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A. IDENTITY OF PETITIONER

The Petitioner is King County Citizens Against Fluoridation

("Citizens"), a nonprofit corporation.

B. CITATION TO COURT OF APPEALS DECISION

King County Citizens Against Fluoridation v. Washington State Pharmacy

Quality Assurance Commission, 50022-1-II. A copy of the March 27, 2018

unpublished Opinion of is provided in Appendix 1 hereto.

C. ISSUES PRESENTED FOR REVIEW

1) Should the denial of Citizens' Petition for rule-making by the

Washington State Pharmacy Quality Assurance Commission ("Commission")

be remanded to the Commission for further proceedings because the

Commission's decision is arbitrary and capricious?

2) Should this Court clarify that based on the administrative

record ("AR") and law, that the rejection in Kaul v. City of Chehalis

("Kaul"), 45 Wn.2d 616, 625,277 P.2d 352 (1954) of the Kaul assignment

of error regarding "sell drugs" did not reach the issue of whether the City of

Chehalis fluoridated water was a drug under the statutory definition of drugs

in former RCW 69.04.009?

3) Should this Court find that in reasonable consideration of the

facts and circumstances including the Brief of Appellant Arthur Kaul in the

administrative record ofthe Commission, that the only possible interpretation

of Kaul at 625 is that the Kaul Court did not consider or decide on the merits

whether public fluoridated waters and their fluoridating additives are drugs

when "intended solely for use in the prevention of tooth decay" disease?



4) Should this Court find that in reasonable consideration of the

administrative record, Kaul at 625, and Protect Peninsula's Future v. City of

Port Angeles (^Frotect Peninsula's Future"), 175 Wn.App. 201, 304 P.3d

914 (Div. 2 2013) that the Commission could not reasonably rely, as it did,

on the dicta in Protect Peninsula's Future at 216 that ""Kaul's decision [is]

that fluorides in drinking water are not drugs under Washington law"?

5) Should this Court find, based on the administrative record and

law, that the Commission made a "willful and unreasoning decision taken

without regard to the facts and/or circumstances" when it denied the rule-

making petition for bottled waters making claims they will prevent tooth

decay disease which are drug claims under RCW 69.04.009?

6) Should this Court find, based on the administrative record and

law, that the Commission made a "willful, and unreasoning decision taken

without regard to the facts and/or circumstances" when it denied the rule-

making petition for piped public fluoridated waters making claims they will

prevent tooth decay disease which are drug claims under RCW 69.04.009?



D. STATEMENT OF THE CASE

1. Statement of the Procedural History of the Case

Citizens did substantial research on the meaning of the cryptic

statement in Kaul at 625 regarding sale' of City of Chehalis public fluoridated

waters:

Appellant's remaining assignments of error . . . that the city is
not engaged in selling drugs ... as defined by statute [is] not
well taken.

{Kaul at 625.) The Kaul Opinion^ does not quote the relevant assignment of

error and does not identify the relevant statute. It was uncontested in Kaul

"[tjhat the addition of fluoride to the Chehalis water supply is intended solely

for use in prevention of tooth decay" {Kaul at 618; AR103) and that tooth

decay "is a common disease of mankind" {Kaul at 620; AR103).

Citizens also reviewed the statement in Protect Peninsula's Future^

that:

Kaul's decision [is] that fluorides in drinking water are not drugs
under Washington law.

{Protect Peninsula's Future at 216.) Citizens went to the Washington State

Law Library and got the Briefing Before the Kaul Court and researched the

relevant statutes in effect in 1954 when Kaul was decided. There was only

one possible interpretation of this cryptic statement in Kaul at 625. The Kaul

Court rejected Appellant Kaul's assignment of error but it did not consider

or decide whether selling public fluoridated waters is selling drugs when the

intent is to prevent tooth decay disease.

' "Sale" is a means of "distribution." (Trial Court Report of Proceedings ("RP2") at 34.)
^ AR102-06 not including West Headnotes.
AR92-100 not including West Headnotes.



Citizens then looked at the language quoted above from Protect

Peninsula's Future at 216 and concluded that this language was only dicta"*

and that no Washington appellate court had decided on the merits if selling

public fluoridated waters with the claim of prevention of tooth decay disease

was selling drugs. (Brief of Appellant at 45-46.)

Citizens assembled the facts and circumstances that prove beyond a

doubt that the question of whether fluoridated water is a drug when intended

to prevent tooth decay disease has not been decided by this state's appellate

courts. Citizens put these facts and circumstances into a October 2, 2015,

Petition for New State Administrative Rule (AR19-89) that it filed with the

Commission. In summary, the Petition asked the Commission to adopt a rule

to:

clarify that fluoridation chemical additives and fluoridated
drinking waters (bottled and/or [from] public water systems, that
are fluoridated with such additives) are drugs [under state
statutes] when the intended use is... prevention [of] tooth decay
[disease].

(ARl.)

The Department of Health prepared the Commission SEAR analysis

onNovember 16,2015. (ARl-7.) Citizens'responded. (AR15-18.) Citizens

was given twenty five (25) minutes to present its request at the December 11,

2015 Commission meeting. (CP92-93.) The Commission voted at that

meeting and issued its written decision on January 26, 2016 which states:

The quoted sentence is not necessary to Protect Peninsula's Future's decision in that
case. {Protect Peninsula's Future at 214-17.) The trial court did not abuse discretion
because, without Appellant Kaul's briefing in that record, Kaul at 625 could be interpreted
to hold that public fluoridated waters were not drugs. When the quoted sentence is removed
from the paragraph where it occurs in Protect Peninsula's Future at 216, the paragraph still
reaches the same conclusion. {See Protect Peninsula's Future at 215, Note 11.)



The Commission denies your petition for rulemaking beeause
fluoridating substances used in drinking water, including bottled
water, are not drugs. Protect the Peninsula's Future v. City of
Port Angeles, 175 Wn.App. 201, 304 P.3d 914 (2013), rev.
denied, 178 Wn.2d 1022,312 P.3d 651 (2013). See also, RCW
[former]18.64.011(12)^ 69.04.008, 69.04.009, and [former]
69.41.010(9)®.

(AR148.)

Citizens timely filed and served a petition for judicial review (CP4-

90)' under RCW 34.05.570(1) and (4). On February 10,2017, the trial court

entered a Final Order with Findings of Fact and Conclusions of Law that

affirmed the Commission's denial of- Citizens' rule-making Petition.

(CP172-75.) On February 24, 2017, Citizens filed and served its Notice of

Appeal to Court of Appeals, Division II. (CP 170-75.) The Brief of

Appellant included Appendix A which provided copies of relevant statutes.

A copy of that Appendix A is attached hereto.®

On March 27,2018, Court of Appeals, Div. 11 issued its impublished

Opinion without oral argument. A copy of that Opinion is provided in

Appendix 1 hereto. (Supra at 1.)

2. Statement of the Facts of the Case

As stated previously (supra at 3), the cryptic statement in Kaul at 625

is:

Appellant's remaining assignments of error . . . that the city is
not engaged in selling drugs ... as defined by statute [is] not
well taken

^ The same language is in current RCW 18.64.011 (14).
^ The same language is in current RCW 69.41.010(10).
7 "(3p" refers to Clerk's Papers.

^ Pages in Appendix A hereto are referred to as A[page number].



The Brief of Appellant Kaul identifies the "selling drugs" assignment of

error:

The [trial] court erred in entering Conclusion of Law IV stating
that the City in carrying out the provisions of Ordinance No. 653-
A is not engaging in selling drugs as defined in [former] ROW
18.64.010 or practicing medicine, dentistry, or pharmacy as
defined in [former] ROW 18.71.010,18.64.010, and 18.32.020,
as said Conclusion does not follow from the Findings of Fact
entered by the trial court.

(AR57 (emphasis supplied).) Appellant Kaul argued to the trial court that the

City was engaging in selling drugs as defined in [former] RCW 18.64.010

and when the trial court ruled against him on this issue, he assigned an error

to that ruling. But as Citizens stated in its rule-making Petition, Appellant

Kaul "failed to support this assignment of error with legal argument."

(AR24)

Perhaps the most obvious demonstration that "selling drugs as defined

in [former] RCW 18.64.010" was not argued is found on AR48 where it

states that a citation to [former] "RCW 18.64.010" only appears on page 17

(AR57) of Kaul's Brief. Said page 17 (AR57) only mentions [former] RCW

18.64.010 in the relevant assignment of error. No other part of Kaul's Brief

mentions [former] RCW 18.64.010. The Brief of Appellant at 20-23 further

develops the fact that Appellant Kaul did not argue the "selling drugs"

assignment of error.

Appellant Kaul did not argue this assignment of error because there

was no argument to be made. The "selling drugs" assignment of error also

identifies the "statute" that Appellant Kaul relied upon. It is [former] RCW

18.64.010. There was only one state definition of drugs in the 1950's and that

was in RCW 69.04.009. (AR32; Brief of Respondent at 12.) This statute

6



was put substantially in its current form in 1945. (Compare Appendix A25

(as part of A23 to A30) to AR32) There is no mention of former RCW

69.04.009 in the Kaul briefs. (AR46-69.) There is no mention of former

RCW 69.04.009 in the Kaul Opinion or dissents. (ARlOl-13.) The

legislature first added a definitions section in former Ch. 18.64 RCW in 1963,

well after Kaul was decided. (AR139-41 and particularly AR141.)^ The

legislature first added a definitions section in former Ch. 69.41 RCW even

later, in 1973. (AR144-46 and particularly AR HS.)'" In the 1950's when

Kaul was decided there was no definition of "drugs" or "selling" in the

"statute" (former RCW 18.64.010) identified in Appellant KauTs "selling

drugs" assignment of error.''

It was a focus of the rule-making Petition and the facts and

circumstances presented to the Commission in that Petition, that the "selling

drugs" assignment of error was not considered or decided on the merits by the

Kaul Court. (AR24.)

The rule-making Petition at AR25 explains that subsequent cases

quoting Kaul (including Protect the Peninsula's Future later relied upon by

the Commission), did not consider the original Kaul briefing, did not realize

that KauVs cryptic statement at 625 was not a decision on the merits

regarding "selling drugs," and did not themselves analyze any statutory

definition of drugs to reach their decisions.

' AR 141 states the definitions section of Ch. 18.64 RCW was fnst adopted in "1963 c
38 s. 1".

AR 145 states the definitions section of Ch. 69.41RCW was first adopted in "1973 P'
ex.s. c 186 s. 1". Appendix A19 to A22 is a copy of "1973 P' ex.s. c 186 s. 1".
" Appendix A1 to A6 provides a copy of former Ch. 18.64 RCW (including former RCW

18.64.010) from the 1950's.



The rule-making Petition went on to analyze the plain language of

RCW 69.04.009 (AR32), first adopted in 1945, as well as the plain language

the legislature later adopted to define drugs in [former] 18.64.011(12)'^

(AR139) and [former] RCW 69.41.010(9)'^ (AR144). (AR22-23; AR27-28.)

The rule-making Petition shows that under a plain language analysis of all

three current statutory definitions of drugs, bottled and piped fluoridated

drinking waters, and the fluoridating additives that are a component of those

waters, are drugs if the products are intended for use in the prevention of

tooth decay disease. (Id.)

Citizens presented other facts and circumstances in its rule-making

Petition:

•  The Commission is the only state agency that has authority to regulate

drugs:

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

(AR22 quoting RCW 18.64.005(7); RCW 18.64.005(1), (5) and (6).)'"

•  WAC 246-290-220(3) requires fluoridating additives to comply with

ANSI/NSF Standard 60 and NSF states fluorides are "added to water for ..

. preventing . . . tooth decay." (AR23 citing to AR35.) The U.S. Public

Health Service and the U.S. Department of Health and Human Services find

fluoridation is "for the Prevention of Dental Caries." (AR23 citing to AR37.)

Only one state statute addresses fluoridation and that statute does not state or

The same language that is in current RCW 18.64.011(14).
" The same language that is in current RCW 69.41.010(10).
RCW 69.04.730 provides that the Commission shall "carry out all the provisions of

[Ch. 69.04 RCW - Intrastate Commerce in Food, Drugs, and Cosmetics] pertaining to drugs."

8



imply that fluoridation need not comply with drug laws and regulations.

(AR23-24)

•  The addition of fluoride to public drinking water is not regulated by

the federal Safe Drinking Water Act ("SDWA") or the U. S. Environmental

Protection Agency ("EPA")'^ (AR25 citing to AR36 and AR39-43.)

•  The U. S. Food and Drug Administration ("FDA") has ruled that,

under the federal Food, Drug, and Cosmetic Act ("FD&C Act"), bottled

fluoridated municipal drinking water is a drug when it has a claim that it is

intended to prevent tooth decay disease. (AR26-27 citing to AR44-45.)

RCW 69.04.001 directs that state drug laws and regulations be "uniform"

with the FD&C Act to "promote uniformity" throughout the States.

•  The rule-making Petition ends its "justification" argument vwth:

This commission should adopt the proposed rule because when
fluoridation chemical additives and fluoridated drinking waters
have the intended use to aid in the prevention, mitigation, and/or
prophylactic treatment of dental caries disease (tooth decay,
cavities), they are drugs pursuant to [former] RCW
18.64.011(12), 69.04.009, and [former] 69.41.010(9) and the
commission has jurisdiction over manufacturing, wholesaling,
and distribution of these drugs as well as enforcement authority
to ensure that there is compliance with state and federal drug
laws. Because the commission has not previously recognized its
authority in these matters, and the public is not aware of this
commission authority, it is advisable that this regulation be
adopted to avoid misunderstandings.

(AR27-28.)

Under RCW 34.05.570(1) and (4) a decision on rule-making may be

remanded and/or a declaratory order issued under RCW 34.05.574(1) if the

Unless the fluoride concentration in the water exceeds 4 parts per million. (40 CFR
141.62.)



decision is arbitrary or capricious. (RCW34.05.570(4)(c)(iii).) In judicial

review, Citizen's claimed the Commission's decision was arbitrary and/or

capricious. (See e.g. Brief of Appellant at 3, first paragraph.)

[Ajgency action is deemed arbitrary and capricious if it is willful
and unreasoning, and taken without consideration and in
disregard of the facts and circumstances.

(NationalElec. Contractors Ass'n, Cascade Chapter v. Riveland, 138 Wn.2d

9, 29, 978 P.2d 481 (1999).) "[Rjeview is de novo, limited to the agency

record available to the court. RCW 34.05.558." (Northwest Sportfishing

Industry Ass'n v. Dep't of Ecology, 172 Wn.App. 72, 90,288 P.3d 677 (Div.

2 2012).)

Where there is room for two opinions, and the agency acted
honestly and upon due consideration, this court should not find
that an action was arbitrary and capricious, even though this
court may have reached the opposite conclusion. This court
should not undertake to exercise the discretion that the

legislature has placed in the agency.

(Port of Seattle v. Pollution Control Hearings Bd., 151 Wn.2d 568, 589, 90

P.3d 659 (2004) (punctuation and citations omitted).)

Citizens claims that in consideration of the facts and circumstances

presented in the rule-making Petition, and, in particular, the analysis of the

eryptic statement in Kaul at 625, that there is not room for "two opinions."

The only possible opinion, in due consideration of the facts and

circumstances in the record, is that Kaul did not decide on the merits the issue

of whether the City's fluoridated water and its fluoridating additives were

drugs when intended solely for use in the prevention of tooth decay disease.

Because this is the only possible opinion based on due consideration

of the facts and circumstances in the record, the Commission acted in an

10



arbitrary and capricious manner when it based its decision on dicta in Protect

Peninsula's Future at 216 that states that Kaul determined on the merits "that

fluorides in drinking water are not drugs under Washington law."

Citizens' rule-making Petition told'the Commission that cases quoting

Kaul, including Protect the Peninsula's Future, did not have the original

Kaul briefing. (AR25.) The original Kaul briefing provided to the

Commission by the rule-making Petition is necessary to understand the

cryptic statement in Kaul at 625. So, while the "selling drugs" assignment

of error was rejected by the Kaul Court, that rejection did not reach the issue

of whether the City's fluoridated water is a. drug under former RCW

69.04.009 (Appendix A25), the only state statute that defined drugs when

Kaul was decided. It was willful and unreasoning action to disregard the

facts and circumstances described in the rule-making Petition and then to rely

on dicta in Protect Peninsula's Future at 216 that states "Kaul's decision [is]

that fluorides in drinking water are not drugs under Washington law."

Citizens' rule-making Petition argued that the Commission should

find that bottled fluoridated waters and their fluoridating additives are drugs

when the claim is "this drinking water is intended for use in the prevention

oftooth decay disease." (AR26-27) The FDA considering the same facts and

circumstances determined that such bottled waters are drugs. (Id.) It is not

rational for the Commission to conclude that such bottled waters would not

be drugs in Washington State based only on dicta in Protect Peninsula's

Future which only addresses public piped fluoridated waters.

Citizens made it clear to the Commission that it intended to ask this

Court to clarify Kaul.

11 .



Mr. Steel was very upfront... that Citizens bring this petition.
.. as the first step in asking the Supreme Court to ... clarify ..
. Kaul.

(Trial Court RP2 at 40-41; CP 111; CP 182)

E. ARGUMENT

This Court should accept review because this Petition involves an

issue of substantial public interest that must be determined by the Supreme

Court. The only way that Courts like the Protect Peninsula's Future Court

will realize that Kaul did not decide "that fluorides in drinking water are not

drugs under Washington law" is if the Supreme Court clarifies cryptic

statement of Kaul at 625 when this Court scrutinizes the record to determine

if the Commission decision was rational. (See Rios v. Washington Dept. of

Labor and Industries ("Rios"), 145 Wn.2d 483,501-02,39 P.3d 961, (2002).)

It was a focus of the rule-making Petition to attach Appellant Kaul's

brief to the Petition and identify the "selling drugs" assignment of error that

the Kaul Court failed to identify but summarily rejected. Appellant Kaul

claimed error because the trial court found the City "is not engaging in selling

drugs as defined in [former] RCW 18.64.010." (AR57.) The rule-making

Petition states the "selling drugs" assignment of error was rejected because

it was not argued. (AR24.)

The only state definition of drugs in the 1950's when Kaul was

decided was in former RCW 69.04.009 adopted in 1945. (AR32 from the

rule-making Petition.) Appellant Kaul's assignment of error relied on a

"drugs" definition allegedly from former RCW 18.64.010. (Supra) The

Administrative Record shows that "drugs" was first defined in former Ch.

18.64 RCW in 1963. (AR139-141, and particularly AR141.) Inthel950's

12



there was no definition of drugs in former Ch. 18.64 RCW. {Id.; Appendix

A1 to A6.) The "selling drugs" assignment of error was not argued because

Appellant Kaul realized the term "drugs" was not defined in former Ch. 18.64

RCW. {Id)

When a water purveyor provides health care by distributing a drug to

its customers, Washington citizens have a right to informed consent. (RCW

7.70.050.) By leaving the Kaul Court decision vague, the Commission and

Appellate Courts such as Protect Peninsula's Future can falsely believe that

it is decided law in Washington state that fluorides added to drinking water

solely for the prevention of tooth decay disease are not drugs. {See AR148;

see also Protect Peninsula's Future at 216). Whether or not such fluorides

and fluoridated waters are drugs is for the Commission or Courts to decide

in the fixture. But it does a disservice to the citizens of this state who receive

public drinking water with fluoride added solely to prevent tooth decay

disease for this Court to fail to clarify that Kaul has not decided whether such

fluorides and fluoridated waters are drugs. This Court, of course, has a right

to find that such fluorides and fluoridated waters are drugs based on the

administrative record in this case.

This case involves issues of substantial public interest that should be

determined by the Supreme Court because, today, about half of the people

who live in Washington State are being supplied with drinking water

fluoridated to prevent tooth decay disease piped directly into their homes.

This fluoridated drinking water is manufactured by adding bulk fluoride

products to source drinking water. There are only fifly-two public water

purveyors in this state who manufacture fluoridated water. (AR 149-53)

13



Three quarters of these water purveyors operate municipal water systems and

together these municipal systems directly supply 1.9 million people. (Id.)

The remainder of these fifty-two public water purveyors (only eight of which

are water districts) directly supply 0.3 million people. (Id.)

In addition, there are 136 other water purveyors in Washington State

who only serve water obtained from the said fifty-two fluoridated water

manufacturers and who may also serve-some unfluoridated water. (Id)

These 136 other water purveyors together serve 1.3 million people. (Id.)

This means that approximately 3.5 million people in this state receive piped

public fluoridated water supplied with intent to prevent tooth decay disease.

The Office of Financial Management estimates that on April 1,2011

for the 2010 census there were approximately 6.8 million people in our state.

If fluoridated water is a drug, then about half the people in the state are being

drugged by local agencies without people's consent and without the

knowledge of the agencies or the people served. It is an issue of maj or public

interest for the population and water purveyors to be able to have the question

decided by Commission and the Courts as to whether their public fluoridated

water and fluoridating additives are drugs, when the intent is to prevent tooth

decay disease.

If fluoridated water and fluoridating additives are drugs, people

deserve to have drug warnings of adverse effects for their health, safety, and

welfare. The powers and duties of the Commission include:

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

14



(RCW 18.64.005(7); AR34.) If fluoridated waters and fluoridating additives

are drugs, the vagueness of Kaul at 625 is preventing the Commission from

performing it duties. This impacts public health, safety, and welfare of half

of the people living in this state.

Medical safety can only be achieved when substances that are drugs

are regulated as drugs.

It is the intent of the legislature to promote medical safety as
a top priority for all citizens of our state.

(RCW 69.41.010 Findings - Intent - 2000 c. 8 s. 1.; AR141) The vagueness

of Kaul at 625 should no longer be allowed to prevent the Legislature's intent

from being accomplished.

F. CONCLUSION

First and foremost. Citizens requests when this Court scrutinizes the

Administrative Record, that it clarify the cryptic statement in Kaul at 625;

Appellant's remaining assignments of error . . . that the city is
not engaged in selling drugs ... as defined by statute [is] not
well t^en.

This Court should clarify that this statement alone may not be interpreted to

state that fluoridated waters and their fluoridating additives are not drugs

when intended to prevent tooth decay disease.

Second, Citizens requests that this Court scrutinize the administrative

record as required by Rios at 501-02 and find that there is not room for two

opinions regarding whether the Kaul Court decided under former RCW

69.04.009 that fluoridating substances used in piped and bottled drinking

waters cannot he drugs. There is only room for one opinion and that is that

these issues were not decided in Kaul.

15



If this Court decides that the Commission willfully made its decision

in an unreasoning manner in disregard and with inadequate consideration of

the facts and circumstances in the Administrative Record, then Citizens

requests that this Court remand the matter back to the Commission for bottled

water and/or public piped water for further proceedings consistent with this

Court's Opinion.

Dated this 26"' day of April, 2018.

Respectfully submitted,

GERALD STEEL PE

By:
■ lerald B. S^eel, WSBA #31084
Attorney for Citizens

CERTIFICATE OF SERVICE

I certify that on the date noted below, I caused a true and correct copy
of this Certificate and the Petition for Review to be served on the following
by first class mail:

Counsel for the Commission:

Joyce A. Roper iovcer@,atg.wa.gov
Assistant Attomey General alidolvef@atg.wa.gov
P.O. Box 40109 BrendaC 1 @,atg.wa.gov
Olympia, WA 98504-0109

and to be personally filed with:

The Court of Appeals, Div. II
c/o Supreme Court Clerk
Supreme Court State of Washington
P.O. Box 40929

Olympia WA 98504-0929

Dated this 26'" day of April, 2018, at Olympia, Washington.



APPENDIX INDEX

Appendix 1 Copy of the March 27,2018 unpublished Opinion in
King County Citizens Against Fluoridation v.
Washington State Pharmacy Quality Assurance
Commission, 50022-1-II.

Appendix A A copy of the Attachments to the Brief of Appellant
in Case No. 50022-1-II •
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APPENDIX 1

Copy of the March 27, 2018 unpublished Opinion in King County Citizens
Against Fluoridation v. Washington State Pharmacy Quality Assurance
Commission, 50022-1-11.



Filed

Washington State
Court of Appeals
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UNPUBLISHED OPINION

SUTTON, J. — King County Citizens Against Fluoridation (Citizens) appeals the

Washington State Pharmacy Quality Assurance Commission's (Commission) decision denying

Citizens' petition for rulemaking regarding the Commission's jurisdiction over fluoridating

additives and fluoridated water. Citizens argues that the Commission's decision was arbitrary and

capricious because the Commission misinterpreted prior case law and misapplied the plain

language of the statutory definitions of the term "drug." The Commission argues that its decision

was not arbitrary or capricious because it relied on statements made in prior case law declaring

that the fluorides in water are not drugs. Because the Commission reasonably relied on prior case

law, its decision was not arbitrary or capricious even if Citizens presents alternative interpretations

of that case law.

We decline to consider any additional arguments that Citizens makes because Citizens'

additional arguments address the merits of whether fluoridating additives or fluoridated water are
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drugs and these arguments exceed the scope of our review of the Commission's decision.

Accordingly, we affirm the Commission's decision denying Citizens' petition for rulemaking.

FACTS

Citizens filed a petition for adoption of a new rule with the Commission. The purpose of

the proposed new rule was to clarify the extent of the Commission's jurisdiction over fluoride and

fluoridation products added to bottled and municipal drinking water. Specifically, the petition

asked that the Commission adopt a rule stating that "fluoridation chemical additives" and

"fluoridated drinking waters" were considered "drugs" as defined under former RCW

18.64.011(12) (2015), RCW 69.04.009, and former RCW 69.41.010(9) (2013). Administrative

Record (AR) at 21. The proposed new rule stated,

(1) Fluoridation chemical additives (whether or not certified under NSF/ANSI
Standard 60) and fluoridated drinking waters (bottled and/or from public water
systems, that are fluoridated with such additives) are drugs pursuant to RCW
18.64.011(12), 69.04.009, and 69.41.010(9) when the intended use is to aid in the
prevention, mitigation, and/or prophylactic treatment of dental caries disease (tooth
decay, cavities).

(2) Fluoridation chemical additives include;
(a) Fluorosilicic Acid (aka Fluosilicic Acid or Hydrofluosilicic Acid).
(b) Sodium Fluorosilicate (aka Sodium Silicofluoride).
(c) Sodium Fluoride.
(d) Calcium Fluoride.

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

(d) (sic) The pharmacy quality assurance commission has jurisdiction to ensure that
distribution, wholesaling, and manufacturing of fluoridation chemical additive
drugs and fluoridated water drugs in this state provide for the protection and
promotion of the public health, safety, and welfare.

AR at 21-22.
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The Commission denied Citizens' petition for rulemaking. In its decision, the Commission

stated,

The Commission denies your petition for rulemaking because fluoridating
substances used in drinking water, including bottled water, are not drugs. Protect
the Peninsula's Future v. City of Port Angeles, 175 Wn. App. 201, 304 P.3d 914
(2013), rev. denied, 178 Wn.2d 1022, 312 P.3d 651 (2013). See also, RCW
18.64.011(12), 69.04.008, 69.04.009, and 69.41.010(9).

ARatl48.

Citizens filed a petition for review in superior court. The superior court denied Citizens'

petition and affirmed the Commission's decision denying Citizens' petition for rulemaking.

Citizens appeals.

ANALYSIS

For the purposes of Citizens' appeal, it is important to define the scope of the agency action

before us. The only agency action before us for review is the Commission's denial of Citizens'

petition for rulemaking. As explained below, the only ground on which we may reverse the

Commission's decision to forgo rulemaking is if the agency's action is arbitrary or capricious.'

However, as Citizens repeatedly points out, the remedy it actually seeks is a holding from us that

fluoridating additives and fluoridated drinking water are drugs under the relevant statutory

definitions. Citizens erroneously treats its appeal as though we are reviewing the merits of the

' Citizens also argues that the Commission's decision was "contrary to law." Br. of Appellant at
16. However, there is no "contrary to law" standard for reviewing an agency's decision denying
a petition for rulemaking. Rather, the closest standard of review is when an agency acts outside
of its statutory authority. RCW 34.05.570(4)(b)(ii). Here, it is undisputed that the Commission's
decision denying Citizens' petition for rulemaking was within the statutory authority of the
Commission. Accordingly, the only ground for reversing the Commission's decision to deny the
petition for rulemaking is that the decision is arbitrary or capricious.
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Commission's finding that fluoridating additives and fluoridated water are not drugs. However,

the Commission has not made any such findings—^the Commission simply denied Citizens'

petition for rulemaking.

Therefore, we limit our review to whether the Commission's decision to deny the petition

for rulemaking was arbitrary or capricious. And we hold that the Commission's decision was not

arbitrary or capricious. Accordingly, we affirm the Commission's decision.

I. Standard of Review for Agency Rulemaking

An agency's decision to deny a rulemaking petition is subject to judicial review under

RCW 34.05.570(4) of the Administrative Procedures Act (APA), chapter 34.05 RCW. Squaxin

Is. Tribe v. Dep't. ofEcology, 177 Wn. App. 734, 740, 312 P.3d 766 (2013). RCW 34.05.570(4)

provides that this court will reverse a decision denying a petition for rulemaking only if we

determine that the decision is: (1) unconstitutional, (2) outside the statutory authority of the agency

or the authority conferred by a provision of law, (3) arbitrary or capricious, or (4) taken by persons

who were not properly constituted as agency officials lawfully entitled to take such action.

"Arbitrary or capricious agency action is willful and unreasoning action taken without

regard to the attending facts or circumstances." Squaxin Is. Tribe, 111 Wn. App. at 742. An

agency has wide discretion in deciding to forgo rulemaking. Squaxin Is. Tribe, 111 Wn. App. at

742. We review the agency record to determine only whether the agency reached its decision

'"through a process of reason, not whether the result was itself reasonable in the judgment of the

court."'' Squaxin Is. Tribe, 111 Wn. App. at 742 (internal quotation marks omitted) (quoting R/oj

V. Dep't of Labor & Indus., 145 Wn.2d 483, 501, 39 P.3d 961 (2002). An agency action is not
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arbitrary or capricious simply because of contradictory evidence or the possibility of deriving

conflicting conclusions from the evidence. Squaxinls. tribe, 111 Wn. App. at 742.

II. Arbitrary or Capricious Agency Action

Citizens asserts that "[b]y willfully and unreasonably[] failing to consider the phrase in the

Petition for Rulemaking, 'when the intended use is to aid in the prevention, mitigation and/or

prophylactic treatment of dental caries disease (tooth decay, cavities),' the Commission acted in

an arbitrary or capricious manner." Br. of Appellant at 16-17. Citizens makes no other argument

to support the contention that the Commission's decision was arbitrary or capricious. The

Commission argues that its decision was not arbitrary or capricious because it considered and

relied on existing precedent from the courts to support its decision not to engage in rulemaking.

Because the Commission relied on a reasonable interpretation of prior case law in reaching its

decision not to engage in rulemaking, the Commission's-decision was not arbitrary or capricious.

Accordingly, we affirm the Commission's decision to deny Citizens' petition for rulemaking.

The Commission cited Protect the Peninsula's Future as the basis for its decision to deny

Citizen's petition for rulemaking. In Protect the Peninsula's Future, we recognized that an earlier

case from our Supreme Court decided "that fluorides in drinking water are not drugs under

Washington Law." 175 Wn. App. at 216. Because this statement in Protect the Peninsula's Future

supports the Commission's decision to deny Citizen's petition for rulemaking, the Commission's

decision is not arbitrary or capricious.
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Citizens has presented extensive argument as to how Protect the Peninsula's Future and

the Supreme Court case it relies on, Kaul v. City of Chehalis, 45 Wn.2d 616,277 P.2d 352 (1954),

could be read to leave open the issue of whether fluoridating additives and fluoridated water are

drugs under the specific statutory definitions Citizens cites. However, the existence of a contrary

interpretation of the case law does not render the Commission's decision arbitrary or capricious so

long as the Commission reached its decision through some process of reason. As explained above,

the Commission engaged in a process of reason by reviewing the applicable case law and by

relying on the plain language of the case law to support its decision. Accordingly, the existence

of Citizens' contrary interpretation of the case law does not render the Commission's decision

arbitrary or capricious.

Here, the Commission based its decision on existing case law that expressly stated fluorides

in water are not drugs. The existing case law was a reasoned basis for the Commission's decision

regardless of whether Citizens can present an alternative interpretation of the case law. Because

the Commission had a reasoned basis for its decision to deny Citizens' petition for rulemaking, the

Commission's decision was not arbitrary or capricious. Accordingly, we affirm the Commission's

decision denying Citizens' petition for rulemaking.
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III. Citizens' Remaining Arguments

Citizens dedicates the majority of its briefing to two arguments that will not be addressed

by this court.^ First, Citizens reviews the prior ease law stating that fluorides in water are not drugs

in an attempt to demonstrate that there is no precedent conclusively determining that fluoridating

additives and fluoridated water are not drugs. Second, Citizens argues that under the plain

language of the statutory definitions of the term "drugs" it cites, that we should hold that

fluoridating additives and fluoridated water are drugs in certain circumstances. Neither of these

arguments are within the scope of our review of the Commission's action and we decline to address

them.

A. Prior Case Law

Citizens extensively argues that the prior case law addressing whether fluorides in water

are drugs has been misinterpreted and improperly relied upon. As a result. Citizens asks us to

"overrule, clarify, or distinguish the Protect the Peninsula's Future Court's discussion that Kaul

is 'binding precedent' 'that fluorides in drinking water are not drugs under Washington law.'" Br.

of Appellant at 50.

However, because our review is limited to whether the Commission's decision to deny

Citizens' petition for rulemaking was arbitrary or capricious, the question before us is not to

conclusively determine the meaning of prior case law. See RCW 34.05.570(4); Squaxin Is. Tribe,

^ Citizens also argues that the superior court erred by striking certain paragraphs of its petition for
judicial review, specifically subsection K, section V related to the prerequisites for judicial review.
However, we review the agency action sitting in the same position as the superior court. Squaxin
Is. Tribe, 111 Wn. App. at 740. Accordingly, we are not reviewing the superior court's decision
and we decline to address Citizens' argument that the superior court abused its discretion by
striking the paragraphs from Citizens' petition.
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177 Wn. App. at 740. Rather, as explained above, our review is whether the Commission engaged

in a reasoned process when it relied on this prior case law to reach its decision on Citizens' petition

for rulemaking. Because it is unnecessary for us to review the entire precedential body of case

law addressing fluorides in water to determine whether the Commission's decision was arbitrary

or capricious, we decline to address Citizens' arguments regarding prior case law.

B. Statutory Language

Citizens also asks us to interpret and apply the plain language of the statutory definitions

of "drug" and "rule that fluoridated waters (bottled and public) and their fluoridating additives are

drugs in intrastate commerce when intended for use in the mitigation, treatment and/or prevention

of tooth decay disease." Br. of Appellant at 50. But this request also exceeds the scope of this

court's limited review.

Here, the Commission only declined to engage in rulemaking on the issue. Even if we

were to determine that the Commission's decision to deny Citizens' petition for rulemaking was

arbitrary or capricious, which it was not, the appropriate remedy would be to reverse the

Commission's decision and, remand to the Commission to make an appropriate rulemaking

decision.

To comply with Citizens' request would require us to engage in the rulemaking process on

behalf of the Commission, which exceeds not only the scope of our review, but also the scope of

our authority. Accordingly, we do not consider the merits of whether fluoridating additives or

fluoridated water are drugs under the statutory definition because that question is not properly

presented to us for review.
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We affirm the Commission's decision denying Citizens' petition for rulemaking.

A majority of the panel having determined that this opinion will not be printed in the

Washington Appellate Reports, but will be filed for public record in accordance with RCW 2.06.040,

it is so ordered.

SUTTON,

We concur:

J JiHANSON, J.
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Ph'arinacists 18.61040

•  18.64,001- State board o£. pharmacy—ereation-—filemberSj^Meot-
ings—Powers and duties. See chapter 43.69. .

■ - IWW 56 § 1, part; 1927 c 253 § 1. part;
I923 el8i^f^ part, (ii) 1935 c 98 § 6, part; 1909
c 213 § 7, part; 1899 c 121 § 13, part; 1891 c 153 § 13, part; BRS § 10138,
part.] Now codified in RCW 18.64.080 and 18.64.250.

^  18.64.020 Licensing required. It shall hereafter be unlawful for
any person to compound or dispense drugs, medicines or poisons,
or to institute any pharmacy, store or shop for -wholesaling or re
tailing, compounding or dispensing drugs, medicines or poisons, un
less such person shall be a registered pharmacist or shall place in
charge of said pharmacy store or shop a registered pharmacist ex
cept as hereinafter provided. [1899 c 121 § 1; RRS § 10126. Prior:
1891 c 113 § 1. Formerly RCW 18,67.010, part.]
Persons Iloensed under vrior isws: have five or more years continuous

1923 c 180 § 6: The director of li- experience in pharmacy prior to the
censes shall on application issue a enactment of this act and -who are

. certificate of registered pharmacist actually engaged In pharmacy in the
-without -examination to a regularly- state of Washington at the time of
licensed physician and surgeon of . the enactment of this act, shall have
the state of Washington: Provided, opportunity of passing the examina-
That a physician and surgeon to be tlon as provided in section three for
entitled to registration as a pharma- registered pharmacists within one
cist without examination under the year after the date this act takes ef-
provisions of this act shall make ap- feet: Provided, That time spent by

'  1 plication to thd director of licenses such applicant in the medical depart-
y  within six months of the taking ef- ment of the army, navy, or marine

feet of this act. corps of the United States during the
.  1923 B 180 § 10: -Unregistered per- . world war shall for the purpose of
sons who furnish aifidavits from two this act be considered time spent in

- or more registered pharmacists of a pharmacy,
the state of Washington that they

18.64.636 Licensing—Exemptions. [1935 c 98 § 6, part; 1909 c 213
§ 7, part; 1899 c 121 § 13, part; RRS § 10138, part. Prior: 1891 c 153
§ 13, part.] Now codified in RCW 18.64.250.

18.64.040 Pee for certificate—Graduates and licentiates—^Exami
nation fee—^Shopkeeper's license—^Failure to pay—Penalty. Every
person claiming registration as a graduate in pharmacy or as a li
centiate of some other state hoard, shall, before a certificate he
granted, pay the sum of ten dollars, and every applicant for registra
tion hy examination under this chapter shall pay the sum of ten
dollars before the examination he attempted: Provided, That In case
the applicant fails to pass a satisfactory examination he shall have
the privilege of a second examination without any charge any time
within one year. Every shopkeeper not a pharmacist, desiring to
secure the benefits and privileges of this chapter, is hereby required
to secure a shopkeeper's license, and he or she shall pay the sum
of five dollars for the same, and annually thereafter the sum of live
dollars for renewal of the same; and shall at all times keep said
license or the current renewal thereof conspicuously exposed in the
shop to which it applies. In event such shopkeeper's license fee re-
S—6/13/57 [ 18.64—» S ]
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18.64,060 • Businesses and ProfossioMs

the general fund of the state. [1935 c 98 § 10; RRS § 10145-2. For
merly RCW 18.64,050, part.]

18.64.060 Pharmacist and a.ssistant pharmacist applicants—Eli
gibility. A person making application to the state of Washington for
a certificate of registered pharmacist shall be over twenty-one years
of or £ts registered assistant pharmacist shall be over eignteen
years of age, and shall satisfy the board of pharmacy that he or she is
able to read, write and speak the English language, and shall furmsh
affidavits from not less than two reputable citizens that he or she
is of good moral character, not addicted to the use of alcoholic
liquors or to the use of any narcotic drug or drugs. [1923 c 180 § 2;
RRS §10126-2,]

Reviser's note: See note following
chapter digest.

18.64.065 Certificate of pharmacist or assistant pharmacist—^Per-,
sons qualified. No person shall he granted a certificate of registered
pharmacist or registered assistant pharmacist by the board of phM-
macy except by examination, by graduation, by having been regis-.
tered by examination in another state as hereinafter provided, or
bv being a duly licensed physician and surgeon in the state of Wash
ington. [1923 c 180 § 1; RRS § 10126-1. Prior: 1899 c 121 § 2; 1891
c 153 § 2. Formerly RCW 18.64.070, part.]

Reviser's note: See note following
chapter digest.

18.64.076 Certificate by graduation — Requirements. To be
granted a certificate of registered pharmacist by the board of phar
macy, by graduation, a person shall furnish evidence of having had
twelve months' practical experience in a pharmacy, as that term is
defined in RCW 18.64.080, and of having graduated from not less
than a three year course of the University of Washington college of
pharmacy or the Washington State College school of pharmacy.
[1927 c 253 § 2; 1923 c 180 14; RRS § 10126-4, Prior: 1899 c 121 § 3;
1891 c 113 § 3. FORMER PART OP SECTION: 1923 c 180 § 1;
1899 c 121 § 2; RRS § 10126-1, now codified as RCW 18.64.065.]

Reviser's note: See note following
chapter dig^t.

-i^^^pSCertificate by examination—^Prerequisites—^Examina-
tiiffis-%abjccts—Grades reqiiired. To be granted a certificate of
registered pharmacist by the board of pharmacy by examination, a
person shall furnish suitable evidence that he or she is a graduate
of a college of pharmacy maintaining not less than a two year
course, recognized by the board of pharmacy, or that he or she shall
have had, prior to the taking effect of this chapter, at least twelve
years' service in the medical department of the United States navy,
and attained the rating of chief pharmacist's mate, or pharmacist's
mate first class and in addition thereto shall have had subsequent to
said naval service at least six months'continuous experience in the.

£ 18i64-^ 6 ] S-^/13/57
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Fhannacisis 18.64.090

practice of pharmacy wherein the prescriptions of medical practi
tioners were compounded or that he or she shall have had prior to
the taking effect of this chapter, and not otherwise, at least fifteen
years' continuous experience in the practice of pharmacy wherein
the prescriptions of medical practitioners were compounded and
was so engaged in this state at the time this chapter took effect:
Provided, however. That experience gained before the age of fifteen
years shall not be counted or computed, or that he or she is a
regularly licensed physician and surgeon in the state of Washington,
and shall pass an examination in the subjects of pharmacy, materia
medica, chemistry, toxicology and posology, compounding of pre
scriptions, identification of drugs, and the laws relating to the
practice of pharmacy in the state of Washington, with a general
average of not less than seventy-five percent and a grade of not less
than sixty percent in any one subject: Provided, That physicians
and surgeons as herein defined shall be required to pass an examina
tion only in the subjects of pharmacy, compounding of prescriptions,
and the laws relating to the practice of pharmacy in the state of
Washington with a grade in each subject and a general average as
defined in this section: Provided, That before a certificate of regis
tered pharmacist is issued, graduates of two year courses of recog
nized colleges of pharmacy shall be required to present evidence
of having had at least twenty-fnur months of practical experience in
a pharmacy and graduates of three year courses of recognized col- ■
leges of pharmacy shall be required to furnish evidence of hav
ing had at least twelve months of practical experience in a
pharmacy, Graduates of four and five year courses of recognized
colleges of pharmacy or of colleges of medicine shall not be required
to present evidence of practical experience as defined by this chap
ter. Practical e:q)erlence shall be defined as experience in a phar
macy where drugs and medicines are" compounded and dispensed,
and where prescriptions of regularly licensed physicians are com
pounded. Recognized colleges of pharmacy as defined by this chap
ter shall be such colleges, schools or depar tments of pharmacy whose
entrance requirements and courses of study are approved by the
board of pharmacy. [1931 c 56 § 1; 1927 c 253 § 1; 1923 c 180 § 3; RRS
§ 10126-3. Formerly RCW 18.64.010, part, 18;64.080 and 18.64.090,
part.]

Kcviser's note: See note following
chapter digest,

18.61090 Registration of pharmacists of other states. The board
of pharmacy shall grant a certificate of registered pharmacist to any
person who furnishes proof that he or she is a registered pharmacist
by examination in good standing in another state: Provided, That
the applicant meets the qualifications set forth in RCW 18.64.060,
the education and experience requirements of RCW 18.64.080, and
passes an examination in the laws relating to the practice of phar-

S—0/13/57 [ 18.64—P'^5
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18.64.246 Prescriptions-^Labcls. To every box, bottle, jar, tube
or other container of a prescription which is dispensed there shall
be fixed a label bearing the name and address of the pharmacy
wherein the prescription is compounded, the corresponding serial
number of the prescription, the name of the presoriber, his direc
tions, name of patient, date and initials of the registered pharmacist
who has compounded the prescription. [1939 c 28 § 2; RES § 6154-2.
Formerly ECW 18.67.680.]

18.64.247' Penalty for violation of RCW 18.64,245,18.64^246. Any
person violating or failing to comply with the requirements of RCW
18.64.245 and 18.64.246 shall be guilty of a Tnisdemeanor. [1939 c 28
§ 3: RRS § 6154-3. Formerly BOW 18.67.091.]

person not
a registered pharmacist and not having coffihililisly and regularly
in his employ a duly licensed and registered pharmacist within the
full meaning of this chapter, who shall retail, compound or dispense
medicines, or who shall take, use or exhibit the title of registered'
pharmacist, shall be deemed guilty of a misdemeanor, and upon
conviction thereof shall be fined in any sum not to exceed fifty
dollars; and each and every day that such prohibited practice con
tinues shall be deemed a separate oifense. Every place in which

•  physicians' perscriptions are compounded or dispensed shall be
deemed to be a pharmacy, drug store or dispensary, and the same
shall at all times be under the personal supervision of a duly li
censed and registered pharmacist; and any person who shall permit
the compounding and dispensing of prescriptions, or vending of
drugs, medicines or poisons in his store or place of business, except
upon the supervision of a registered pharmacist, or any registered
pharmacist or shopkeeper registered under this chapter while con
tinuing in business, who shall fail or neglect to procure annually
his renewal of registration, or any person who shall wHfuUy make
any false representations to procure registration for himself or any
other person, or who shall violate any of the provisions of this
chapter wilfully and knowingly, shall be deemed guilty of a misde
meanor, and upon conviction thereof shall be fined in any sum not
to exceed fifty dollars; and each day that such prohibit^ practice
continues shall be deemed a separate offense: Prowided, That noth
ing in this chapter shall operate in any manner to interfere with
the business of any physician and surgeon, duly licensed as such
under the laws of-this state, in regular practice, or prevent him from
administering to his patients such medicines as he may deem proper,
nor with selling proprietary medicine or medicines placed in sealed
packages, nor with the exdusive wholesale business of any dealer
except as hereinafter provided, nor prevent shopkeepers, itinerant
vendors, peddlers or salesmen from dealing in and selling the com
monly used medicines, or patent and proprietary medicines, if such

S—6/13/57 [18.e4^pl3]
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medicines are sold in the original packages of the manufacturer, or
in packages put up by a registered pharmacist in the manner pro
vided by the state board of pharmacy, if such shopkeeper, itinerant
vendor, salesman or peddler shall have obtained a license as herein-
above provided; but any person who shall take or use or exhibit in
or upon any place of business, or advertise in a newspaper, telephone
or other directory, by radio, or in any manner the title of pharmacist,
assistant pharmacist, druggist, pharmacy, drug store, medicine store,
drug department, drugs, drug sundries, or any title or name of like
description or import, or display or permit to be displayed upon
said place of business the characteristic pharmacy show bottles or
globes, either colored or filled with colored liquids, without having
continuously and regularly employed in his shop, store, or place of
business a pharmacist duly licensed and registered under this
chapter, shall be guilty of a misdemeanor, and each and every day
that such prohibited practice continues shall be deemed a separate
offense. [1935 c 98 § 6; 1909 c 213 § 7; 1899 c 121 § 13; RRS § 10138.
Formerly RCW 18.64.250, 18.64,010,18.64.030, 18.67.030, 18.67.040 and
18.67.130. FORMER PART OP SECTION: 1909 c 213 § 13; RES
§ 10146, now codified as RCW 18.64,280.]

Acting without license: RCW £1.37-
.030.

18.64.2,60 Enforcement provisions—^Disposition of fines. All suits
for the recovery of the several penalties prescribed in this chapter
diall be prosecuted in the name of the state of Washington in any
court having jurisdiction, and it shall be the duty of the prosecuting
attorney of the county wherein such offense is committed to prose
cute all persons violating the provisions of this chapter upon the
filing of proper complaint. All penalties collected under the provi
sions of this chapter shall inure to the school fund of the county in
which suit was prosecuted and judgment obtained. [1909 c 213 § 9;
1899 c 121 §17; RRS §10142.]

Reviser's note: This section appar- requiring fines to be paid to the cur-
ently superseded as to disposition of rent state school fund; see Slayden v.
fines and penalties by HCW 10.82.070 Carr, 94 Wash. 412,162 Pao. 629.

18.64(270 Besponsibility for drug purity—Adulteratlon-rFen-
alty. Every proprietor of a wholesale or retail drug store shall be
held responsible for the quality of all drugs, chemicals or medicines
sold or dispensed Jay him except those sold in original packages of
the manufacturer and except those articles or preparations known
as patent or proprietary medicines. Any person who shall know
ingly,. wilfully or fraudulently falsify or adulterate any drug or
medicinal substance or preparation authorized or recognized by the
pharmacopoeia of the United States or used or intended to' be used
in medical practice, or shall wilfully, knowingly or fraudulently
offer for sale, sell or cause the same to be sold for medicinal purposes,
shall be deemed guilty of a misdemeanor, and upon conviction there-

[.18.64^p 14 ] S—6/13/57
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Abortion; Chapter 9,02. Medical disciplinary board act;
Administering of drugs, inocula- Chapter 18.72.

tions, etc., by registered nurse per- Rebating by practitioners of heal-
mitfed: ROW 18.88.290. ing professions prohibited: Chapter
Adoption of children through hos- 19.68.

miiiwlves, etc.: RCW Regulation of practice of
26j36;040. ■ • and surgery, sale of drugs and medl-
1 pregnancy and cines: Art. 20 § 2 state Constitution,childbirth: Chapter 9.48. Reviser's note: "Director" and "di-
Death due to ministration by in- rector of licenses" have been substi-

toxicated physician: RCW 9.48.130. tuted for "board" and "board of med-
Examining committee in basic scl- ical examiners" throughout this

ences: Chapter 43.74. chapter, since the state board of med-
Lien of doctors: Chapter 60.44. ical examiners was abolished by 1921
License of doctors as examining c 7 § 135 and its powers and duties

physician for contestants in boxing were transferred to the director of
^,*15 westling matches; RCW 67.08- licenses by 1921 c 7 § 96 (RCW 43.24-•100. .020),
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.  : Physicians, Surgeons 18.^.030

18.71.0X0 Definitions. (1) The practice ojt medicine and surgery
consists of the use of drugs or medicinal preparations in or upon
human beings, severing or penetrating the tissues of human beings,
and the use of any and all other methods in the treatment of dis
eases, injuries, deformities, or other physical or mental conditions.

(2) "Director" means the director of licenses, [1957 c 60 § 2.
Prior: 1947 c 168 § 1, part; 1819 o l34 § 3, part; 1909 c 192 § 6, part;
Rem. Supp. 1947 § 10Q08, part; prior, 1906 c 41 § 1, part; 1901 c 42
§ 1, part; 1890 p 115 § 3, part; Code 1881 § 2285, pai't.]

18.71.020 Licensing requircd-~Peuelty. Any .person who shall
practice or attempt to practice, or hold himself out as practicing
medicine and surgery in this state, without having, at the time of
so doing, a valid, unrevoked certifi.cate as provided in this chapter,
shall be guilty of a misdemeanor. In each such conviction the fine
shall be paid, when collected, to the state treasurer, and shall consti
tute a special fund for the prosecution of illegal practitioners as
defined in this chapter, and the director of licenses is authorized to
prosecute all persons guilty of a violation of the provisions of this
chapter. [1919 c 134 § 8; 1909 c 192 § 14; RES § 10018. Prior: 1890
p 119 §8; Code 1881 §2290.]

Reviser's note; See note folIOAving cine and surgery In this state the same
chapter digest. as if issued under this act: Protrided,
Rersons licensed under prior laws: iioweocr, That all licenses herein

Any person who holds a license from mentioned may be revoked for un-
the board of mcdioal examiners here- professional conduct, in the same
tofore existing, under the provisions manner and upon the same- grounds
of any laws of this state, past or pres- as if Issued under this act. [1909 a
ent, shall be entitled to practice medi- 192 § 17.]

18.71.030 Licensing, exemptions. Nothing in this chapter shall
be construed to proliibit service in the case of emergency, or the
domestic administration of family remedies, or the practice of
midwifery; nor shall this chapter apply to any commissioned medi
cal officer in the United States army, navy, or marine hospital
service, in the discharge of his official duties; nor to any licensed
dentist when engaged exclusively in the practice of dentistry; nor
shall this chapter apply to any practitioner from any oth^ state or
territory in which he resides: Provided, That such practitioner shall
not open an office or appoint a place of meeting patients or receive
calls within the limits of this state. This chapter shall not be con
strued to apply in any manner to the practice of osteopathy or to
any drugless method of treating the sick or afflicted, or to apply to
or interfere in any way with the practice of religion or any kind of
treatment by prayer; nor to any person now holding a license from
the state board of medical examiners for any system of drugless
practice. [1919 c 134 § 12; 1909 c 192 § 19; RRS § 10024.]
Administering drugs, Inoculations, and duties transfeu'ed to director of

<itc., by registered nurses permitted: licenses. See note following chapter
RCW 18.88.290. digest.

Reviser's note; State board of med-
. ieal examiners abolished and powers

S—6/25/59 [ 18;71—p 3 ]
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18^71.040 Businesses and Professions

18.71.040 Applicadon fee. Every applicant for a certificate to
practice medicine and surgery shall pay a fee of tv/enty-five dol
lars, [1955 c 202 § 35. Prior: 1941 c 166 § 1, part; 1913 c 82 § 1, part;
1909 c 192 § 7, part; Rem. Supp. 1941 § 10010-1, part.]

Basic sciences examination fee;
RCW 43.74.040.

18.71.050 Application—^Eligibility requirements. Every such ap
plicant must file in the office of the director with his application
satisfactory testimonials as to his moral character, and a diploma is
sued hy a medical school accredited and approved by the director,
as of ttie time the diploma was issued therefrom, or satisfactory
evidence of having possessed a diploma from a medical school
accredited and approved as provided hy RCW 18,71.055. The appli
cation must he sworn to before some person authorized to adminis
ter oaths, and attested hy the hand and seal of such officer, if he
has a seal, stating that the applicant is the person named in the
diploma, that he is the lawful holder thereof, and that it was pro
cured in the regular course of instruction and examination, without
fraud or misrepresentation.

The applicant must also furnish evidence that:
(1) He has served for not less than one year as interne in a

thoroughly equipped hospital, having at least twenty-five beds for
each interne, devoted to the treatment of medical, surgical, gyne
cological and special diseases;

(2) He has had some experience in, and has a practical working
knowledge of obstetrics and has attended or has participated in
the attendance upon not less than six confinements;

(3) He has had some experience in, and a practical working
knowledge of pathology;

(4) He can speak and write the English language. [1957 c 60
§ 3. Prior: 1947 c 168 § 1, part; 1919 c 134 § 3, part; 1909 c 192 § 6,
part; Rem. Supp. 1947 § 10008, part; prior, 1905 c 41 § 1, part; 1901
c 42 § 1, part; 1890 p 115 § 3, part; Code 1881 § 2285, part.]

18.71.055 Medical schools—Requirements for accreditation and
approval. The director shall not accredit and approve any medical
school unless it:

(1) Requires three academic years of premedical collegiate in
struction which training shall include theoretical and laboratory
courses in physics, biology, inorganic and organic chemistry as a
prerequisite to admission;

(2) Provides a curriculum extending over a period of at least
four academic years and provides adequate instruction in the fol
lowing subjects: Anatomy, biochemistry, microbiology and Im
munology, pathology, pharmacology, physiology, anaestheslology,
dermatology, gynecology, internal medicine, neurology, obstetrics,
opthalraology, orthopedic surgery, otolaryngology, pediatrics, phys
ical medicine and rehabilitation, preventive medicine and public
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^  Physicians, Suxgeons 18jT1.080

health, psychiatry, radiology, surgery and urology;
(3) Provides clinical instruction in hospital wards and outpa

tient clinics under guidance for third and fourth year medical
students,

Approval may be withdrawn by the director at any time a medi
cal school ceases to comply with one or more of the requirements of
this section. [1557 c 60 §4.]

18.71.060 Applications—Record. Said director shall keep an
official record of all his proceedings, a part of which record ghalT
consist of a register of all applicants for certificates under this
chapter, with the result of each application. Said record shall be
evidence of all the proceedings of said director which are set forth
therein. [1909 c 192 § 8; RRS § 10011]

Reviser's note: See note following
chapter digest.

18.71.070 Examination, In addition to the requirements above set
forth,^ such applicants for a certificate must be personally examined
by said director as to their, qualifications. The examination shall be
conducted in the English language, shaE he practical in character
and designed to discover the appUcant's fitness to practice medicine
and surgery, and shall be, in whole or in part, in writing on the
following fundamental, subjects, to wit: Anatomy, histology, gyne-
cology, pathology, bacteriology, chemistry, toxicology, physiology,
obstetrics, general diagnosis, hygiene, practice of medicine and
surgery and any other branches thereof that the director shall deem
advisable. Examinations in each subject shaE consist of not less
than ten questions, answers to which shaE be marked upon a scale
of zero to ten. All applicants must obtain not less than sixty percent
in any one subject; Provided, That appEcants who can show at
least ten years of reputable practice shall he granted a credit of
five percent upon the general average, and five percent additional
for each subsequent ten years of such practice. The examination
papers shall form a part of the records of the director and shaE be
kept on file for a period of one year after each examination. In said
examination the applicant shall be known and designated by num
ber only, and the name attached to the number shall be kept secret
until after the application has been finally voted upon. [1919 c 134
§4; 1909 c 192 §6; RRS §10009.]

Reviser's note;-The last two sen- tached to the number shaU be kept
tences of 1019 c 134 § 4 read: l^he secret until the board has finglly voted
examination papers shall form a part upon the' application." These sen-
ol the records of the board and shall tences have been changed to refer to
be kept on file by the secretary for a the director of licenses as the board
period of one year after each exomi- of medical examiners was abolished
nation. In said examination the ap- and Its powers and duties transferred
plicant shall be known and designated to the director of licenses. See note
by number only, and the name at- following chapter digest.

18:71.080 License—^Annual renewal. Every person licensed to
practice medicine and surgery in this state shall re^ster with the
S—6/25/59 I ig.7i_p 5 ]



18.7i.090 Businesses and Professions

director of licenses annually, and pay an annual renewal registration
fee of seven dollars, on or before the first day of July, of each year,
and thereupon the license of such person shall be renewed for a
period of one year. Any failure to register and pay the annual
renewal registration fee shall render the license invalid, but such
license shall be reinstated upon written application therefor to the
director, and payment to the state of a penalty of ten dollars, to
gether with all delinquent annual license renewal fees, [1953 c 202
§ 36. Prior; 1941 c 166 § 1, part; 1913 c 82 § 1, part; 1909 c 192 § 7, part;
Rem. Supp. 1941 § 10010-1, part.]

18M.09Q Licensc#Reciprocity with other states. Any applicant
who has been examined and licensed under the laws of another
state, which through a reciprocity provision in its laws, simfiarly
accredits the holders of certificates from the proper authorities of
this state to the full privileges of practice within its borders may,
in the discretion of the director, be granted a license without exami
nation on the payment of a fee of twenty-five dollars to the state
treasurer: Provided, That he has not previously failed to pass an
examination held in this state. He must file with the director a copy
of his license certified by the proper authorities of the issuing state
to be a full, true copy thereof, and must show that the standards,
eligibility requirements and examinations of that state are at least
equal in all respects to those of this state. [1957 c 60 § 5; 1919 c 134
§ 11; RRS§ 10023.]

18M.095' Conditional certificate or license for out-of-state li
censees while engaged by department of institutions. Notwithstand
ing any provisions of law to the contrary, the director of the depart
ment of licenses shall, upon the written request of the director of the
department of institutions, issue a conditional certificate or license
to practice medicine and surgery in this state to such person or per
sons as requested by the director of the department of institutions;
who have been accepted for employment by the department as
physicians or psychiatrists; who are licensed to practice medicine
and surgery in another state of the United States; and who are
graduates of a medical school accredited and approved in accord
ance with the provisions of RCW 18.71,055, ̂  now or hereafter
amended; any such license or conditional certificate to practice
medicine and surgery in this state shall be issued by the director
of the department of licenses, and in addition to the above require
ments shall be subject to the following limitations, which shall be
set forth therein;

(1) The licensee shall only practice the profession of medicine
and surgery in conjunction with patients, residents, or inmates of
the state institutions under the control and supervision of the di
rector of the department of institutions.

(2) The licensee shall be subject to the jurisdiction of the med-

[18.71—p6 3 S—B/25/59
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Physicians, Surgeons 18.71.120

ical disciplinary boatd to the same extent as other members of the
medical profession, in accordance with chapter 18.72' and in addi
tion, the conditional license or certificate to practice medicine and
surgery in the state of Washington may be revoked by the medical
disciplinary board after a hearing has been held in accordance
with the provisions set forth in chapter 18.72, and determination
made by the medical disciplinary board that such licensee has vio
lated the limitations set forth in subsection (1) hereof.

(3) Such license shall remain in full force and eifect so long as
the licensee remains an employee of the department of institutions,
and his duties as such employee require him to practice the profes
sion of medicine and surgery, unless such conditional license or
certificate is revoked or suspended by the medical disciplinary
board, in accordance with the provisions of chanter 18.72. ri959
cl89§I.]

18i71.fl96 TrLimitation on issuance—Validity. The direc
tor of licenses shall not issue conditional licenses of" certificates to
practice medicine and surgery under the provisions of ECW 18.71-
.095 after July 1, 1963, but all such licenses issued under the au
thority of RCW 18.71.095 prior to July 1, 1963 shall remain valid
and effective, subject to the provisions of RCW 18.71.095. ri959
cl89§2.]

18.71.100 Applicability of health ri^ulatlons. All persons granted
licenses or certificates under this chapter, shall be subject to the
state and municipal regulations relating to the control of contagious
diseases, the reporting and certifying to births and deaths, and all
matters pertaining to public health; and all such reports shall be
accepted as legal. [1909 c 192 § 18; RRS § 10022.]
Public health and safefy: Title 70.
Vital statistics; Chapter 70.58.

18;71.110 Unprofessional conduct. [1915 c 65 § I; RRS § 10015,1
Repealed by 1955 c 202 §47. Later enactment, see RCW 18.72.030.

18.71.120 Refusal of licensorirReinstatenient procedure. The di
rector must refuse a certificate to any applicant guilfy of unprofes
sional conduct: Providedj That any person whose license has been
suspended or revoked under the provisions of chapter 18.72 may
apply to the board for reinstatement at any time and the board may
hold hearings on any such petition and may order reinstatement
and impose terms and conditions thereof and issue a certificate of
reinstatement to the director of licenses. [1955 c 202 §38. Prior:
1919 c 134 § 7, part; 1909 c 192 § 11, part; 1905 c 41 § 1, part; RRS
§ 10014, part.]

"Unprofessional conduct": RCW
18.72.030,
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18;tl.l30 Businesses and Professions

18;71J[30 Revocation of licenseii=GroTinds. [1919 c 134 § 7, part;
RRS § 10014, part.] Deleted by 1955 c 202 §§ 37,39. Later enactment,
see chapter 18.72.

18:71.140 Refusal of license—Hearing required. Before refusal
of a license upon the ground of unprofessional conduct a hearing
must be had before the medical discipUnary board. Such hearing
shall be governed by the procedure set forth in chapter 18.72 and
the applicant shall have all the rights accorded to an accused license
holder under such chapter, including the right to
adverse decision. [1955 c 202 § 40. Prior: 1919 c 134 § 7, part; 1909
c 192 § 11, part; 1905 c 41 § 1, part; RRS § 10014, part.]
"Unprofessional conduct": ECW

18.72.030.

18171.150 Same Default—Reference to hearing committee.
[1919 c 134 § 7, part; RRS § 10014, part.] Deleted by 1955 c 202 §§ 37,
41. Later enactment, see chapter 18.72.

18171.160 Same—Hearing—Generally. [1919 c 134 § 7, part; RRS
§ 10014, part.] Deleted by 1955 c 202 §§ 37, 42. Later enactment, see
chapter 18.72.

18.71.1^6 Refusal or revocation of licenses-Hcaring-rRecalcit-
rancy of witnesses. [1919 c 134 § 7, part; RRS § 10014, part.] De
leted by 1955 c 202 §§ 37, 43. Later enactment, see chapter 18.7.i.

18171.180 Same^Record of refusal. In case of the refusal of a
license, the medical disciplinary board shall file a brief ̂ d concise
statement of the grounds and reasons therefor in the office of the
director of licenses, which, together with the decision of the hearing
committee of the medical disciplinary board, in writing, shall remam
of record therein. [1955 c 202 §44. Prior: (i) 1919 c 134 § 7, part;
RRS § 10014, part, (ii) 1909 c 192 § 12; RRS § 10016.]

18M.190 False personation—^Penalty. Every person filing for
record, or attempting to file for record, the certificate issued to ai^
other, falsely claiming himself to be the person named m such
certificate, or falsely claiming himself to be the person entitled to
the same, shall be guilty of a felony, and, upon conviction thereof,
shall be subject to such penalties as are provided by the laws of this
state for the crime of forgery. [1909 c 192 § 16; RRS § 10019.]

False personation: RCW 9.37.010.

18^71.900 -interchangeahle terms. The words "cCTtifioates" and
"licenses" shall be known as interchangeable terms in this chapter.
[1909cl92§21.]

18;?1.910 Repeal—1909 act. All acts, or parts of acts, in any
wise conflicting with the provisions pf this act, are hereby repealed.
[1909cl92§22.]
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Physicians, Surgeons 18.71.930

18.:71.920 Repeal—19^7 act All acts and parts of acts to the
extent that the same are in conflict herewith are hereby repealed.
[1957 c 60 §6.]

18.71,930 Sevorability—1957'act. If any section, sentence, clause,
or phrase of this act should be held to be invalid or unconstitutional,
the invalidity or unconstitutionality thereof shall not affect the
validity or constitutionality of any other section, sentence, clause
or phrase of this act. [1957 c 60 § 7.]
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RCW 59.41;010: Definitions. Page 1 of 3

RCW 69.41.010

'^iBfinitions.
As used in this chapter, the following terms have the meanings indicated unless the context clearly

requires otherwise:
(1) "Administer" means the direct application of a legend drug whether by injection, inhalation, ingestlon,

or any other means, to the body of a patient or research subject by:
(a) A practitioner: or
(b) The patient or research subject at the direction of the practitioner.
(2) "Commission" means the pharmacy quality assurance commission.
(3) "Community-based care settings" include: Community residential programs for persons with

developmental disabilities, certified by the department of social and health services under chapter 71 A.12
RCW; adult family homes licensed under chapter 70.128 RCW; and assisted living facilities licensed under
chapter 18.20 RCW. Community-based care settings do not include acute care or skilled nursing facilities.

(4) "Deliver" or "delivery" means the actual, constructive, or attempted transfer from one person to
another of a legend drug, whether or not there Is an agency relationship.

"(5) "Department" means the department of health.
(6) "Dispense" means the Interpretation of a prescription or order for a legend drug and, pursuant to that

prescription or order, the proper selection, measuring, compounding, labeling, or packaging necessary to
prepare that prescription or order for delivery.

(7) "Dispenser" means a practitioner who dispenses.
(8) "Distribute" means to deliver other than by administering or dispensing a legend drug. ,
(9) "Distributor" means a person who distributes.
(10) "Drug" means:

■' (a) Substances recognized as drugs in the official United States pharmacopoeia, official homeopathic
pharmacopoeia of the United States, or official national formulary, or any supplement to any of them;

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

(c) Substances (other than food, minerals or vitamins) Intended to affect the structure or any function of
the body of human beings or animals; and

(d) Substances intended for use as a component of any article specified In (a), (b), or (c) of this
subsection. It does not Include devices or their components, parts, or accessories.

(11) "Electronic communication of prescription information" means the transmission of a prescription or
refill authorization for a drug of a practitioner using computer systems. The term does not Include a
prescription or refill authorization transmitted verbally by telephone nor a facsimile manually signed by the
practitioner.

(12) "In-home care settings" Include an Individual's place of temporary and permanent residence, but
does not Include acute care or skilled nursing facilities, and does not Include community-based care settings.

(13) "Legend drugs" means any drugs which are required by state law or regulation of the pharmacy
quality assurance commission to be dispensed on prescription only or are restricted to use by practitioners
only.

(14) "Legible prescription" means a prescription or medication order Issued by a practitioner that Is
capable of being read and understood by the pharmacist filling the prescription or the nurse or other
practitioner Implementing the medication order. A prescription must be hand printed, typewritten, or

/-^ectronlcally generated.
(15) "Medication assistance" means assistance rendered by a nonpractltloner to an Individual residing In.

a community-based care setting or in-home care setting to facilifate the individual's self-adminlstratlon of a
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RCW 69.41.010: Definitions. Page 2 of 3

legend drug or controlled substance. It includes reminding or coaching the individual, handing the medication
^-^ontairier to the individual, opening the individual's medication container, using an enabler, or placing the

,edication in the individual's hand, and such other means of medication assistance as defined by rule
adopted by the department. A nonpractitioner may help in the preparation of legend drugs or controlled
substances for self-administration where a practitioner has determined and communicated orally or by written
direction that such medication preparation assistance is necessary and appropriate. Medication assistance
shall not include assistance with intravenous medications or injectable medications, except prefilled insulin
syringes.

(16) "Person" means individual, corporation, government or governmental subdivision or agency,
business trust, estate, trust, partnership or association, or any other Wgal entity.

(17) "Practitioner" means;

(a) A physician under chapter 18,71 RCW, an osteopathic physician or an osteopathic physician and
surgeon under chapter 18.57 RCW, a dentist under chapter 18.32 RCW, a podiatric physician and surgeon
under chapter 18.22 RCW, an East Asian medicine practitioner to the extent authorized under chapter 18.06
RCW and the rules adopted under RCW 18,06.010(1 )0'), a veterinarian under chapter 18.92 RCW, a
registered nurse, advanced registered nurse practitioner, or licensed practical nurse under chapter 18.79
RCW, an optometrist under chapter 18.53 RCW who Is certified by the optometry board under RCW
18.53.010, an osteopathic physician assistant under chapter 18.57A RCW, a physician assistant under
chapter 18.71 A RCW, a naturopath licensed under chapter 18.36A RCW, a pharmacist under chapter 18.64
RCW, or, when acting under the required supervision of a dentist licensed under chapter 18.32 RCW, a
dental hygienist licensed under chapter 18.29 RCW;

, (b) A pharmacy, hospital, or other institution licensed, registered, or otherwise permitted to distribute,
dispense, conduct research with respect to, or to administer a legend drug in the course of professional

/^actice or research In this state; and
•(c) A physician licensed to practice medicine and surgery or a physician licensed to practice osteopathic

medicine and surgery in any state, or province of Canada, which shares a common border with the state of
Washington.

(18) "Secretary" means the secretary of health or the secretary's designee.

[ 2016 c 148 § 10; 2016 c 97 § 2. Prior: 2013 c 276 § 1; 2013 c19 § 55; 2012 clO § 44; 2009 c 549 § 1024;
2006 c 8 § 115; prior: 2003 c 257 § 2; 2003 c 140 § 11; 2000 c 8 § 2; prior 1998 c 222 § 1; 1998 c 70 § 2;
1996 c 178 § 16; 1994 sp.s. c 9 § 736; prior: 1989 1st ex.s. c 9 § 426; 1989 c 36 § 3; 1984 c 153 § 17;
1980 c 71 § 1; 1979 ex.s. c 139 § 1; 19731stex.s. c 186 § 1.] J

NOTES:

Reviser's note: (1) The definitions in this section have been alphabetized pursuant to RCW 1.08.015

(2)(k).
(2) This section was amended by 2016 c 97 § 2 and by 2016 c 148 § 10, each without reference to

the other. Both amendments are incorporated in the publication of this section under RCW 1.12.025(2). For
rule of construction, see RCW 1.12,025(1).

Application—2012 c 10: See note following RCW 18.20.010.

Findings—2006 c 8: "The legislature finds that prescription drug errors occur because the
./"^armacist or nurse cannot read the prescription from the physician or other provider with prescriptive

authority. The legislature further finds that legible prescriptions can prevent these errors." [ 2006 c 8 § 114.]

/?//
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Findings—intent—Part headings and subheadings not law—Severability—2006 c 8: See notes
^^llowing RCW 5.64.010.

Effective date—^2003 c 140: See note following RCW 18.79.040.

Findings—Intent—2000 c 8: "The legislature finds that we have one of the finest health care
systems in the world and excellent professionals to deliver that care. However, there are incidents of
medication errors that are avoidable and serious mistakes that are preventable. Medical errors throughout

the health care system constitute one of the nation's leading causes of death and injury resulting in over
seven thousand deaths a year, according to a recent report from the institute of medicine. The majority of
medical errors do not result from individual recklessness, but from basic flaws in the way the health system is

organized. There is a need for a comprehensive strategy for government, industry, consumers, and health
providers to reduce medical errors. The legislature declares a need to bring about greater safety for patients
in this state who depend on prescription drugs.

It is the intent of the legislature to promote medical safety as a top priority for all citizens of our
state." [ 2000 c 8 § 1.]

Effective date—1996 c 178: See note following RCW 18.35.110.

Severability—Headings and captions not law-Effective date—1994 sp.s. c 9: See RCW
18.79.900 through 18.79.902.

Effective date—Severability—1989 1st ex.s. c 9: See RCW 43,70.910 and 43.70.920.
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CHAPTER 186

[House Bill Ho. 766]

LEGEND DBUGS--

RE6ULATI0N

AN ACT Relating to legend drugs; creating a new chapter in Title 69 I
ECH; repealing section 22, chapter 38, Laws of 1963, section _]
3, chapter 71, Laws of 1967 and BCD 69.40.061; repealing

section 2, chapter 33, Laws of 1970 ex. sess. and BCH

69.40.065; and prescribing penalties. ^

BE IT ENACTED BY THE LEGISLATURE OF THE STATE OF WASHINGTON;

NEW SECTIOH. Section 1. As used in this chapter;

(1) "Administer" means the direct application of a legend drug

whether by injection, inhalation, ingestion, or any other means, to

the body of a patient or research subject by:

(a) A practitioner: or

(b) The patient or research subject at the direction of the

practitioner.

(2) "Deliver" or "delivery" means the actual, constructive, or

attempted transfer from one person to another of a legend drug,

whether or not there is an agency relationship.

(3) "Dispense" means to deliver a legend drug to an ultimate

user or research subject by or pursuant to the lawful order of a

practitioner, including the prescribing, administering, packaging,

labeling, or compounding necessary to prepare the substance for that

delivery.

(4) "Dispenser" means a practitioner who dispenses.

(5) "Distribute" means to deliver other than by administering

or dispensing a legend drug.

(6) "Distributor" means a person who distributes.

(7) "Drug" means:

(a) Substances recognized as drugs in the official United

States pharmacopoeia, official homeopathic pharmacopoeia of the

United States, or official national formulary, or any supplement to

any of them;

(b) Substances intended for use in the diagnosis, cure,

mitigation, treatment, or prevention of disease in man or animals;

(c) substances (other than food) intended to affect the
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structare or any function of the body of man or animals; and

(d) Substances intended for use as a component of any article

specified in clause (a), (b), or (c) of this subsection. It does not

include devices or their components, parts, or accessories.

(8) "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.

(9) "Person" means individual, corporation, government or

governmental subdivision or agency, business trust, estate, trust,

partnership or association, or any other legal entity.

(10) "Practitioner" means;

(a) A physician under chapter 18.71 RCK, an osteopathic

physician and surgeon under chapter 18.37 HCH, a dentist under

chapter. 18.82 RCW, a podiatrist under chapter 18.22 HCW, a

veterinarian under chapter 18.92 HCH, a registered nurse under

chapter 18.88 HCH, a licensed practical nurse under chapter 18.78

HCH, or a pharmacist under chapter 18.6h HCH.

(b) A pharmacy, hospital or other institution licensed,

registered, or otherwise permitted to distribute, dispense, conduct

research with respect to or to administer a legend drug in the course

of professional practice or research in this state.

MEH SECTION. ■ Sec. 2. Legend drugs shall not be sold,

delivered, dispensed or administered except in accordance with this

chapter.

(1) No person shall obtain or attempt to obtain a legend drug,

or procure or attempt to procure the administration of a legend drug:

(a) By fraud, deceit, misrepresentation, or subterfuge; or

(b) By the forgery or alteration of a prescription 'or of any

written order; or

(c) By the concealment of a material fact; or

(d) By the use of a false name or the giving of a false

address.

(2) Information communicated to a practitioner in an effort

unlawfully to procure a legend drug, or unlawfully to procure the

administration of any such drug, shall not be deemed a privileged

communication.

(3) No person shall wilfully make a false statement in any

prescription, order, report, or record, required by this chapter.

(4) Ho person shall^ for the purpose of obtaining a .legend

drug, falsely assume the title of, or represent himself to be, a

manufacturer, wholesaler, or any practitioner.

(5) No person shall make or utter any false or forged

prescriptim or other written order for legend drugs.

(6) No person shall affix any false or forged label to a

package or receptacle containing legend drugs. [\^0
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KEH SECTIOWj Sec. 3. It shall be unlawful for any person to

sell, deliver or possess any legend drug except upon the order or

prescription of a physician under chapter 18.71 RCH, an osteopathic

physician and surgeon under chapter 18.57 SCH, a dentist under

chapter 18.32 RCH, a podiatrist under chapter 18.22 RGB, or a

veterinarian under chapter 18.92 RGB:. PROVIDED, HOWEVER, That the

above provisions shall not apply to sale, delivery, or possession by

drug wholesalers or drug manufacturers, or their agents or employees,

or to any practitioner acting within the scope of his license, or to

a common or contract carrier or warehouseman, or any employee

thereof, whose possession of any legend drug is ̂in the usual course

of business or employment.

MEW SECTIOS. Sec. 4. A prescription, in order to be

effective in legalizing the possession of legend drugs, must be

issued for a legitimate medical purpose by one authorized to

prescribe the use of such legend drugs. An order purporting to be a

prescription issued to a drug abuser or habitual user of legend

drugs, not in the Course of prof<issional treatment, is not a

prescription within the meaning and intent of this section; and the

person who knows or should know that he is filling such an order, as

well as the person issuing it, may be charged with violation of this

chapter. A legitimate medical purpose shall include use in the

course of a.bona fide research program in conjunction with a hospital

or university.

SSi SECTIOM, Sec.,5. To every box, bottle, jar, tube or
other container of a legend drug,■ which is dispensed by a
practitioner authorized to prescribe legend drugs, there shall be
affixed a label bearing the name of the prescriber, complete
directions for use, the name of the drug and strength per unit dose,
name of patient and date: PROVIDED, That the practitioner nay omit
the name and dosage of the drug if he determines that bis patient
should not have this information and that, if the drug dispensed is a
trial sample in its original package and which is labeled in
accordance with federal law or regulation, there need be set forth
additionally only the name of the issuing practitioner and the name
of the patient.

HEW SBCTIOH. Sec. 6. If, upon the sworn complaint of any
person, it shall be made to appear to any judge of the superior court
or justice of the peace that there is probable cause to believe that
any legend drug is being used, manufactured, sold, bartered,
exchanged, given.away, furnished or otherwise disposed of or kept in
violation of the provisions of this chapter, such justice of the
peace or judge shall, with or without the approval of. the prosecuting
attorney, issue a warrant directed to any peace officer in the
county, commanding him to search the premises designated and
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described in such complaint and warrant, and to seize all legend

drugs there found,, together with the vessels in which they are

contained, and all implements, furniture and fixtures used or Kept

for the illegal manufacture, sale, barter, exchange, giving away,

furnishing or otherwise disposing of such legend drugs and to safely

keep the sane, and to make a return of said warrant within three

days, showing all acts and things done thereunder, with a particular

statement of all articles seized and the name of the person or

persons in whose possession the sane were found, if any, and if no

person be found in the possession of said articles, the returns shall

so state. A copy of said warrant shall be served upon the person or

persons found in possession of any such legend drugs, furniture or

fixtures so seized, and if no person be found in the possession

thereof, a copy of said warrant shall be posted on the door of the

building or room wherein the same are found, or, if there be no door,

then in any conspicuous place upon the premises.

U5H 5ECTroM. Sec. 7. Whoever violates any provision of this
chapter shall, upon conviction, be fined and imprisoned as herein

provided:

(1) For a violation of section 2 of this act, the offender

shall be guilty of a felony.

<2) For a violation of section 3 of this act involving the

sale, delivery or possession with intent to sell or deliver, the

offender shall be guilty of a felony.

(3) For a violation of section 3 of this act involving

possession, the offender shall be guilty of a misdemeanor.

(4) For a violation of section 4 of this act, the offender

shall be guilty of a felony.

(5) For a violation of secrion 5 of this act, the offender

shall be guilty of a misdemeanor.

(6) Any offense which is a violation of chapter 69.50 RCH

shall not be charged under this chapter.

WEH SECTION. Sec. 8. This act shall constitute a new phapter

in Title 69 RCW.

NEW SECTION. Sec, 9. The following acts or parts of acts are '

each repealed:

(1| Section 22, chapter 38, Laws of 1963, section 3, chapter

71, Laws of 1967 and RCH 69.40.064; and

<2) Section 2, chapter 33, Laws of 1970 ex. sess. and RCH

69.40.065.

Passed the House April 14, 1973.

Passed the Senate April 14, 1973.

•  Approved by the Governor April 25, 1973.

Filed in Office of Secretary of State April 26, 1973.
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Food, Drug, Cosmetic Act 69.04.008

Utatement of purpose. This chapter is intended to
enact state legislation. (1) which safeguards the puhlic health and
promotes the public welfare by protecting the consuming public
from injury by product use and the purchasing public from injury
by merchandising deceit, flowing from intrastate commerce in food,
drugs, devices, and cosmetics; and (2) which is uniform, as provided
in this chapter, with the federal food, drug, and cosmetic act; and
with the federal trade commission act, to the extent it expressly
outlaws the false advertisement of food, drugs, devices, and cos
metics; and (3) which thus promotes unifomity of such law and its
administi'ation and enforcement, in and throughout the United
States. [1945 c 257 § 2; Rem. Supp. 1945 § 6163-51.]

Conformity with federal regula
tions: RCW 80.04.190 and 69.04.200.

6.9.04.002 Introductory. For the purposes of this chapter, terms
shall apply as herein defined unless the context clearly indicates
otherwise. [1945 c 257 § 3; Rem. Supp. 1945 § 6163-52.]

69.04.003 "Federal act" defined. The term "federal act" means
the federal food, drug, and cosmetic act, approved on June 25, 1938.
(Title 21 U. S. C. 301 et seq,; 52 Stat. 104O et seq.) [1945 c 257 § 4;
Rem. Supp. 1945 § 6163-53.]

C9.04.004 "Intrastate commerce". The term "intrastate com
merce" means any and all commerce within the state of Washington
and subject to the jurisdiction thereof; and includes the operation
of any business or service establishment. [1945 c 257 § 5; Rem. Supp.
1945 § 6163-54.]

69.04.005 "Sale". The term "sale" means any and every sale
and includes (1) manufacture, processing, packing, canning, bottling,
or any other production, preparation, or putting up; (2) exposure,
offer, or any other proffer; (3) holding, storing, or any other possess
ing; (4) dispensing, giving, delivering, serving, or any other supply
ing; and (5) applying, administering, or any other using. [1945 c 257
§ 6; Rem. Supp. 1945 § 6163-55.]

69.04.000 "Director". The term "director" means the director of
the department of agriculture of the state of Washington and his
duly authorized .representatives. [1945 c 257 § 7; Rem. Supp. 1945
§ 6163-56.]

Director of agriculture, general du- Supervisor of foods, feeds and
ties; Chapter 43.23. drugs: RCW 43.23.080.

69.04.007 "Person", The term "person" includes individual,
partnership, corporation, and association. [1945 c 257 § 8; Rem.
Supp. 1945 § 6163-57.]

G9.04.008 "Food". The term "food" means (1) articles used for
food or drink for man or other animals, (2) chewing gum, and (3)
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articles used for components of any such article. [1945 c 257 § 9;
Rem.Supp. 1945 §6163-58.]

69.04.009 "Drugs". The term "drug" means (1) articles recog
nized in the official United States pharmacopoeia, official homeo
pathic pharmacopoeia of the United States, or official national
formulary, or any supplement to any of them; and (2) articles in
tended for use in the diagnosis, cure, mitigation, treatment, or pre- .
vention of disease in man or other animals; and (S) articles (other
than food) intended to affect the structure or any function of the
body of man or other animals; and (4) articles intended for use as
a component of any article specified in clause (1), (2), or (3); but
does not include devices or their components, parts, or accessories.
[1945 c 257 § 10; Rem. Supp. 1945 § 6163-59. Prior; 1907 c 211 § 2,]

69.04.010 "Device". The term "device" (except when used in
RCW 69.04.016 and in RCW 69.04.040(10), 69.04.270, 69.04.690, and
in RCW 69.04,470 as used in the sentence "(as compred with other
words, statements, designs, or devices, in the labeling)") means in
struments, apparatus, and contrivances, including their components,
parts and accessories, intended (1) for use in the diagnosis, cime,
mitigation, treatment, or prevention of disease in man or other
animals; or (2) to affect tlie structure or any function of the body of
man or other animals, [1945 c 257 § 11; Rem. Supp. 1945 § 6163-60.]

69.04.011 "Cosmetic". The term "cosmetic" means (1) articles
intended to be rubbed, poured, sprinkled, or sprayed on, introduced
into, or otherwise applied to the human body or any part thereof for
cleansing, beautifying, promoting attractiveness, or altering the
appearance, and (2) articles intended for use as a component of
any such article; except ■ that such term shall not include soap.
[1945 c 257 § 12; Rem. Supp. 1945 § 6163-61.]

69.04.012 "Official compendium". The term "official compen
dium" mean the official United States pharmacopoeia, official home
opathic pharmacopoeia of the United States, official national formu
lary, or any supplement to any of them. [1945 c 257 .§ 13; Rem.
Supp, 1945 § 6163-62.]

69.04.013 "Label". The terra "label" means a display of written,
printed, or graphic matter upon the immediate container of any
article; and a requirement made by or under authority of this
chapter that any word, statement, or other information appear on
the label shall not be considered to be complied with unless such
word, statement, or other information also appears on the outside
container or wrapper, if any there be, of the retail package of such
article, or is easily legible through the outside container or wrapper.
[1945 c 257 § 14; Rem, Supp. 1945 § 6163-63.]

69.04.014 "Immediate container". The term "immediate con
tainer" does not include package liners. [1945 c 257 § 15; Rem. Supp.
1945 §6163-64.]
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69,04.01& "Labeling", The term "labeling" means all labels and
other written, printed, or graphic matter (1) upon any article or
any of its containers or wrappers, or (2) accompanying such article.
[1945 c 257 § 16; Rem. Supp. 1945 § 6163-65.]

Crimes relating to labeling: Chap- •
ter 9.16.

69,04.016 "Misleading labeling., or advertisement", how deter
mined. If any article is alleged to be misbranded because the label
ing is misleading, or if an advertisement is alleged to be false be
cause it is misleading, then in determining whether the labeling or
advertisement is misleading there shall be taken into account
(among other things) not only representations made or suggested
by statement, word, design, device, sound, or any combination
thereof, but also the extent to which the labeling or advertisement
fails to reveal facts material in the light of such representations or
material with respect to consequences which may result from the
use of the article to which the labeling or advertisement relates
under the conditions of use prescribed in the labeling or advertise
ment thereof or under such conditions of' use as are customary or
usual. [1945 e 257 § 17; Rem. Supp. 1945 § 6163-66.]
Crimes relating to advertising;

Chapter 9.04.

69,04.01^ "Antiseptic" as germicide. The representation of a
drug, in its labeling or advertisement, as an antiseptic shall be con
sidered to be a representation that it is a germicide, except in the
case of a drug pui'porting to be, or represented as, an antiseptic for
inhibitory use as a wet dressing, ointment, dusting powder, or such
other use as involves prolonged contact with the body. [1945 c 257
§ 18; Rem. Supp. 1945 § 6163-67.]

69.04.018 "Now drug" deiincd. The term "new drug" means (1)
any drug the composition of which is such that such drug is not
generally recognized, among experts qualified by scientific training
and experience to evaluate the safety of drugs, as safe for use under
the conditions prescribed, recommended, or suggested in the labeling
thereof; or (2) any drug the composition of which is such that such
drug, as a result of investigations to determine its safety for use
under such conditions, has become so recognized, but which has not,
otherwise than in such investigations, been used to a material extent
or for a matei'ial time under such conditions: Provided, That no
drug in use on the effective date of this chapter shall be regarded
as a new drug. [1945 c 257 § 19; Rem. Supp. 1945 § 6163-68.]

Effective date: See RCW 69.04.855.

69.04.019 "Advertisemont". The term "advertisement" means all
representations, other than by labeling, for the purpose of inducing,
or which are likely to induce, directly or indirectly, the purchase of
food, drugs, devices, or cosmetics. [1945 c 257 8 20; Rem. Supp, 1945
§6163-69.]
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69.04.020 "Contaminated witli filth". The terra "contaminated
■with filth" applies to any food, drug, device, or cosmetic not securely
protected from dust, dirt, and as far as may be necessary by all
reasonable means, from all foreign or injurious contaminations.
[1945 c 257 § 21; Rein. Supp. 1945 § 6163-70.]

69.04,049" Prohibited acts. The following acts and the causing
thereof are hereby prohibited;(1) The sale in.intrastate commerce of any food, drug, device, or
cosmetic that is adulterated or raisbranded.

(2) The adulteration or misbranding of any food, drug, device,
or cosmetic in intrastate commerce.

(3) The receipt in intrastate commerce of any food, drug, device,
or cosmetic that is adulterated or misbranded, and. the sale thereof
in such commerce for pay or otherwise.

(4) The introduction or delivery for introduction into intrastate
commerce of (a) any food in violation of RCW 69.04.350; or (b) any
new drug in violation of RC"W 69,04.570.

(5) The dissemination within this state, in any manner or by any
means or through any medium, of any false advertisement.

(6) The refusal to permit (a) entry and the taking of a sample
or specimen or the making of any investigation or examination as
authorized by RCW 69.04.780; or (b) access to or copying of any
record as authorized by RCW 69.04.810.

(7) The refusal to permit entry or inspection as authorized by
RCW 69.04.820.

(8) The removal, mutilation, or violation of an embargo notice
as authorized by RCW 69.04,110.

(9) The giving of a guaranty or undertaking in intrastate com
merce, referred to in RCW 69.04.080, that is false.

(10) The forging, counterfeiting, sinaulating, or falsely repre
senting, or without proper authority, using any mark, stamp, tag,
label, or other identification device authorized or required by regu
lations promulgated under RCW 69.04.350,

(11) The alteration, mutilation, destruction, obliteration, or re
moval of the whole or any part of the labeling of a food, drug, device,
or cosmetic, or the doing of any other act with respect to a food, drug,
device, or cosmetic, or the labeling or advertisement thereof, which
results in a violation of this chapter.

(12) The using in intrastate commerce, in the labeling or ad-,
vertisement of any drug, of any representation or suggestion that
an application with respect to such drug is effective under section
505 of the federal act or under RCW 69.04.570, or that such drug
complies with the provisions of either such section. [1945 c 257
§ 22; Rem. Supp. 1945 § 6163-71. Prior; 1917 c 168 § 1; 1907 c 211 § 1;
1901G 94 §1.]
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69.04,050 Remedy l>y injunction. (1) In addition to the remedies
hereinafter provided the director is hereby authorized to apply to
the superior court of Thurston county for, and such court shall have
jurisdiction upon prompt hearing and for cause shown to grant, a
temporary or pennanent injunction restraining any person from
violating any provision of ROW 69.04.040; without proof that an
adequate remedy at law does not exist.

(2) Whenever it appears to the satisfaction of the court in the
case of a newspaper, magazine, periodical, or other publication, pub
lished at regular intervals (a) that restraining the dissemination of
a false advertisement in any particular issue of such publication
would delay the delivery of such issue after the regular time there
for, and (b) that such delay would be due to the method by which
the manufacture and distribution of such publication is customarily
conducted by the publisher in accordance with sound business prac
tice, and not to any method or device adopted for the evasion of this
section or to prevent or delay the issuance of an injunction or re
straining order with respect to such false advertisement or any
other advertisement, the court shall exclude such issue from the
operation of the restraining order or injunction. [1945 c 257 § 23;
Eem. Supp. 1945 § 6163.72.]

Injunctions, fc'enerally; Chapter 7-
.40.

69.04.060 Criminal penalty for violations. Any person who vio
lates any provision of RCW 69.04.040 shall be guilty of a misde
meanor and shall on conviction thereof be subject to a fine of not
more than two hundred dollars; but if the violation is committed
after a conviction of such person under this section has become
final, such person shall be subject to imprisonment for not more
than thirty days, or a fine of not more than five hundred dollars,
or both such imprisonment and fine. [1945 c 257 § 24; Rem. Supp.
1945 § 6163-73. Prior: 1907 c 211 § 12; 1901 c 94 § 11.]

69,04.070 Additional penalty. Notwithstanding the provisions
of RCW 69.04.060, in case of a violation of any provision of RCW
69.04.040, with intent to defraud or mislead, the penalty shall be
imprisonment for not more than ninety days, or a fine of not more
than one thousand dollars, or both such 'imprisonment and fine.
[1945 c 257 § 25; Rem. Supp. 1945 § 6163-74.]

09.04.080 Avoidance of penalty. No person shall be subject to
the penalties of RCW 69.04.060:

(1) For having violated RCW 69.04.040(3), if he establishes that
he received and sold such article in good faith, unless he refuses on
request of the director to furnish the name and address of the
person in the state of. Washington from whom he received such
article and copies of all available documents pertaining to his receipt
thereof; or
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(2) For having violated ROW 69.04.040(1), (3), or (4), if he
establishes a guaranty or undertaking signed by, and containing the
name and address of, the person in the state of Washington from
whom he received such article in good faith, to the effect that such
article complies with this chapter; or

(3) For having violated ROW 69.04.040(5), if he establishes a
guaranty or undertaking signed by, and containing the name and
address of, the person in the state of Washington from whom he
received such advertisement in good faith, to the effect that such
advertisement complies with this chapter; or

(4) For having violated RCW 69.04.040 (9) j if he establishes that
he gave such guaranty or undertaking in good faith and in reliance
on a guaranty or undertaking to him, which guaranty or undertak
ing was to the same effect and was signed by, and contained the
name and address of, a person in the state of Washington. [1945
c 257 § 26; Rem. Supp. 1945 § 6163-75.]

69.04.030 Liability of disscmuiator of advertisement. No pub
lisher, radio broadcast licensee, advertising agency, or agency or
medium for the dissemination of an advertisement, except the manu
facturer, packer, distributor, or seller of the article to wliich the
advertisement relates, shall be subject to the penalties of RCW
69.04.060 by reason of his dissemination of any false advertisement,
unless he has refused on the request of the director to furnish the
name and address of the manufacturer, packer, distributor, seller, or
advertising agency in the state of Washington, who caused him to
disseminate such false advei'tisement. [1945 c 257 § 27; Rem. Supp.
1945 §6163-76,]

69.04.100 Condemnation of adulterated or misbranded article.
Whenever the director shall find in intrastate commerce an article
subject to this chapter which is so adulterated or misbranded that it
is unfit or unsafe for human use and its immediate condemnation is
required to protect the public health, such article is hereby declared
to be a nuisance and the director is hereby authorized forthwith to
destroy such article or to render it unsalable for human use. [1945
c 257 § 28; Rem. Supp. 1945 § 6163-77.]

69.04.110 Embargo of articles. Whenever the director shall find,
or shall have probable cause to believe, that an article subject to
this chapter is in intrastate commerce, which was introduced into
such commerce in violation of RCW 69.04.350 or 69.04.570, or which
is so adulterated or misbranded as to label, that its embargo under
this section is required to protect the consuming or purchasing
public from substantial injury, he is hereby authorized to affix to
such article a notice of its embargo and against its sale in intrastate
commerce, without permission given under this chapter. But if,
after such article has been so embargoed, the director shall find
that such article does not involve a violation of this chapter, such
[69.01—1> 10] S—6/1/58
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rector determines that an advance in medical science has made any
type of self-medication safe as to any of the diseases named above,
the director shall by regulation authorize the advertisement of drugs
having curative or therapeutic effect for such disease, subject to
such conditions and restrictions as the director may deem necessary
in the interest of public health: Provided fiirther, That this section
shall not be construed as indicating that self-medication for diseases
other than those named herein is safe or efflcacious. [1945 c 257 § 90;
Rem. Supp. 1945 § 5163-139.]

Enforcement, where vested—Regulations. The author
ity to promulgate regulations for the efficient enforcement of this
chapter is hereby vested in the director: Provided, however, That
the director shall designate the Washington state board of phar
macy to carry out all the provisions of this chapter pertaining to
drugs and cosmetics, with authority to promulgate regulations for
the efficient enforcement thereof. [1945 c 257 § 91 (vetoed); 1947
c 25 (passed notwithstanding veto); Rem. Supp. 1947 § 6163-139a.]

69,04.740 Regulations to conform with federal regulations. The
purpose of this chapter being to promote uniformity of state legisla
tion with the federal act, the director is hereby authorized (1) to
adopt, insofar as applicable, the regulations from time to time
promulgated under the federal act; and (2) to make the regulations
promulgated under this chapter conform, insofar as practicable,
with those promulgated under the federal act, [1945 c 257 § 92;
Rem. Supp. 1945 § 6163-140.]

69.04.750 Hearings. Hearings authorized or required by this
chapter shall be conducted by the director or his duly authorized
representative designated for the purpose, [1945 c 257 § 93; Rem.
Supp. 1945 § 6163-141.]

69.04.760 Hearing on proposed regulation—^Notice. The director
shall hold a public hearing upon a proposal to promulgate any new
or amended regulation under this chapter, which requires or pro
hibits any practice in intrastate commerce; except in the case
of a proposal to adopt an applicable regulation promulgated under
the federal act. The director shall give appropriate notice of such
hearing. The notice shall state the time and place of the hearing
to be held not less than thirty days after the date of such notice,
except in the case of an emergency found by the director. After
the hearing the director shall issue an order, with respect to such
proposal, which shall state the findings upon which such order is
based. No regulation promulgated under this chapter, by order
issued after such hearing, shall take effect prior to the ninetieth
day after the date of such order, except in the case of an emergency
found by the director. [1945 c 257 § 94; Rem. Supp. 1945 § 6163-142.]

S—6/1/58 169.04—p 25]
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^Food."
The term "food" means (1) articles used for food or drink for people or other animals, (2) bottled water, (3)

chewing gum, and (4) articles used for components of any such article.

[ 1992 c 34 § 2; 1945 c 257 § 9; Rem. Supp. 1945 § 6163-58.]

NOTES:

Severability—1992 c 34: See note following RCW 69.07.170.
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§ 321. Definitions; generaiiy.

United States Statutes

Title 21. FOOD AND DRUGS

Chapter 9. FEDERAL FOOD, DRUG, AND COSMETiC ACT

Subchapter ii. DEFINITIONS

Current through P.L 115-30

§ 321. Definitions; generaiiy

For the purposes of this chapter-

(®) (1) The term "State", except as used in the iast 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 (3) articles used for components of any such article. 1
(9) (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 (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 or any function of the body of man or other animals; and (D)

articles Intended for use as a component of any article specified In clause (A), (B),

or (C). A food or dietary supplement for which a claim, subject to sections ^



343(r)(1)(B) and 343(r)(3) of this title or sections 343(r)(1)(B) and 343(r)(5)(D) of

this title, is made in accordance with the requirements of section 343(r) of this title

is not a drug solely because the label or the labeling contains such a claim. A food,

dietary ingredient, or dietary supplement for which a truthful and not misleading

statement is made in accordance with section 343(r)(6) of this title is not a drug

under clause (C) solely because the label or the labeling contains such a

statement.

(2) The term "counterfeit drug" means a drug which, or the container or labeling of

which, without authorization, bears the trademark, trade name, or other identifying

mark, imprint, or device, or any likeness thereof, of a drug manufacturer,

processor, packer, or distributor other than the person or persons who in fact
manufactured, processed, packed, or distributed such drug and which thereby

falsely purports or is represented to be the product of, or to have been packed or
distributed by, such other drug manufacturer, processor, packer, or distributor.

(h) The term "device" (except when used in paragraph (n) of this section and in sections
331(1), 343(f), 352(c),and 362(c) of this title) means an instrument, apparatus, implement,
machine, contrivance, implant, in vitro reagent, or other similar or related article, including

any component, part, or accessory, which is-

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

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

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

and

which does not 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 purposes.

(i) The term "cosmetic" means (1) articles intended to be rubbed, poured, sprinkled, or
sprayed on, introduced into, or otherwise applied to the human body or any part thereof for

cleansing, beautifying, promoting attractiveness, or altering the appearance, and (2)

articles intended for use as a component of any such articles; except that such term shall

not include soap.

(j) The term "official compendium" means the official United States Pharmacopoeia, official
Homoeopathic Pharmacopoeia of the United States, official National Formulary, or any

supplement to any of them.

(k) The term "label" means a display of written, printed, or graphic matter upon the immediate
container of any article; and a requirement made by or under authority of this chapter that
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(2) acts in deliberate Ignorance or reckless disregard of the truth or falsity of the

information..

(cc) For purposes of section 335a of this title, the term "high managerial agent"-

(1) means-

(A) an officer or director of a corporation or an association,

(B) a partner of a partnership, or

(C) any employee or other agent of a corporation, association, or partnership,
having duties such that the conduct of such officer, director, partner,
employee, or agent may fairly be assumed to represent the policy of the
corporation, association, or partnership, and

(2) includes persons having management responsibility for-

(A) submissions to the Food and Drug Administration regarding the
development or approval of any drug product,

(B) production, quality assurance, or quality control of any drug product, or

(C) research and development of any drug product.

O

(dd) For purposes of sections 335a and 335b of this title, the term "drug product" means 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;

(B) a mineral;

(C) an herb or other botanical;

(D) anaminoacid;

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

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



(2) means a product that-

(A) (i) is intended for ingestion in a form described in section 350(c)(1)(B)(i)

of this title; or

(ii) complies with section 350(c)(1)(B)(ii) of this title;

(B) is not represented for use as a conventional food or as a sole item of a meal

or the diet; and

(C) 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 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
2

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.

(99) 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.


