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I. INTRODUCTION
Cities must comply with drinking water laws and regulations when
they add chemicals to public drinking water and distribute that water. But
when Cities add drugs to drinking water and use drinking water to sell and
distribute these drugs to customers, the Cities must also comply with drug
laws and regulations. In City of Port Angeles v. Qur Water-Our Choice!

(“City of Port Angeles”), 170 Wn2d 1, 259 P.3d 598, 594, n. 6 (2010), the
majority did not reach the issue of whether fluoride and fluoridated water are
drugs because no error was assigned to the trial court’s failure to make these
findings. In this brief, appropriate assignments of error are made.

In the instant case, the trial court abused discretion when it refused to
allow the complaint to be amended to add a request for a declaration that the
Cities’ fluorides and/or fluoridated waters are drugs. (See Amended
Appellant’s Clerk’s Papers at 204 (“CP 204").) The trial court claims Kaul
v. Chehalis, 45 Wn.2d 616, 277 P.2d 352 (1954) set precedent and that he
would be overruling the Kaul Court to find otherwise. (Report of
Proceedings at 10 (“RP 10") (Appendix A, page 8 herein (“A 8"); A6.)

The trial court errs. The determination in Kaul is that the City of
Chehalis had police power authority to fluoridate. (Kaul at 619 and 625 )
After making this determination, the Kaul Court summarily rejected, as
irrelevant to its determination, a claim that the City was selling drugs. (/d.
at 625.) This mention of drugs is dicta. (State ex rel. Lemon v. Langlie, 45
Wn.2d 82, 89, 273 P.2d 464 (1954) (dicta is a court remark not “essential to
its determination”).) Dicta does not provide controlling authority. (Matter
of Estate of Hansen, 128 Wn.2d 605, 609, 910 P.2d 1281 ( 1996).)

1



The trial court’s Order Granting Defendant Cities’ Motion to Dismiss
(“Dismissal Order” (A 1-5)) errs in failing to conclude, based on the alleged
facts, that the Cities’ fluorides and fluoridated waters are: drugs under federal
statute; drugs under State statute; federal prescription drugs; State
prescription drugs; State legend drugs; and State legend drugs under Chapter
69.41 RCW.

The Dismissal Order at CP 8-9 (A 2-3) errs in relying on dicta in City
of Port Angeles at 592, Note 1, which states:

The FDA exception is essentially meaningless since the
Environmental Protection Agency [“EPA”], not the FDA,
regulates public drinking water systems.
The trial court uses this dicta, first, to conclude erroneously “that the FDA
does not regulate public drinking water or additives to public drinking water”
and, second, to conclude erroneously that the Cities’ fluorides and fluoridated
waters are not federal prescription drugs. (A 2-3.) City of Port Angeles at
596 determined that certain initiatives are beyond the initiative power
because they are “administrative.” Said Note 1 is unrelated to that
determination and, thus, is dicta. (Supra.) If the Supreme Court finds this
material in Kaul and City of Port Angeles is not dicta, then the Court is
requested to overrule, clarify, or distinguish these cases to the degree they
hold or imply that the Cities’ fluorides and fluoridated waters are not drugs.
This Court should correct the above etrors of law and reverse the trial
court’s orders (A 1-5 and A 6-7). This Court should also find that WAC 246-
290-220(3) as it applies to drugs, and WAC 246-290-460(2), and -
(3)(b)(iv)(A) setting fluoride levels violate U.S. Const. Art. VI, cl. 2.



II. ASSIGNMENTS OF ERROR

No. 1. Error in failure to find in A 1-7 that, given the alleged facts, or as a
matter of law, the Cities’ fluoride substances used to make fluoridated waters
and the Cities’ fluoridated waters (added fluorides distributed in water) are:

(a) drugs under federal statutes adopted by Congress;

(b) drugs under State statutes adopted by the Legislature;

(c) federal prescription drugs,

(d) State prescription drugs;

(e) State legend drugs; and |

(f) State legend drugs under Chapter 69.41 RCW.
No. 2. Error in failure to find in A 1-7 that the States’ water fluoridation
regulations [WAC 246-290-220(3) reciuiring ANSI/NSF Standard 60 fluoride
and WAC 246-290-460 requiring a fluoride concentration i‘ange] are
unconstitutional (U.S. Const. Art. VI, cl. 2) under the trial court orders
because they require what is not lawful under federal law.
No. 3. Abuse of discretion re: Order Denying Motion to Amend (A 6-7):

(a) erroneously finding the @en@ent is futile (A 6; RP 10); and

(b) erroneously relying on dicta in Kaul (RP 10).
No. 4. Errors of law in dismissing thé Complaint and issuing the Dismissal
Order (A 1-5) under CR 12(b)(6) and ECR 12(c), including:

(a) errors of omission addresséd in Assignments No. 1(a) to (f) above

(A 1-5);



(b) errors in A 1-5 in failing to correctly state the jurisdiction of the:
EPA; FDA; State Board of Health; State Department of Health (A 2, ] 4);
State Board of Pharmacy; ‘

(¢) error in finding there is valid notice that FDA doesn’t regulate
public drinking water and additives under “drug” authority (A 2, 1 5);

(d) error in relying on dicta in City of Port Angeles for confirmation
that FDA doesn’t regulate public drinking water and additives under “drug”
authority (A 2, 1 5);

(e) error in limiting analysis of State “legend drug” status to
consideration of WAC 246-883-020(2) (A 2-3, 1 6-8);

() error in concluding FDA does not regulate public drinking water
and additives today such that these cannot be federal legend drugs (A 2-3 ]
7 and 9);

(g) error in finding that listing in the Red Book is a requirement to be
classified as a “legend drug” in Chapter 69.41 RCW (A 2-3, 1 6 and 8);

(h) error in finding that the Cities’ bulk fluorides (alone and as
distributed in water as fluoridated waters) are not adequately listed in the Red
Book (A 2-3, 1 8); and

(i) error in finding no set of facts can be proven to show public
drinking waters and/or the Cities’ fluoride additives are legend drugs (A 3,
19).

IIl. MAJOR ISSUES BEFORE THE COURT

No. 1. Under any facts that could possibly be established, can the Cities’

fluoridated waters, and/or bulk fluoride products, be drugs pursuant to RCW



18.64.011(11), RCW 69.04.009, RCW 69.41.010(9) and/or 21 U.S.C. §
321(g)(1)? (Assignments of Error Nos. (“Errors™) 1 to 4.)

No. 2. Did the trial court abuse its discretion and should it be reversed, when
it denied Citizens’ Motion to Amend Complaint when the amendment
proposed adding a declaratory judgment requesting that the trial court declare
that the Cities’ fluoridated waters, and/or bulk fluoride products, are drugs?
(Errors 1 to 3.)

No. 3. Should this Court overrule, clarify, or distinguish Kaul' and City of

Port Angeles’ to the degree that these cases hold or imply that municipal
fluoridated waters, and their bulk fluoride products, cannot be or are not
drugs? (Errors 1 to 4.)
No. 4. Under any facts that could possibly be established, can the Cities’
bulk fluoride products, and/or fluoridated waters, be prescription drugs under
federal law and regulation and therefore legend drugs under RCW
18.64.011(14)? (Errors 1to 4.)
No. 5. Under any facts that could possibly be established, can the Cities’
bulk fluoride products, and/or fluoridated waters, be legend drugs under
Chapter 69.41 RCW such that the Order Granting Defendant Cities’ Motion
to Dismiss should be reversed? (Errors 1 to 4.)

a) Ifthe Cities’ bulk fluoride products, and/or fluoridated waters,

can be prescription drugs under federal law and regulation, and legend drugs

! Kaul v. City of Chehalis (“Kaul”), 45 Wn.2d 616, 277 P.2d 352 (1954).

% City of Port Angeles v. Our Water-Our Choice! (“City of Port Angeles”), 170 Wn.2d
1,239 P.3d 589 (2010).



under RCW 18.64.011(14), can they be legend drugs under RCW
69.41.010(12) independent of WAC 246-883-020? (Errors 1 to 4.)

b) Can the Cities’ bulk fluoride products, and/or fluoridated
waters, be legend drugs under WAC 246-883-020(1)? (Errors 1 to 4.)

) Can the Cities’ bulk fluoride products and/or fluoridated
waters be legend drugs under WAC 246-883-020(2)? (Errors 1 to 4.)

| IV. STATEMENT OF THE CASE

The Petitioners below (Appellants herein) are Protect the Peninsula’s
Future, Clallam County Citizens for Safe Drinking Water, and Eloise Kailin
(collectively “Citizens”). (CP 257-58.) The Respondents are City of Port
Angeles and City of Forks (collectively “Cities”). (CP257.) The Cities each
operate a public drinking water utility that is not a water district. (A 1.) The
Cities each provide a fluoridation program for their public drinking water
utility. (A 1.) The City of Forks’ fluoride source is bulk sodium fluoride
which is over 98% pure. (CP 260, V.7, CP 405, 1 2.1 1; CP 379-80.) The
City of Port Angeles fluoride source is bulk fluorosilicic acid (H2SiF6) which
includes some hydrogen fluoride (HF). (CP 260, § V.9, CP 405, 2.13; CP
376-78.) The Complaint includes certain pages from the 2009 Drug Topics
Red Book which are reproduced by the Cities in CP 34-44. (CP 365-74.)

Based on sworn and certified facts and documents in the record,
Citizens further aflege the following major facts:

® that the Cities manufacture, offer for sale, and distribute
fluoridated waters (fluorides added to waters) to their municipal customers;

(CP 258-59,9V.1.)



@ that the Cities’ fluorides and fluoridated waters are intended for use
in the prevention of disease, specifically dental caries [tooth decay]; (CP
259,1v.4)

® that the Cities’ store bulk fluorides for use in their fluoridation
facilities and offer the fluorides for sale in fluoridated waters; (CP 258-59,
fV.land V.3)

® that the Cities require and do not have an approved NDA (New
Drug Application) or ANDA (Abbreviated NDA) from the FDA for their
fluoridated waters, and the sodium fluoride and fluorosilicic acid, distributed
with their fluoridated waters, require and do not have an approved NDA or
ANDA. (CP 260, TV.11.)

® that the City of Forks first began manufacturing fluoridated water
with sodium fluoride in 2001 (CP 74), and that the City of Port Angeles first
began manufacturing fluoridated water in 2006 (CP 75).

Citizens prepared a certified complaint with a sworn affidavit (0
275-78), certified First Declaration (CP 279-388) and civil warrants for
search and seizure as authorized by RCW 69.41.230 (CP 267) and RCW
69.41.060 (CP 268). On April 20, 2011 Citizens applied ex parte to the
Honorable S. Brook Taylor, Judge of the Clallam superior court, for search
and seizure warrants based on these documents. (CP 263, Note 1.) Judge
Taylor entered an order which found “the issues raised need to be publicly
litigated . . . before any searches or seizures are justified.” (CP 265.)

On April 28, 2011, Citizens filed and served its Certified Complaint

for Search and Seizure Warrants (CP 257-388) including the First Declaration



of Eloise Kailin (CP 279-388), [Proposed] Search and Seizure Warrants (CP
271-74), the Affidavit of Eloise Kailin in Support of Search and Seizure
Warrants (CP 275-78), and the Second Declaration of Eloise Kailin (CP 234-
56). Clallam County superior court Judges S. Brook Taylor and George
Wood recused themselves and an affidavit was filed against the Honorable
Judge Ken Williams. The parties agreed to hear the case in Jefferson County
before visiting Judge, the Honorable Craddock Verser.

The Cities filed and served Defendant Cities’ Motion to Dismiss (CP
205-33) which included a request for attorneys’ fees under both RCW
4.84.185 and CR 11. (CP 216-19.) Citizens filed and served Petitioners’
Motion to Amend Complaint to add a declaratory judgment requesting the
court to “declare that the Cities’ fluoridated waters and/or the bulk fluoride
products used to make these waters are drugs.” (CP 200-04.) On June 17,
2011, the trial court first heard and denied Citizens’ Motion to Amend. (RP
2-10; A 6-7.) The trial court then heard and granted the Cities’ Motion to
Dismiss but denied the Cities’ request for sanctions stating:

I will not grant the sanctions because I believe that Petitioners

are acting in good faith and arguing for a good faith change to
the law . . .

(RP 40; A 1-5.)
Citizens timely-filed and served a Notice of Appeal to Supreme Court
on July 5, 2011. (CP 5-13.) The Cities timely-filed and served a Notice of
Cross-Appeal on July 18, 2011. (CP 394-401.) Citizens timely-filed and
served its Statement of Grounds for Direct Review oﬂ July 20, 2011 along

with the Third Declaration of Eloise Kailin. The Cities did not respond.



V. ARGUMENT
A. Standard Of Review
1. Standard of review for a CR 12(b)(6) motion

Defendants brought their Motion to Dismiss under CR 12(b)(6)
(“failure to state a claim upon which relief can be granted”) and CR 12(c)
(“motion for judgment on the pleadings™). (CP 209.) Whether the Motion
to Dismiss should be granted is a question of law that this Court reviews de
novo. (San Juan County v. No New Gas Tax, 160 Wn.2d 141, 164,157 P.3d
831(2007).) Such motions should be granted "sparingly and with care," and
only in the unusual case in which the plaintiff's allegations show on the face
of the complaint an insuperable bar to relief. (Jd.) Under CR 12(b)(6) a
petitioner states a claim upon which relief can be granted if it is possible that
facts could be established to support the allegations in the complaint.

(McCurry v. Chevy Chase Bank, FSB, 169 Wn.2d 96, 101, 233 P.3d 861
(2010).)

2. Standard of review for a CR 12(c) motion

Similarly, a dismissal under CR 12(c) is appropriate only if it appears
beyond doubt that the plaintiff can prove no set of facts, consistent with the
complaint, which would entitle the plaintiff to relief. (M.H. v. Corporation
of Catholic Archbishop of Seattle, 252 P.3d 914,917 (2011).) In undertaking
such an analysis, the plaintiff's allegations are presumed to be true and a court
may consider hypothetical facts not included in the record. (Id.) The facts
alleged in the complaint, as well as hypothetical facts, are to be taken in the
light most favorable to the nonmoving party. (/d.) A motion to dismiss under
CR 12(c) should be granted sparingly and with care, and only in the unusual
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case in which plaintiff includes allegations that show on the face of the

complaint that there is some insuperable bar to relief. (/d. at918.) Appellant

review of a CR 12(c) dismissal is de novo. (/d. at 917.)
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The doctrine of federal preemption is rooted in the Supremacy Clause
of the United States Constitution.> Although there is a presumption that the
"historic police powers of the States" will not be preempted by federal law,
that presumption can be overcome if Congress intends that the federal law
preempt state law. (All-Pure Chemical Co. v. White, 127 Wn.2d 1, 5, 896
P.2d 697 (1995).) Federal law preempts state law when Congress intends to
occupy a given field, when state law directly conflicts with federal law, or
when state law would hinder accomplishment of the full purposes and
objectives of the federal law. (/d. at 6.) Preemption may be either express
or implied, and is compelled whether Congress' command is explicitly stated
in the statute's language or implicitly contained in its structure and purpose.
(d)

Where state law and federal law directly conflict, state law must give
way. (Pliva, Inc. v. Mensing,  U.S. __, 131 S.Ct. 2567,.2577, .
L.Ed.2d ___ (2011).) State and federal law conflict arises where it is
impossible for a third party to comply with both state and federal
requirements. (Fidelity Federal Savings & L.oan Association v, De la Cuesta,
458 U.S. 141, 153, 102 S.Ct. 3014, 73 L.Ed.2d 664 (1982).) Federal
regulations have the same preemptive power as federal statutes. (McCurry
v. Chevy Chase Bank. FSB, 169 Wn.2d 96, 100, 233 P.3d 861 (2010).) |

Questions of law, including preemption, are reviewed de novo. (d)

* "This Constitution, and the laws of the United States which shall be made in pursuance
thereof; ... shall be the supreme law of the land; and the judges in every state shall be bound
thereby, any thing in the Constitution or laws of any state to the contrary notwithstanding."
(U.S. Const. art. VI, cl. 2.) :
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B. The Cities’ Fluoride Additives And Fluoridated Waters Are
Drugs

1. Review of Federal drug laws and regulations
a. The 1906 and 1938 Acts

Drug regulation in the United States began with the Colonies and
States adopting isolated laws as early as 1736. (Abigail Alliance for Better
Access to Developmental Drugs v. von Eschenbach, 495 F.3d 695, 703-04
(D.C. Cir. 2007).) As early as 1848, the United States began limited drug
regulation. (/d. at 704.) Congress adopted more comprehensive drug statutes
in the Food and Drugs Act of 1906, which prohibited the manufacture of any
drug that was “adulterated or misbranded.” (/d. at 705.) This Act defined
“drug” as:
all medicines and preparations recognized in the United States
Pharmacopoeia or National Formulary for internal or external
use, and any substance or mixture of substances intended to be
used for the cure, mitigation, or prevention of disease of either
man or other animals;
and defined “food” as including “articles used for food [and] drink.” (Food
and Drugs Act of 1906, 34 Stat. 768 (1906).)
Initially, this Act did not regulate false claims of the curative power
of a drug but this was changed by Congress in 1912. (Samuels v. United

States, 232 F. 536, 545 (8™ Cir. 1916).) The 1906 Act, as amended, did not

require government approval before a drug was introduced into the market.

(United States v. Hiland, 909 F.2d 1114, 1125 (8" Cir. 1990).) This changed
with the adoption by Congress of the Federal Food, Drug, and Cosmetic Act
(“FFDCA”) of 1938 which required a FDA approved new drug application

(“NDA”) to demonstrate a drug was safe before entering the market.
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(Samuels at 545.) No new approvals were required for drugs marketed under
the 1906 Act if their conditions of use remained unchanged. (/d.)

b. In 1952, after Congress defined prescription drugs,
the FDA announced it would not enforce the
FFDCA for fluoridated public water

The Durham-Humphrey Amendment of 1951 (65 Stat. 648) for the

first time explicitly defined two classes of medications (prescription and

over-the-counter (“OTC”)). (Christopher v. SmithKline Beecham Corp., 635
F.3d 383,385 (9th Cir. 2011).) In 1952, in response to this amendment, the

FDA adopted a regulation stating:

(@ The program for fluoridation of public water supplies
recommended by the Federal Security Agency, through the
Public Health Service, contemplates the controlled addition of
fluorine at a level optimum for the prevention of dental caries.
(b)  Public water supplies do not ordinarily come under the
provisions of the Federal Food, Drug, and Cosmetic Act. . . .
(©) The Federal Security Agency will regard water supplies
containing fluorine, within the limitations recommended by the
Public Health Service, as not actionable under the Federal Food,
Drug, and Cosmetic Act.

(Former 21 CFR 3.27 (1952); 17 FR 6732; A 11.) This regulation was
recodified to former 21 CFR 250.203 in 1975. (40 FR 13996; A 12.) It was
published, as amended, in 1995. (A 13-14)

c. In 1996 the FDA reversed its position to not
enforce the FFDCA regarding fluoridated water
after the EPA/FDA MOU was terminated and
after Congress adopted the DSHEA that defined
minerals as drugs if used to prevent specific
diseases

In 1996, the FDA determined that its 1952 regulation was obsolete
or no longer necessary and the regulation was revoked. (61 FR 29476; A 15.)
The revocation of 21 CFR 250.203 occurred after the EPA announced the
“Termination of the Federal Drinking Water Additive Program” effective
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April 7, 1990. (53 FR 25586-89; CP 142-45; A 16-19.). The purpose of a
1979 MOU between FDA and EPA was having EPA operate the federal
drinking water additive program. (44 FR 42775-78; CP 224-31.) EPA’s
announcement of termination of its additive program was effective notice to
FDA that the 1979 MOU was terminated. (53 FR 42776, CP. 225 “This
[MOU] shall continue in effect unless . . . terminated by either party upon
thirty (30) days advance written notice to the other.”)
The revocation of 21 CFR 250.203 also occurred after the adoption

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

A dietary supplement is deemed to be " food," [21 U.S.C.]

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).) Under the DSHEA, dietary supplements include minerals. (21
U.S.C.321(ff)(1)(B); A 22.) In adopting the DSHEA, Congress clarified its
intent that fluoride mineral when used to prevent disease is a drug under

federal law. The Commissioner of the FDA now concurs.* (CP 352))

* Congress specifically asked FDA to address the relationship of “fluoride in drinking
water and drug(s).” (CP 352.) The FDA responded, in part, stating “the Environmental
Protection Agency regulates fluoride in the water supply.” (/d.) But EPA had terminated its
water additive program more than ten years earlier. (Supra at 14.) So FDA was referring
to EPA regulating the Maximum Contaminant Level (“MCL”) for fluoride that triggers clean-
up under the SDWA and was not referring to fluoride additives or water with fluorides added.
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d. The 1962 Amendments to the 1938 Act
The Congress amended the FFDCA in 1962 to change the standard
for approval of a NDA or ANDA from “safe” to “safe and effective” for the

intended use. (Samuels at 545.) For drugs with approved NDAs under the

1938 Act to retain these NDAs, they were required to demonstrate they were
effective. (/d.; Weinberger v. Hynson, Wescott & Dunning, Inc, 412 U.S.
609, 612-15, 93 S.Ct. 2469, 37 L.Ed.2d 207 (1973).)

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

In 1972, the FDA established a new approval process for non-
prescription drugs. (21 CFR Part 330.) This process resulted in the
establishment of over-the-counter (“OTC”) monographs for various drug
classifications including a monograph for anticaries drug products that do not
require a prescription. (21 CFR Part 355.) The final rule for the anticaries
drug monograph and all amendments to date is provided in CP 147-91. This
final rule, as amended, provides that all OTC anticaries drug products
introduced to the market after April 7, 1997 must comply with general
conditions in 21 CFR 330.1 and with anticaries monograph conditions in 21
CFR Part 355; otherwise a NDA or ANDA is required.

On or after [April 7, 1997] no OTC drug product that is subject
to the monograph and that contains a nonmonograph condition

. . may be initially introduced . . . into interstate commerce
unless it is the subject of an approved application or abbreviated
application. :

(CP 148 and 186.) Also, FDA regulations provide that any anticaries drug
that includes hydrogen fluoride requires an NDA. (21 CFR 3 10.545(a)(2) and

(b).)
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2. The Cities’ fluoride additives are drugs under federal
statute

a. Citizens allege as a fact that Cities’ fluorides are
minerals intended for use in the prevention of
dental caries (tooth decay) which is a disease in
man

Citizens have alleged as a fact that the Cities’ fluorides are minerals
intended for use in the prevention of dental caries (tooth decay) which is a
disease in man. (Supra at 7.) Citizens allege that the primary, if not only,
purpose identified for adding fluorides to public water supplies is to prevent
dental caries. (CP 280-81, 16.) |

b. Minerals, that are intended for use in the
prevention of disease, are federal drugs

Congress has adopted a specific statute that, under the facts of this
case, designate the Cities’ fluorides as drugs.

The term "drug" means

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

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

(C) articles (other than food) intended to affect the structure
of any function of the body of man or other animals; and
(D) articles intended for use as a component of any article
specified in clause (A), (B), or (C).. ..

(21U.S.C. 321(g)(1); A 20-21; emphasis supplied.) The language quoted has
not been amended since it was originally adopted in the 1938 Act. (52 Stat.
1041.)

c. The language in 21 U.S.C. 321(g)(1)(B) defining

drugs should be interpreted by this Court “as
broad as its literal language indicates”
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