1976):

[QUOTE] _
“The word ‘drug’ is defined in 21 U.S.C. s 321(g)(1) to include: ‘... (B) articles intended for use in the diagnosis, cure,

mitigation, treatment, or prevention of disease in man or other animals . . .." (emphasis supplied [in original]).

Countless court decisions emphasize that it is the intended use of an article which determines whether or not itis a
‘drug,’ and that even the most commonly ingested foods and liquids are ‘drugs’ within the meaning of the Act if the
intended use of such articles when distributed in interstate commerce falls within the definition of s 321(g)(1). See, e. 8.,
Kordel v. United States, 335 U.S. 345, 69 S.Ct. 106, 93 L.Ed. 52 (1948) (compounds of minerals, vitamins, and herbs);
seven Cases v. United States, 239 U.S. 510, 518, 36 S.Ct. 190, 60 L.Ed. 411 (1916) (alcoholic solution); United States v.
Millpax, Inc., 313 F.2d 152, 153-54 (7th Cir. 1963), cert. denied, 373 U.S. 903, 83 5.Ct. 1291, 10 L.Ed.2d 198 (1963) 417
F.Supp. 35 (‘iron tonic’); United States v. Hohensee, 243 F.2d 367 (3d Cir. 1957), cert. denied, 353 U.S. 976, 77 S.Ct. 1058,
1 L.Ed.2d 1136 (1957) (‘health foods’); Bradley v. United States, 264 F. 79 (5th Cir. 1920) (mineral water); United States v.-
Vitasafe Formula M, 226 F.Supp. 266, 278 (D.N.J.1964), remanded on other grounds, 345 F.2d 864 (3d Cir. 1965), cert.
denied, 382 U.S. 918, 86 S.Ct. 290, 15 L.Ed.2d 232 (1965) (vitamin and mineral capsules); United States v. 250 Jars . . .
Fancy Pure Honey, 218 F.Supp. 208, 211 (E.D.Mich.1963), aff'd 344 F.2d 288 (6th Cir. 1965) (honey); United States v. 46
Cartons . . . Fairfax Cigarettes, 113 F.Supp. 336, 338 (D.N.J.1953) (cigarettes). From these cases, it is apparent that the

- plaintiffs’ argument that laetrile is a “itamin’ or a food does not preclude its being a drug if the tablets and vials at issue
here are peddled for the intended uses set forth in the statute. It is also well established that the ‘intended use’ of
a product, within the meaning of the Act, is determined from its label, accompanying labeling, promotional claims,
advertising, and any other relevant source. See, e. g., United States v. An Article . . . Sudden Change, 409 F.2d 734, 739
(2d Cir. 1969) (advertisements in various media); United States v. Millpax, Inc., supra, at 154-55 (letters and oral
representations); Nature Food Centres, Inc. v. United States, 310 F.2d 67 (1st Cir. 1962), cert. denied, 371 U.S. 968, 83
S.Ct. 552, 9 L.Ed.2d 539 (1963) (speeches at public lecture hall); V. E. Irons, Inc. v. United States, 244 F.2d 34 (1st Cir.),

~ cert. denied, 354 U.S. 923, 77 S.Ct. 1383, 1 L.Ed.2d 1437 (1957) (statements of an authorized distributor); United States
v. Articles of Drug . . . Food Plus, Inc., 239 F.Supp. 465 (D.N.J.1965), remanded on other grounds, 362 F.2d 923 (3d Cir.
1966) (radio broadcast).”

[END QUOTE]

In Bradley v. United States, 264 F. 79, 81-82 (5th Cir. 1920) the Court explicitly found that bottled mineral water is a drug
when there is a drug claim on the label. Therefore, we consider it settled law that bottled water is a drug when there is
a drug claim on the label. We will consider your action to be frivolous if you do not process our Requests for
Designations as required by 21 CFR Part 3. Our Requests for Designations are not informal inquiries to FDA.

Gerald Steel PE 4 ”5
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7 %) DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
' Food and Drug Administration
: : Silver Spring, MD 20993
‘&.y““'vdsu

Office of Combination Products
WO 32, Room 5129

10903 New Hampshire Avenue
Silver Spring, MD 20993

March 23, 2015

Mr. Gerald Steel, PE
Attorney-At-Law

7303 Young Road, NW
Olympia, WA 98502

Re:  Request for Review under 21 CFR 10.75 (“10.75 Request”)
~ and Request for Reconsideration pursuant to 21 CFR 3.8(c) regarding Libera Bottled
Fluoridated Water Requests for Designation
Dated: January 23, 2015
Received: February 9, 2015

Dear Mr. Steel:

This letter is in response to your January 23, 2015 Request for Review under 21 CFR 10.75
(“10.75 Request”) and Request for Reconsideration pursuant to 21 CFR 3.8(c) regarding Six
Requests for Designation for Libera Bottled Fluoridated Water (RFR) you submitted on January
13,2015. In that letter you requested review under 21 CFR 10.75 of Dr. Joseph Milone’s
January 20, 2015, response that the six Requests for Designation (RFDs) submitted regarding
Libera Bottled Water would be treated by the Office of Combination Products as informal
inquiries because they fall outside the scope of 21 CFR Part 3 and that those inquiries would be
referred to the Center for Food Safety and Applied Nutrition. On January 20, 2015, you replied
to Dr. Milone’s January 20, 2015, response, and he provided an additional response on January
26, 2015.

I have reviewed your 10.75 Request and the administrative file for the decision regarding your

request. In your 10.75 request, you argue that Dr. Milone misinterpreted 21 CFR Part 3 when he
determined that your inquiries fell outside the scope of Part 3.

AtfHS



Mr. Gerald Steel
Attorney at Law

~ March 23, 2015
.. Page?2

As Dr. Milone noted in his email dated January 26, 2015, his response to your inquiries was
intended to address the threshold question regarding whether submitting a Request for
Designation under 21 CFR Part 3 is the appropriate procedure regarding a determination of
jurisdiction of your proposed products. It was not intended to make any determination regarding
whether your proposed products are foods or drugs.

I find your arguments regarding the scope of 21 CFR Part 3 unpersuasive. As Dr. Milone’s
email noted, 21 CFR part 3 “does not apply to foods, veterinary products, or cosmetics.” 56 FR
58754. Therefore, jurisdictional questions concerning a 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. Your requests involve whether the proposed
products are foods or drugs. Because your requests fall outside the scope of the regulation and
statutory provision that authorize requests for designation, your submissions regarding
fluoridated bottled water were properly treated not as requests for designation but as informal
inquiries to the Agency. ‘

Therefore, I affirm Dr. Milone’s decision to refer your inquiries to CFSAN. In addition, because
your inquiries are outside the scope of 21 CFR Part 3, your inquiries are also outside the scope of

21 CFR 3.8(c) governing requests for reconsideration. Accordingly, Dr. Milone’s January 20,
2015, response will not be reviewed under that regulation.

Sincerely,
7/ ——

Thinh X. Nguyen

Director, Office of Combination Products

Al



