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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. Our 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 lO") (Appendix A, page 8 herein ("A 8"»; A 6.) 

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. (Id. 

at 625.) This mention of drugs is dicta. (State ex reI. 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).) 
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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 errors oflaw 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. 
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II. ASSIGNMENTS OF ERROR 

No. 1. Error in failure to find in A 1-7 that, given the alleged facts, or as a 

matter oflaw, 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 

(t) 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) requiring ANSIINSF Standard 60 fluoride 

and WAC 246-290-460 requiring a fluoride concentration range] 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 amendment is futile (A 6; RP 10); and 

(b) erroneously relying on dicta in Kaul (RP 10). 

No.4. Errors of law in dismissing the Complaint and issuing the Dismissal 

Order (A 1-5) under CR 12(b)(6) and CR 12(c), including: 

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

(A 1-5); 
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(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; 

(c) error in finding there is valid notice that FDA doesn't regulate 

public drinking water and additives under "drug" authority (A 2, ~ 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, ~ 5); 

(e) error in limiting analysis of State "legend drug" status to 

consideration of WAC 246-883-020(2) (A 2-3, ~ 6-8); 

(I) 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, ~ 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, ~ 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, 

~ 9). 

III. 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 
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18.64.011(11), RCW 69.04.009, RCW 69.41.010(9) andlor 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, andlor bulk fluoride products, are drugs? 

(Errors 1 to 3.) 

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

Port Angeles2 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, andlor fluoridated waters, be prescription drugs under 

federal law and regulation and therefore legend drugs under RCW 

18.64.011(14)? (Errors 1 to 4.) 

No.5. Under any facts that could possibly be established, can the Cities' 

bulk fluoride products, andlor 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) If the Cities' bulk fluoride products, andlor fluoridated waters, 

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

I Kaul v. City of Chehalis ("Kaul"), 45 Wn.2d 616,277 P.2d 352 (1954). 

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

c) 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"). (CP 257.) 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 260,11 V.7, CP 405, 112.11; CP 379-80.) The 

City of Port Angeles fluoride source is bulk fluorosilicic acid (H2SiF6) which 

includes some hydrogen fluoride (HF). (CP 260,11 V.9, CP 405,112.13; 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 allege 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, 11 V.l.) 
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• that the Cities' fluorides and fluoridated waters are intended for use 

in the prevention of disease, specifically dental caries [tooth decay]; (CP 

259, ~ V.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, 

~ V.1 and 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, ~ V.1I.) 

• 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 (CP 

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 
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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 on July 20, 2011 along 

with the Third Declaration of Eloise Kailin. The Cities did not respond. 
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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. (SanJuanCountyv. 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 plaintiffs allegations show on the face 

of the complaint an insuperable bar to relief. (/d.) 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. 

(McCuny 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. Cor.poration 

of Catholic Archbishop of Seattle, 252 P.3d 914, 917 (2011).) In undertaking 

such an analysis, the plaintiffs 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. (Id. at 918.) Appellant 

review ofa CR 12(c) dismissal is de novo. (Id. at 917.) 

3. Standard of review for Order Denyine: Motion to Amend 
Complaint I 

CR IS( a) allows part~es to amend their pleading by leave of court and 

directs that leave shall be frellY given when justice so requires. A motion for 

leave to amend the complain~ is addressed to the sound discretion ofthe trial 

court. (Tagliani v. colwen.110 Wn.App. 227, 233, 517 P.2d 207 (1973).) 

When reviewing the trial col,s decision to grant or deny leave to amend, the 

Court applies a manifest abJse of discretion test. (Wilson v. Horsley, 137 

Wn.2d 500,505,974 P.2d 31\6 (1999).) The trial court's decision will not be 

disturbed on review except oh a clear showing of abuse of discretion, that is, 

discretion manifestly unreas nab Ie, or exercised on untenable grounds, or for 

untenable reasons. (Id.) The touchstone for the denial of a motion to amend 

is the prejudice such an am dment would cause to the nonmoving party. 

(Id.) CR 15(a) was designed 0 facilitate the amendment of pleadings except 

where prejudice to the opposkg party would result. (Caruso v. Local Union 

No. 690 of Intern. Broth. oj Teamsters. Chauffeurs. Warehousemen and 

Helpers of Americ~ 100 wnJ2d 343,349,670 P.2d 240 (1983).) 

4. Standard of review for ar ment that WAC 246-290-
220(3). requinne: ANSIINSF Standard 60 fluoride. and 
WAC 246-2"'-460. requirine: a fluoride concentration 
rane:e. violate U.S. Const. Art. VI. d. 2 (Supremacy 
Clause) 
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The doctrine offederal preemption is rooted in the Supremacy Clause 

of the United States Constitution.3 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. (Id. 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. 

(Id.) 

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 & Loan 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. (McCuny 

v. Chevy Chase Bank. FSB, 169 Wn.2d 96, 100, 233 P.3d 861 (2010).) 

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

3 "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 
Dru&s 

1. Review of Federal dru& laws and reeulations 

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. (Id. 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 (8th Cir. 1916).) The 1906 Act, as amended, did not 

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

(!lnited States v. Hiland, 909 F.2d 1114, 1125 (8 th 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. (Jd.) 

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"». (Christopherv. SmithKline Beecham Corp., 635 

F.3d 383, 385 (9th Cir. 2011).) In 1952, in response to this amendment, the 

FDA adopted a regulation stating: 

(a) The program for fluoridation of public water supplies 
recommended by the Federal Security Agency, through the 
Public Health Service, contemplates the controlled addition of 
fluorine at a level optimum for the prevention of dental caries. 
(b) Public water supplies do not ordinarily come under the 
provisions of the Federal Food, Drug, and Cosmetic Act. ... 
(c) 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 EP AlFDA 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 

13 



April 7, 1990. (53 FR 25586-89; CP 142-45; A 16-19.). The purpose ofa 

1979 MOU between FDA and EPA was having EPA operate the federal 

drinking water ~dditive program. (44 FR 42775-78; CP 224-31.) EPA's 

announcement oftennination ofits additive program was effective notice to 

FDA that the 1979 MOU was tenninated. (53 FR 42776, CP 225 "This 

[MOU] shall continue in effect unless ... tenninated by either party upon 

thirty (30) days advance written notice to the other.") 

The revocation of21 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.4 (CP 352.) 

4 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." (Jd.) 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 SD W A 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. (Id.; 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 anNDA. (21 CFR31O.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, ifnot only, 

purpose identified for adding fluorides to public water supplies is to prevent 

dental caries. (CP 280-81, ~ 6.) 

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) .... 

(21 u. 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)(I)(B) defining 
drugs should be interpreted by this Court "as 
broad as its literal language indicates" 
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As early as 1916, the federal Supreme Court concurred that products 

that were otherwise defined as "foods" would be "drugs" under the federal 

statute5 when labeling for the substance includes statements of therapeutic 

(including preventative) effect. (Seven Cases v. United States, 239 U.S. 510, 

513-14, 36 S.Ct. 190,60 L.Ed. 411 (1916).) 

After the 1938 Act was adopted, the federal Supreme Court again 

concurred that "food products" will be "drugs" based on "labeling." (Kordel 

v. United States, 335 U.S. 345, 346, 69 S.Ct. 106,93 L.Ed. 52 (1948).) In 

1969, the federal Supreme Court, in finding a product was a drug, explained, 

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

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

89 S.Ct. 1410,22 L.Ed.2d 726 (1969).) The Bacto-Unidisk Court continued: 

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

(ld. at 798.) The Bacto-Unidisk Court finally directed, 

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

(ld. at 801.) 

In the construction of federal statutes, "the decisions of the Supreme 

Court of the United States are binding" upon this Court. (Beezer v. City of 

Seattle, 62 Wn.2d 569,573,383 P.2d 895 (1963).) Therefore, this Court is 

5 The relevant portion of the federal statute are quoted supra at 12. 
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required to construe the definition of drug as "articles intended for use in the 

... prevention of disease" as "broad as its literal language indicates." (Supra 

at 17-18.) 

d. "Intended use" of fluoride to prevent dental decay 
can be implied as a matter of law 

Interpretation of federal statutes by other federal courts are entitled to 

great weight in this State. (Beezer at 573.) A long line offederal court cases 

has found that articles nonnally regulated as "foods" will be regulated as 

"drugs" if the intended use is to treat or prevent a disease: 

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

articles intended for use in the diagnosis, cure, mitigation, 
treatment, or prevention of disease in man or other animals 

Thus, it is the intended use of an article which determines 
whether or not it is a "drug," and even the most commonly 
ingested foods and liquids are "drugs" within the meaning ofthe 
[FFDCA] if their intended use falls within the definition of s 
321(g)(I)(B). 

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. 

In the detennination of whether the Cities' fluorides are drugs, 

the only question under the FFDCA 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 (9th Cir. 1999).) Intent "may be 

derived or inferred from [any] relevant source." (National Nutritional Foods 

Ass'n v. Mathews, 557 F.2d 325,334 (2nd Cir. 1977).) 
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The FDA's interpretation of "intent" is entitled to "considerable 

deference." (Young v. Community Nutrition Institute, 476 U.S. 974, 981, 

106 S.Ct. 2360, 90 L.Ed.2d 959 (1986).) The FDA finds that intended use 

"may be shown by the circumstances surrounding the distribution of the 

article." (21 CFR 801.4.) The FDA states: 

in some instances, the mere presence of certain therapeutically 
active ingredients could make a product a drug even in the 
absence of drug claims. In these cases, the intended use would 
be implied because of the known or recognized drug effects of 
the ingredient (e.g. fluoride in a dentifrice). 

(59 FR 6088; A 24). 

Citizens suggest that the intended use of fluorides in public water 

systems can also be implied to recognize these fluorides as drugs. The State 

Board of Health states, 

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

(CP 124.) The Kaul Court accepted the fact, "That the addition of fluoride 

to the Chehalis water supply is intended solely for use in prevention of tooth 

decay." (Kaul at 353-54.) 

e. The DSHEA further clarifies the intent of 
Congress that fluorides, which are minerals to be 
added to public drinking water to prevent the 
disease of dental caries, are a drug 

Perhaps partly in response to the FDA's refusal to enforce the FFDCA 

for fluoridated water supplies (supra at13), Congress adopted the DSHEA in 

1994, with explicit statutory language that made fluoride a drug when used 

with intent to prevent disease. Fluoride, being a mineral, is a dietary 

supplement under DSHEA. (21 U.S.C. 321(ft)(1)(B); A 22-23.) Minerals 

are normally regulated as foods except when they are drugs. (21 U.S.C. 
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321(ft) ("except for purposes of [21 U.S.C. 321(g) defining drugs] a dietary 

supplement shall be deemed to be a food;") supra at 14.) 

f. Congress did not exempt public water from the 
reach of federal drug laws 

In 1974, Congress passed the Safe Drinking Water Act ("SDWA"). 

(88 Stat. 1661; codified at 42 U.S.C. 300fet seq.) The SDWA empowered 

the EPA to set standards for the control of contaminants in drinking water. 

(42 U.S.C. 300g-1(b); see In re Groundwater Cases, 154 Cal.AppAth 659, 

677 (2007).) The SDWA authorizes EPA to adopt national primary drinking 

water regulations applicable to "public water systems." (42 U.S.c. 300f(1); 

see 42 U.S.C. 300f(4)(A).) Under the SDWA, national primary drinking 

water regulations identify contaminants that have adverse effects on human 

health and specify a maximum contaminant level ("MCL") for such 

contaminants. (42 U.S.C. 300f(1).) Pursuant to its authority under the 

SDW A, the EPA has since established MCLs for a wide variety of 

contaminants. (See 40 CFR Pt. 141 for substantive regulations, Pt. 142 for 

implementation regulations, and Pt. 143 for national secondary drinking 

water regulations that are not enforceable.) The fluoride MCL is 4.0 mg/l 

(one milligrams per liter equals one part per million ("ppm"». (40 CFR 

141.62(b )(1).) 

But there is no SD W A statutory provision or implementing regulation 

that addresses or sets standards for fluoride water additives.6 (SDWA; 40 

6 There is a SDW A statutory provision that directs the EPA to keep away from regulating 
drugs. (42 U.S.C. 300g-1(b)(1l) ("No national primary drinking water regulation may 
require the addition of any substance for preventive health care purposes unrelated to 
contamination of drinking water."» 
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CFRPart 141 etseq.) Therefore, there is no possible statutory conflict where 

Congress intended the SDWA to interfere with the FFDCA or FDA authority 

to regulate drugs. If Congress wanted to exempt public drinking water from 

the definition of drugs in 21 U.S.C. 321(g)(1)(B) it certainly had the 

knowledge of how to do it (it had previously exempted "food" from 

subsection (1)(C» and it certainly had the opportunity to do it in anyone of 

the more than 20 significant amendments made to the FFDCA since 1980. 

(A 25-26.) The SDWA did not explicitly or implicitly repeal any drug 

provision of the FFDCA or any drug authority of the FDA. 

g. The 1979 MOD, addressed in dicta in City of Port 
AnKeles, has been terminated but never did restrict 
FDA authority over drugs 

1. The 1979 MOU 

In 1979, EPA and FDA entered into an MOU where FDA agreed not 

to enforce its food authority over public drinking water in exchange for EPA 

creating a federal regulatory drinking water additives program. (CP 224-31; 

supra at 14.) In the FFDCA, Congress gave FDA authority to regulate foods 

to ensure they are "safe" (21 U.S.C. 393(b)(2)(A» and drugs to ensure they 

are "safe and effective" (21 U.S.C. 393(b)(2)(B». Normally for drinking 

water, only food regulations would be applicable and prior to 1979, the FDA 

generally regulated drinking water as a food. (CP 224.) But after passage of 

the SD W A, EPA and FDA were concerned that FDA's "food" authority and 

EPA's "public drinking water" authority might result in "duplicative and 

inconsistent regulations" so they entered an MOU. (ld.) In the MOU, FDA 

agreed not to use its "food" authority to regulate public drinking water, based 
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on a commitment that EPA would adopt regulations to control additives in 

public drinking water. (CP 224-25.) 

There is no mention in the MOU that FDA would, or could, give up 

its "drug" authority over public drinking water and public drinking water 

additives. Congress required "drugs" to be "effective" (21 U.S.C. 

393(b)(2)(B)) and Congress never gave EPA authority to regulate drug 

effectiveness. The MOU inartfully states: 

[EPA and FDA] have determined that the passage of the SDW A 
in 1974 implicitly repealed FDA's authority under the FFDCA 
over water used for drinking water purposes. 

CP 224. Read in context with the other provisions of the MOU this can only 

possibly be true with respect to FDA's "food" authority and cannot be true 

withrespectto FDA's "drug" authority. (CP 224-25; See Board of Govemors 

ofthe Federal Reserve System, 474 u.S. 361, 368,106 S.Ct. 681, 88 L.Ed.2d 

691 (1986) ("agency interpretation" cannot "alter the clearly expressed intent 

of Congress.")) 

In a subsequent section, the MOU states: 

[EPA and FDA] agreed that the Safe Drinking Water Act's 
passage in 1974 implicitly repealed FDA's jurisdiction over 
drinkine water as a "food" under the [FFDCA]. 

CP 225 (emphasis supplied). Thus the MOU itself clarifies that the MOU 

only impacts FDA's "food" regulations. The MOU also inartfully states: 

Under the agreement, EPA now retains exclusive jurisdiction 
over drinking water served by public water supplies, including 
any additives in such water. 

CP 225. In context of the whole agreement, EPA does not have exclusive 

jurisdiction when public drinking waters, including any additives in such 
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waters, are "drugs" because Congress has given exclusive jurisdiction over 

drugs to the FDA. (21 U.S.C. 393(b)(2)(B); FDA v. Brown & Williamson 

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

Congress has clearly defmed "drugs" in 21 U.S.C. 321(g)(l). Further EPA 

claims no authority that would give it jurisdiction over the determination of 

"effectiveness" of drugs. (CP 224-27.) 

11. The 1979 MOU is terminated 

In 1988, EPA published in the Federal Register a "Notice"that it was 

terminating its commitment to FDA to create a federal regulatory drinking 

water additives program. (53 FR 25586-89; A 16-19.) In this 1988 Notice 

EPA admitted that it "does not currently regulate the levels of additives in 

drinking water." (A 16.) It explained that the "SDWA does not require EPA 

to control the use of specific additives in drinking water." (A 16.) It states, 

Resource constraints and the need to implement mandatory 
provisions of the SDW A precluded the Agency from 
implementing the comprehensive program originally envisioned 

(A 17.) The notice describes how EPA was cooperating with a private third­

party organization to have that organization take over the development and 

monitoring of standards for public drinking water additives and explained 

that it would be "up to the States and utilities to determine the suitability of 

any 'third-party' certification." (A 16-18.) Then it announced that effective 

April 7, 1990, it would withdraw all EPA and predecessor agency lists of 

acceptable water additive products and all EPA and predecessor agency 

advisory opinions on drinking water additives. (A 19.) EPA stated that 
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"Discontinuance of the additives program at EPA does not relieve the Agency 

of its statutory responsibilities." (A 19.) 

EPA's Federal Register published Notice that it was terminating its 

commitment to FDA to create a regulatory federal drinking water additives 

program was effective notice to FDA that EPA was exercising its option to 

terminate the MOU. (Supra at 14.) Thus the 1979 MOU was terminated in 

1990 and EPA removed the cloud over FDA's "food" jurisdiction regarding 

public fluoridated water. FDA never lost "drug" jurisdiction over fluoridated 

water, but its policy, that it would not enforce this jurisdiction, remained in 

effect from 1952 to 1996. (Supra at 13-14.) 

h. The intent of Congress clearly establishes that the 
Cities' fluorides are drugs under the FFDCA 

In 1916, the federal Supreme Court concurred that Congress in 

adopting the 1906 Act directed that food be regulated as a drug when 

therapeutic (including preventative) effects are intended. (Supra at 17.) In 

the 1938 Act, Congress significantly broadened, instead of limited, the 

definition of drugs. (Compare supra at 12 and 16.) In 1948, the federal 

Supreme Court again concurred "food products" will be "drugs" depending 

on "labeling." (Supra atl7.) 

In 1952, the FDA stated it would not enforce the FFDCA for fluoride 

added to public water supplies. (Supra atl3.) In 1969, the federal Supreme 

Court ruled that the FFDCA definition of drugs is "as broad as its literal 

language indicates." (Supra at 17-18.) In 1994, the Congress again 

specifically clarified that minerals will be drugs if they fall within the broad 

definition of drugs. (Supra at14.) In 1996, the FDA revoked its policy that 
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it would not enforce the FFDCA for fluoride added to public water supplies. 

(Supra at 13-14.) 

This Court is bound by the intent of Congress as explained by the 

federal Supreme Count. (Supra at 17.) Therefore, Citizens request this Court 

to find, at a minimum, that under the alleged facts, the Cities' fluorides would 

be federal drugs. But because this Court can find as a matter of law that 

fluorides' therapeutic use can be implied, Citizens would prefer that this 

Court find as a matter of law that the Cities' fluorides are federal drugs. 

3. The Cities' fluoridated waters are dru&s under federal 
statute 

Citizens incorporates by reference the argument in subsection B.2 

above to show that the fluorides added to the Cities' public water supplies are 

drugs under federal statutes. In this subsection, Citizens will show that the 

resulting fluoridated waters are federal drugs as well. 

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

Citizens allege as a fact that the Cities' fluoridated waters are 

intended for use in the prevention of dental caries (tooth decay) which is a 

disease in man. (Supra at 7.) 

b. The Cities use their public water systems to 
distribute federal fluoride drugs to their customers 
with intent that the fluoridated water will prevent 
dental caries 

The Cities use their public water systems to supply fluoride drugs to 

customers and other people who consume the Cities' fluoridated waters. 

These fluoridated waters are a food under 21 U.S.C. 321(f) ("used for food 
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or drink for man or other animals"). (A 20.) But the federal Supreme Court 

has found that "foods" are to be treated as "drugs" when, as here, there is 

intent to prevent disease. (Supra at 17.) The drug deflnition in 21 U.S.C. 

321 (g)(l)(B) is to be interpreted "as broad as its literal language indicates." 

(Supra at 17-18.) Therefore because fluoridated waters are intended to 

prevent the disease of dental caries, this Court should find that these "foods" 

must be regulated as "drugs" under federal law. 

c. Waters that have fluoride, but no fluoride added, 
are not regulated as drugs 

Waters that have fluoride, but no fluoride added, would not be 

regulated as drugs unless it is established that there is an intent to prevent 

disease. Fluoridated drinking water (fluoride added to water) is a drug 

because the intent of adding the drug fluoride is sufficient evidence that there 

is intent to use the product to prevent dental caries disease. 

d. The Cities' public water systems operate in 
interstate commerce so federal drug laws apply 

By federally-regulating all public water systems in all states with the 

adoption of the SDWA, Congress declared its intent that all such public water 

systems are in interstate commerce and therefore federal drug laws apply to 

water additives for these systems. Also for Washington State, the record 

shows that all City fluorides were manufactured out-of-state. (CP 376-80.) 

e. Failure of the FDA in the past to enforce its 
statutory authority over fluoridated waters and 
fluoride additives does not deprive the FDA of 
jurisdiction 

FDA statutory jurisdiction to regulate fluoridated waters and fluoride 

additives as drugs is granted by the clear intent of Congress as interpreted by 
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the federal Supreme Court. Agency interpretations cannot alter the clearly 

expressed intent of Congress. (Supra at 22.) 

f. "Intended use" of fluoridated water to prevent 
dental decay can be implied as a matter of law 

Using the same argument used in subsection B.2.d. above, which is 

incorporated herein by reference, this Court is requested to conclude that the 

intended use of fluoridated water to prevent dental decay can he implied as 

a matter oflaw. 

g. The intent of Congress is clear that the Cities' 
fluoridated waters are drugs under the FFDCA 

Rather than repeating the arguments made in subsection B.2.h. above, 

Citizens hereby incorporates that argument by reference into this subsection. 

Relevant to this subsection, Citizens request this Court to find, at a minimum, 

that under the alleged facts, the Cities' fluoridated waters would be federal 

drugs. But because this Court can find as a matter of law that fluoridated 

waters' therapeutic use can be implied, Citizens would prefer that this Court 

find as a matter oflaw that the Cities' fluoridated waters are federal drugs. 

4. Review of State drur: laws and rer:ulations 

a. The relevant State statutory definitions of drugs 
are essentially the same as the federal statutory 
def"mition of drugs 

The relevant federal definition of drugs in 21 U.S.C. 321 (g)(1 )(B) is: 

Articles intended for use in the diagnosis, cure, mitigation, 
treatment, or prevention of disease in man or other animals; 

All of our State definitions of drugs are effectively the same: 

Substances intended for use in the diagnosis, cure, mitigation, 
treatment, or prevention of disease in human beings or animals; 
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RCW 69.41.010(9)(b); 

articles intended for use in the diagnosis, cure, mitigation, 
treatment, or prevention of disease in human beings or other 
animals; 

RCW 69.04.009(2); and 

Substances intended for use in the diagnosis, cure, mitigation, 
treatment, or prevention of disease in human beings or other 
animals; 

RCW 18.64.011(11)(b). 

The language in RCW 69.41.01O(9)(b) was first adopted in Laws of 

1973, lSI Ex. Sess., ch. 186, § 1, with the only change being that the phrase 

"human beings" was then "man." Section -.010was amended 15 times. The 

language in RCW 69.04.009(2) was adopted in Laws of 1945, ch. 257, § 10 

again with the only change being that the phrase "human beings" was then 

"man." Section -.009 was changed only once. The language in RCW 

18.64.011(1l)(b) was first adopted in Laws of1963, ch. 38, § 1, with the only 

two changes being that the phrase "human beings" was then "man" and the 

word "Substances" was then "Articles." Section -011 was amended 6 times. 

b. One State statutory definition oflegend drugs was 
revised to give fair notice of conduct forbidden by 
penal statutes 

i. Original State definitions of legend drugs 

The statutory definition oflegend drugs first appears in Laws of 1973, 

1 st Ex. Sess., ch. 186, § 1, and the definition was: 

"Legend drugs" means any drugs which are required by any 
applicable federal or state law or regulation to be dispensed on 
prescription only or are restricted to use by practitioners only. 

(Former RCW 69.41.010(8).) 
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11. The establishment of an independent State 
Board of Phannacy 

This State Board of Pharmacy was first established by Laws of 1891, 

ch. CLllI, § 5. Its powers were given to the director oflicenses and the board 

was abolished in Laws of 1921, ch. 7, § 96 and § 135. This Board was 

reestablished in Laws of 1935, ch. 98, § 1 (and given authority to adopt rules 

in § 3). This Board is independent from other agencies but uses the 

Department of Health for staff assistance. RCW 18.64.310.· Today the 

powers and duties of this Board include: 

Promulgate rules for the dispensing, distribution, wholesaling, 
and manufacturing of drugs and devices and the practice of 
phannacy for the protection and promotion of the public health, 
safety, and welfare ... 

(RCW 18.64.005(7); Laws of 1979, ch. 90, § 2.) 

iii. Legend drug definitions were revised to give 
fair notice of conduct forbidden by penal 
statutes 

The original definition oflegend drugs in former RCW 69.41.010(8) 

was challenged in Statev. Jordan, 91 Wn.2d386, 588 P.2d 1155 (1979). The 

Board of Phannacy adopted a regulation effective June 18, 1976 to make 

possession of legend drug ephedrine without authorization a crime. (Jordan 

at 387.) Six days after the effective date, Jordan was arrested while shipping 

and receiving boxes of ephedrine without required authorization. (ld. at 387-

88.) Jordan claimed "lack of fair notice of conduct forbidden by penal 

statutes." (Id. at 388-89.) The Jordan Court reviewed former RCW 

69.41.010(8) and concluded it was unconstitutional in criminal proceedings 

because of its, 
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failure to indicate those agencies with authority to designate 
legend drugs and resultant failure to give fair notice of the 
conduct it proscribes. 

(Jordan at 390.) In Laws of 1979, 1st Ex. Sess., ch. 139, § 1, the Legislature 

modified the definition oflegend drugs in Chapter 69.41 RCW to the current 

definition, adding a notice identifying the agency with authority: 

"Legend drugs" means any drugs which are required by state law 
or regulation of the state board of pharmacy to be dispensed on 
prescription only or are restricted to use by practitioners only. 

RCW 64.41.010(12). Also in Laws of 1979, ch. 90, § 5, the Legislature put 

the former definition of legend drugs from former RCW 69.41.010(8) into 

Chapter 18.64 RCW where it remains unamended in RCW 18.64.011(14). 

IV. Current State Board of Pharmacy Regulations 
defining legend drugs 

The Board of Pharmacy has adopted three regulations that can be used 

to determine if a drug is a legend drug: WAC 246-879-010 (A 33-34); WAC 

246-883-020(1) (A35-36); and WAC 246-883-020(2) (A 35-36). These 

regulations will be discussed in later sections of this brief. 

5. The Cities' fluorides and fluoridated waters are dru&s 
under State statutes 

a. Because the Cities' fluorides and fluoridated 
waters are drugs under federal statute they should 
be drugs under state statutes because the relevant 
definition is the same in State and federal statutes 

State statutes have essentially the same definitions for drugs as do the 

federal statutes. (Supra at 27-28.) In such a case, the federal Supreme 

Court's interpretation of the similar federal statute is persuasive although not 

controlling authority as to the way this Court should interpret the State 

statutes. (Aviation West Corp. v. Washington State Dept. Of Labor and 
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Industries, 138 Wn.2d 413,424,980 P.2d 701 (1999).) In the instant case, 

regarding the definition of the term "drug," there is no reason not to use the 

federal court interpretations. 

The legislature, by adopted the federal definition of drugs in multiple 

locations, indicated its intent to have the same set of substances be considered 

drugs under both federal and state statutes. Congress makes findings in 21 

U.S.C. sections 321, 352, 360, and 801 that drugs move freely between 

interstate and intrastate commerce so uniform controls are necessary for 

public safety. Therefore if this Court finds fluorides and fluoridated waters 

are drugs under federal law, it should find them to be drugs under state laws. 

b. There is no State drinking water statute that is in 
conflict with Legislative intent to have the Cities' 
fluorides and fluoridated waters regulated as 
drugs 

Assuming that this Court finds the Cities' fluorides and fluoridated 

waters are federal drugs, the fluoride manufacturers and Cities will be 

required to register annually with the FDA. (21 U.S.C. 360.) The FDA is 

directed to ensure that these drugs are safe and effective to protect the public 

health. (21 U.S.C. 393(b)(2)(B).) When the manufactures and Cities 

register, FDA will give them instructions if any other actions must be taken. 

If the Cities' fluoridated waters are State drugs, the Cities will be 

required to get a license pursuant to RCW 18.64.045 from the Department of 

Health because they will be drug manufacturers pursuant to RCW 

18.64.011(16). The Cities will have to comply with good manufacturing 

practices. (Chap. 246-896 WAC.) The public will have the drug protections 

envisioned by the Congress and the Legislature. 
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The Legislature has given responsibility to the State Board of Health 

to adopt rules for public water systems "to assure safe and reliable public 

drinking water and to protect the public health." (RCW 43.20.050(2)(a);7 A 

27-29.) These rules have to followed by the Cities. The Legislature has also 

given responsibility to the State Board of Health to adopt rules for state 

implementation of the SDWA. (See Chap.70.142 RCW.) The Legislature 

has given responsibility to the State Board of Pharmacy to establish rules for 

the manufacturing and distribution of drugs. (RCW 18.64.005;A30.) There 

is no authority for the State Board of Health to adopt rules regarding 

manufacturing and distribution of drugs because this authority has been given 

specifically to the State Board of Pharmacy. The State Board of Pharmacy 

is the only agency with the experience with drugs that is necessary to protect 

the public from drug mismanagement. While there is an overlap of authority 

between the State Board of Health and the State Board of Pharmacy, if the 

Cities use police power to put federal and state drugs in their public water 

systems, there is no conflict with State statutes. 

C. The Trial Court Abused Discretion When It Denied Citizens' 
Motion To Amend Complaint 

1. Citizens' motion to amend complaint was denied by the 
trial court findin& it was futile because the trial court 
believed it would have to overrule Kaul 

Citizens brought a Motion to Amend Complaint to add a declaratory 

judgment requesting the trial court to "declare that the Cities' fluoridated 

7 The State Board of Health and the State Department of Health are not in the same 
agency although the Secretary of Health (see RCW 43.70.130) is a member of the Board of 
Health and runs the Department of Health. The State Board of Health adopts public water 
safety regulations and the State Department of Health administers those regulations. RCW 
70.119A.060(3) 
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waters and/or the bulk fluoride products used to make these waters are 

drugs." (CP 200-04; Supra at 8.) In its motion, Citizens pointed out that the 

Court would be considering this issue in the pending Cities' Motion to 

Dismiss that was being heard on the same day and that Citizens' wanted a 

clear ruling as to whether the Cities' fluorides and fluoridated waters are 

drugs. (CP 201-02.) Citizens also pointed out that Citizens "could be barred 

by res judicata from bringing this Declaratory Judgment issue if the issue is 

not resolved in the instant case." (CP 201.) The trial court considered the 

motion and ruled that Kaul established precedent that these substances were 

not drugs and that the trial court would have to overrule this Supreme Court 

case to find otherwise. (A 8; supra at 1) The trial court found the amendment 

futile because he could not overrule Kaul. (A 6.) 

2. Citizens' motion was not futile because the Cities' 
fluorides and/or fluoridated waters are druas 

Citizens' motion is not futile because, under the alleged facts, the 

Cities' fluorides and/or fluoridated waters are drugs as demonstrated in the 

record before the trial court and as demonstrated to this Court in this brief. 

Because the request was not futile, the trial court exercised its discretion on 

untenable grounds and for untenable reasons. 

3. Citizens' motion was denied on untenable arounds and for 
untenable reasons because it relied on dicta that need not 
be followed 

In oral argument, Citizens told the trial court that the "comment about 

drugs in Kaul is dicta." (RP 9.) The holding in Kaul is that the City of 

Chehalis had constitutional police power authority to fluoridate. (Kaul at 619 

and 625; supra at 1.) After reaching this holding, the Kaul Court summarily 
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rejected, as irrelevant to its constitutional detennination, a claim that the City 

was selling drugs. (Supra at 1.) The trial court exercised its discretion on 

untenable grounds and for untenable reasons when it relied on this dicta to 

find the issue futile because dicta need not be followed. (Gerberding v. 

Munro, 134 Wn.2d 188, 224, 949 P.2d 1366 (1998) ("That which is beyond, 

or not necessary to, this holding is dicta. Dicta is not controlling authority 

and need not be followed."); supra at 1.) 

4. This Court should find that the trial court abused 
discretion and this Court should issue its opinion as a 
matter of law. or on aIleeed facts. that the Cities' fluorides 
and fluoridated waters are drues 

This Court should find that the trial court abused discretion and this 

Court should issue its opinion as a matter oflaw, or on alleged facts, that the 

Cities' fluorides and fluoridated waters are drugs. 

D. The Cities' Fluorides And Fluoridated Waters Are Federal 
Prescription Drues 

Under federal law, if the City of Forks' bulk fluorides are federal 

drugs, they clearly are prescription drugs because of their toxicity and 

package quantity. (See CP 327-36 and 340-45.) Bulk sodium fluoride for the 

City of Forks comes in 50 pound bags. (CP 280, ~ 5.) The 2009 Drug 

Topics Red Book show that bulk sodium fluoride in package sizes of 125 

grams (about 114 pound) and larger are included in its prescription drug list. 

(A 31; CP 43 (lower right corner of page).) Bulk fluorosilicic acid for the 

City of Port Angeles comes in 24,060 pound tanker truck deliveries. (CP 280, 

~ 5.) This is not an OTC drug. 
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The Cities' fluoridated waters are not OTC drugs because with the 

chemicals used today they were first made after April 7, 1997. (Supra at 7.) 

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. (Supra at 15.) The Cities' fluoridated waters do not meet the 

anticaries monograph conditions in 21 CFR Part 355 (21 CFR 355.1 et seq.; 

see CP 182-83.) because their fluoridated waters are intended to be 

swallowed and there are no monograph OTC drugs that can be swallowed 

except under 21 CFR 355.60 and products in this section are restricted to use 

by practitioners only. City water customers do not only drink water in a 

practitioner's office. 

So because the Cities' fluoridated waters were first made with the 

current formulations after April 7, 1997, and because they do not meet 

anticaries monograph conditions, and because they do not have approved 

NDAs or ANDAs (supra at 7), they cannot be OTC drugs. (Supra.) 

Therefore under federal laws and regulations, the Cities' fluorides and 

fluoridated waters are federal prescription drugs. 

E. The Cities' Fluorides And Fluoridated Waters Are State 
Prescription DruKs And State LeKend DruKs 

Pursuant to a regulation adopted by the State Board of Pharmacy, any 

drug that is a federal prescription drug is also a state prescription drug. 

(WAC 246-879-010(9); A 32-33.) Under RCW 18.64.011(14), 

"Legend drugs" means any drugs which are required by any 
applicable federal or state law or regulation to be dispensed on 
prescription only or are restricted to use by practitioners only. 
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Therefore, because the Cities' fluorides and fluoridated waters are 

prescription drugs under federal laws and regulations, they are legend drugs 

under RCW 18.64.011(14). 

F. The Cities' Fluorides And Fluoridated Waters Are State Le&end 
Dru&s Under RCW 69.41.010(12) 

1. The Cities' fluorides are le&end dru&s under RCW 
69.41.010(12) independent of WAC 246-883-020 

The Cities' fluorides are also State Legend Drugs under RCW 

69.41.010(12) which states: 

"Legend drugs" means any drugs which are required by state law 
or regulation of the state board of pharmacy to be dispens~ on 
prescription only or are restricted to use by practitioners only. 

Because the Cities' fluorides are State prescription drugs under WAC 246-

879-010(9) which is a "regulation of the State Board of Pharmacy," (Supra 

at 35.) they are legend drugs under RCW 69.41.010(12). It makes sense to 

interpret these regulation and laws in this manner because Citizens is 

bringing a civil complaint and not a criminal complaint as was brought in 

State v. Jordan, 91 Wn.2d 386,588 P.2d 1155 (1979). 

2. The Cities' fluorides are also le&end dru&s under RCW 
69.41.010(12) pursuant to WAC 246-883-020(1) 

Another regulation of the State Board of Pharmacy is WAC 246-883-

020(1) which states: 

In accordance with chapter 69.41 RCW, the board of pharmacy 
finds that those drugs which have been determined by the Food 
and Drug Administration, under the Federal Food, Drug and 
Cosmetic Act, to require a prescription under federal law should 
also be classified as legend drugs under state law because of their 
toxicity or potential for harmful effect, the methods of their use 
and the collateral safeguards necessary to their use, indicate that 
they are only safe for use under the supervision of a practitioner. 
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This regulation finds that if the FDA makes a substance a prescription drug 

then it "should" also be a prescription drug in Washington State. The word 

"should" used in this regulation is ambiguous. "Should" is defined as the 1) 

"past tense of shall," 2) "(used to express condition)", and 3) "must." 

Webster's New Universal Unabridged Dictionary (2003). In the context of 

this regulation, and to be consistent with RCW 18.64.011(14) and WAC 

246-879-010(9), the word "should" is best interpreted to be "must" such that 

if the FDA makes a substance a prescription drug, then it is a prescription 

drug under this State Board of Pharmacy regulation. The Cities cannot claim 

the lack of notice that was fundamental in Jordan (Supra at 29-30.) because 

the Cities were given notice when Citizens' complaint was served on them 

in April, 2011. WAC 246-883-020(1) is a "regulation ofthe State Board of 

Pharmacy," and pursuant to this regulation, the Cities' fluorides are legend 

drugs under RCW 69.41.010. 

3. The Cities' fluorides are also leKend druKs under RCW 
69.41.010(12) pursuant to WAC 246-883-020(2) 

Yet another regulation of the State Board of Pharmacy is WAC 246-

883-020(2) which states: 

For the purposes of chapter 69.41 RCW, legend drugs are drugs 
which have been designated as legend drugs under federal law 
and are listed as such in the 2009 edition of the Drug Topics Red 
Book .... 

This regulation of the State Board of Pharmacy should be viewed as an 

alternative regulation that will withstand criminal constitutional challenges 

and was likely provided by the State Board of Pharmacy just for that purpose. 

Because this is a civil action, it is not necessary to read this regulation as the 

"only way" that RCW 69.41.010(12) can be interpreted. 
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WAC 246-883 -020(2) add a requirement of a listing in the Red Book. 

What constitutes a "listing?" Is the intent to only include specific brands of 

products in specific retail size packages, or to cover, and thus to be able to 

regulate, all replacement brands for the same product in any quantity? Only 

the latter interpretation allows reasonable protection of public health, which 

surely was the legislative intent. Bulk sodium fluoride is listed in the Red 

Book in 114 pound to 10 pound packages. (A 31; CP 43-44.) That should 

also cover 50 pound packages. (See CP 360 where the Board simply found 

bulk fluoride is a legend drug under RCW 69.41.) Fluorosilicic acid is 

substitute source of the active fluoride ion. (See 21 CFR 355.3; CP 122.) In 

bulk quantities, its listing in the Red Book is implied under a broad 

interpretation of intent to regulate toxic drugs. 

4. The Cities' fluoridated waters distribute drup that are le,end 
dru,s under RCW 69.41.010(12) 

In Statev. Keating, 30 Wn. App. 829, 833, 638 P.2d 624 (1979), Div. 

3 ruled that in a criminal case for possession and delivery, the State had to 

prove the ephedrine found was not from an OTC source. The instant case is 

not a criminal case, but we know that fluorides being delivered in the 

fluoridated waters are from a legend drug source and we know the Cities are 

selling these legend drug fluorides in their fluoridated waters that they 

manufacture. 

G. This Court Should Overrule. Clarify. Or Distin,uish Kaul and 
City of Port An,eles 

Citizens request this Court to 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 
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are not drugs. Citizens argues that the mention in Kaul at 625 regarding 

selling drugs and the mention in City of Port Angeles at 592, n. 1 that the 

FDA doesn't regulate public drinking water are both dicta that need not be 

followed. (Supra at 1-2, 33-34.) 

If it is necessary for the Supreme Court to overrule rather than clarify 

these statements, it should do so because as this brief demonstrates the 

statements are wrong and harmful. (State v. Berlin, 133 Wn.2d 541, 547-48, 

947 P .2d 700 (1997) (Decision overturned was "both incorrect and harmful.") 

It is harmful because half of people in this State are taking a drug with 

adverse side effects (CP 235-37) that is supplied in violation of drug 

regulations. 

H. This Court Should Find WAC 246-290-220(3) And WAC 246-
290-460(2), -(3)(b)(iv)(A) violate U.S. Const. Art. VI. d. 2 

This Court should find that two provisions of Ch.246-290 WAC 

violate U.S. Const. Art. VI, cl. 2 (Supremacy Clause). Congress has given 

the FDA responsibility to approve drugs and dosage rates before drugs can 

be marketed. (Supra at 16.) Federal law occupies this field. WAC 246-290-

220(3) (A 34) on its face and as applied requires the Cities who fluoridate to 

use ANSIINSF Standard 60 fluorides at dosing rates specified in WAC 246-

290-460(2) and -(3)(b)(iv)(A) (A 35-36). But this is in direct conflict with 

FDA authority to approve fluorides as drugs and set dosing rates for each 

drug. Until the FDA acts, the Act of the Board of Health to approve drugs 

and set dosing rates hinders the objective ofthe federal law, and creates direct 

conflicts where Congress and FDA occupy the field. (Supra at 10-11.) 

Federal law for these substances prohibits marketing without pre-approval. 
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I. Request For Statutory Attorney Fees and Costs 

Citizens requests statutory attorney fees and costs pursuant to RCW 

4.84.020 and -.080 if it prevails on this appeal. 

VI. CONCLUSION 

Citizens requests that this Court find that the Cities' fluorides and 

fluoridated waters are federal and state, drugs and prescription drugs, and 

state legend drugs under RCW 69.41.010(12). Citizens requests that the 

Dismissal Motion and the Order denying amendment be reversed and the 

identified WACs be invalidated either by section or subsection. 

Dated this 17th day of November, 2011. 

Respectfully submitted, 

Gerald B. Ste 1, WSBA No. 31084 
Attorneys for all Appellants 
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3. In the Complaint in this action, the plaintiffs ask the Court to issue a search and seizure 

warrant under RCW 69.41.060 to seize the Cities fluoridation systems and any bulk 

ORDER GRANTING DEFENDANT CITIES' O:&tG I N A L FOSTTlR PEPPER PLLC 
TO DISMISS - 1 l1UTHIIIDAV£NUE,StlITli3400 
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fluoridation additives used in connection with. those systems. Plaintiffs claim that the 

Cities' fluoridated drinking water and those fluoridation additives are "legend drugs" 

requiring a prescription under Chapter 69.41 RCW and that are being distributed in 

violation of that chapter. 

4. The Washington Supreme Court held in City of Port Angeles v. Out Water~r Choice, 

170 Wn.2d 1 (2010) that under federal law the U.S. Enviromnental Protection Agency 

("EPA") regulates public drinking water and allows for greater state regulation; the 

Washington Legislature vests the Department of Health With state regulatory authority; 

that the Washington Department of Health regulations permit public water systems (such 

as the Cities' systems) to adopt a water fluoridation program; the Department of Health 

regulations include a specific regulation of fluoride; and the Department of Health 

specifically permits fluoride additives to public drinking water systems. 

5. The U.S .. Food and Drug Administration is the federal agency regulating all prescripti9n 

drugs. The FDA has given notice in the Federal Register that it does not regulate public 

drinking water or additives to public drinking water; and the Supreme Court in City of 

Port A ngeles confirmed that the FDA does not regulate public drinking water or additives 

to public drinking water. 

6. In order to be classified as a "legend drug" for purposes of Chapter 69.41 RCW, the 

Washlngton Board of Pharmacy regulations require that a drug must meet two 

requirements: a) it must be classified as a legend drug under federal law; and b) it must 

be listed as such in the 2009 edition of the Drug Topics Red Book. WAC 246-883-020. 

ORDER GRANTING DEFENDANT CITIES' MOTION 
TO DISMISS - 2 

SIl47817.1 
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7. Because the FDA does not regulate public drinking water or drinking water additives, it 

is impossible for plaintiffs to prove that the first requirement for being a "legend drug" 

under Washington law is met. 

8. The Complaint and the attachments thereto show that neither public drinking water nor 

fluoridation additives to public drinking water are listed as a legend drug in the 2009 

edition of the Drug Topics Red Book. Therefore, it is also impossible for plaintiffs to 

prove that the second requirement for being a "legend drug" under Washington law is 

met. 

9. Accordingly, there is no set of facts plaintiffs can prove that would show the Cities' 

public drinking water or the Cities' fluoride additives for drinking water fluoridation (as 

pennitted by the Department of Health) are legend drugs, and the Complaint should be 

dismissed pursuant to CR 12(b)( 6). 

. ORDER GRANTING DEFENDANT CITIES' MOTION 
TO DISMISS - 3 
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Based on the foregoing fmdings, it is accordingly ORDERED, ADnJDGED and DECREED as 

follows: 

9 A. Plaintiffs' Certified Complaint For Search And Seizure Warrants should be, and hereby 

10 is, DISMISSED WITH PREJUDICE. 

11 

12 

l3 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

26 

B. Cit of Port Angeles and City of Forks are h!e1"eh¥-.,:rw~T 

c. 

ended in the defense of this action P'l.1I'IMHW.l·~to RCW 4.84.185 

against P . oners jointly and severally. 

nSlderation of the Court pursuant to Court 

DATED this /? day of June 2011. 

~~, ~ DOCK VERSE;SuperiOt Court 
Judge 

. ORDER GRANTING DEFENDANT CITIES' MOTION 
TO DISMISS - 4 
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Presented by: 

WILLIAM E. BLOOR, City Attorney, 
City of Port Angeles 

William Hiloor, WSBA #4084 

WILLIAM R. FLECK, City Attorney, 
City of Forks 

William . Fleck, WSBA #23962 

FOSTER PEPPER PLLC 

P *.&f~WPs--r;1~9 
Roger A. Pearce, WSBA #21113 

Att{)rneys for defendants City of Port Angeles 
and City of Forks 
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7 SUPERIOR COURT OF WASHINGTON IN AND FOR CLALLAM COUNTY 

8 
PROTECT THE PENINSULA'S FUroRE, 

9 CLALLAM COUNTY CITIZENS FOR SAFE 
DRINKING WATER, and ELOISE KAILIN, 

10 

II 

12 

Petitioners, 

v. 

CITY OF PORT ANGELES, and CITY OF 

The Honorable Craddock Verser, 
Visiting Judge 
Hearing Date: June 17, 2011 @ 1 :00 PM . 

. No. 11-2-00433-6 

ORDER DENYING MOTION TO 
AMEND COMPLAINT 

13 FORKS, 

14 Defendants. 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

26 

This matter came on regularly before the Co-u.rt on June 17, 2011, on the Motion to 

Amend COrriplaint ("Motion") brought by Petitioners Protect the Peninsula's Future, Clallam 

County Citizens for Safe Drinking Water, and Eloise Kailin. The Court read and consi4ered the 

pleadings and files in this action, the Motion, and the responding materials from Defendants: 

The Court also heard and considered argument of c01msel for both parties. Deeming 'itself fully 

advised, the Court: finds that the amendment to the Complaint would be futile for the reasons 

described by Judge Verser in the record. 

ORDERED, ADJUDGED and DECREED as follows: 

Petitioners' Motion to Amend Complaint should be, and hereby is, DENIED. 

II 

ORDER DENTING MOTION TO AMEND FOSTER PBl'PER PLLC 

( ( ~_.~ SEA m.1l, W hS'IllNGTON ~1I10l-!1299 
\ \........... . , t r;;.:;....t PHON'll (2l1fi) 447-«00 PAl( (206) «47-9700 

COMPLAlNT - 1 e-O. ~. ~t 1111 TmRDAVEN!lI!,Sl1I1'E,1(OO 

,.;;....- '\;:::;:;..." U 
51150654.2 
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DATED this 2 ~{ ~y of June 2011. 2 
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. J\A d ~ ( C{ a JJ6t¥ Ver& t( 
HON. CRADDOCK VERSER, Superior Court 
Judge 

Presented by: 

WILLIAM E. BLOOR, City Attorney, 
City of Port Angeles 

~~ f}£o/It!l{, +vv 

WILLIAM R. FLECK, City Attorney, 
City of Forks 

~~A£4JU(P~ 
William. R. Fleck, WSBA #23962 

RPEPPERPNC 

. A--~u 
P. Stephen iJulio, WSBA #7139 
Roger A. Pearce, WSBA #21113 
Attorneys for defendants City of Port Angeles 
and City of Forks 

Agreed as to form; notice of presentation waived .. 

ald Ste • WSBA # 31084 
. omey for petitioners Protect the Peninsula's 

uture, Clallam County Citizens for Safe Drinking 
Water, and Eloise Kailin 

ORDER DENYING MOTION TO AMEND 
COMPLAINT - 2 

SlIS06H2 

Fos'l1m Pappu. PLLC 
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10 
1 

2 

3 

and the Board of Health. Those are two independent boards. 

They have the authority to make rules. The Board of -- the 

Department of Health has no authority to make rules on these 

4 matters. 

5 THE COURT: Okay. I've read the Kaul case as 

6 well, and I -- and I would have to be overruling a Supreme 

7 Court case to find -- to grant -- I mean -- all right. All 

8 you've done is move to amend. You're right. Amendments 

9 should be freely given, except when the amendment is futile. 

10 In that case to me, Mr. Steel, that's right there. It says 

11 it's not a drug. 

12 MR. STEEL: It only says it at the end of the 

13 case after the decision was made. It doesn't actually say 

14 that. It just says we won't address it. 

15 THE COURT: Okay. Just for purposes of our 

16 record, you've asked to amend for a declaratory judgment 

17 that fluoride as used -- these fluoridation activities, that 

18 fluoride is a drug, the fluoridated water or the fluoride is 

19 a drug, both, I guess; and normally you would be able to 

20 amend easily unless the amendment is futile. I believe that 

21 case is on point, and so that's the basis -- I'm denying 

22 your motion to amend based on the -- I can't recall -- I 

23 didn't bring the case out here. All right. 

24 

25 dismiss. 

So let's hear the arguments on the motion to 



1 and fluoride poisoning for infants in areas with fluoridated waters (Kailin Sec. Dec. at 3-4). 

2 Even with over-the-counter d.rugs there is lah~ling that gives warnings and precautions. The 

3 Cities d.on't provide adequate warnings to their custom.ers because they just think of fluoride 

4 

5 
as a water additive and not a drug. For exa.mple, Appendix A"30 to A-33 hereto is the annual 

notice to water customers sent to City of Port Angeles residents in 2007 that includes no 
6 
7 warnings or precautions regarding fluoridation even though there are proven. problems for 

8 infants, elderly, and people with failing kidneys. Kailin Dec. at9-10; KaiUn Sec. Dec. at 2-4. 

Therefore, Petitioners believe that the Honorable Judge S. Brook Taylor was wrong 9 

10 
when he said that there is not probable cause to believe that the status quo presents any 

11 
imminent danger to public health or safety. See Complaint at B-t. There is imminent danger 

12 

13 to infants, elderly, and people with failing kidl1:ey.s. But also there is no req:uirement for 

14 imminent danger before warrants can issue u.nder RCW 69.41.230 and -.060 when. there is a 

15 violati.on of WAC 246-899-040(2). 

16 

17 

18 

19 

20 

21 

22 

23 . 

24 

25 

26 

27 

28 

F. The Wan_v la This Case "SUI" 1M.' Wlw· _ ... I, Dis Cart nat 
There Is Probable Cause To. Belieye Tk,at My "-" Drtae Is 'leipl 
MaD:ulaetJ,red Or Was Offered For Sate AM Is Sto_WIllatA Needed NBA 
OrANDA 

There is no requirement for Notice to the Cities befOl~e this Court issues warrants to 

the Cities similar to those in the Complaint at D-l to D-4. RCW 69.41.210 and -.060 make 

it mandatory for a Judge to issue warrants when it appears that there is probahle cause to 

believe that any legend drug is being manufactured or has been offered for sate in violation 

of implementing ruJes of Chapter 69.41 RCW. Complaint at C-2 and C-3. Because the 

fluoridated waters are legend d11lgs in interstate g,n.d intrastate comttl.et'ce that are being 

PETITIONERS' RESPONSE TO 
CITIES' MOTION TO DISMISS ~ 26 
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manufactured without the NDA or ANDA required by WAC 246-899-040(2), the Cities are 

, '1 t' ofthl'8 WAC and the warrants shouJdissue, See Complaint at C-l. Petitioners In VlO a IOn . ., . . ". 

request that this Court issue the warrants after it has reviewed this brief and the Certified 

Complaint. 

6 G. The Cities' Mottan To Dismiss Sholdd Be De ... And the Cities Be.est For 
SaDetio·ns Should Be Denied 

7 

8 

9 

10 

11 

12 

]]. 

14 

1.5 

16 

17 

18 

19 

20 

21 

22 

23 

1. The Issue Raised By The Cities·Must Be Restated 

The issue under review should be restated as foHows considering that the Motion. is 

brought under CR 12. 

2. 

Under any set of facts consistent with the Complaint are the 
Cities' fluoridated waters or bulk fluoride products, drugs or 
legend drugs? 

City of Port Angeles Is Not UsefuJ In DetermlaiDg If The Citie..Il' 
Fluoridated Waters Or Bulk Fluoride .Products Are Drugs Or Legend 
Drugs 

The Cities allege that the Supreme Court in City l?f Port Angeles .made multiple 

holdings relevant to the instant case. Motion at 3-4. However, these holdings are not 

relevant to the instant case because the Supreme Court was just trying to establish t.hat the 

initiatives were "modifications of a plan already adopted by the legislative body itself, or 

some power superior to it, indicative of an adm.inistrative act" in o.rder to con.clude that the 

initiatives were beyond the scope of the local initiative power. City QfPort Angeles at 596. 

24. The City o.fPort Angeles Court explicitly states that it r~jected the Petitioners' argument that 
25 

26 
fluorid.e was a drug because it was not properly raised. Jd, at 594, Note 6 ("However, the 

27 PETITIONERS' RESPONSE TO 
CITIES' MOTION TO DISMISS - 27 

28 
GERALD STEP.J ..... PE 
AITORNEY-AT-L.AW Il. ( 
7303 YOUNG ROAD NW -) 

OLYMPIA, WA 9fI502 
T .. llfa~ (380) 887-1188 
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customs Form 4449 showing the name of 
the rport, date and time of arrival, date 
an time of departure and purpose of 

RULES AND REGULATIONS 

) The pr1v11ege shall be accorded to 
of war of the following coun-

th . visit. The permit shan be surren- ArgeD •• 
de d to the collector of customs at the A1I8 
po of fIilal clearance for s. foreign des- Belglum. 

Ireland. 
Mexico. '. 

t lon, who shall satisfy himself prior BrazU. 
to t Issuance of clearance that the air- Canada. 
craf ecelved proper customs treatment Chlle. 
while this country. The permit shall COlOmbia. 

The Netherlands. 
New Zealand. 
Nicaragua. 
Norway. 
Panama. 

then returned to the collector of cus.. ~:::ar"" 
toms a the port of Issue. The DomiDlcan B 

The PbWppmes. 
E1 Salvador. 
SpaID. 

(2) COpy of the permit shall be re.. publlo. 
talned the collector at the port where Etbtopla. 

Sweden. 
Thalland. 

issued. within 60 days after the F1Dland. key. 
Issuance f such permit the said collector _ France. 
does not eceive a report of the outward Great Brltaln. 
clearanc f the aircraft covered there.. ~~ce. _-

on of South tot-

by, the tter shan be reported·to the In~ 
supervisl customs agent for investi-
gation. (Sec. 6, 511 Stat. 1080: 1n 11. s. 

(3) Clv aircraft registered In the [SEAL] hooliD 
United Ste: arriving from a foreign. 
country wi passengers carried for biro 
or merchan e, after proper ~toms 
treatment b thei~ cargo (passengers 
carried for or merchandise) , may be 
allowed to pr eed upon their Identity 

Commfssfoner 01 
Approved: July 16, 1952. 

JOJDif S. GRAHAM, 
Acting SecretaT1/ 01 the Trea 

being establls (P. B. Doc. 52-801I5: PlIed, July lIlI, 19 
8:48 a. m.] 

This order s become effective on 
the date of Its p Ucation in the FEDERAL 
REGISTER. TITLE 21-FOOD AND DRUGS 
(a. s. 181. aee. liS, . 
lee. 24. 4S Stat. 188, 
48 Stat, '159, '181, Ie 
'100, sec. '1, 44 stat. 6 
22, av. S. O. lOll, m. 
42 V. S. O. 201l, 270, 4 

Stat. 89l1, u amended, Chapter I-Fo.,d and Drug Adminis­. s. lIB1. lece. .624. 844-
201. SO'1, 58 stat. 88S, tratlon, Federal Security Agency 
as amended; 511. S. C. . 
V. S. C. 68, 1824. 1844, PAll~ 3-BTATmlENTS 01' GENERAL POLIer 
• S. O. 1'1'1) OR INTERPRETATION 

[SEAL] D. STRtJBDlOER, 
Acting Commfs 

Jo 
Acting Secreta 

W. 

oner 01 customs. 
S. GR.AJWII, 

ActfngSu 
U. S. Public 

JOHN 
Acting Federal Secv.rf 

PHILIP 
Acting A 

JT1LY 1'1, 1952. 

1 the Tret1.81lT1/. 
DBAR:lNo, 
eon GeneraZ, 
ealth Service. 
TlrDRS'fON, 
dmfnfstrator. 
• PERLMAlr, 

e1l General. 

PL170RIDA'rED WADIt AND PROCESSED FOODS 
CONTAlHING 1'L170RIDA'rED WADIt 

Pursuant to section 3 of the Adminls­
trative Procedure Aet (60 stat. 23'1, 238; 
5 U. S. C. 1002), the fonowlDg statement 
of poUCy Is issued: 

§ 3.2'1 Status of ;ffuorfdatec! water 
ancl loods prepared. 'lDfth ;ffuorfdated. 
water under the Federal FoCtl, Drug, ancl 
Cosmetio Act. (a) The program for 
fiuorlchCtion of pubUc water suppUes 

_ recommended by the Federal Security 
July 211. 19511: Agency, through the PubUo Health 

Service, contemplates the controlled ad­

S17PPLIES FOR VESSELS WAll 

The Department of sta has fur­
nished the Treasury Dep t an up­
to-date Ust of countries w h permit 
the withdrawal of suppUes f of duty 
and tax by vessels of war of e United 
states whlle in ports of those untries. 
Therefore, § 10.59 (d), Custo Regula­
tions of 1943 (19 CFR 10.59 ), con­
taining s. Uat of count\'les who vessels 
of war shall be accorded the v1lege 
of \vJthdrawlng suppUes free of c toms 
dUties and internal-revenue tax w e in 
ports of the United states, as pro ded 
for In section 309 (a), TarIff Act of 30, 
as amended, is further amended to d 
as follows: 

§ 10.59 E:J:emption from Cflsto7M d _ 
ties a11l1 internal revenue taa:. • • • 

dition of :fluorine at a level optimum for 
the prevention of dental caries. 

(b) PubUc water suppUes do not ordi­
na.rIJr come under the provlslons of the 
:Federal Food, Drug, and COsmetic Act. 
Nevertheless, a substantial number of 
inqu1rles have been received concern1ng 
the status of such water under the provi­
sions of the act and the status, In 
interstate commerce, of commercially 
prepared fooda in which :fluoridated 
water has been used. 

(c) The :Federal Security Agency wl1l 
regard water suppUes containlng fiuo­
rlne, within the Umltations recommended 
by the PubUc Health Service. as not ac­
tionable UDder the Federal Food, Drug, 
and Cosmetic Act. SlmUarly, commer­
cially prepared foods Within the jurIsdic­
tion of the act, in which a :fluorldate~ 
water supply has been used in the proe-: 
ess1ng operation, will not be regarded as 
actionable under the Federal law becaWle 
of the :fluorine content of the water so 
used, unless the precess involves a sig­
n11lcant concentration of fiuorIne from 
the water. In the latter Instance the 

facts with respect to the partioular calle 
wm be controlling. 
(Sec. 701, 52 Stat. 105S: 2117. S. O. 3'11) 

Dated: July 1'1,1952. 
[SEAL) JOHN L. TmmS'l'ON. 

Acting Aliminfstr"tor. 
IP. B. Doc. Sa-&041: FlIed, July lIlI, 10113: 

8:80 D. m.] 

E 26-INTERNAL REVENUE 
Ch fer I-Bureau of Internal Reve­

n , Department of the Treasury 
Subc pter c--Miscellaneou. EICclse lax •• 

(T. D. 6920: aegs. 132J 

ExCISE AND SPECIAL TAX ON 
WAOERJNO 

, JIE'tOIlH AND PAYldENT OF TAX 

ODS 132 amended to require 
ble for special (occupational) 

to 1Ue returns and pay tax 
before co encing taxable actlvlty and 
to file sup emental returns advising of 
alI agents employees engaged to re .. 
ceive wage or with respect to all por-
sons for wh wagers are received. 

On June 3 1952, notice of proposed 
rule maldng garding amendment of 
§ 325.50 of R uIations 132 \Y1lS pub .. 
Ushed in the ERAL REOIS'rER (1'1 F. B • 
4988) • No obj tion to the rules Pl'O­
posed having b n received, § 326.60 of 
Regulatlons 132 amended to read as 
follows: 

§ 325.50 Begfst , return, and fJa1/­
ment 01 taa:. (D) person shall engngo 
in the business of a eptlng wagers sub .. 
ject to the 10 per t excise tax im­
posed by section 3 of the Internal 
Revenue Code (see § &.24> untu he hIlS 
1Ued a return on 1-C and paid the 
special tax imposed y sectlon32DO, 
Likewise, no person II engage in ro- • 
celvlng wagers for or behalf of any 
person engaged in su business until 
he has 1Ued a return on orm 11-0 and 
paid the special tax imp ed by section 
329001 the Internal Reve e Code. FU­
ing df successive appUca DB and pay­
ment of tax by such perso afe required 
on or before July 1 of eac year thero­
after during which taxable etivlty con­
tinues. The return, with remittance, 
shall be 1Ued with the eoll tor of in­
ternal revenue for the disk t In which 
Is located the taxpayer's 0 e or prin­
cipal place of business. If uoh tax­
payer resides in the United tes, but 
has no omce or principal plac of busi­
ness in the Unlted states, t return 
shan be 1Ued with the collector f Intor .. 
nal revenue for the district In oh ho 
resides. If the taxpayer has n omco, 
residence, or principal place of siness 
in the United States, the return all bo 
1Ued with the Collector of Intern Rov­
enue, Baltimore, Maryland. The Uec­
tor, upon request, wm furnJs the 
taxpayer proper forms which sha bo 
fUled out and signed as indicated the eln. 

(b) Each return shall show the x­
payer's full nl\Dle. A person doing b 1-
ness under an alias, style, or trade na e 
shall give his true name, followed 
hfs allas, style, or trade name. In th 
case of a partnership, association. :ftrm, 

If II 
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Title 21-Food and Drugs 

CHAPTER I-FOOD AND DRUG ADMIN· 
ISTRATION, DEPARTMENT OF HEALTH, 
EDUCATION, AND W~LFARE 

. [Recodl1lcatlon Docket No.9] 

SUBCHAPTER C--DRUG& GENERAL 

Reorganization and Repuhllcation . 

The commlssloner of Food and Drugs. 
for the purposes of establJsll1ng an 
orcJerly development of infot:matlve reg­
ulations for the Food and Drug Admin­
istration. furnishing ample room for 
expansion of such regulatlons .In years 
ahe~d, and providing the pubUc and af­
fected industries with regulations that 
are easy to find. read, and understand, 
has lnitl4ted a recocUftcation program for 
Chapter I of Title 21 of the Code of Fed-
eral Regula.tlons. -

This is the ninth document in a. series 
of recocUftcation documents that wD1 
eventually include all regulations ad­
ministered by the Food and Drug Ad­
ministration. 

This recocU1lcation document repre­
sents a reorganization of material re­
mainfng in Subchapter C-Drugs that 
has general applicabWty, rather than 
strictly human or animal use. In addi­
tion certain ~ted sections under Parts 
1 and 3 ha.ve heen redesignated as part 
of the revised Subchapter C-Drugs: 
GeneraL 

The followJng tahle sho\Vs the relation­
ship of the em section numbers ~der 
the fonner Subchapters A and C to their 
redeslgnation re1lected in the new Parts 
200 through 299: 

ROLES AND REGULATIONS 

014 HelD 014 HetD 
Becffon Bection BectfoB SectfoR 
3.509 ______ 201.31~ 133.11 ______ 211.&8 
3.&10 ______ 201.315 133.12 ______ 211.110 

133.13 _____ 211.80 
133.14 ______ 211.62 

;l.&12 _______ 200.31 
3.513 _______ 200.7 
3.514 _______ 201.55 133.15 ______ 211.115 
3.&1& ______ 201.160 133.100 ____ 22&.1 
3.&16 _______ 250.105 133.101 _____ 228.20 
3.&18 _______ 201.161 133.102 ___ 22&.30 
132.1 ______ 207.3 133.103 _____ 225.10 
132.2 _______ 20'7.20 133.104 _____ 225.42 

133.105 _____ 225.102 
'133.108 _____ 225.40 

132.3 _______ 207.21 
132.4 _______ 20'7.22 
132.5 ______ 20'7.25 133.107 _____ 225.80 
132.6 _______ 20'7.30 133.108 _____ 225.58 
132.7 _______ 207.31 133.109 ____ .. 225.nO 
132.8 ______ 207.3& 133.110 _____ 225.115 

• 132.9 _______ 207.37 133.200 _____ 226.1 
132.10 ______ 20'7.28 133.201 _____ 226.20 
132.11 ______ 207.39 133.202 _____ 226.30 
132.31 ______ 207.40 133.203 _____ 226.10 
132.&1 _____ 207.8& 133.204 _____ 226.42 
133.1 _______ 210.3 133.205 _____ 228.102 
133.2 ______ 211.1 133.206 ____ ·-226.40 
133.3 ______ 211.20 133.2O'l ____ 226.80 
133.4 _______ 211.30 133.208 _____ 228.58 
133.& _____ 211.10 133.209 _____ 226.110 
133.!i _______ 211.42 133.210 _____ 226.115 
133.7 ______ 211.101 133.300 ____ 229.25 
133.8 ______ 211.40 138.1 _______ 999.3 
133.9 . ____ 211.55 138.2 ______ 299.20 
133.10 ____ 211.80 

. The changes being made are nonsub­
siantlve in natfJre and for thUI reason 
notice and pubUc procedure are not pre­
requisites to thfa promulgation. For the 
convenience of the user, the entire text of 
Parts 200, 201, 202. 20'1. 210, 211. 225. 228. 
229. 250, 290. and 299 of Subchapter C 
is set forth helow.· 

Dated: March 21, 1975. 

014 HelD 014 HelD Sw D. Fno:, 
Bectlo" Sl;Ctfcm 1.100 _______ 299.6 
1.101 _'-_____ 201.8 
1.101a ______ 201.80 
1.102 ______ 201.&0 
1.102a ______ 201.81 
1.102b ______ 201.1 
1.1020 ______ 201.&1 
1.102cl ______ 20UlI 
1.103 _______ -aOU5 
1.104 _______ 201.10 
1.106 ______ 202.1 

1.106(a) ___ 201.6 
_ 1.l01l(b) ___ 201.100 

1.1011(0) ___ 201.106 
1.108(d) ___ 201.109 
1.101l(t) ____ 201.110 
1.101l(S) ___ 201.115 
1.10e(h) ___ 201.118 
1.1011(1) ____ 201.117 
1.108(J) ____ 201.U9 
1.101l(~) ___ 201.120 
1.1011(1) ____ 201.122 
1.101l(Dl) ___ 201.126 
1.108(n) ___ 201.127 
1.1011 (0) ___ 201.128 1.10'1 _______ 201.150 
1.108 (a) 

& (b) ___ 201.18 
1.108(c) ____ 290.8 
1.109 _______ 290.5 
1.110 _______ 290.10 
1.116 _______ 200.1& 
3.3 _____ • ___ 201.300 
3.4 • ________ 201.302 . 
3.7 _________ 2&0.108 
3.8 _________ 260.101 
3.11 ________ 201.301 
3.12 : _______ 201.304 
3.15 ________ 201.306 
3.16 ________ 200.100 

Bectfcm Section Associate CommisSioner lor 
3.21 ________ 250.102 _ Compliance, 

3.22 ------- 2°o.1011Therefore' 21 em is amended by re-
3.27 ------- 25.0.2OS esfgnatfng portions of Parts 1 and 3 
3.28 ------- 200.&0 ubch ter d d 3.29 _______ 201.307 S ap A an Parts 132. 133, an 
3.30 ______ 201.308 138 of Subchapter C as Parts 200, 201, 

. 3.36 _______ 201.303 202, 20'1. 210. 211. 225, 228. 229. 250, 290. 
3.38 _______ ~0.103 and 299 of Subchapter C-Druga: Gen-
3.37 ------- 201.309 erat, and republished to read as follows: 3.40 ________ 2&0.201 
3.43 _______ 201.310 SUBCHAPTER c--DRUG& GENERAL 
3.44 - ______ 201.S11 PlITt' 

3.45 ------- 200.30 200-General 3.48 ______ 250.106 
3.50 ________ 2&0.104 201-aAbeIlDg 
3.52 _______ 2&0.101 
3.63 _______ 250.10 202-1'Il'eIIc!lptlon Drug AclvertJalng 
3.86 _______ 201.4015 
3.61 :. ______ 200.18 
3.82 _.:. _____ 299.4 
3..63 _______ 250.11 
3.84 ________ 250.12 
3.87 ________ 201.305 
3.71 ___ -____ 260.100 
3.'14 _______ 201.68 
3.78 __ • _____ 200.10 
3.'17 _______ 290.35 
3.81 ________ 201.200 
3.84 ________ 201.410 
3.90 _______ 250.300 
3.91 ________ 250.250 
3.94 ________ 250.109 
3.95 _______ 260.110 
3.501 _______ 200.5 
3.502 _______ 201.19 
3.503 ______ 201.312 
3.505 _______ 201.313 
3.&08 _______ 200.11 
3.607 __ .: ____ 201.17 
3.608 ______ 201.18 

207-Beglstratlon Of Proclucers of Drup rind 
.LIsting ot Drup In CoDlmerclal DJa­
tributlon 

1I10-0urrent Good ManutacturJDg PractJcea 
In Manutaotur1Dg, Process1Dg. Pack­
Ing. or lIoJdlng ot Drugs: ~eneraJ 

911-oummt Good Manutaoturlng Pnlctlce 
ror FInlshed Pharmaceuticals 

225-OurreJl,f; GoOd ManutactUl'lDg Pract1c:e 
tor Medicated Feelfs 

228-CUl'1'8nt GC[OCl Manufacturing Pl'actIce 
for lIofedicatecl PreIDllrea 

lIlI9-Ourrent Good MlmUfactur!Dg Practice 
for certe.JD Other Drug Produots 

2&o-speclal :RequIrements for Specl1lc lIU­
mau.Druga 

290-c0ntronect Drugs 

2911-Drupj omcJal Names and Established. 
Names 

Seo. 

PART 20o-GENERAL 
Subpart A~llnllral Provisions . 

200.5 MaUlng of Important InformAtion 
aboUt drugs. 

200.'7 Supplying phnrmocl8ts with Indl .. 
cations anll dosago tDlormntlon. 

200.10 Contract faoUlttes (inolulling con­
sUltIng labomtorl03) tltUJ%ed. as 
extram\lral tao1lltlt's by pharma .. 
ccutical manufacturers. 

200.11 "O"se ot octadeeylamlno In steam 
linea of drug establlshmonts. 

200.16 DellD1t1on of torm "Insulin." 
200.18 17se ot secondhand contalnel'll tor 

the shJpmont or storage of tood 
anlllUllmal teell. 

Subpart B-Manufacturln8 Procedur. Affecting 
Nino" Drug status 

200.30 Sterilization of druca by In'RClIII" 
tlon. 

200.31 Timed reloase dosago forma. 
Subpart c-Requll'llmenls for SPDCIRC C'os.aa or 

Drup 
200.50 Opbthabnlo prepnratloDS nnd dill. 

pon.sers. 
Subpart !)-SuItability of SpDclllc Drug 

Components 
200.100 17se of ox bUo trom. condomned 

JlVIll'll fron, sloughtarf)d Animals 
In the manufacture ot drugs. 

1100.101 Suprarenal glonds troDl hog "ol'oo 
casses prIor to final inspection. 

Atmloll1'l'1': Sec. 701. 68 Btot, 1058; 21 
17.S.C. 371, unless otherwise notall. 

Subpart A-Genenil ProvIsIons 
§ 200.5 l\laiUlig ot lillporlollt jlltor.nu. 

lion aboul drage. 
Manufacturers and cUstributora of 

drugs and the Food and DruB Admlnls· 
tratfon occaslonally are required to mall 
Important Information aboull druBS to 
pbyaicJat18 and otllers resPOnslble for 
patienll care. In the pubUo interest, wah 
ma.f1 should be dIstlncttve In appearance 
80 that III w1U be promptll' teco2nJzed and 
read. The Food and DruB Adm.lDfatration 
win make such maWDga In Ilccordamco 
with the spec11lcattons set forth In t.blo 
section. Manufacblrers nnd dfstr.lbutors 
of druBS are asked to make such malllDgs 
as presarJbed b:V~8 section and not to 
use the distinctive envelopes tor 0l'dlnaQ' 
maiL . 

(a) Use ftrs6 class mall abd No. 10 
whlte enveIOIle& 

(b) The name nnd address ot the 
agency or the drug mnnufacturer or cUs­
tributor Ja to appenr In the upper len 
comer of the envelope. 

(c) The followmg statements are to 
appear .In the tar left third of the en­
velope front. In the type and size indi­
cated. centered In' a rectangular spapo 
approxbnately 3 Inches wide and a% 
!nahes high with an approxiJnateIy %. 
Inch-wJde border ln the color 1ddlcated: . 

(1) When the Information concerns 
a s1gnJflcant hazard to health, the state-
ment: 1:' 

IMPOB'l'Alft' 
DB170 

WABmNG 

The statement shall be In three lines, aU 
capitals, and centered. "Important" shall 
he in 38 pOint GotbJo Bold type, "DruB" 
and "Warning" shaD be In 38 poJnt 
Gotlif'c Condensed type. The rectangle's 
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Food and Drug Administration. HHS 

of section &m(b) of the Federal 
Fo Drug, and Cosmetic Act unleaa it 
18 ed with the legend "Caution-
Fed law prohibita d1apenslng with-
out rlption." 

(e) drag for oral IngeStion in-
tended, presented, or advertised for 
the pre tion or treatment of per-
nicious mia or wblch purporta to 
contain substance or mixture of 
substances e~bed in paragraph (d) 
of this sec n (other than diagnostic 
drop ta.1n1ng rad10active 
cyanocoba! ) will be regarded 88 
misbranded der sections 602(f)(2) and 
(j) of the act esa Its labeling bears a 
statement to e effect that some pa.­
tienta a.ft1lcted th pernicious anemia. 
m&J' not reapon to the oraJ.1y IDgeSted 
product and t there 18 no known 
way to predict ch patients will re-
spond or which tients m&J' cease to 
respond to the y IDgeSted prod-
ucts. The label shall also bear a 
statement that pe odio examinations 
and laboratory s es of pernicious 
anemia patients are ssential and rec­
ommended. 

(f) Under section of the Federal 
Food, Drug, and Cosm c Act, intrin-
sic factor and Intrt factor con-
centrate are regarded as additives. 
No food additive rerula n nor eldst­
Ing exteD810n of the effe ve date of 
section 408 of the act au these 

1250.250 

of fluorine at a level optimum for the 
prevention of dental cat1es. 

(b) PubUc water supplles do not ordl­
ns.r1l7 come under the provis1oDS of the 
Federal Food. Drug, and Cosmetic Act. 
Nevertheless, a substant1al number of 
inqu1rles have been received concern­
Ing the status of such water under the 
provisions of the act and the status, In 
interstate commerce, of commerc1al1y 
prepared foods in whloh fluoridated 
water has been used. 

(c) The Department of Health and 
Human Services will regard water sup. 
pUes conta.1ning fluorine. within the 
UmitatiODS recommended by the Envi­
ronmental Protection .Agency. 88 not 
actionable under the Federal Food, 
Drug, and Cosmetic Act. S1m11a.rly, 
commercially prepared foods within 
the jurisdiction of the act, In which a 
fluoridated water supply has been used 
in the process1ng operation. will not be 
regarded as actionable under the Fed­
erallaw because of the fluorine content 
of the water so used, unle88 the procesa 
Involves a s1gDift.cant concentration of 
fluorine from the water. In the latter 
Instance the facts with respect to the 
pa.rt1colar case will be oontrolling. 
[40 FB 14088, Mar. ",. 1&'75. aa amended at 48 
FB 11428, Mar. 18, 11188] 

ubDart D-Requlrements for 
Drugs and COSmetics 

additives in foods, Inclu foods for IZMUlliU 
special dietary uses. A1Jy fo contain­
Ing added intrinsic factor or trinslc 

RenchIoropheae, _ • com­
of drq aIul eoemetio pJ:QCl. 

factor concentrate will be re 
adulterated within the mean1 
tion 402(a)(2XC) of the act. 

(8') Regulatory action may be 
ated with reapect to any cle 
sb1pped within the jur1ad1ction of 
act contrary to the prov1a10DB of 
poUcy statement &Rer the l80th 
following pubUca.tion of this stateme 
in the FJmBBAL REoISTBR. 

I~ Statu of f1aor1c1ated wa. 
.... fooda prepuecl with ftuol'l­
dated ..... 

(a) The pro8'1'8.Dl for fluoridation of 
public water supplies recommended by 
the Department of Health and Human 
Services, through the PubUc Health 
Service (Centers for D18ea.se Control), 
contemplates the controlled addition 

acterfal component. The use of 
hexachlo hene as an antibacterial 
component dru(r and cosmetic prod-
ucts has e ded widely In recent 
years. It 18 in such produots be-
cause of its terlostat1o action 
ap.tnst gram-po ve orgs.nfsms, espe-
cially ap.tnst s of staphylococ-
cus; however, h orophene offers 
no protection ap.tns -neg&tlve 
infections. In additio the antl-
bacter1al activity depen Ja,rgely on 
repeated use. A notice publl ed in the 
FEDERAL REGISTER of April 9'12 (3'1 
Fa 6'1'l5), invited data. 0 OTC 
anttmlcrob1al ingredients, Inc ng 
hexachlorophene, for review by an 
Drug Advisory Review Panel to be 
vened under the procedures set forth 
the FEDERAL RBoISTBR of May 11, 

121 
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List of substances 

Monochlorobenzene 
Monochlorobenz­
ene. 

N-methyl-2-
pyrrolidone. 

* * * 

Limitations 

Not to exceed 500 parts 
per million as residual 
solvent in finished 
basic resin in para­
graph (a)(1) of this 
section. 

Not to exceed 0.01 per­
cent (100 parts per 
million) as residual 
solvent in finished 
basic resin in para­
graph (a)(2) of this 
section. 

* 
Dated: May 17. 1996. 

Fred R. Shank, 
Director, Center for Food Safety and Applied 
Nutrition. 
[FR Doc. 96-14697 Filed 6-10-96; 8:45 am] 
BILLING CODE 4180-01-F 

Food and Drug Administration 

21 CFR Parts 200, 250, and 310 

[Docket No. 95N-0310] 

Revocation of Obsolete Regulations 

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

SUMMARY: The Food and Drug 
Administration (FDA) is revoking 
certain regulations that are obsolete or 
are no longer necessary to achieve 
public health goals. These regulations 
were among those identified for 
revocation in a page-by-page review 
conducted in response to the 
Administration's "Reinventing 
Government" initiative, which seeks to 
streamline government to ease the 
burden on regulated industry and 
consumers. 
EFFECTIVE DATE: July 11, 1996. 
FOR FURTHER INFORMATION CONTACT: 
Christine F. Rogers, Center for Drug 
Evaluation and Research (HFD-7), Food 
and Drug Administration, 7500 Standish 
Pl., Rockville, MD 20855, 301-594-
2041. 
SUPPLEMENTARY INFORMATION: 

I. Background 
In the Federal Register of October 13, 

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

"eliminate or revise those that are 
outdated or otherwise in need of 
reform." The proposed rule contained a 
section-by-section analysis of all the 
regulations (21 CFR parts 100, 101, et 
al.) that FDA intended to revoke. This 
final rule pertains only to those 
regulations (21 CFR parts 200.250, and 
31O) pertaining exclusively to the Center 
for Drug Evaluation and Research. No 
comments were received in response to 
the proposal to revoke these regulations. 

II. Analysis of Impacts 
FDA has examined the impacts of the 

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

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

III. Environmental Impact 
The agency has determined under 21 

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

List of Subjects 

21 CFR Part 200 

Drugs, Prescription drugs. 

21 CFR Part 250 

Drugs. 

21 CFRPart310 

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

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 301 
et seq.) and under authority delegated to 
the Commissioner of Food and Drugs, 
21 CFR parts 200,250, and 310 are 
amended as follows: 

PART 200-GENERAL 

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

Authority: Sees. 201, 301, SOl, 502, 503, 
505,506,507,508,515,701,704,7050fthe 
Federal Food, Drug, and Cosmetic Act (21 
U.S.C.321,331,351,352,353,355,356,357, 
358, 360e, 371,374,375). 

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

PART 250-SPECIAL REQUIREMENTS 
FOR SPECIFIC HUMAN DRUGS 

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

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

§250.104 [Removed] 

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

§ 250.203 [Removed] 

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

PART 310-NEW DRUGS 

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

] 
AuthOrity: Sees. 201,301,501,502,503, 

505,506,507,512-516,520. 601 (a), 701, 704, 
705,721 ofthe Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 321, 331, 351. 352, 
353,355.356,357, 360b-360f. 360j, 361 (a), 
371,374,375, 37ge); sees. 215, 301, 302(a), 
351, 354-360F of the Public Health Service 
Act (42 U.S.C. 216, 241, 242(a), 262, 263b-
263n). 

§310.101 [Removed] 

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

(OW·FRL-341O-1] 

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

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

SUMMARY: The Environmental Protection 
Agency (EPA). Office of Drinking Water 
(ODW). has operated an advisory , 
program that gives technical assistance 
to concerned parties on the use of 
drinking water additives, On May 17. 
1984. EPA proposed to terminate major 
elements of this Federal program and to 
assist in the establishment of a priVate­
sector program which would offer 
assistance in evaluating drinking water 
additives. 49 FR 21004. EPA solicited 
proposals from qualified 
nongovernmental. nonprofit 
organizations for assistance under a 
cooperative agreement to establish a 
credible and efficient program in the 
private sector. 

On September 17. 1985. EPA selected 
a consortium consisting of the National 
Sanitation Foundation (NSF). the 
'American Water Works Association 
Research Foundation (AWWARF). the 
Conference of State Health and 
Environmental Managers (COSHEM). 
and the Association of State Drinking 
Water Administrators (ASDWA) to 
receive funds under a cooperative 
agreement 10 develop the private-sedor 
program. EPA believes that the NSF-led 
program has proceeded satisfactorily. 
NSF Standard 60. covering many direct 
additives. was adopted on December 7. 
1987; and NSF Standard 81. covering 
indirect additives. was adopted on June 
3. 1988. Other standards are 
forthcoming. The NSF-led program has 
begun offering testing. certification. and 
listing services. as deSCribed in 49 FR 
21004. for certain classes of products 
covered by these standards. 
Accordingly. as the NSF·led program 
becomes operational. EPA will phase 
out its activities in this area. as 
described in this notice. 
DATE: Any written comments on 
implementing this notice should be 
submitted to the address below by 
September 6, 1988. 
ADDRESSES: Submit comments to: Mr. 
Arthur H. Perler. Chief. Science and 
Technology Branch. Office of Drinking 
Water (WH-550D), U.S. Environmental 
Protection Agency. 40t M Street. SW .• 
Washington. DC 20460. A copy of all 
comments will be available for review 

during normal business hours at the U.S. 
Environmental Protection Agency. 
Criteria and Standards Division. Science 
and Technology Branch. Room 931ET. 
40t M Street. SW .• Washington, DC 
20460. For further information on the 
NSF-led private-sector program. 
including standards development and 
testing, certification. and listing 
services. contact: Director. Drinking 
Water Additives Program. National 
Sanitation Foundation. P.O. Box 1468, 
Ann Arbor. MI48106; or call (313) 769-
8010. For information on altemative 
testing. certification, and listing 
programs. contact individual State 
regulatory authorities or the American 
Water Works Association. Technical 
and Professional Department. 6666 
Quincy Avenue. Denver CO. 80235. or 
call (303) 794-7711. For infonnation on 
the directory of products certified a8 
meeting the criteria in a NSF standard. 
contact the American Water Works 
Association Research Foundation. 6666 
Quincy Avenue. Denver CO. 80235. or 
call (303) 794-7711. 
FOR FURTHER INFORMATION CONTACT: 
Mr. Arthur H. Perler. Chief. Science and 
Technology Branch. Office of Drinking 
Water (WH-550D). U.S. Environmental 
Protection Agency. 401 M Street. SW •• 
Washington. DC 20460. or call (202) 382-
2022. 

I. Introduction 

The Safe Drinking Water Act (SDWA) 
(42 U.S.C. 300f et seq.) provides for 
enhancement of the safety of public 
drinking water supplies through the 
establishment and enforcement of 
national drinking water regulations. The 
Environmental Protection Agency (EPA) 
has the primary responsibility for 
establishing the regulations. and the 
States have the primary responsibility 
for enforcing such regulations. The 
regulations control contaminants in 
drinking water which may have any 
adverse effect on public'health. Section 
1412.42 U.S.C. 300g-1. The regulations 
include maximum contaminant levels 
(MCLs) or treatment techniques and 
monitoring requirements for these 
contaminants. Sections 1401 and 1412: 
42 U.S.C. 300f and 300g-1. EPA also 
promulgates monitoring requirements 
for unregulated contaminants. Section 
1445; 42 U.S.C. 300j-4. In addition. EPA 
has broad authorities to provide 
technical assistance and financial 
IIssistance (e.g .. grants. cooperative 
agreements) to States and to conduct 
research. Sections 1442. 1443. 1444; 42 
U.S.C. 300j-l. 300j-2. 3OOj-3. 

The Agency has established MCLe for 
a number of harmful contaminants that 
occur naturally or pollute public 

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

In 1979. EPA executed a Memorandum 
of Understanding (MOU) with the U.S. 
Food and Drug Administration (FDA) to 
establish and clarify areas of authorities 
with respect to control of additives in 
drinking water. 44 FR 42775. July 20. 
1979. FDA is authorized to regulate 
"food additives" pursuant to the Federal 
Food. Drug. and Cosmetic Act (FFOCA). 
(21 U.S.C. 301 et seg.). Both agencies 
acknowledged in the MOU that 
"passage of the SDWA in 1974 repealed 
FDA's authority under the FFDCA over 
water used for drinking water 
purposes:' The MOU staled that FDA 
would continue to have authority for 
taking regulatory action under the ' 
FFDCA to control additives in bottled 
drinking water and in water used in 
food and for food processing. The MOU 
went on to say that EPA had authority 
to control additives in public drinking 
water supplies. 
, While the SDWA does not require 

EPA to control the use, of specific 
additives in drinking water. EPA has 
provided technical assistance to States 
and public water systems on the use of 
additives through the issuance of 
adviSOry opinions on the acceptability 
of many additive products. EPA has 
provided this technical assistance 
pursuant to its discretionary authority in 
section 1442(b)(l) to-"collect and make 
available Information pertaining to 
research, investigations and 
demonstrations with respect to 
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providing a dependable safe supply of 
drinking water together with appropriate 
recommendations in connection 
therewith." EPA has additional 
authorities under the Toxic Substances 
Control Act (TSCA) (15 U.S.C. 2601 et 
seq.) and the Federal Insecticide. 
Fungicide. and Rodenticide Act (FIFRA) 
(7 U.S.C.130 et seq.) that could be used 
to control additives in drinking water. 
TSCA authorizes EPA to regulate a new 
chemical substance before it is 
manufactured or any existing chemical 
substance before it is manufactured or 
processed for a use that EPA has 
determined to be a "significant new 
use." Although an additive product 
might come within the jurisdiction of 
TSCA. EPA has never invoked this 
authority. EPA has used its authority 
under FJFRA to control the use of 
pesticides. disinfectants. and certain 
other additives. For a more complete 
discussion of these authorities. see the 
MOU. 44 FR 42778. 

In 1980. EPA declared a moratorium 
on the issuance of new adVisory 
opinions on additives pending a review 
of past advisory opinions and the 
establishment of uniform test protocols 
and decision criteria. However. between 
1980 and 1984, EPA continued to issue 
advisory opinions in cases where the 
new additive products were virtually 
identical to products previously 
reviewed. Resource constraints and the 
need to implement mandatory 
provisions of the SDWA precluded the 
Agency from implementing the 
comprehensive program originally 
envisioned for the issuance of additives 
adviscry opinions. Thus. the Agency 
was not able to review the technical 
data supporting previous submissions 
(approximately 2.300 products from 525 
manufacturers) nor was it able to 
develop test protocols or decision 
criteria for the consistent evaluation of 
new products. The result has been long 
delays in processing manufacturer 
petitions, inability to review and accept 
completely new prodUcts. and 
acceptance of products simply because 
they were virtually identical to older 
products. Hence. few products have. 
been thoroughly evaluated for the safety 
of their formulations based on the latest 
scientific information. 

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

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

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

• EPA expected the activity to be self­
supporting. 

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

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

• Establishment of such a program 
would be consistent with the 
Administration's initiatives in the area 
of regulatory reform and offered an 
opportunity for an innovative 
alternative to regulation. 

The May 1984 notice requested public 
comments on the proposal and solicited 
applications from qualified 
nongovernmental. nonprofit 
organizations for partial funding of the 
developmental phase of the program 
under a cooperative agreement. The 
response to the 80licitation for 
comments indicated strong public 
support for the proposed approach. EPA 
received 106 public comments on the 
proposal. All but six supported this 
"third-party" approach. However. 
despite the Agency's open competition. 
EPA received only one application for 
financial assistance. The applicant was 
a consortium. led by the National 
Sanitation Foundation, which included 
the American Water Works Association 
Research Foundation. the Conference of 
State Health and Environmental 
Managers. and the Association of State 
Drinking Water Administrators. This 
single proposal met all of the basic 
criteria articulated in the May 1984 
notice. Furthermore. EPA believed that 
the single applicant was very likely to 
succeed. because it represented an 
organization experienced in private­
sector consensus standard-setting. State 
regulators, and water utilities. 

EPA awarded the cooperative 
agreement to the NSF consortium on 
September 17. 1985. and committed 
funding of $185,000 to NSF over a three­
year period. The non-Federal 
(consortium and participating industry) 
contribution during the fU'st three years 
of the program was projected to be 
approximately $1.4 million. 

The NSF program has the following 
major objectives: . 

• To develop systematic. consistent. 
and comprehensive vo'untary consensus 
standards for public health safety 
evaluation of all products (previously 
EPA-accepted as well as new) intended 
for use in drinking water systems. 

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

• To provide for regular periodic 
review. update. and revision of the 
standards. 

• To undertake needed research. 
testing. evaluation; and inspections and 
to provide the followup necessary to 
maint~in the program. 

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

• To widely disseminate information 
about the program, and to make 
information about conforming products 
available to usera. 

• To maintain the confidentiality of 
all proprietary Information. 

• To fully establish the third-party 
program on ~ self-supporting basjs. 

NSF's· established standard-setting 
process utilizes a tiered structure. Each 
standard is drafted by a task group and 
then presented to a Joint Committee. 
which includes 12 industry. 12 user. and 
12 regulatory members. Following 
successful Joint Committee balloting. 
9tandarda are reviewed by the Council 
of Public Health Consultants. which is a 
high level advisory group consisting of 
technical and policy experts from 
regulatory agencies and academia. 

NSF has established task groups to 
develop standards for the product 
categories listed below. Each task group 
includes a member representing the 
regulatory agencies and a member 
representing the utilities. All 
manufacturers expressing interest in a 
particular product task group may 
participate as members of that group. 
Therefore. task group membership is 
predominately manufacturers. In 
addition. a group of health effects 
consultants is addressing the 
toxicological and risk considerations for 
various product categories. NSF's role in 
the standard-setting process is 
administrative. that is. to bring together 
experts from government. industry, 
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utilities, users, and other relevant groups 
so that a standard which reflects a 
consensus of these Interests can be 
developed. In addition, NSF starf . 
provide technical leadership and 
laboratory support. Product categories 
and correspoding task groups are: 

• Protective Materials. 
• Chemicals for Corrosion and Scale 

Control, Softening, Precipitation. 
Sequestering, and pH Adjustment. 

• Coagulation and Flocculation 
Chemicals. 

• Miscellaneous Treatment 
Chemicals. 

• Joining and Sealing materials. 
• Process Media. 
• Pipes and Related Products. 
• Disinfection and Oxidation 

Chemicals. 
• Mechanical Devices. 
All of the task groups have made 

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

Standard 80, December 1987 

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

• Disinfection and Oxidation 
Chemicals. . 

• Miscellaneous Treatment Chemicals 
(selected). 

Standard Bl./une 1988 

• Process Media. 
Development of the remaining 

standards is on schedule. and 
publication and implementation are 
expected on the following schedule: 

Standards 80 and 81. expected October 
1988 

• Protective Materials. 
• Coagulation and Flocculstlon 

Chemicals. 
• Miscellaneous Treatment Chemicals 

(additional). 
• Joining and Sealing Materials. 
• Pipes and Related Products. 
• Mechanical Devices. 
EPA believes that the NSF program is 

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

others, have voiced strong support for 
the third-party program. The A WWA 
recently Joined the NSF-led consortium 
and urged EPA to support national 
uniform accreditation of certifying 
entities for additives products. To date, 
more than 60 manufacturers are full 
participants in the standard-setting 
program. 

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

EPA recognizes the authority and 
responsibility of the individual States to 
determine the acceptability of drinking 
water additives. Hence, It Is up to the 
States and utilities to determine the 
suitability of any "third-party" 
certification. AWWARF will maintain a 
directory of products approved by all 
organizations claiming to cO::Jduct 
evaluations under Standards 60 and 61. 
However. AWW ARF will not judge the 
competence or reliability of theso 
organizations. 

II. Announcement of Phase-Down of 
EPA's Additives Program 

During the developmental phase of the 
NSF consortium's program, EPA has 
continued to review products and 
process requests for advisory opinions 
on a limited basis. The May 1984 notice 
stated that, "EPA does not intend to 
develop further interim administrative 
procedures, testing protocols or decision 
criteria for future evaluation of additive 
products. The use of existing informal 
criteria will continue until a third-party 
or alternative program is operational 
* • *, EPA may not be able to process 
all requests for opinions on additive 
products before the establishment of a 
cooperative agreement with a third 
party. The large volume of currently 
pending requests makes it unlikely that 
additional requests will be completely 
processed by that date." Likewise, EPA, 
in its acknowledgment letters to 
manufacturers requesting opinions on 
new products. explains that the Agency 
is. ". • • making a concerted effort to 
process petitions as quickly as possible. 

However, EPA may not be able to 
process your request for an opinion on 
an additive product before the 
establishment of an alternative program 
as described in the Federal Register, 
Vol. 49, No. 97, 21003-8, May 17. 1984." 
Product reviews and issuance of 
advisory opinions have been limited to: 

• Products composed entirely of other 
products which EPA had previously 
determined to be acceptable: 

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

• Products composed entirely of 
ingredients listed in the "Water 
Chemicals Codex," National Academy 
of Sciences. November 1982, and in the 
"Water Chemicals Codex: 
Supplementary Recommendations for 
Direct Additives," National Academy of 
Sciences, 1984: 

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

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

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

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

Petitions which are completely 
evaluated by October 5, 1988, will be 
added to the quarterly list of acceptable 
products published shortly after that 
date. That quarterly list will be the last 
such list Issued by EPA. On April 1, 
1990, EPA will withdraw its list of 
acceptable products. and the list and the 
advisories on these additives will 
expire. This means that: (1) The various 
lists published by EPA under the titles 
Report on Acceptable Drinking Water 
Additives, Report on Coagulant Aids for 
Water Treatment. Report on Concrete 
Coatings/Admixture for Water 
Treatment. Report on Detergents. . 
Sanitizers and Joint Lubricants for 
Water Treatment, Report on 
Evaporative Suppressants for Water 
Treatment, Report on Liners/Grouts/ 
Hoses and Tubings for Water 
Treatment. Report on Miscellaneous 
Chemicals for Water Treatment, Report 
on Protectivce Points/Coatings for 
Water Treatment. and any and all other 
lists of drinking water products issued 
by EPA or its predecessor agencies 
regarding drinking water additives will 
be invalid after April 7. 1990: and (2) 
advisory opinions on drinking water 
additives issued by EPA and 
predecessor agencies will be invalid 
after that date. 

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

nationally uniform standards. Many of 
the currently listed products were 
evaluated and accepted up to 20 years 
ago and have not been reevaluated 
since that time. Numerous products have 
been accepted because they were 
virtually identical to or were 
repackagings of older products. The 
result is that few products have been 
completely evaluated for the safety of 
their original or current formulations vis­
a-vis the latest toxicological, chemical, 
and engineering information. A uniform 
evaluation of all products, old and new, 
will result in consistent quality of 
products. and will assure fair and 
equitable treatment to all manufacturers 
and distributors. 

Henceforth. parties desiring to have 
existing or new products evaluated 
against the NSF standards should . 
contact NSF or other organizations 
offering such evaluations. To contact 
NSF about the drinking water additives 
progra~ write to: David Gregorka, 
National Sanitation Foundation. P.O. 
Box 1488, Ann Arbor, MI 48108. or call 
(313) 769-8010. Information on 
alternatives to NSF evaluation may be 
obtained by contacting State regulatory 
agencies or the AWWA. Technical and 
Professional Department. 6666 Quincy 
Avenue, Denver Co. 80235, or call (303) 
794-7711, which is addreSSing certifier 
accreditation. 

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

programs for accepting private-sector 
certification are fully implemented. 

Parties desiring to market drinking 
water additive products are reminded 
that the individual States have the 
authority to regulate the sale and/or use 
of specific products as they see fit. Thus. 
reliance upon a particular standard or 
organization to certify that a product 
complies with a particular standard 
must be acceptable to the State in which 
the supplier wishes to do business. 

Discontinuation of the additives 
program at EPA does itot relieve the 
Agency of its statutory responsibilities. 
If contamination resulting from third­
party sanctioned products occurs or 
seems likely, EPA will address that 
issue with appropriate drinking water 
regulations or other actions authorized 
under the SDWA. EPA is a permanent 
member of the NSF program Steering 
Committee. and senior EPA staff and 
management will continue to partiCipate 
in this and other programs designed to 
assure that high-quality products are 
employed iilthe treatment of public 
drinking water. Also, the Agency will 
continue to sponsor research on 
contaminants introduced in public water 
supplies during water treatment. 

. storage, and distribution. 

III. Comments 

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

Date: Juna 16, 1988. 
WIlHam Whittington, 
Acting Assistant Administrator for Water. 
[FR Doc. 88-15232 Filed 7-8-88; 8:45 am] 
8IWNQ CODE 8S8O-5O-II 

II /9 



Casemaker - FED - United States Code - Search - Result Page 1 of28 

§ 321. Definitions; Generally. 

Archive 

United States Statutes 

Title 21. Food and Drugs 

Chapter 9. FEDERAL FOOD, DRUG, AND COSMETIC ACT 

Subchapter II. DEFINITIONS 

Current through P.L. 111-290 

§ 321. Definitions; Generally 

For the purposes of this chapter-

(a) 
(1) The term "State", except as used in the last sentence of section 372 (a) of this title, means any State 

or Territory of the United States, the District of Columbia, and the Commonwealth of Puerto Rico. 

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

(b) The term "interstate commerce" means 

(1) commerce between any State or Territory and any place outside thereof, and 

(2) commerce within the District of Columbia or within any other Territory not organized with a legislative 
body. 

(c) The term "Department" means Department of Health and Human Services. 

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

(e) The term "person" includes individual, partnership, corporation, and association. 

(f) The term "food" means 

(1) articles used for food or drink for man or other animals, 

(2) chewing gum, and 
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(g) 

(3) articles used for components of any such article. 

(1) The term "drug" means 

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

(6) 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 or any function of the body of man or 
other animals; and 

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

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

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

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

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

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

which does not achieve its primary intended purposes through chemical action within or on the body of man 
or other animals and which is not dependent upon being metabolized for the achievement of its primary intended 

If~/ 
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(dd) For purposes of sections 335a and 335b of this title, the term "drug product" mean.s a drug subject 
to regulation under section 355, 360b, or 382 of this title or under section 262 of title 42. 

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

(ff) The term "dietary supplement"-

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

(A) a vitamin; 

(8) a mineral; 

(C) an herb or other botanical; 

(D) an amino acid; 

(E) a dietary substance for use by man to supplement the diet by increasing the total 
dietary intake; or 

(F) a concentrate, metabolite, constituent, extract, or combination of any ingredient 
described in clause (A), (8), (C), (D), or (E); 

(2) means a product that-

(A) (i) is intended for ingestion in a form described in section 350 (c)(l)(B)(i) of 
this title; or 

(ii) complies with section 350 (c)(l)(B)(ii) of this title; 

(8) is not represented for use as a conventional food or as a sole item of a meal or the 
diet; and 

(C) is labeled as a dietary supplement; and 

(3) does-

(A) include an article that is approved as a new drug under section 355 of this title or 
licensed as a biologic under section 262 of title 42 and was, prior to such approval, 
certification, or license, marketed as a dietary supplement or as a food unless the 
Secretary has issued a regulation, after notice and comment, finding that the article, 
when used as or in a dietary supplement under the conditions of use and dosages set 
forth in the labeling for such dietary supplement, is unlawful under section 342 (f) of 
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this title; and 

(B) not include-

(i) an article that is approved as a new drug under section 355 of this title, 
certified as an antibiotic under section 357 of this title, or licensed as a biologic 
under section 262 of title 42, or 

(ii) an article authorized for investigation as a new drug, antibiotic, or biological for 
which substantial clinical investigations have been instituted and for which the 
existence of such investigations has been made public, 

which was not before such approval, certification, licensing, or 
authorization marketed as a dietary supplement or as a food unless the 
Secretary, in the Secretary's discretion, has issued a regulation, after notice and 
comment, finding that the article would be lawful under this chapter. 

Except for purposes of paragraph (g) and section 350f of this title, a dietary supplement 
shall be deemed to be a food within the meaning of this chapter. 

(gg) The term "processed food" means any food other than a raw agricultural commodity and includes any 
raw agricultural commodity that has been subject to proceSSing, such as canning, cooking, freezing, 
dehydration, or milling. 

(hh) The term "Administrator" means the Administrator of the United States Environmental Protection 
Agency. 

(ij) The term "compounded pOSitron emiSSion tomography drug"­

(1) means a drug that-

(A) exhibits spontaneous diSintegration of unstable nuclei by the emission of 
pOSitrons and is used for the purpose of providing dual photon positron 
emission tomographic diagnostic images; and 

(B) has been compounded by or on the order of a practitioner who is licensed by 
a State to compound or order compounding for a drug described in 
subparagraph (A), and is compounded in accordance with that State's law, for 
a patient or for research, teaching, or quality control; and 

(2) includes any nonradioactive reagent, reagent kit, ingredient, nuclide generator, 
accelerator, target material, electronic synthesizer, or other apparatus or computer 
program to be used in the preparation of such a drug. 

http://www.ao1.1awriter.net/CaseView.aspx?scd=FED&DocId=24250&Index=%5c%5c19... 6112/2011 



6088 Federal Register I Vol. 59,' No. 21 I Wednesday, February 9;.1994 I'Proposed Rules 

drug products rulemakmg and the OTC 
topical antim~ial drugl?nx\ucts 
rulemaking. the FDA agreed that a 
product that con~ antimicrobial 
ingredients to reduce microbial Dora 
solely for the purpose of cleansing or 
reducing odor is a cosmetic and not a 
drug and that such cosmetic uses are 

, outside the scope of OTC drug 
monographs. Concluding that the Oral 
Cavity Panel's 1'8COJDIDeDdations are ' 
'without legal foundation and are 
contrary to the provisions of the act and 
the 1:\~:recedeDts established for 
more 40 years, the commentS 
requested that FDA-reject the Panel's 
recommendations and adhere to the 
traditional druglcosmetic distilictions. 

One comment stated that the Oral 
Cavity Panel appeared to base its ' 
proposal to delete all cC?SDletic 
indications for antimicrobial 
mouthwash products on the finding that 
topical antimicrobials as a class are 
unsafe and ineffective. .Assert1Dg that 
action to be contrary to the substantial 
scientific evidence presented to that 
Panel and to the Advisory Review 
Panels on OTC Topical Antimicrobial 
Drug Products (the Antimicrobial) and 
n Panels), the comment stated that 
antimicrobial ingredients, used 
appropriately, are no less safe than other 
ingredients commonly used as 
cosmetics. A reply comment added that 
there are extensive scientific data 
demonstrating the effectiveness of an 
antimicrobial mouthwash in ' 
suppressing mouth odor. ' 

Another reply comment agreed with 
the Panel that cosmetic cliIim. are DOt 
acceptable as "indications" for the OTC 
oral health care drug products 
rulemaking insofar as cosmetic claims 
are not drug indications. However, the 
reply comment stated that this should 
not preclude truthful and 
nonmisleading information about the 
cosmetic usefulness in the product's 
labeling and mentioned antidandruff 
shampoos and anticaries toothpastes as 
two examples of OTC products with 
both drug and cosmetic claims. The 
reply comment argued that dual cl8ims 
should be permitted for an OTC oral 
health care drug product, e.g., that it 
rehshes or deodorizes the mouth (a 
cosmetic claim) and aids in the 
temporary relief of discomfort due to 
occasional sore throat or sore mouth (a 
drug claim), just as such dual claims are 
permitted for antidandruff shampoos. 
which are represented to clean bail' (. 
cosmetic claim) and to prevent dandruff 
(8 drug claim),. and for anticaries 
toothpastes, which are represented to 
clean teeth and to prevent tooth decay. 

The comments requested that the 
agency recognize the following phrases 

as cosmetic claims for OTC oral health In determining whether a product is 
care products and, therefore, coDstder a drug or a cosmetic. the intended use 
them as.outside the scope of the OTC may be established from the type end 
drug review: "Kills germs that cause bad amount of ingredient(s) present. as well 
breath," "mouth refreshment," "clean as the product's labeling. For example. 
feeling," :'control of mouth odor," . in some instances, the mere presence of 
"control ofbad breath." "an aid to the. certain therapeutically active 
daily care of the mouth," and "causing ~en~ could make a product a drug 
the mouth to feel clean." Two even in the absence of drug claims. In' 
comments argued that terms such as these cases, the intended use would be 
"antimicrobial;" "antiseptic," "kills implied because of the known or 
germs," "kills germs by millions on recognized drug effects of the ingredient 
contact:' "antibacterial." and other . (e.g., Duoride in a dentifrice). However. 
synonymous phrases caD be properly . in other instances, the presence of an 
used to describe cosmetic functions, i.e., 'ingredient (e.g •• an antimicrobial), in 
cleansing or refreshing and deodorizing. and of itself, does not m8ke a product 
without creating drug connotations. The 8 ckug when no drug claim is made. 
comments stated that when used in The agency does not agree with the . 
connection With orel hygiene and Panel.that claim8 for the suppression of 
deodorizing representations, such mouth odor in the labellDg of an oral 
claims are cosmetic claims because the product containing an antiseptic 
context in which they appear connotes ingredient necessarily makes that 
cosmetic purposes only. These product a drug. Oral products that 
comments concluded that contain antiseptic ingredients are 
mouthwashes. rinses. and gargles considered "cosmetics," and DOt 
labeled solely with traditional Cosmetic "drugs," if only deodorant (or other 
claims for cleansing. refreshing, or cosmetic) claims are made for the 
deodorizing the mouth or breath are . productS. The agenCy stated in the 
subject to regulation only as cosmetics tentative final mon~h for arc first 
and not as drugs. aid antiseptic drug uets (56 FR 

The Oral Cavity Panel stated that 33644 at 33648) that the mere presence 
claims for the suppression of mouth of an antimicrobial inp,edient in a . 
odor in the labeling of arc antiseptic product labeled for deodoraiIt use, with 
health care produt:ts are drug claims the ingredient identified only in the 
b8C{luse they are linked to a drug action, ingredient list and no ~ference to its 
i.e., antimicrobial activity (47 FR 22760 antimicrobial properties stated 
at 22844). Concluding that such claims elsewhere in the IabeliDg, would not 
". • • indicate that a product is used cause the product to be considered a. 
for cosmetic purposes but imply that the drug. Claims sUch as "mouth 
product exerts a therapeuticeHect" (47 refreshment," "clean feeling," ':control 
FR 22857), the Panel classified claims of mouth odor." "control of bed breath. .. 
for the suppression of mouth odor as and "for causiD8 the mouth to feel 

. well as claims for the cwmsing or clean" are considered cosmetic claims 
freshening of the. mouth in Category n. in accordance with section 201(1) of the 

, The ,act provides the statutory act and are not Included In this tentative 
definitions that differentiate a drug from final monogra~ 
a cosmetic. A "drug" is defined as an However, any broader claims that . 
article "Intended for use in the MpteseDt or suggest a therapeutic use 
diagnosis, cure. mitigation, treatment, or for the product would subject it to 
prevention of disease" or, "intended to regulation as a drug. For example, the 
affect the structure or any function of agency considers the phrase "an aid to 
the body • • • ," (21 U.S.C. 321(g)(1)(B) daily care of the mouth" to be a drug 
and 321(g)(1)(C)). A "cosmetic," on the c:~ beCause it implies that the 
other hand, is defined as an article product exertS a ~erapeutic benefiL The 
intended to be ... • • applied to the agency also considers \erma such as 
human body or any part thereof for "antibacterial." "antimic:iobial," 
cleanSing, beautifying, promoting "antiseptic." or "kills germs" in the 
attractiveness, or altering the , labeling of oral products to imply that 
appearance • • ." (21 U.S.C. 321(i)(1)). the product will have a therapeutic 
The. agency agrees with the comments effect. The agency concludes that such 
that the intended use of a product is the statements would constitute a drug 
primary det!!rmiDing factor as to claim for.the product because 
~hether it is a drug •• cosmetic, or both. ·consumers would ~ve the intended 
This intended use may be inferred from effect to be achieved by a drug action. 
the product's labeling, promotional Likewise, any of the cosmetic 
material, advertising, and any other statfpnents mentioned above could 
relevant factor. {See, e.g., National become part of a drug claim if 
Nutritional Foods Ass'n v. Mathews, 557 additional statements are included. For 
F.2d 325, 334 (2d Cir. 1977).) example, cosmeti«; claims such as 
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Significant Amendments to the FD&C Act: 
Since 1980, listed chronologically; date shown is when the Public Law was approved. "Summary" indicates link 
to a summary of the law; other links are to full text. Provisions of these Public Laws are incorporated into the 
FD&C Act. 

• Infant Formula Act of 1980 (summary) 1 
Public Law (PL) 96-359 (Oct. 26, 1980) 

• Orphan Drug Act 2 
PL 97-414 (Jan. 4, 1983) 

• Drug Price Competition and Patent Term Restoration Act of 1984 (summary) 3 
PL 98-417 (Sept. 24, 1984) 

• Prescription Drug Marketing Act of 1987 4 

PL 100-293 (Apr. 22, 1988) 

• Generic Animal Drug and Patent Term Restoration Act of 1988 (summary) 5 
PL 100-670 (Nov. 16, 1988) 

• Nutrition Labeling and Education Act of 1990 (summary) 6 
PL 101-535 (Nov. 8, 1990) 

• Safe Medical Devices Act of 1990 (summary) 7 
PL 101-629 (Nov. 28, 1990) 

• Medical Device Amendments of 1992 (summary) 8 
PL 102-300 (June 16, 1992) 

• Prescription Drug Amendments of 1992; Prescription Dru9 User Fee Act of 1992 9 

PL 102-571 (Oct. 29, 1992) 

• Animal Medicinal Drug Use Clarification Act (AMDUCA) of 1994 10 

PL 103-396 (Oct. 22, 1994) 

• Dietary Supplement Health and Education Act of 1994 11 

PL 103-417 (Oct. 25, 1994) 

• FDA Export Reform and Enhancement Act of 1996 12 

PI. 104-134 (April 26, 1996) 

• Food Quality Protection Act of 1996 13 
PL 104-170 (Aug. 3, 1996) 

• Animal Drug Availability Act of 1996 14 

PL 104-250 (Oct. g, 1996) 

• Food and Drug Administration Modernization Act (FDAMA) of 1997 15 

PL 105-115 (Nov. 21, 1997) 

• Best Pharmaceuticals for Children Act 16 
PL 107-109 (Jan. 4, 2002) 

• Medical Device User Fee and Modernization Act (MDUFMA) of 2002 17 
PL 107-250 (Oct. 26, 2002) 

• Animal Drug User Fee Act of 2003 18 
PL 108-130 (Nov. 18, 2003) 

• PediatriC Research Equity Act of 2003 19 
PL 108-155 (Dec. 3, 2003) 

• Minor Use and Minor Species Animal Health Act of 2004 20 

PL 108-282 (Aug. 2, 2004) 

• Dietary Supplement and Nonprescription Drug Consumer Protection Act 21 
PL 109-462 (Dec. 22, 2006) 

• Food and Drug Administration Amendments Act (FDAM) of 2007 22 

PL 110-85 (Sept. 27, 2007) 

• Family Smoking Prevention and Tobacco Control Act (Public Law 111-31) 23 
PL 111·-31 (June 22, 2009) 

• FDA Food Safety Modernization Act 24 
PL 111-353 (Jan. 4, 2011) 

Links on this page: 

1. http://thomas.loc.gov/cgi-bin/bdquery/z?d096:HR06940:@@@LITOM:/bss/d096query.htmll #summary 

Page 1 of2 

2. ;::-egulat.Orylnformation/LegiSlation/FederaIFOOdDrugandCOSmeticActFDCAct/SignificantAmendmentstotheFDCAct!OrphanDrugAct/dfitJ..f 
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3. http://thomas.loc.gov/cgi-bin/bdquery/z?d098:SN01S38;@@@D&Summ2=m&ITOM :/bss/ d098query . htmll 

4. /Regulatorylnformation/Legislation/FederaIFoodDrugandCosmeticActFDCAct/SignificantAmendmentstotheFDCAct/PrescriptionDrugMarketing 
Actof1987/defauILhtm 

5. /Regulatorylnformation/Legislation/FederaIFoodDrugandCosmeticActFDCAct/SignificantAmendmentstotheFDCAct/ucm14713S.htm 

6. http://thomas.loc.gov/cgi-bin/bdquery/z?d101: HR03562:@@@D&summ2=3&ITOM:/bss/d101query.l1tmll 

7. I1ttp://thomas.loc.gov/cgi-bin/bdquery/z?d101: HR0309S:@@@D&summ2=1&ITOM:/bss/d101query.htmll 

8. http://thomas.loc.gov/cgi-bin/bdquery/z?d102:SN02783:@@@D&summ2=m&ITOM:/bss/d102query.htmll 

9. /Regulatorylnformation/Legislation/FederaIFoodDrugandCosmeticActFDCAct/SignificantAmendmentstotheFDCAct/PrescriptionDrugAmendme 
ntsof1992PrescriptionDrugUserFeeActof1992/default.htm 

10. /Regulatorylnformation/Legislation/FederaIFoodDrugandCosmeticActFDCAct/SignificantAmendmentstotheFDCAct/AnimaIMedicinalDrugUseCI 
arificationActAMDUCAof1994/default.htm 

11. /Regulatory Information/Legislation/FederaIFoodDrugandCosmeticActFDCAct/SignificantAmendmentstotheFDCAct/ucm 148003. htm 

12. /Reglilatorylnformation/Legislation/FederaIFoodDrllgandCosmeticActFDCAct/SignificantAmendmentstotheFDCAct/ucm148OOS.l1tm 

13. /Regulatorylnformation/Legislation/FederaIFoodDrugandCosmeticActFDCAct/SignificantAmendmentstotheFDCAct/ucm148008.htm 

14. http;//frwebgate.access.gpo.gov/ cgi-bin/ getdoc.cgi?dbname= 104_ cong .. _public .. ...Iaws&docid =f; pub12S0.1 04 

15. /Regulatorylnformation/Legislation/FederaIFoodDrugandCosmeticActFDCAct/SignificantAmendmentstotheFDCAct/FDAMA/default.htm 

16. /Regulatorylnformation/Legislation/FederaIFoodDrugandCosmeticActFDCAct/SignificantAmendmentstotheFDCAct/ucm 1480 11. htm 

17. /Regulatorylnformation/Legislation/FederaIFoodDrugandCosmeticActFDCAct/SignificantAmendmentstotheFDCAct/MedicaIDeviceUserFeeand 
ModernizationActMDUFMAof2002/default.htm -

18. /Regulatorylnformation/Legislation/FederaIFoodDrugandCosmeticActFDCAct/SignificantAmendmentstotheFDCAct/AnimaIDrugUserFeeActof2 
003/default.htm 

1. 9. http://frwebgate.access.gpo .gov / cgi -bin/ getdoc.cgi?dbname= 1 08 __ .. cong_public_Jaws&docid = f: publ1 55 .108 

20. /RegulatoryInformation/Legislation/FederaIFoodDrugandCosmeticActFDCAct/SignificantAmendmentstotheFDCAct/MinorUseandMinorSpecies 
AnirnaIHealthActof2004/default.htrn 

21.. /Regulatorylnformation/Legislation/FederaIFoodDrugandCosmeticActFDCAct/SignificantAmendmentstotheFDCAct/ucm148035.htm 

22. /Regulatorylnforrnation/Legislation/FederaIFoodDrugandCosrneticActFDCAct/SignificantAmendrnentstotheFDCAct/FoodandDrugAdministratio 
nAmendrnentsActof2007/ default.htm 

23. http://www.gpo.gov/fdsys/pkg/PlAW-l11pubI31/pdf/PLAW-l11 publ31.pdf 

24. / Reg u latory Inforrnation/Leg islation/ Federa I Food Dru ga ndCosmeticActFDCAct/ 5 i gn itlcantAmen d mentstotheFDCAct/ ucrn 2 44 718. h trn 
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RCW 43.20.050 
Powers and duties of state board of health - Rule making - Delegation of authority - Enforcement of rules. 

(1) The state board of health shall provide a forum for the development of public health policy in Washington state. It is 
authorized to recommend to the secretary means for obtaining appropriate citizen and professional involvement in all public 
health policy formulation and other matters related to the powers and duties of the department. It is further empowered to hold 
hearings and explore ways to improve the health status of the citizenry. 

In fulfilling its responsibilities under this subsection, the state board may create ad hoc committees or other such 
committees of limited duration as necessary. 

(2) In order to protect public health, the state board of health shall: 

(a) Adopt rules for group A public water systems, as defined in RCW 70.119A.020, necessary to assure safe and reliable 
public drinking water and to protect the public health. Such rules shall establish requirements regarding: 

(i) The design and construction of public water system facilities, including proper sizing of pipes and storage for the number 
and type of customers; 

(ii) Drinking water quality standards, monitoring requirements, and laboratory certification requirements; 

(iii) Public water system management and reporting reqUirements; 

(iv) Public water system planning and emergency response requirements; 

(v) Public water system operation and maintenance requirements; 

(vi) Water quality, reliability, and management of existing but inadequate public water systems; and 

(vii) Quality standards for the source or supply, or both source and supply, of water for bottled water plants; 

(b) Adopt rules as necessary for group B public water systems, as defined in RCW 70.119A.020.The rules shall, at a 
minimum, establish requirements regarding the initial design and construction of a public water system. The state board of 
health rules may waive some or all requirements for group B public water systems with fewer than five connections; 

(c) Adopt rules and standards for prevention, control, and abatement of health hazards and nuisances related to the 
disposal of human and animal excreta and animal remains; 

(d) Adopt rules controlling public health related to environmental conditions including but not limited to heating, lighting, 
ventilation, sanitary facilities, and cleanliness in public facilities including but not limited to food service establishments, 
schools, recreational facilities, and transient accommodations; 

(e) Adopt rules for the imposition and use of isolation and quarantine; 

(f) Adopt rules for the prevention and control of infectious and noninfectious diseases, including food and vector borne 
illness, and rules governing the receipt and conveyance of remains of deceased persons, and such other sanitary matters as 
may best be controlled by universal rule; and 

(g) Adopt rules for acceSSing existing databases for the purposes of performing health related research. 

(3) The state board shall adopt rules for the design, construction, installation, operation, and maintenance of those on-site 
sewage systems with design flows of less than three thousand five hundred gallons per day. 

(4) The state board may delegate any of its rule-adopting authority to the secretary and rescind such delegated authority. 

(5) All local boards of health, health authorities and officials, officers of state institutions, police officers, sheriffs, constables, 
and all other officers and employees of the state, or any county, city, or township thereof, shall enforce all rules adopted by the 
state board of health. In the event of failure or refusal on the part of any member of such boards or any other official or person 
mentioned in this section to so act, he or she shall be subject to a fine of not less than fifty dollars, upon first conviction, and 
not less than one hundred dollars upon second conviction. 

(6) The state board may advise the secretary on health policy issues pertaining to the department of health and the state. 

[2011 c 27 § 1; 2009 c 495 § 1; 2007 c 343 § 11; 1993 c 492 § 489; 1992 c 34 § 4. Prior: 1989 1st ex.s. c 9 § 210; 1989 c 207 § 1; 1985 c 213 § 1; 
1979 c 141 § 49; 1967 ex.s. c 102 § 9; 1965 c 8 § 43.20.050; prior: (i) 1901 c 116 § 1; 1891 c 98 § 2; RRS § 6001. (ii) 1921 c 7 § 58; RRS § 10816.) 

If ~7 
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RCW 43.20.050: Powers and duties of state board of health - Rule making - Delegatio... Page 2 of 3 

Notes: 
Effective date - 2009 c 495: "Except for section 9 of this act, this act is necessary for the immediate 

preservation of the public peace, health, or safety, or support of the state government and its existing public 
institutions, and takes effect immediately [May 14, 2009]." [2009 c 495 § 17.] 

Captions and part headings not law -- 2007 c 343: See RCW 70.1188.900. 

Findings -1993 c 492: "The legislature finds that our health and financial security are jeopardized by our 
ever increasing demand for health care and by current health insurance and health system practices. Current 
health system practices encourage public demand for unneeded, ineffective, and sometimes dangerous health 
treatments. These practices often result in unaffordable cost increases that far exceed ordinary inflation for 
essential care. Current total health care expenditure rates should be sufficient to provide access to essential 
health care interventions to all within a reformed, efficient system. 

The legislature finds that too many of our state's residents are without health insurance, that each year 
many individuals and families are forced into poverty because of serious illness, and that many must leave 
gainful employment to be eligible for publicly funded medical services. Additionally, thousands of citizens are at 
risk of losing adequate health insurance, have had insurance canceled recently, or cannot afford to renew 
existing coverage. . 

The legislature finds that businesses find it difficult to pay for health insurance and remain competitive in a 
global economy, and that individuals, the poor, and small businesses bear an inequitable health insurance 
burden. 

The legislature finds that persons of color have significantly higher rates of mortality and poor health 
outcomes, and substantially lower numbers and percentages of persons covered by health insurance than the 
general population. It is intended that chapter 492, Laws of 1993 make provisions to address the special health 
care needs of these racial and ethnic populations in order to improve their health status. 

The legislature finds that uncontrolled demand and expenditures for health care are eroding the ability of 
families, businesses, communities, and governments to invest in other enterprises that promote health, 
maintain independence, and ensure continued economic welfare. Housing, nutrition, education, and the 
environment are all diminished as we invest ever increasing shares of wealth in health care treatments. 

The legislature finds that while immediate steps must be taken, a long-term plan of reform is also 
needed." [1993 c 492 § 101.] 

Intent -1993 c 492: "(1) The legislature intends that state government policy stabilize health services 
costs, assure a~eSS~1oessentiat services for all reSidents, actively address the health care· needs of persons 
of color, improve the public's health, and reduce unwarranted health services costs to preserve the viability of 
non health care businesses. 

(2) The legislature intends that: 

(a) Total health services costs be stabilized and kept within rates of increase similar to the rates of personal 
income growth within a publicly regulated, private marketplace that preserves personal choice; 

(b) State residents be enrolled in the certified health plan of their choice that meets state standards 
regarding affordability, accessibility, cost-effectiveness, and clinical efficaciousness; 

(c) State residents be able to choose health services from the full range of health care providers, as defined 
in RCW 43.72.01 O( 12), in a manner consistent with good health services management, quality assurance, and 
cost effectiveness; 

(d) Individuals and businesses have the option to purchase any health services they may choose in addition 
to those included in the uniform benefits package or supplemental benefits; 

(e) All state residents, businesses, employees, and government participate in payment for health services, 
with total costs to individuals on a sliding scale based on income to encourage efficient and appropriate 
utilization of services; 

http:// apps.leg. wa.gov Irewl default.aspx?eite=43 .20.050 11/15/2011 



RCW 43.20.050: Powers and duties of state board of health - Rule making - Delegatio... Page 3 of 3 

(f) These goals be accomplished within a reformed system using private service providers and facilities in a 
way that allows consumers to choose among competing plans operating within budget limits and other 
regulations that promote the public good; and 

(g) A policy of coordinating the delivery, purchase, and provision of health services among the federal, state, 
local, and tribal governments be encouraged and accomplished by chapter 492, Laws of 1993. 

(3) Accordingly, the legislature intends that chapter 492, Laws of 1993 provide both early implementation 
measures and a process for overall reform of the health services system." [1993 c 492 § 102.] 

Short title - Severability -- Savings -- Captions not law -- Reservation of legislative power -- Effective 
dates --1993 c 492: See RCW 43.72.910 through 43.72.915. 

Severability - 1992 c 34: See note following RCW 69.07.170. 

Effective date - Severability --19891st ex.s. c 9: See RCW 43.70.910 and 43.70.920. 

Savings --1985 c 213: "This act shall not be construed as affecting any existing right acquired or liability or 
obligation incurred under the sections amended or repealed in this act or under any rule, regulation, or order 
adopted under those sections, nor as affecting any proceeding instituted under those sections." [1985 c 213 § 
31.] 

Effective date -1985 c 213: "This act is necessary for the immediate preservation of the public peace, 
health, and safety, the support of the state government and its existing public institutions, and shall take effect 
June 30, 1985." [1985 c 213 § 33.] 

Severability - 1967 ex.s. c 102: See note following RCW 43.70.130. 

Rules and regulations -- Visual and auditory screening of pupils: RCW 28A.21 0.020. 

httn://anns.lel!.wa.l!ov/rcw/default.asox?cite=43.20.050 1111512011 
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RCW 18.64.005 
State board of pharmacy - Powers and duties. 

The board shall: 

(1) Regulate the practice of pharmacy and enforce all laws placed under its jurisdiction; 

(2) Prepare or determine the nature of, and supervise the grading of, examinations for applicants for pharmacists' licenses; 

(3) Establish the qualifications for licensure of pharmacists or pharmacy interns; 

(4) Conduct hearings for the revocation or suspension of licenses, permits, registrations, certificates, or any other authority 
to practice granted by the board, which hearings may also be conducted by an administrative law judge appointed under 
chapter 34.12 RCW; 

(5) Issue subpoenas and administer oaths in connection with any hearing, or disciplinary proceeding held under this 
chapter or any other chapter assigned to the board; 

(6) Assist the regularly constituted enforcement agencies of this state in enforcing all laws pertaining to drugs, controlled 
substances, and the practice of pharmacy, or any other laws or rules under its jurisdiction; 

U (7) Promulgate rules for the dispensing, distribution, wholesaling, and manufacturing of drugs and devices and the practice 
of pharmacy for the protection and promotion of the public health, safety, and welfare. Violation of any such rules shall 
constitute grounds for refusal, suspension, or revocation of licenses or any other authority to practice issued by the board; 

(8) Adopt rules establishing and governing continuing education requirements for pharmacists and other licensees applying 
for renewal of licenses under this chapter; 

(9) Be immune, collectively and individually, from suit in any action, civil or criminal, based upon any disciplinary 
proceedings or other official acts performed as members of such board. Such immunity shall apply to employees of the 
department when acting in the course of disciplinary proceedings; 

(10) Suggest strategies for preventing, reducing, and eliminating drug misuse, diversion, and abuse, including professional 
and public education, and treatment of persons misusing and abusing drugs; 

(11) Conduct or encourage educational programs to be conducted to prevent the misuse, diversion, and abuse of drugs for 
health care practitioners and licensed or certified health care facilities; 

(12) Monitor trends of drug misuse, diversion, and abuse and make periodiC reports to disciplinary boards of licensed 
health care practitioners and education, treatment, and appropriate law enforcement agencies regarding these trends; 

(13) Enter into written agreements with all other state and federal agencies with any responsibility for controlling drug 
misuse, diversion, or abuse and with health maintenance organizations, health care service contractors, and health care 
providers to assist and promote coordination of agencies responsible for ensuring compliance with controlled substances laws 
and to monitor observance of these laws and cooperation between these agencies. The department of social and health 
services, the department of labor and industries, and any other state agency including licensure diSCiplinary boards, shall refer 
all apparent instances of over-prescribing by practitioners and all apparent instances of legend drug overuse to the 
department. The department shall also encourage such referral by health maintenance organizations, health service 
contractors, and health care providers. 

[1990 c83 § 1; 19891stex.s. c9§409; 1984c153 §2; 1981 c67§21; 1979c90§2; 19731stex.s. c 18 §2; 1963c38 § 18; 1935c98 §3; RRS § 
10132-2. Formerly RCW43.69.030.) 

Notes: 
Section captions not law - 1990 c 83: "Section captions as used in this act do not constitute any part of 

the law." [1990 c 83 § 3.] 

Effective date -- Severability --19891st ex.s. c 9: See RCW 43.70.910 and 43.70.920. 

Effective dates -- Severability --1981 c 67: See notes following RCW 34.12.010. 

http://apps.leg.wa.gov/rcw/default.aspx?cite=18.64.005 
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§ 246-879-010. Definitions. 

Washington Administrative Code 

Title 246. Health, Department of 

PROFESSIONAL STANDARDS AND LICENSING 

Chapter 246-879. Pharmaceutical wholesalers 

All regulations passed and filed through February 17, 2010 

§ 246-879-010. Definitions 

(1) "Full line wholesaler" means any wholesaler authorized by the board to possess and sell legend drugs, 
controlled substances (additional registration required see WAC 246-879-080 ) and nonprescription drugs (over-the­
counter - OTC see WAC 246-879-070 ) to a licensed pharmacy or other legally licensed or authorized person. 

(2) "Over-the-counter only wholesaler" means any wholesaler authorized by the board to possess and sell 
nonprescription (OTC) drugs to any outlets licensed for resale. 

(3) "Controlled substances wholesaler" means a licensed wholesaler authorized by the board to possess and sell 
controlled substances to a licensed pharmacy or other legally licensed or authorized person. 

(4) "Export wholesaler" means any wholesaler authorized by the board to export legend drugs and nonprescription 
(OTC) drugs to foreign countries. 

(5) "Blood" means whole blood collected from a single donor and processed either for transfusion or further 
manufacturing. 

(6) "Blood component" means that part of the blood separated by physical or mechanical means. 

(7) "Drug sample" means a unit of prescription drug that is not intended to be sold and is intended to promote the 
sale of the drug. 

(8) "Manufacturer" means anyone who is engaged in manufacturing, preparing, propagating, compounding, 
processing, packaging, repackaging, or labeling of a drug, provided that a pharmacist compounding drugs to be 
dispensed from the pharmacy in which the drugs are compounded pursuant to prescriptions for individual patients shall 
not be considered a manufacturer. 

(9) "Prescription drug" means any drug required by state or federal law or regulation to be dispensed only by a 
prescription, including finished dosage forms and active ingredients subject to section 503(b) of the Federal Food, Drug, 
and Cosmetic Act. If 3;{ 

http://www.aol.lawriter.netiCaseView.aspx?scd=WA&DocId=19041&Index=%5c%5cI9...11/16/20 11 



Casemaker - W A - Administrative Code - Search - Result Page 2 of3 

(10) "Wholesale distribution" means distribution of prescription drugs to persons other than a consumer or patient, 
but does not include: 

(a) The sale, purchase, or trade of a drug, an offer to sell, purchase or trade a drug, or the dispensing of a drug 
pursuant to a prescription: 

(b) The lawful distribution of drug samples by manufacturers' representatives or distributors' representatives; or 

(c) The sale, purchase, or trade of blood and blood components intended for transfusion. 

(d) Intracompany sales, being defined as any transaction or transfer between any division, subsidiary, parent and/or 
affiliated or related company under the common ownership and control of a corporate entity, unless such transfer occurs 
between a wholesale distributor and a health care entity or practitioner. 

(e) The sale, purchase, or trade of a drug or an offer to sell, purchase, or trade a drug for emergency medical 
reasons; for purposes of this section, "emergency medical reasons" includes transfers of prescription drugs by retail 
pharmacy to another retail pharmacy or practitioner to alleviate a temporary shortage, except that the gross dollar value 
of such transfers shall not exceed five percent of the total prescription drug sale revenue of either the transferor or 
transferee pharmacy during any twelve consecutive month period. 

(11) 'Wholesale distributor" means anyone engaged in wholesale distribution of drugs, including but not limited to, 
manufacturers; repackers; own-label distributors; private-label distributors; jobbers; brokers; warehouses; including 
manufacturers' and distributors' warehouses, chain drug warehouses, and wholesale drug warehouses; independent 
wholesale drug traders; and retail pharmacies that conduct wholesale distributions. 

History. Statutory Authority: RCW 18.64.005. 92-15-069 (Order 2898), § 246-879-010, filed 7/14/92, 
effective 8/14/92. Statutory Authority: RCW 18.64.005 and chapter 18.64A RCW. 91-18-057 (Order 1918), 
recodified as § 246-879-010, filed 8/30/91, effective 9/30/91. Statutory Authority: RCW 18.64.005( 11) and 
69.41.075.82-06-042 (Order 165), § 360-21-010, filed 3/2/82. 

Ii J3 
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WAC 246-290-220 
Drinking water materials and additives. 

(1) All materials shall conform to the ANSI/NSF Standard 61 if in substantial contact with potable water supplies. For the 
purposes of this section, "substantial contact" means the elevated degree that a material in contact with water may release 
leachable contaminants into the water such that levels of these contaminants may be unacceptable with respect to either 
public health or aesthetic concems. It should take into consideration the total materiallwater interface area of exposure, 
volume of water exposed, length of time water is in contact with the material, and level of public health risk. Examples of water 
system components that would be considered to be in "substantial contact" with drinking water are filter media, storage tank 
interiors or liners, distribution piping, membranes, exchange or adsorption media, or other similar components that would have 
high potential for contacting the water. Materials associated with components such as valves, pipe fittings, debris screens, 
gaskets, or similar appurtenances would not be considered to be in substantial contact. 

(2) Materials or additives in use prior to the effective date of these regulations that have not been listed under ANSI/NSF 
Standard 60 or 61 may be used for their current applications until the materials are scheduled for replacement, or that stocks 
of existing additives are depleted and scheduled for reorder. 

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

(4) Any products used to coat, line, seal, patch water contact surfaces or that have substantial water contact within the 
collection, treatment, or distribution systems must comply with the appropriate ANSI/NSF Standard 60 or 61. Application of 
these products must comply with recommendations contained in the product certification. 

(5) The department may accept continued use of, and proposals involving, certain non certified chemicals or materials on a 
case-by-case basis, if all of the following criteria are met: 

(a) The chemical or material has an acknowledged and demonstrable history of use in the state for drinking water 
applications; 

(b) There exists no substantial evidence that the use of the chemical or material has caused consumers to register 
complaints about aesthetic issues, or health related concerns, that could be associated with leachable residues from the 
material; and 

(c) The chemical or material has undergone testing through a protocol acceptable to the department and has been found to 
not contribute leachable compounds into drinking water at levels that would be of public health concern. 

(6) Any pipe, pipe fittings, fittings, fixtures, solder, or flux used in the installation or repair of a public water system shall be 
lead-free: 

(a) This prohibition shall not apply to leaded joints necessary for the repair of cast iron pipes; and 

(b) Within the context of this section, lead-free shall mean: 

(i) No more than eight percent lead in pipes and pipe fittings; 

(ii) No more than two-tenths of one percent lead in solder and flux; and 

(iii) Fittings and fixtures that are in compliance with standards established in accordance with 42 USC 300g-6(e). 

[Statutory Authority: RCW 43.20.050 (2) and (3) and70.119A080 . 03-08-037, § 246-290-220, filed 3/27/03, effective 4/27/03. Statutory Authority: 
RCW 43.02.050 [43.20.050).99-07-021, § 246-290-220, filed 3/9/99, effective 4/9/99. Statutory Authority: RCW 43.20.050.91-02-051 (Order 1248), 
recodified as § 246-290-220, filed 12/27/90, effective 1131191. Statutory AuthOrity: RCW 34.04.045. 88-05-057 (Order 307), § 248-54-131, filed 
2/17/88.) 
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§ 246-290-460. Fluoridation of drinking water. 

Washington Administrative Code 

Title 246. Health, Deparbnent of 

WATER SYSTEMS 

Chapter 246-290. Group A public water supplies 

Part 5. WATER SYSTEM OPERATIONS 

All regulations passed and filed through February 17, 2010 

§ 246-290-460. Fluoridation of drinking water 

(1) Purveyors shall obtain written department approval of fluoridation treatment facilities before placing them in 
service. 

(2) Where fluoridation is practiced, purveyors shall maintain fluoride concentrations in the range 0.8 through 1.3 
mg/L throughout the distribution system. 

(3) Where fluoridation is practiced, purveyors shall take the following actions to ensure that concentrations remain 
at optimal levels and that fluoridation facilities and monitoring equipment are operating properly: 

(a) Daily monitoring. 

(i) Take daily monitoring samples for each point of fluoride addition and analyze the fluoride concentration. Samples 
must be taken downstream from each fluoride injection point at the first sample tap where adequate mixing has occurred. 

(ii) Record the results of daily analyses in a monthly report format acceptable to the department. A report must be 
made for each point of fluoride addition. 

(iii) Submit monthly monitoring reports to the department within the first ten days of the month following the month in 
which the samples were collected. 

(b) Monthly split sampling. 

(i) Take a monthly split sample at the same location where routine daily monitoring samples are taken. A monthly 
split sample must be taken for each point of fluoride addition. 

(ii) Analyze a portion of the sample and record the results on the lab sample submittal form and on the monthly 

report form. IJ J j 
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(iii) Forward the remainder of the sample, along with the completed sample form to the state public health 
laboratory, or other state-certified laboratory, for fluoride analysis. 

(iv) If a split sample is found by the certified lab to be: 

(A) Not within the range of 0.8 to 1.3 mgJl, the purveyor's fluoridation process shall be considered out of 
compliance. 

(8) Differing by more than 0.30 mg/l from the purveyor's analytical result, the purveyor's fluoride testing shall be 
considered out of control. 

(4) Purveyors shall conduct analyses prescribed in subsection (3) of this section in accordance with procedures 
listed in the most recent edition of Standard Methods for the Examination of Water and Wastewater. 

(5) The purveyor may be required by the department to increase the frequency, and/or change the location of 
sampling prescribed in subsection (3) of this section to ensure the adequacy and consistency of fluoridation. 

History. Statutory Authority: RCW 43.02.05043.20.050. 99-07-021, § 246-290-460, filed 3/9/99, effective 
4/9/99. Statutory Authority: RCW 43.20.050. 91-02-051 (Order 1248), recodified as § 246-290-460, filed 
12/27/90, effective 1131191. Statutory AuthOrity: RCW 34.04.045.88-05-057 (Order 307), § 248-54-235, filed 
2/17/88. Statutory Authority: RCW 43.20.050. 83-19-002 (Order 266), § 248-54-235, filed 9/8/83. 

II]?; 
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