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No. 82225-5

SUPREME COURT OF THE STATE OF WASHINGTON

CITY OF PORT ANGELES,
Respondent,
V.

OUR WATER-OUR CHOICE and
PROTECT OUR WATERS

Petitioners,
V.

WASHINGTON DENTAL SERVICE
FOUNDATION, LLC,

Respondent.

CORRECTED
MOTION TO FILE IAOMT, OSCDW,
FAN AMICI CURIAE BRIEF

A. IDENTITY AND INTEREST OF AMICI CURIAE

The Amici Curiae are International Academy of Oral Medicine and Toxicology

(“IMOMT™), Oregon Citizens for Safe Drinking Water (“OCSDW™), and Fluoride

Action Network (“FAN™). The interests of each group are as follows:
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International Academy of Oral Medicine and Toxicology

The fundamental mission of the International Academy of Oral Medicine and
Toxicology is to promote the health of the public at large. We support the effort to
inform consumers about health risks from amalgam mercury and water fluoridation, and
support efforts toward eliminating these risks. The scientiﬁc activities of the IAOMT
are overseen by an advisory committee composed of world leaders in biochemistry,
toxicology and environmental medicine. The ideals and goals of the IAOMT are shared
by dentists and physicians around the world, who have joined our efforts to promote
science — based biological dentistry in their home countries. At present, there are
fourteen independent chapters worldwide.

Oregon Citizens for Safe Drinking Water

Oregon Citizens for Safe Drinking Water (OCSDW) is a non-profit, all
volunteer organization dedicated to protecting our drinking water through education and
advocacy. Specifically, it works to keep fluoride compounds and other toxic chemicals
and medications out of the public drinking water supply.

It is a coalition of individuals and organizations that includes doctors, lawyers,
dentists, scientists, public health advocates, environmentalists, parents, legislators and
concerned citizens. Together, it works to educate the public and policy makers about
the concerns and complexities surrounding water fluoridation.

Over the past several years, it has worked with other local groups that have

opposed fluoridation: Sierra Club, Oregon Chapter, Columbia Riverkeeper and other
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local Riverkeeper Chapters, Oregon Conservation Network, Northwest Environmental
Defense Center, Pacific Environmental Advocacy Council, Oregon Toxics Alliance,
Oregon Center for Environmental Health, Oregon Trout, Native Fish Society, Oregon
Health Freedom Coalition, and the Oregon League of Cities, among others.

It also works in conjunction with national groups tl;at oppose fluoridation: EPA
Unions, Environmental Working Group, Organic Consumers Association, the Fluoride
Action Network (FAN), and many of the other individuals and organizations mentioned
in FAN’s statement of interest in this case.

For over a decade, OCSDW has worked to fight mandatory statewide
fluoridation bills that have been introduced in the Oregon state legislature. It has also
worked to oppose mandatory fluoridation efforts at the local level, and have offered
assistance to communities whose citizens have expressed a desire to stop the intentional
addition of fluoride compounds to their drinking water.

In addition, it has introduced legislation in the Oregon state legislature which
would require that manufacturers selling substances to be added to drinking water for
the purpose of treating humans (as opposed to freating water for safety and potability)
show proof that their product: (1) has been FDA-approved for safety and effectiveness
for its stated purpose; and (2) will not contribute contaminants to the finished water
above EPA-established Maximum Contaminant Level Goals.

OCSDW has taken the position that local communities should be allowed to

vote on this issue. However, it also acknowledge that allowing local communities to
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vote on this issue in favor of adding drugs to water is problematic at best given accepted
legal principals of informed consent. A fundamental ethical and constitutional question
is whether legislators, states, counties, cities, water districts or any other entity should
be allowed to medicate entire populations with drugs via their water supply.

Fluoride Action Network

The Fluoride Action Network (“FAN™) is an international coalition seeking to
broaden public awareness about the toxicity of fluoride compounds and the health
impacts of current fluoride exposures.

Along with providing comprehensive and up-to-date information on fluoride
issues to citizens, scientists, and policymakers alike, FAN remains vigilant in
monitoring government agency actions that may impact the public's exposure to
fluoride. FAN's work has been cited by national media outlets including Wall Street
Journal, TIME Magazine, National Public Radio, Chicago Tribune, Prevention
Magazine, and Scientific American, among others.

In May of 2004, FAN became an official project of the American Environmental
Health Studies Project (AEHSP) - a registered non-profit 501(c)(3) organization.

As of January 2010, over 2700 Professionals have signed FAN’s statement
calling for an end to fluoridation. These include:

Arvid Carlsson, Nobel Laureate for Medicine, 2000; Magda Aelvoet, MD,

Former Minister of Public Health, Belgium; Doug Everingham, former Federal

Health Minister (1972-75), Australia; three members of the National Research
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Council committee who wrote the 2006 report (Hardy Limeback, PhD, DDS;
Robert L. Isaacson, PhD; Kathleen M. Thiessen, PhD); William Hirzy, PhD and
Robert Carton, PhD, former risk assessment specialists at the EPA; William
Marcus, PhD, former chief toxicologist of the EPA Water Division; Vyvyan

Howard, MD, PhD, Past President, International Society of Doctors for the

Environment (ISDE); Andy Harris, MD, former president, Physicians for Social

Responsibility (PSR); Theo Colborn, PhD, co-author, Qur Stolen Future; Lynn

Margulis, PhD, a recipient of the National Medal of Science; Ken Cook,

President and Executive Director, Environmental Working Group (EWG); Ron

Cummins, Director, Organic Consumers Association; Peter Montague, PhD,

Director of Environmental Health Foundation; Ted Schettler, MD, Science

Director, Science and Environmental Health Network; Lois Gibbs, Executive

Director, Center for Health, Environment. and Justice, Falls Church, VA; Jay

Feldman, Executive Director, Beyond Pesticides; Sandra Duffy, Board

President, Consumers for Dental Choice and environmental health leaders from

over 30 countries.

APPLICANTS’ FAMII.TARITY WITH THE ISSUES AND ARGUMENT

PRESENTED BY THE PARTIES

An advisor to the Applicants has been following this case since the time it was

filed in superior court and has read all of the briefs filed in Superior Court, the Court of

Appeals Division II, and the Supreme Court. Therefore the Applicants are well familiar

with the issues and arguments presented by the parties.
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C. ISSUES TO WHICH THE AMICI CURIAE BRIEF WILL BE
DIRECTED

The Amici Curiae Brief addresses Issues 1 to 5 presented in the Petition for

Review at 1-2.

D. APPLICANTS’ REASON FOR BELIEVING THAT ADDITIONAL
ARGUMENT IS NECESSARY )

The decision made by the Court of Appeals Division II in the instant case is of
substantial interest to the many citizens in the City of Port Angeles who will only have
an opportunity to vote on local initiatives that would regulate putting drugs in their
public water systems if this Court reverses the Court of Appeals Opinion. The
Applicants, however, bring a national and international perspective to this case.

If the Court of Appeals Division II ruling stands, there will be no local
jurisdiction in this state where citizens will be allowed to use the local initiative and
referendum powers to decide whether or not to fluoridate or whether or not to allow
other now unregulated drugs to be added to their public water supplies if a local
legislative body with a Legislative grant to operate utilities has a municipal water
supply. This ruling will effectively disenfranchise local voters around the State from
having the opportunity to vote on these issues. Other states and other nations will
follow the lead of Washington State and this could lead to their citizens being
disenfranchised as well.

Fluoridation and adding other now unregulated drugs to public water systems is
controversial. There is great public interest around this state, around this nation and in
the world in allowing these matters to be decided by local initiatives and referendums.

The Applicants bring this perspective to this case.

CORRECTED MOTION TO FILE IAOMT, JAMES ROBERT DEAL II

OSCDW, FAN AMICI CURIAE BRIEF - 6 4130 166th P1 SW
Lynnwood, WA 98037-9027

Phone: (425) 771-1110
Fax:  (425) 776-8081




10

11

12

13

14

18

16

17

18

19

20

21

22

23

The IAOMT Amici Curiae Brief focuses on Issues 1-5 from the perspective that
the Initiatives do not just regulate additives or contaminants in local public water
supplies but rather that they prohibit or limit putting drugs in local public water
supplies.

The Amici Curiae Brief addresses some of the reasons why it is impractical to
meet legend drug laws when manufacturing and dispensing legend drugs in public water
supplies. It then discusses some of the legend drug laws now being violated by the City
when it serves the legend drug City Fluoridated Water through its municipal water
supply with the intent to treat dental decay.

For more than fifty years, local voters in this state, this nation, and around the
world have used local initiatives and referendums to vote on local public health
regulations to not have fluoridated water. The Opinion should not be allowed to end
local voters’ right to continue to exercise police power to have local initiatives and
referendums to prohibit fluoridation and local voters should be allowed to prohibit or
limit other drugs as well.

Dated this 22™ day of January, 2010.

Respectfully submitted,
JAMES ROBERT DEAL PLLC

e O N dea Q

Jamés Roberd Deat )

WSBA No. 8103
Attorneys for Amici IAOMT, OCSDW, and FAN
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CERTIFICATE OF SERVICE

I hereby certify that on the 22™ day of January, 2010, I personally served a true and
correct copy of this certificate and the Corrected Motion to File IAOMT Amici Curiae

Brief on the following:
Counsel for Washington Dental Service Foundation, LLC:

Roger Pearce/P. Steven DiJulio

Foster Pepper PLLC

1111 Third Ave., Ste. 3400

Seattle, WA 98101-3299

Email: Roger Pearce <pearr@foster.com>

Counsel for the City of Port Angeles:

William Bloor

Port Angeles City Attorney

321 East 5™ Street

Port Angeles, WA 98362

Email: William Bloor wbloor(@cityofpa.us

Counsel for Petitioners:

Gerald Steel

Gerald Steel PE

7303 Young Rd. NW

Olympia WA 98502

Email: Gerald Steel geraldsteel@yvahoo.com

Dated this 22™ day of January, 2010 at Lynnwood, Washington.

TN,

J aIfLe_SB?e’f)ert Deal
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L. IDENTITY AND INTEREST OF AMICI CURIAE

The IAOMT Amici Curiae are International Academy of Oral
Medicine and Toxicology (“IAOMT”), Oregon Citizens for Safe Drinking
Water (“OCSDW?”), and Fluoride Action Network (“FAN”). The interests
of each group are set forth in Appendix B hereto.

II. ISSUES ADDRESSED

This IAOMT Amici Curiae Brief addresses Issues 1 to 5 presented in the
Petition for Review at 1-2.

III. BRIEF STATEMENT OF THE CASE

The Our Water - Our Choice (“OWOC?”) local initiative proposes to
“prohibit medication of people through public drinking water supplies™ and the
Protect Our Waters (“POW?™) local initiative proposes “safety standards for any
substance intended to act on the mind or body of people and added to public
drinking water. FDA [Food and Drug Administration] approval is required.”
Neither Initiative restricts the City from adding chemicals to treat water
“PROVIDED?” the fluoride level is not increased by more than 0.1 ppm.’ We

support Petitioners™ request that these Initiatives be allowed on the ballot.

! Petition for Review (9-25-08) (“Petition”) at A-18.

? petition at A-16 and A-17 (“This ordinance requires that any substances which are
added with the intention of treating people, not the water, must meet [safety standards].”)
3 Petition at A-17 (Sec. 3) and A-19 (Sec. 3).

* Petitioners are also referred to as the Committees.




IV. THE LOCAL INITIATIVES ADDRESS DRUGS TO TREAT
PEOPLE AND NOT ADDITIVES TO TREAT WATER AND THEY
ARE INTRINSICALLY LEGISLATIVE

The IAOMT Amici Curiae Brief is to assist this Court in resolving an
issue which has an effect on the constitutional right to life and liberty for
individuals, especially those most vulnerable, who aﬂre chemically sensitive,
infants, or those who drink excessive amounts of local public water, such as
diabetics, those with kidney disease, those who work in the heat, and athletes.

The opinion (“Opinion”) of the Division II Court of Appeals (“appellate
court™) fails to consider adequately that the Initiatives address the dispensing of
drugs piped into people’s homes by public water systems. The Opinion of the
appellate court has left the public, especially those most vulnerable, at risk of
harm.

A fundamental flaw in the Opinion of the appellate court is its failure to
consider and apply the laws and regulations related to the dispensing of drugs
when it considers whether the Initiatives are within the scope of the local
initiative power.

The Initiatives focus is not on water additives® to make water safe,

palatable and aesthetically acceptable, and not on clean-up of existing

3 The Opinion (Petition at A-8) states that “both the Washington Legislature and the
Washington Board of Health are powers superior to the City and their comprehensive
regulations constitute a plan regulating additives to public drinking water.” (Emphasis
supplied).




contaminants in public water supplies.” Rather the focus of these local
Initiatives is to prohibit or limit putting drugs in local public water supplies.’
A. The OWOC Initiative’s Intent “Is To Prohibit Medication Of

People Through Public Drinking Water Supplies While Allowing
Necessary Treatment Of Water To Make It Safe To Drink”

The intent of the OWOC Initiative, as expreésly stated on the OWOC
Initiative Petition, is “to prohibit medication of people through public drinking
water supplies while allowing necessary treatment of water to make it safe to
drink.”® As a matter of law, this expressed intent should be found to be the
fundamental and overriding purpose of the OWOC Initiative.” This Court should
make clear that in pre-election review of other than procedural matters, lower
courts are to determine, as a matter of law, the “fundamental and overriding
purpose” of both statewide and local initiatives and limit their review to
considering the application of the “legislative” and “power to enact” tests to this

10
purpose.

® The Opinion (Petition at A-7) states that the Department of Health is to administrate the
Safe Drinking Water Act (42 U.S.C. sec. 300f et seq.) but this Act only deals with clean
up of existing contaminants in public water supplies and does not address dispensing
drugs through public water supplies.

7 Supra, this brief at 1, including Notes 1 and 2.

8 This intent is expressly stated on the face of the OWOC initiative petition. Petition at
A-18. The intent of the POW Initiative is explicitly provided in Section 1 of that
Initiative and, fundamentally, it is to limit drugs that are allowed to be dispensed in local
public water supplies. Petition at A-17.

? The full text of the OWOC Initiative Ordinance is provided in the Petition at A-19 and
this text is consistent with a conclusion as a matter of law that the intent expressed “to
prohibit medication of people through public drinking water supplies while allowing
necessary treatment of water to make it safe to drink” is the fundamental and overriding
purpose of the OWOC initiative.

10 gee Issue 3 in the Petition at 2. See also Supplemental Brief of Petitioners at 15-17.




B. Local Initiatives That Prohibit Or Limit Putting Drugs In
Local Public Water Supplies Are Intrinsically Legislative

Local initiatives to prohibit or limit putting any drugs in any public water
supply serving the City of Port Angeles are intrinsically legislative.'' They are
intrinsically legislative because any decision to, or not to, medicate people en
masse is a decision that requires the use of legislative discretion to balance
benefits and harms.'* We request that this Court take judicial notice that medical
drugs can benefit people but they can also harm people with their side effects.

Such local legislative decisions by the corporate city to prohibit or limit
putting any drugs in any local public water supply serving the City are permitted
by police powers to prevent such harms'® and by statutes giving cities the right to
set local water purity standards. 14" Such local initiatives are not in conflict with
any state or federal law. The lower courts err by not having a clear understanding
that the substances to be regulated are medicines intended to treat people and are

not just additives to control contaminants. Respondents err when inviting the

1 Relevant to Issues 1-5, Petition at 1-2.

12 See Supplemental Brief of Petitioners Qur Water-Our Choice and Protect Our Waters
at 14, Note 44.

1 Const. X1, sec. 11 allows corporate cities to use police power reasonably connected to
the public peace, health, safety, morals and welfare. Seattle v. Hill, 72 Wn.2d 786, 797,
435 P.2d 692 (1967). The initiatives seek to protect the public from harm caused by
medicines dispensed through public water supplies without informed consent.

' RCW 35A.70.070(6) and Chapter 35.88 RCW.




Court to call these drugs “additives” circumventing general Washington and

Federal drug laws."

C. The Appellate Court Should Have Applied Laws Regulating
Manufacturing, Marketing, Formulating, Prescribing, Dispensing,
Possessing, and Administering Drugs — The Initiatives Are Within
The Corporate City’s Power To Enact

Under Washington and Federal law it is unlawful to manufacture, market,
formulate, prescribe, dispense, possess or administer a legend (prescription) drug
without a license and without compliance with relevant drug laws.'® The
Initiatives recognize that it is impractical to comply with Washington drug laws
when manufacturing and dispensing “water and bulk drug” compounds through
public water systems.

Washington drug laws require a qualified and licensed practitioner to
prescribe and dispense legend drugs.'” Such a practitioner in providing such
health care has a “duty to secure an informed consent by a patient or his
representaﬁtives.”18 It is not practical to secure informed consent from everyone

who might drink a “water and bulk drug” compound dispensed through a public

1521 U.8.C. sec. 321(g)(1)(B) (Appendix A-1 hereto); RCW 69.41.010(9)(b) (Appendix
A-2 hereto); See Supplemental Brief of Respondents at 3 Sec. 2.2.

' Chapter 69.41 RCW; U.S.C. 21, Chapter 9 (“Federal Food, Drug, and Cosmetic Act”
abbreviated herein as "FD&C Act”).

1" v egend drugs" means any drugs which are required by state law or regulation of the
state board of pharmacy to be dispensed on prescription only or are restricted to use by
practitioners only. RCW 69.41.010(12).

B RCW 7.70.050(1).




water system.19 The Initiative Ordinances prohibit or limit water purveyors such
as the City from putting drugs in public water supplies serving the City and
prohibit or limit other persons from doing the same. These Ordinances are not in
conflict with any Federal or State Law and are within the corporate city’s power
to enact. |

V. THE RESPONDENTS OPPOSE THE INITIATIVES BECAUSE
THE CITY IS CURRENTLY MANUFACTURING AND DISPENSING

THE DRUG “CITY FLUORIDATED WATER” IN VIOLATION OF
WASHINGTON AND FEDERAL DRUG LAWS

The City began to fluoridate its municipal public water supply in 2006.%°
Cities add fluoridation chemicals to their water supplies with the intent to prevent
disease.?! This intent alone is enough to define City fluoridated water as a drug.*
The U.S. Environmental Protection Agency (“EPA™) does not regulate drugs.”
The FDA regulates drugs in interstate commerce.2* The State Board of Pharmacy

regulates drugs in intrastate commerce.”’

19 Appendix A-41 to A-47 hereto are true and correct copies of petitions with 105
signatures of people who declare under penalty of perjury that they drink City fluoridated
water but have not consented to be medicated through the municipal water supply.

20 Petition at A-24.

2! We request that this Court take judicial notice that fluoridated water is supplied to
mitigate and prevent dental decay, a common disease of mankind in 1954. Kaul v.
Chehalis, 45 Wn.2d 616, 620, 277 P.2d 352 (1954); Respondent’s Clerks Papers at 132 et
seq.

22 Federal and Washington laws define a drug as a substance or article “intended for use
in the diagnosis, cure, mitigation, treatment, or prevention of disease.” 21 U.S.C. sec.
321(g)(1)(B) (Appendix A-1 hereto); RCW 69.41.010(9)(b) (Appendix A-2 hereto).

B Under the Safe Drinking Water Act, the EPA regulates clean-up of contaminants and
regulates additives to treat water to clean-up contaminants. See Supplemental Brief of
Petitioners at 6, including Note 24.

21 U.S.C. sec. 355(a).

L RCW 18.64.005.




The City obtains its bulk fluoridation drug?® in interstate commerce and
manufactures and dispenses its City fluoridated water drug in intrastate
commerce.>’ Thus both Federal and Washington drug laws apply to the City’s
manufacturing and dispensing of City fluoridated water.

The Initiatives will stop the City from violati;lg Washington and Federal
drug laws and will stop the City from manufacturing, formulating, marketing,
prescribing, and administering unapproved drugs in the form of City fluoridated
water to City residents without their consent, each action being an unlawful
function.

The Opinion states that the standard is “whether a plan has already been
adopted by the legislative body of the City itself or some power superior to it.»?8
However, there is no general plan adopted either by the City or by the State of
Washington that allows or regulates the use of public water systems serving the
City to deliver drugs.

The Opinion states: “a local initiative can only create new law that is not

inconsistent with or inapposite to state and federal law.”*® While the two

Initiatives set more protective water standards, they are fully consistent with

% A bulk drug is a substance that becomes an active ingredient of a drug. 21 C.F.R. sec.
207.3(a)(4). We request that this Court take judicial notice that the bulk fluoridation drug
used by the City to fluoridate its water is manufactured out-of-state and therefore subject
to FDA regulation when it is used as an active ingredient of City fluoridated water.

T RCW 69.04.004.

28 Petition at A-8.

P 1d. at A-9.




Federal and Washington drug laws. The lawful operation of a city public water
system is within the authority of the local legislative body, but RCW 35A.11.020
does not exempt a city public water system from Washington and Federal drug
laws and does not exempt a city public water system from public health
ordinances adopted by the corporate city under Con;t. art. XI, sec. 11 or under
RCW 35A.70.070(6) and Chapter 35.88 RCW.

A. Artificially-Fluoridated Water Is An Illegal, Unapproved,

Legend (Prescription) Drug When Used To Prevent, Mitigate, Or
Treat Dental Disease

The Washington State Board of Pharmacy (BOP) has issued its
interpretive opinion that fluoride, when used to prevent, mitigate or treat disease
is a legend drug:

“Fluoride is a legend drug regulated under chapter 69.41 RCW. RCW
69.41.010 defines a ‘legend drug’ as drugs ‘which are required by state
law or regulation of the state board of pharmacy to be dispensed on
prescription only or are restricted to use by practitioners only.” In WAC
246-883-020(2), the Board specified that ‘legend drugs are drugs which
have been designated as legend drugs under federal law and are listed as
such in the 2002 edition of the Drug Topics Red Book.””**?!

30 State of Washington Department of Health Board of Pharmacy June 4, 2009 letter to
Bill Osmunson DDS (Appendix A-4 to A-8 hereto) at A-4; RCW 69.41.010(12)
(Appendix A-2 hereto) defines legend drugs; WAC 246-883-020(2) (Appendix A-9
hereto) states legend drugs are listed in 2002 Drug Topics Red Book (relevant Red Book
pages including page 342 that lists “Fluoride” are attached to the above-referenced Board
letter (Appendix A-5 to A-7 hereto). We request that this Court take judicial notice that
fluoride is a legend drug.

3! The above-referenced Board letter (Appendix A-4 hereto) continues, “While RCW
69.41.010 restricts the dispensing of prescription drugs to practitioners, the legislature has
authorized water districts to fluoridate their water supplies in RCW 57.08.012.” This
Court should note, the City is not a water district (Appellants’ Clerk’s Papers (“ACP”) at
30, Para. 3.15) and may not fluoridate under RCW 57.08.012.




Fluoridated water, a mixture of water and silicofluoride, hydrofluorosilicic
acid, or rarely sodium fluoride is an unapproved legend drug.*? In response to an
email request, the FDA sent this response to Bill Osmunson:

“A search of the Drugs@FDA database . . . of approved drug products and
the Electronic Orange Book . . . does not indicate that sodium fluoride,
silicofluoride, or hydrofluorosilicic acid has been approved under a New
Drug Application (NDA) or Abbreviated New Drug Application (ANDA)
for ingestion for the prevention or mitigation of dental decay. . . . At the
present time, the FDA is deferring any regulatory action on sodium
fluoride products. . . "

The FDA has withdrawn approval of a new drug application for the
ingestion of fluoride supplements on the basis that “there is no substantial
evidence of drug effectiveness as prescribed, recommended, or suggested in

labeling.”**

32 We request that this Court take judicial notice that fluoridated water is supplied to
mitigate and prevent dental decay. Kaul v. Chehalis, 45 Wn.2d 616, 620, 277 P.2d 352
(1954); Respondent’s Clerks Papers at 132 et seq. We request that this Court also take
judicial notice that sodium fluoride, sodium fluorosilicate, and fluorosilicic acid (this
latter substance, also called hydrofluorosilicic acid, is used by the City of Port Angeles)
are the commonly used active ingredients in water fluoridation. (Appendix A-16 hereto).
This Court can confirm that fluoridated water with these active ingredients is not an
approved drug product by going to www.fda.gov and searching for Drugs@FDA, and
then in that FDA approved drug database searching for these active ingredients. This
Court can confirm in the Electronic Orange Book that water with fluoride added using
any of these active ingredients is not approved for ingestion for the prevention or
mitigation of dental decay by going to
http://www.accessdata.fda.gov/scripts/cder/ob/docs/quervai.cfm We request that this
Court take judicial notice that water fluoridated by addition of any of these active
ingredients is not a FDA Drug Division or Washington state “approved” over-the-counter
or legend drug for ingestion for the prevention, mitigation or treatment of dental decay.
33 Email from the FDA (7-22-09) (Appendix A-10 hereto).

3 Drug Therapy June 1975 (Appendix A-11 hereto).




B. There Is No Authority To Manufacture And Dispense
Artificially-Fluoridated Water With Intent To Prevent Disease

Without Compliance General Drug Laws

Water districts, public utility districts, and cities all have authority to
operate Class A public water systems. Water districts may medicate people with
fluoride by authority of statute.”®> However, this stafﬁte does not exempt water
districts from complying with the FD&C Act or general Washington statutes
governing drugs. Statutes do not give authority to water districts to add any drug
other than fluoride to their public water system.

The Attorney General has issued an opinion that public utility districts
(“PUDs”) do not have authority to medicate people with any drug put in their
public water supplies.*® While the AGO is not binding on this Court, it is entitled
to considerable weight.”’ PUDs have authority under Chapter 54.04 RCW to
operate water systems. 2008 AGO No. 5 concludes that this grant of authority to
operate a water system does not give PUDs authority to medicate people through
their water system.

There is, and never has been, a specific statute which authorizes a city to
fluoridate its municipal water supply or otherwise authorizes medicating people
through the city’s water system. So the Supreme Court in Kaul at 621, relied on

police power pursuant to Const. art. XI, sec. 11 to justify fluoridation by a city.

33 RCW 57.08.012.
362008 AGO No. 5.
37 Washington Mutual v. Dep't of Revenue, 77 Wn. App. 669, 676, 893 P.2d 654 (1995).
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Const. art. X1, sec. 11 allows the city to “enforce within its limits all such local
police, sanitary and other regulations as are not in conflict with general laws.”
Local initiatives that either prohibit supplying any drugs in any public water
systems citywide or to prohibit supplying drugs in any public water systems
citywide unless there is FDA approval, are not in co;Lﬂict with Washington or
Federal drug laws and are not in conflict with any statutory authority to the City’s
legislative body to operate a water system.
1. The Opinion errs when it relies on the City legislative
body’s statutory authority to “operate water utilities” to give
the City authority to fluoridate its water supply or otherwise
medicate people
In Section E of the Opinion, the appellate court finds that the Initiatives
fail to meet the “power to enact” test because they interfere with the statutory
authority of the City’s legislative body to “operate water utilities.”*® 2008 AGO
No. 5 concludes that a grant of power to operate water utilities “does not delegate
public health police powers” and “does not provide authority regarding decisions
to fluoridate water.” Because the City legislative body’s statutory authority to
“operate water utilities” does not provide authority regarding decisions to
fluoridate and otherwise medicate people through its water supply, the Opinion

errs when it finds that the Initiatives interfere with such an authority granted to the

City’s legislative body.

3% petition at A-10 to A-13.
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The Opinion finds the “operation of a municipal water system” is “beyond
the initiative power.”3 ? And while this is correct, this Court should find that City’s
authority regarding decisions to fluoridate and otherwise medicate through
municipal water supplies does not derive from the City legislative body’s
authority to “operate water utilities.” Instead, this Céurt should find that authority
regarding decisions to fluoridate and otherwise medicate through municipal water
supplies derives from police power granted by Const. art. X1, sec. 11 and from
RCW 35A.70.070(6) and Chapter 35.88 RCW and these powers belong to the
corporate city and not just to the legislative body. 4l

V1. FLUORIDATION: IN CONFLICT WITH GENERAL LAWS

The Initiatives using the corporate City’s police power authority to
prohibit or limit putting drugs including fluoride into any public water supply
serving the City do not violate any general law. However, the putting of fluoride
or other legend drugs into public water supplies with intent to prevent and/or treat
disease does violate Washington and Federal general drug laws unless the drug
and water compound is manufactured and dispensed in accord with these general

laws.

* Petition at A-11.
40 Supra, this brief at 4, Notes 13 and 14.
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A. General Legend (Prescription) Drug Statutes Apply To City
Water Fluoridation And To The Dispensing Of Any L.egend Drugs
Through Public Water Supplies

“Legend drugs shall not be sold, delivered, dispensed or administered
except in accordance with this chapter.” RCW 69.41.020 (preamble).

“It shall be unlawful for any person to sell, deliver, or possess any legend
drug except upon the order or prescription of a physician [or other
authorized provider].” RCW 69.41.030(1).
“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.” RCW 69.41.040(1).
“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 either by the brand or generic
name and strength per unit dose, name of patient and date. . . .” RCW
69.41.050(1).
A legend (prescription) drug is misbranded in conflict with RCW 69.04.470 if
there is not prominent labeling; in conflict with RCW 69.04.490 if active and
certain inactive ingredients are not listed; in conflict with RCW 69.04.500 if there
are not adequate warnings of possible dangerous use; in conflict with RCW
69.04.520 if it can be dangerous to health; and in conflict with RCW 65.04.540 if
a legend drug is dispensed at retail without a written prescription.
For the City to manufacture, prescribe, dispense, or administer legend
drugs, including City fluoridated water, without appropriate licenses and without

informed consent of its patients is in conflict with the legend drug statutes and is

ultra vires.
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The City has failed to label the legend (prescription) drug “City
fluoridated water” with the name of the authorized prescriber, to provide
directions for use, to give warnings of adverse reactions especially by certain
vulnerable populations, to specify the patient for whom this drug is prescribed, or
to specify the date range for its use or the amount toﬂbe consumed. Any other
legend drug introduced into public water supplies would have to meet these same
requirements. The two Initiatives propose either that the addition of drugs to any
public water system serving the City be prohibited or prohibited unless they are
dispensed as approved by the FDA and meet certain other requirements.

Vil. THE SAFE DRINKING WATER ACT ADDRESSES CLEAN-UP OF
NATURAL CONTAMINANTS IN PUBLIC WATER SUPPLIES AND

DOES NOT REGULATE DRUGS OR ADDITIVES UNRELATED TO
CLEAN-UP

A. The Safe Drinking Water Act Sets Drinking Water Standards
To Trigger Clean-Up Of Natural Contaminants In Public Water
Supplies But Does Not Authorize Addition Of Drugs To Drinking
Water

The Safe Drinking Water Act regulates existing levels of
contaminants in public water supplies.*' It sets a maximum contaminant
level (“MCL”) for common contaminants based on the health risk
reduction to be achieved tempered by a realistic assessment of the cost of
removing or treating that contaminant.*” The Safe Drinking Water Act

also sets maximum contaminant level goals (“MCLG”) based solely on

42 U.S.C. sec. 300g-1
242 U.S.C. sec. 300g-1(b)(3)(C).
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health and safety regardless of the cost of removing or treating
contaminants.*

The Safe Drinking Water Act does not deal with the concept of
adding contaminants to public water supplies except to treat water to make
it safe.** To protect public health, certainly contamh;ants should not be
added to public water supplies if doing so would cause the MCLG (the
EPA health and safety standard) to be exceeded such that health would be
threatened. Adhering to the MCLG is the intent of Section 3(B) of the
POW Initiative.® This is significant because 43% of fluoridation products
tested by NSF (the non-government certifying agency for fluoridation
products) contain arsenic’® and thus cause treated water to exceed the
MCLG for arsenic which is zero.*’

The appellate court erred when relied on the Safe Drinking Water
Act and its implementation by the Washington Legislature and the

Washington Board of Health when the Initiatives do not address treatment

%42 U.S.C. sec. 300g-1(b)(4)(A).

# Fluoride in Drinking Water, National Research Council (2006) (Appendix A-26
hereto).

3 petition at A-17.

4 http://www.nsf.org/business/water_distribution/pdf/NSF_Fact_Sheet.pdf (Appendix A-
18 and A-19 hereto). The contaminant levels reported “represent contaminant levels that
would be expected” in treated water. Id.

47 http://www.epa.pov/fedrostr/EPA-WATER/2001/Januarv/Day-22/w1668.htm
(Appendix A-24 hereto); WAC 173-200-020(16) (Petition at A-48) gives the definition of
MCLG; WAC 246-290-72012 (Petition at A-49 to A-53) shows MCLG for arsenic and
lead is zero. According to NSF, 43% of fluoridation products contain arsenic and 2% of
fluoridation products contain lead (Appendix A-18 to A-21 hereto).
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of existing contamination but rather address adding of any drugs,

including fluoride, to any public drinking water supply serving the City.*®

B. EPA Union Scientists Oppose Fluoridation

The EPA scientists who do the actual research, as opposed to political

appointees, are firmly opposed to water fluoridation:

VIII.

«In summary, we hold that fluoridation is an unreasonable risk. That is, the
toxicity of fluoride is so great and the purported benefits associated with it
are so small - if there are any at all — that requiring every man, woman and
child in America to ingest it borders on criminal behavior on the part of
gcwernments.”"'9

THE U.S. FOOD AND DRUG ADMINISTRATION (“FDA™)

APPROVES THE MARKETING AND DISPENSING OF DRUGS AND NO

NEW DRUG APPLICATION (“NDA”) HAS BEEN APPROVED FOR THE

INGESTION OF FLUORIDE TO PREVENT DISEASE

When the intent is to prevent human disease, it is the FDA — not

the EPA*® — which approves drugs for marketing regardless of the method

of dispensing the drug or the drug’s concentration.”’ Since 1938, every

new drug has been the subject of an approved NDA [*New Drug

Application”] before U.S. commercialization.’

2

" See Petition at A-6 to A-8.

* Dr. J. William Hirzy, Senior Vice-President, Headquarters Union, US Environmental
Protection Agency, March 26, 2001 (Appendix A-32 hereto). This letter describes some
of the harms of water fluoridation as seen by water fluoridation opponents.

50 42 U.S.C. sec. 300g-1(b )(11)

5! FDA response to Honorable Ken Calvert, Chairman Subcommittee on Energy and
Environment Committee on Science, House of Representatives, Dec 21, 2000 at 1
(Appendix A-34 hereto).

2 FDA New Drug Application, Introduction (Appendix A-37 hereto). We request that
this Court take judicial notice that community water fluoridation began in the 1940’s
after regulations requiring NDAs were in place.
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The goals of the NDA are to provide enough information to permit
FDA reviewer to reach the following key decisions: Whether the
drug is safe and effective in its proposed use(s), and whether the
benefits of the drug outweigh the risks. Whether the drug's
proposed labeling (package insert) is appropriate, and what it
should contain. Whether the methods used in manufacturing the
drug and the controls used to maintain the drug's quality are
adequegtge to preserve the drug's identity, strength, quality, and
purity.

According to the FDA,
Fluoride products in the form of liquid and tablets meant for ingestion
were in use prior to enactment of the Kefauver-Harris Amendments (Drug
Amendments of 1962) to the Food, Drug, and Cosmetic Act in which
efficacy became a requirement.
The effectiveness of ingested fluoride to prevent dental disease was not
demonstrated to the FDA and so no NDAs are approved for fluoride drugs meant
for ingestion.55 Despite the lack of approval of bulk fluoridation drugs by the
FDA, such products are shipped in interstate commerce to the City and a legend
drug we call City fluoridated water is manufactured and dispensed in violation of
Washington and Federal general drug laws.
The City is correct when it says that “the FDA does not regulate additives

236

to drinking water.”” However, the City adds fluoride not as an additive to clean-

** FDA New Drug Application, Introduction (Appendix A-37 hereto).

* FDA response to Honorable Ken Calvert, Chairman Subcommittee on Energy and
Environment Committee on Science, House of Representatives, Dec 21, 2000 at 2
(Appendix A-35 hereto); See Drug Therapy June 1975 (Appendix A-11 hereto).

3 1d. (Appendix A-35 and A-11 hereto).

56 Brief of Respondent at 10, Note 15.
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up contaminants, but as a legend drug for “preventive health care purposes.” This
is subject to the jurisdiction of the FDA and State Board of Pharmacy.”’

IX. THE CITY IS ENGAGED IN THE PRACTICE OF PHARMACY
WITHOUT A LICENSE AND IS MANUFACTURING AND SELLING
DRUGS WITHOUT A LICENSE WHEN IT PUTS FLUORIDE OR ANY
DRUG IN THE CITY PUBLIC WATER SUPPLY

Fluoride “is artificially added solely for the effect it has on the individual
drinking the water.”® It is added to “control dental caries” which is a “common
disease.” Based on the argument presented, the Kaul Court concluded “that the
city is not engaged in selling drugs, practicing medicine, dentistry, or pharmacy as
defined by statute.”® Today the relevant statutes have changed. This Court
should interpret current general drug laws and find that the City is engaged in
manufacturing and dispensing drugs by compounding a bulk fluoride legend drug
obtained in interstate commerce with its local water supply to make a new legend
drug, City fluoridated water, without meeting State Board of Pharmacy and FDA

. 61
requirements.

3" Appendix A-34 hereto.

> Kaul v Chehalis 45 Wn.2d 616, 618, 277 P.2d 352 (1954)
59 Id.

S0 1d. at 625.

8! Per chapter 69.41 RCW.
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X. THE APPELLATE COURT OPINION, IF NOT REVERSED,
COULD PREVENT FUTURE LOCAL INITIATIVES AND
REFERENDUMS ON FLUORIDATION IN THIS STATE AND IN THIS
NATION

Amici are very concerned that the appellate court opinion, if not reversed
could prevent future local initiatives and referendums on fluoridation in this state
and in this nation. The appellate court opinion rests on two erroneous
conclusions. The first is that because the Safe Drinking Water Act and
implementation of this Act by the State sets drinking water standards,

Decisions by local water companies about which chemicals to add to

public water systems are administrative in nature because those decisions

merely implement plans already adopted and supervised by the Health

Department.ﬁz
The second is that because a local legislative body has statutory authority to
operate water utilities, there is not “power to enact” a local initiative or
referendum because it would interfere with that statutory authority.”

The first conclusion is erroneous because the Safe Drinking Water Act and
State implementation only set statewide Maximum Contaminant Levels
(“MCLs”) that trigger clean-up and only govern additives related to treating water
to meet these MCLs. Local ordinances are allowed that set more strict local water

purity standards.®* But more importantly, the Initiatives only address drugs to

treat people and do not address additives to meet MCLs.

62 Petition at A-8.
63 Petition at A-10 to A-13.
8 RCW 70.142.010(2).
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The second conclusion is erroneous because statutory authority to “operate
water utilities” does not grant a statutory right to adopt public health regulations
related to putting drugs in public water systems. For more than fifty years, local
voters in this state and this nation have used local initiatives and referendums to
vote on local public health regulations to not have ﬂ.l-lon'dated water.”’ The
Opinion should not be allowed to end local voters’ right to continue to exercise
police power to have local initiatives and referendums to prohibit fluoridation.

XI. CONCLUSION

This Court should find that the two Initiatives meet the “legislative” test
and the “power to enact” test such that they should be allowed on the ballot. This
Court should not allow the Opinion to prohibit future local government initiatives
and referendums that would prohibit fluoridation locally. Amici request that this
Court reverse the Opinion and issue an order pursuant to RCW 35.17.290 to place
both Initiatives on the ballot.

Dated this 19" day of January, 2010.

Respectfully submitted,

James Robert Deal Attorney PLLC

By

Jamés Robert DealWSBA No. 8103
Attorney for Amici IAOMT, OCSDW,
and FAN

6 The dissent in Kaul at 640-41 mentions eleven such referendums held in 1954 alone.
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21 10.S.C. § 321 : US Code - Section 321 Definitions; generally

For the purposes of this chapter -

(a)(1) The term "State", except as used in the last sentence of

section 372(a) of this title, means any State or Territory of the

United States, the District of Columbia, and the Commonwealth of

Puerto Rico.

(2) The term "Territory” means any Territory or possession of the

United States, including the District of Columbia, and excluding

the Commonwealth of Puerto Rico and the Canal Zone."

(b) The term "interstate commerce” means (1) commerce between any

State or Territory and any place outside thereof, and (2) commerce
 within the District of Columbia or within any other Territory not

organized with a legislative body.

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

Services.

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

Services. ‘

(¢) The term "person” includes individual, parmership,

corporation, and association.

(f) The term "food" means (1) articles used for food or drink for

man or other animals, (2} chewing gum, and () articles used for

components of any such article.

(g)(1) The term "drug" means (A) articles recognized in the

official United States Pharmacopoeia, official Homoeopathic

Pharmacopoeia of the United States, or official National Tormulary,

or any supplement to any of them; and (B) articles intended for use

in the diagnosis, cure, mitigation, reatment, or preverition 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 (&), (B), or (C). A food or

dietary supplement for which a claim, subject to sections

343()(1)(B) and 343(x)(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 943(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(1)(6) of this title is not a drug under clause (C) solely

because the label or the Iabeling contains such a statement. A @ [




RCW 69.41.010: Definitions. Page 1 of 2

RCW 69.41.010
Definiions.

Ag used in this chapter, the following terms have the meanings Indicated Linless the context ciearly requires otherwise:

(1) "Administer" means the direct application of & legend drug whether by iniactlon, inhalatlon, 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 practilioner.

ings" i : i i i the

2) "Community-basead cara settings include: Communily residential programs for the dgva!npmental’ly disabled, certified hyf
dep(agiment of socyial and health services under chapter 71A.12 RCW; aduit family homes hce.nsed uncler chapter r0.1_28 RCW, and
boarding homes licensed under chapter 18.20 RCW, Communily-hased care settings do not inciude acute care or skilled nursing facilities,

(3) "Deliver” or "delivery” maans the actual, constructive, or atiempted transfar from one parson to another of a legend drug, whether of
not there is an agency relatlonship. = it

(4) "Department” means the department of health,

{5) "Dispense” means the Interpretation of a prescription ar order far a legend drug and, pur;uant ta that prescription ar order, the proper
selection, measuring, compounding, fabeling, or packaging necessary to prepare that prescription or order for delivery.

(6) "Dispenser" means a practitioner who dispanses. .

(7) "Distribute” means to deliver other than by administering or disbensing a legend drug.
(8) "Distributar" mesns a persan who dlstributes.

(9) "Drug” means:

{(a) Substances recognized as drugs in the officlal United States pharmacopoeia, official horeopathic 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 dlsease in human beings or animals;

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

(d) Substances intended for use 8s 8 component of any article specified in {a), {b), or (c) of this subsection. It doss nol include devices or
their components, parts, or accessorles.

(10) "Electronic communication of prescriptior information” means the communication of prescriptien information by computer, or the
trenammisslon of an exact visual image of a prescription by facsimile, ar other electronic means for ariginal prescription information or
prascription refill Information for a legend drug between an authorized practitioner and a pharmacy or the fransfer of prescription Information
for a legend drug from one pharmacy to another pharmacy.

{11) "In-home care settings" include an individual's piace of temporary and permanent residence, bul does not Include acute care of
skitled nursing facilities, and does not include community-based care settings.

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

(13) "Leglble prescription” means a prascription or medication order issued by & practitioner thet is capable of being read and understood
by the pharmaclst filling the prascription or ihe nurse or other practilionar implementing the medication order. A prascription must be hand-
printad, typewritten, or electronlcally generated.

(14) “"Medicatlon assistance" means assistance rendered by a nonpractitioner o an individual residing in a community-based care setting
or in-home care setfing to facilitate the individual's self-administration of a legend drug or controlled substance. It includes reminding or
coaching the individual, handing the medication contalner to the individual, opening the individual's medication container, using an enabler,
or placing the medicatlon in the individual's hand, and such other means of medication assistance as defined by rule adopled by the
department. A nonpractitioner may help in the preparation of legend drugs or controlled substances for self-adminlstration where a
practitionar has determined and communicated orally or by written direction that such medicatlon praparaticn assistance is necessary and
_appr[?prlaile. Medication assistance shall not include assistance with intravenous medications or injectable medications, except prefilled
insulin syringes.

(15) "Person" means individual, corporation, government or govemmental subdivision or agency, business trust, estate, trusi, parnership
or associalion, or any other legal entity.

(16) "Practitioner” meens:

{a) A physician under chapter 18,71 RCW, an osteopathic physician or en osteopathic physician and surgaon under chapter 18,57 RCW,
a dentist under chapter 18.32 RCW, a podiatric physician and surgeon under chapter 18,22 RCW, a veterinarian under chapter 16.92 RCW,
a registerad nurse, advanced registered nurse practitioner, or licensed practical nurse under chapter 18.79 RCW, an optometrist under

AR

httnelianng leo wa.oovirow/defanlt.asnx ?cite=69.41:010 11/1/2009




RCW 69.41.010: Definitions.

chapter 18.53 RCW wha is certified by the oplometry hoard under RCWW 18,53.01 g, an osteopathic p
18.57A RCW, a physician assistant under chapter 18.71A RCW, & naturopath llcensed un
chapter 18.684 RCW, or, when acling under the required supervision of & dentist licensed u

licensed under chaptar 18,28 RCW,

{b) A pharmacy, hospital, or other institution licensed, registered, ar otherwise permitted to distri
respact to, ar to administer a legend drug in the course of professional praclice or research in this &

Page 2 of 2

sician assistant under chapter
18,364 RCW, ap
nder chapter 18.32 RCW, a dental hyogienist

harmacist under

hute, dispense, conduct research with

(c) A physiclan licensed fo practice medlcine and surgery or a physician licensed to practice osteopathic medicine and surgery in any

state, or province of Canada, which shares a commen border with the state of Wi

7 “Secrétary" means the secretary of health ar the secretary's deéignee.

{2009 c 548 § .1024', 2005 ¢ B § 115. Prior: 2003 ¢ 257 § 2, 2003 ¢ 140 § 11, 2000¢ il.§ 2, pifor:

prior; 1669 1stex.s.c9 §426,18B0 36§ 3} 1884 ¢ 153 § 17, 1880 ¢ 71§ 1, 1870 ex8. € 139

Lattns Hemmne Tam sara moselrewl/dafanlt aenyZeite=60 41.010

{098 c2226§1;1996c70§ 2 1696 ¢ 178 § 16; 1894 sp.5. ¢ 8 § 738
§1; 1973 1stex.s.c 186§ 1] '
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the same heading. "B I8 efsignead oy Asd Book to praducts dal
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aia avellebly from & widespread numbed af Sourass, Fad Bk
publiostions and datebrss savlees extend Orange Book ralingsta
ciatrtbuiors ahd genesic Iabalars othar than the heider of. tho MIA

aor ANDA. Al rtings applied: fo such iabelors Haila basn dieadly” -
sugpliod to Aed Baolk thrdugh wrilieh aartification atiesting fo te.

pontiracy of the cades supphat!.

B o binequivalence problems In conventional «

anms
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referaiice drug .
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rafaranca drug !
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A0 ..ln}amable oif salulion
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AT . Teplcal product

Bc....-_......c:omrgned-reteasci tabiat, capsule, or injectebla
.Documented bioequivalende prablen
Enteric-coated oral dosage lorm

_roduct In agrorat-neukizer dailiery aystem
JPotential blpaquwalence problem
..Supposhorny or ename for systemic use

@, ........ Testing slandarda aro msufficiant
for delarmination :
BT ......... Topleal praduot with bloequiyalenca inguss
......... tnsutficiant data to confirm therapetic equivalence

Requires further FDA Investigatinn and reviaw
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the form tn whicr & product Is gvadanle;
ABL  Accessory pPAX  Patient pack
CAER  Agrosolllquid . PAS Paste
APE  Modipationdilad siick PR Powder for
ARD  Aesosol powder SLBPBNBIOT
- BAN Bendage P0S  Powdar for solution
. BAR Bar FEL  Pallet .
BEA  Boads. Fit  Powdorfer
12 Capsule, etlended sugpaneion,
ralease, 12-he 1=month
Ghd  Capsule, oxtentiad pra Powder for
relansa, 24-he. suapensien,
CAlL  Cake | 3-month
CAP  Gapsuls M4 Powder (o
CER  Capsuls, exdendad suspansian,
. telagie Amontiz
Gt Chﬁ% PIH  Pawder or iInhatation
DRE  Cream FiCF  Pashat
GRY  Cryslal BOR  pod
GT8  Tablet, chowable POW  Fowder
£FG  Carlridge PRO  ©rophylaciic
BEV  Dovios ' PUL}  Pudding
PRE  Dinesing SEA  Guapension,
pak - Digk - .entanded raleans
BEC¢  Capsule, delaya 6L Gopaule, Tiquid-fllad
relapse SHA Shampon g
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EM - Blbxic SPE  muppogitory,
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Fil.  Fim ' PG Spunge
FLA:  Flake ara Spay-
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GAS BQas sye e
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BFL  Qelely WA  Swab
GER  Grantlar, exended SYR
RBioE A —
GFE  Gerforming solution (olorss, 12-hr.
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WAC 246-883-020 o Agency filings affecting this section |
fdentification of legend drugs for purposes of chapter 69.41 RCW.

(1) In accordance with chapter 69.41 RCW, the hoard of pharmacy finds that those drugs which have been determined
by the Food and Drug Administration, under the Federal Food, Drug and Cosmetic Act, 1o require a prescription under
faderal law should also be classified as legend drugs under state law because of their toxicity or potential for harmful
effect, the methods of their use and the collateral safeguards necessary fo thelr use, indicate that they are only safe for
use under the supervision of a practitioner.

(2) For the purposes of chapter 69.41 RCW, legend drugs are drugs which have been designated as legend drugs
under federal law and are listed as such in the 2002 edition of the Drug Topics Red Book. Copies of the list of legend
drugs as contained in the Drug Topics Red Book are avallable for public inspection at the headquarters office of the
State Board of Pharmacy, 1300 Quince Street S.E,, P.O. BOX 47863, Olympia, Washington 98504-7863. To obtain
coples of this fist, interested persons must submit a written request and payment of seveniy-six doilars for each copy to
the board. -

(3) There may be changes in the marketing status of drugs after the publication of the above reference. Upan
application of a manufaciurer or distributor, the board may grant authority for the over the counter distribution of certain
drugs which had been designated as legend drugs in this refetence. These determinations will be made after public
hearing and will be published as an amendment to this chapter.

[Statutory Authorily: RCW 89.41.075 and 18.64.005(7). 02-14-048, § 246-883-020, filed 6/27/02, effective 7/28/02, Statutory Authority: RCW
89.41.075, 18.54.005. 00-06-078, § 246-883-020, filed 3/1/00, effeciive 4/1/00. Statutary Authority: RCW 60.41.075, 86-21-041, § 246-883-020,
filed 10/11/98, effecilve 11/11/96. Statutory Autharity: RCW 18.84.005. 82-09-070 (Order 284B), § 246-883-020, filad 4/14/92, effactive 515/92,
Statutory Authority: RCW 18.64.005 and chapter 18.64A RCW. 81-18-057 (Order 181B), recodified as § 246-883-020, filed 8/30/81, effective
9/30/91, Statutory Autharity: RCW 18.84.006 and 69.44,075 [89.41.075). 85-18-081 (Order 198}, § 360-32-050, filed 9/4/86. Statutary Authority:
RCW 18.684.005 and 60.41.075. B3-20-053 (Order 178), § 360-32-050, filed 8/29/83. Statutory Authority: RCW 69.41.075, 81-10-025 (QOrder

:]?5(;)?!9%350-32-050, filed 4/28/81. Statutary Autherity: 1979 1st ex. s. ¢ 139, 79-09-138 (Order 149, Resolution No. 8/79), § 360-32-050, filed

A-7

http://apps.leg. wa.gov/wac/default.aspx?cite=246-883-020 11/1/2009




From: CDER DRUG INFO [mailto:DRUGINFo@fda.hhs.uov]
Sent: Wednesday, July 22, 2009 7:20 AM

To: Bill

Subject: RE: The legend drug fluoride

Dear Dv. Osmunson:
“Thank you for writing the Division of Drug Information, in the FDA's Center for Drug Eveluation and Research.

A search of the Drugs@FDA database

( hm:a://www.accesadata.fda.arovgsm'ints/cderfdmgsatfcla/index.cfm):of approved drug products and the Blectranic Orange Book o

(htp://www.accessdata.fda. gov/scripts/cder/ob/default.cfm) does not indicate that sodium fluoride, silicofluoride, or hydr{_\ﬂuerosthc:c
acid has been approved under 2 New Drug Application (NDA) or Abbreviated New Drug Application (ANDA) for ingestion for the

prevention or mitigation of dental decay. ; . ¢

The FDA is aware of sodium fluoride-containing products in various dosage forms that are g:;m.'rently marketed, At the pres-:.f:,m. 1:tn131

the FDA is deferring any regulatory action on sodium fluoride products that were mar_kete.d pn(.)r‘to 1962 as long as tl}a currentlty

marketed produet is identical to the pre-1962 product. Any prescription sodium fluoride-contaimmg product coming into the

marketplace after 1962 that is not identical to the pre-1962 labeling and that has drug claims, I8

gubject to the FDA drug review process prior to marketing. .

Best regards,

Drug Information St

Division of Drug Information

Center for Drug Evaluation and Resgearch
Food and Drug Administration

For up-to-date drug information, foliow the FDA's Divigion of Drug Information on Twitter: hiin://twitter.com/fda_drug_info
<htip://twitier.com/fda _drug_info>

This communication i consistent with 21CFR 10.85(k) and constitutes an informal communication that represents our best judgment
at this time but does not constitute an advisory opinion, does not necessarily represent the formal position of the FDA, and does not
bind or otherwise obligate or commit the agency to the views expressed.

From: Bill [mailto:bill@teachingsmiles.com]
Sent: Saturday, July 18, 2009 2:52 PM

To: CDER DRUG INFO

Subject: The legend drug fluaride

Dear FDA,

1 am writing an Amicus for the Washington State Supreme Court. In an effort lo give them the best information without them having
to dp the 1:esearch at?d dipging on the web site, T am requesting a letter or email from the FDA stating that the FDA has not approved
the ingestion of sodium fluoride or silicofluorides for the prevention of dental decay.

Speciﬁgzﬂ]y {o my question, "Is sodium fluoride, silicofluoride or hydrofluorosilicic acid an approved drug for ingestion for the
prevention or mitigation of dental decay?

Bill Osmunson DDS, MPH
25977 Canyon Creek Suite G
Wilsonville, OR 97070
425.466.0100

bill@teachingsmiles.com

A-l0




NDA withdrawn for fluoride
and vitamin combinations

The FDA has addressed a “regulatory letter”
to approximately 35 companies marketing
combination drugs consisting of fluoride and
vitamins. The letter states that these drugs are
related to a product (Enziflur lozenges) for
which FDA has withdrawn approval of a new
druo application. The NDA f01 EilZlﬂlll was

The FDA has therefore advised manufacturers
of combination fluoride and vitamin
preparations that their continued marketing is
in violation of the new drug provisions of the
Federal Food, Drug, and Cosmetic Act; they
have, therefore, requested that marketing of
these products be discontinued.

DRUG THERAPY/IUNE 1975 -

Al




No. 969 Nat:onal Sfandard:zed Exammatlan

for Pharmacy Technician Certification
The Washington State Board of Pharmacy adopted rule changes
at its public hearing on May 29, 2008. The amended rules result

in new requirements for certification as a pharmacy technician.

Effective January 1, 2009, all technician applicants must pass a
national standardized examination. In addition, all applicents are
still required to complete 2 Board-approved technician training
program. Individuals who have obtained a pharmacy technician
credential before January 1, 2009, will not be required to meet the
new standards.

Tn the next few months, the Board will be developing the criteria
for a Board-approved examination. The plan for applying the rule
includes adopting examination standards and identifying which
examination(s) are Board-approved. The rile changes also tequire
updates to the basic standards for Board-appraved training pro-
grams. It is expected that these activities will be further defined at
the July 17, 2008, business meeting.

Forupdates, please visit the Board's Web page at iittps:/foriress
wa.govdoh/tpgal/fps4/Pharmacy/defall. him. (WAC 246-901-030
& 060)

No. 870 New Precepior Cerlifications

If you have renewed your pharmacist license recently, you may
have noticed some changes. With the implementation of the new
licensing system, your preceptor certification no longer appears
on your pharmacist license. A separate license is' now issued to
pharmacists with active preceptor certifications.

During the implementation ofthe new system, we discovered that
the issue and expiration date of several active preceptor certifications
werenotcorrectly transferred from the old system, We are working
on correcting this matter and plan to issue replacement preceptor
certifications. Please note: Board staff can access past preceptor
license history for verification when a pharmacy intern submits
hours while under your supervision,

A certificate of participation is mailed to all original and renewed
preceptor licensees. Participation in this program will earn the
licensee 03 continuing education credits. Preceptor certification
expires on the licensee’s birthday and is issued for no more than
five years from the activation date,

When applymg for a new or renewing a pharmaclst preceptoa
certification, please use the new application form found on the
Board’s Web site,

No. 971 Frequently Asked Questions

Q. How should prescriptions from Canada be handled?

Prescriptions from a Canadian province that shares a conmmon
border with Washington can be dispensed here. Currently, British
Columbia is the only province that qualifies.

Prescriptions from Canada for Food and Drug Administration-
approved legend drugs can be filled if written by one of the following
practitioners licensed in Canada:

4 physician licensed to practice medicine and surgery;

¢ physician licensed to practice osteopathic medicine and
surgery,

4 dentist licensed to practice dentistry;

¢ podiatric physician and surgeon licensed to practice podiatric
medicine and surgery;

¢ veterinarian licensed to practice veterinary medicine. (RCW

6541.030)

. In addition, all state and applicable federal rcquitﬁms:nts for
pTcSCl iptions must also be met.,

Prescriptions for Schedule IT through V medications cannot be
filled in Washington i written in Canada.

Q. Where can I find information on practitioners’ prescrip-
tive anthority?

You can find information on the Board of Pharmacy’s Web site
under the site directory titled “Prescribing Authority” The chart
lists the professions that have prescribing euthority and notes any
restrictions or limitations. The relevant state laws and rules are

- glso noted.

The list includes professions that can administer medications
under a preseriber’s order. The section on “General Limitations”

contains information on prescribing, such as not prescribing con-

trolled substances for yourself, and which out-of-state practitioners
you can accept prescriptions from, ete, Lastly, there is a section that
lists professions whose scope does not allow preseribing, adminis-
tering, or dispensing of medications.

/4 - / Continued on page 4
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A Community Pharmacy Techniclan’s Role in
Medication Reduction Strategies

Cq dependent nanprafit agancy thai works closely with
Nvi| United States Pharmacopeia (USF) and Food and

{3
a5 ﬁf
tion ervors, near misses, and potentially hezardous

conditions as reporled by pharmacists and other practitioners. ISMP
then makes apprapriate contacts with companies and regulators,
gathers expert opinton abowt pravention measures, and publishes is
recommendations. To read abowt the recommendations for preven-
tion of reported errors that you can put into practice today, subscribz
1o ISMP Medication Safety Alert!™ Community/Ambulatory Edi-
tion by visiting www ismp.org. [f you would like to report a prob-
lem confidentially to these orgarizations, go io the ISMP Web site
(wwvw.ismp.org) for links with USP, ISMF, and FDA. Or call 1-800/
23-ERROR to raport directly to the USP-ISMP Medication Errors Re-
porting Program. ISMP address: 200 Lakeside Di; Forsham, PA 19044,
Phone: 215/947-7797. E-mail: ismpinfo@ismp.org.

Pharmacy technicians play a major role in community pharmacy
practice. The pharmacist relies on the technician to provide an extra
layer of safety. It is important for technicians to follow system-based

processes and inform the pharmacist when these processes do notworlc

or are unmanageable.
Prescription Drop Off

The date of birth should be written on every hard copy prescription
50 the pharmacist has & second identifier readily available during veri-
ficalion. Allerzy information should be questioned and updated at every
patient encounter. Medical condition information, such as pregnancy,
communicated to the technician at drop off should be updated in the com-
puterized profile system to help the verification pharmiacist determine
counseling opportunities. Knowing a person’s medical conditions also
helps the pharmacist determine if prescriptions are written incorrectly
or for the wrong drug,

Data Entry

Medication safety is enhanced when technicians know the perticulay
language of pharmacy when entering a prescription.

New drugs are at & particular risk because it is more likely that the
technician i3 not aware of the new drug and a more {amiliar drg is se-
lected, Pharmacists and technicians should wark togsther to determine
the best method of distributing information regarding availability of
new drugs on the markel,

1t is important that the technician understands the safety features of
the computer sysiem and does not create work-srounds to improve ef-
ficiency at therisk of decrcasing accuracy and safety. Diug alerts can be
numerous, and the techniciannay be inclined to override the alert and not
“bother® the pharmacist. A better way to resolve too many alerts would
be 10 establish protocol between the technician and the pharmacist to
determine which level and type of alert needs pharmacist intervention.
Production

Mix-ups occur primarily due to incorrectly reading the label. The
problem is aggravated by what is referred to as confirmation bias. Often
& technician chooses a medication container based on a mental picture
of tht? item, whether it be a characteristic of the drug label, the shape
and size or color of the container, or the location of the item an a shelf,
Consequently the wrong product is picked, Physically separating drugs

factor,

Point of Sale

" Correcily filled prescriptions sold to a patient for whom it was not
intended is an error that can be avoided by consistent use of a second
identifier at the point of sale, Ask the person picling up the prescription

“toverify the acldress or in the case of similar neies, the date of birth, and

compare the answer to the information on the prescription receipt.

Internal errors should be discussed among all siaff for training
purposes. In addition, it is imporiant to read about and discuss errors
and methods of prevention occurring and heing employed at other
pharmacies within & chain and in other pharmacies, nationwide. ISMP
Medication Safely Alert! Community/Ambulatory Edition offers this
information 1o both pharmacists end technicians.

FDA’s Effort to Remove Unapproved Drugs From
the Market

Pharmacisis are often not aware of the unapproved status of some’

drugs and have continued to unknowingly dispense unapproved drugs
because the labeling does not disclose that they lack FDA approval. FDA
estimates that there are several thousand unapproved drugs illegalfy
marieeted in the United States. FDA is stepping up its effors Lo remove
unapproved drugs from the market. :

‘Backaround

There are three catepories of unapproved drugs that are on the market.
The first category consisis of those that have been approved Tor safely,
or that are identical, related, or similar to those drugs, and either have
been found not to be effective, ar for which FDA has notyet determined
that they are effective. Between 1938 (passage of the Federal Food,
Drug, and Cosmetic Act) and 1962, manufacturers were only reguired
to demonstrate that drugs were safe; the requirement that they also
demonstrate that dugs were cffective was added in 1962, Drugs that
fall in this category have been part of the DESI (Diug Efficacy Study
Tmplementation) review, which was implemerited to determine whether
drigs approved betwean 1938 and 1962, or drugs that are identical, re-
lated, or similar to such drugs, met the new effectiveness requirements.
While the DESI review is mostly completed, some parts of it ave still
continning. The second category of unapproved drugs consists of those
drugsthat were on the market pricrto 1938 (passage of the Federal Food,
Drug, and Cosmetic Act). The third category, new unapproved drugs,
comprises unapproved drugs that were first marketed {or changed) after
1962. Some also may have already been the subject of a formal agency
finding that they are new drgs,

FDA's Concerns About Unapproved Drugs

" . FDAhasserious concems that drugs marketed without FDA approval -

may not meet modern standards for safety, effectiveness, marufacturing
quallty, labeling, and post-market surveillance, For example, FDA-
approved druga must demonstraie that their manufactning processes can
reliably produce drug products of expected identity, strength, quality, and
purity. In addition, FDA’s review of the applicant’s labeling ensures that
health care professionals and patients have the information necessary to
undersland a drug product’s risks and its safety and efficacy.

Spunsors that market approved products are subject tomore extensive
reporting requirements for adverse drug cvents than sponsors of undp-
proved drugs. Reporting of adverse events by health care professionals
and patients is voluntary, and under-reporting is well documented. FDA,
therefore, cannot assume that an unapproved drug is safe or effective
simply becanse it has been marketed for some period of time without
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with look-alike labels and paclkaging helps to reduce this contributing




Manufacturers of unapproved drigs are usually [ully aware that their -
drugs are marketed illegally, yet they continue to circumvent the Taw .

and put consumers’ health: at risk.
Maost recently, in June 2006, FIDA issued a guidance entitled “Mar-

keted Unapproved Drugs—Compliance Policy Guide” (CPG) outlining -

its enforcement policies aimed at bringing all such drugs into the approvat
process. {The CPG is availeble at wwwifda.goweder/guidance/691 il
.pdf) The agency provided industry with specific notice that anyone
who markets an unapproved drug is subject to enforcement action,
This CPG gutlines the agency’s risl-based enforcement policies aimed
at bringing all such drugs into the approval process without imposing
undue burdens on consumers or unnecessarily disrupting the market,
Far all unapproved diugs, the CPG gives highest enforcement priority
to the following:
Drugs with potential safety concerns
Drugs that lack evidence of effectiveness
Fraudulent drugs
Drups with formulation changes made as a pretext o avold
enforcement
Unapproved drugs that directly compete with an approved
drug

Table 1 lists examples of drugs or classes of drugs that, consistent
with the CPG, FDA has identified ag a ligher priority because of safety
or other concemns. For six of them, FDA has specifically announced
its intention to take enforcement action against companies marketing
unapproved versions of (hose drug products. FDA has withdrawn the
approval of the seventh product,

‘Tahle 1: Examples of FDA Actions Regarding Unapproved Drugs

Extended release combination drug products containing
| guaifenesin (competed with approved produscls)

Trimethobenzamide hydrachlaride suppositaries (lacked evidence
of effectiveness)

o Soee

Etgotamine-containing drug products (Iabeling did not include
critical warmings regerding the potemial for serious, possibly fatal
interactions with other drugs)

Quinine sulfate drug products (665 repoits of adverse events,
including 93 deaths, and the labeling [acked necessary wamings
and safe dosing information)

Carbinoxamine drug products (associated with 21 infant deaths)

Colchicine infectables (30 reports of adverse events, including 23
deaths)

Importance to Pharmacists
FDA s taking steps fo ensure that afl marketed US drugs have met, ap-
proval requitements, FDA recognizes that some unapproved drmgs may
pro_wde benefits; however, since these products have nolundergone FDA
review for safety and efficacy, the agency recommends that pharmacists,
prescribers, and patients carefully consider the medical condition being
ireated, the patient’s previous respansc to a drug, and the availability of

Bpproved alternatives for treatment. FDA wili proceed on a case-by-case

basis and meke every effort to avoid adversely affecting public health,
mposing undue burdens on heaith care professionals and patients, and
unnecessarily disrupting the drug supply. More information regarding
the FDA’s Unapproved Drug Iniliative can be found on its Web site:
wwwfda govicder/drugfinapproved_drugs/,

NABP Educales Pthc on B&ying frém

Internet Pharmacies with New Section on its

Web site

OnMay 16, 2008, the Natianal Association of Boards of Pharmacy™
(NABP?) launched the Internel Pharmacies section of its Web site,
educating petients on the potential dangers of buying medicine online
and empowering them to make informed choices. As of mid-Tune, the
site Jisted 250 Intemet drug outlets that appear to be out of compliance
with state.and federal laws or NABP patient safety and pharmacy
practice standards, therehy putting those who purchase fiom these sites
in danger of purchasing drugs that could cause patients serious ham
ar even death, )

NABP developed these standards for its new Internet Drug Outlet
Tdentification program with mput from its member boards of pharmacy,
interested stakeholders, and regulatary agencies, including the FDA and
the US Drug Enforcement Administeation. Intemet. diug outlets operating
in conflict with these criteria are listad on the NABP Web site as “not.
recommended.” NABP has dentified another 300 suspiciously operating
Internet drug outlets and is in the process of verifying i findings before
posting these sites to the “not recommended” list. Of the hundreds of

+ gites reviewed under this program so far, only nine have heen found to

be potentially legitimate, pending verification of licensure and other
criteria. At i tirne, NARP recommends that patiens baying medicine
online use only Tntemetpharmacies accredited through the VIPPS® (Verj-
fied Internet Pharmacy Practice Sites™) program, NABP hasg verified
that these pharmacies are appropriately licensed and have sucecessfully
completed the well-recognized and rigorous VIPPS criteria evaluation
and onrsite inspection. These pharmacies, tepresenting more than 12,000
pharmacies, are listed on the NABP Weh site as “recommended.”

These lists, along with progran: criteria and related patient informa-
tion, ere accessible in the Internet Pharmacies section of the NABP
Web site.

The new program is an oulgrowth of a 2007 NABP resolution,
“Internet Pharmacy Public Safety Awareness,” in which the Associa-
tion pledges to continue collaborating with federal agencies and other
interegted stakeholders to educate the public and health care profes-
sionnls of the dangers of acquiring drugs illegatly through the Internet
and from foreign sources. As part of this initiative, NABP will provide
information to assist state and federal regulstors in their afforts to shut

down ropue Intemet drug outlets.

RxPairol Video Helps Pharmacists Address

and Prevent Pharmacy Thefi

Phamacy thefi is a serious crime thatis on therise, costing pharmacies
hillions annually in stolen medication eccording to the Federal Bureau
of Investigation (FBT). RxPatrol® has teame:d up with Crime Stoppers
and ather taw enforcement officials to disseminete information regard-
ing pharmacy crime. One resource that pharmacists can use to educate
themselves and their coworkers is a training video that provides tips for
phanmacisia to address the rising issue of pharmacy robberies, The video
includes interviews with [mv enforcement officials from the FBI and
police department about what can be doric to prevent such activity. The
video can be found on the RxPatrol Web site ab wwiwiparol. comdiidens
.asp and by clicking on “Phannacy Safety — Robhery.”

" RxPatrol is a collaborative effort batween industry and law enforce-
ment designed to collect, collate, analyze and disseminate pharmacy
theft information. RxPatrol helps protect the pharmacy environment and
ensure legitimate patients® access to life-sustaining medicines.

Ll
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Continued firom page |

You may also link to other professions’ Web sites by selecting
“Profession Links (A-ZY" for the site directory.

*On February 28, 2008, the Medical Quality Assurance Com-
mission (MQOAC) adopied a policy regarding SelfTreatment or
Treatment of Tmmediate Family Mentbers. Fisit the MOAC Web
sitefor more information at hitps:/ffortresswa.gov/doh/hpqal /hpsS/
Medical/default.hirn.

Q. When do ancillary personnel utilization plans need to
be updated?

New or amended utilization plans must be submitted to the Board
office for approval. The plans should be tailored specifically to the
needs and practice situation of your individual pharmacy. Sample
Ancillay Personnel Utilization Plans are available on our Web site
through the “Forms/Applications” page under the Forms™ section.
The pharmacytechnician plan also includes a section on the require-
ments for approval of specialized functions. Visit Attps/forress
wagovidoh/lipgal/HPS4/Pharmacyforms. htm.

No. 972 Treating Partners of Patients with

Sexually Transmitied Diseases

Recently, the Board provided input to the MQAC on a special
presaribing protocol for partners of patients with sexvally transmit-
ted chlamydia and gonorrhea. Adequate treatment of these sexually
transmitied diseases has long been a difficult public health issue.
A study by Dr Mathew Golden of Public Health Seattle and King
County (PHSKC) demanstrated success with the use of the special
prescribing protocol in treating partners. In the protocol, antibictic
treatment is provided by public health staff and pharmacies to part-
ners through use of prepackaged “partner packs.” The MQAC urges
practitioners to usc all reasonable efforts to ensure that eppropriate
information and advice is made available to the absent pavtner or
pariners. Absent partners are advised to seek n medical evaluation
for sexunlly transmitted disease.

Contact your local Public Health clinie for more specific informa-
tion on the special prescribing protocol. To view MQAC's policy,
please visit its Web site at htips./forressava.govidoh/Tpgal/hpss/
Medicalidefault.fim.

No. 873 Are Your ADDDs Approved?

ADDDs are not extra-hyper druggists, but automated drug dis-
tribution devices, These devices may also be known as automated
cabinets or automated dispensing systems. Used as drug storage
devices in many health care settings, ADDDs provide aceess, se-
curity, and accountability in the use of medications. The use of all
ADDDs must be approved by the Board and is restricted to those
taciities listed inthe rule. Therule also describes the respousibilities
of the pharmacy and the facility. To request approval, pharmacies
musi send policies and procedutes to the Board office for review.
For more information, visit the Board’s Web site at Atzps:/fortress
wa.govidoh/lipgal/hps4/Pharmacy/default. it for the application
form and applicable rules.

No. 974 Welcome New Board Member
Governor Chris Gregoire has appointed Albert Linggi to the
Board of Pharmacy. Mr Linggi's four-year term began on March
10, 2008.
Mr Linggi is a graduate of the University of Washington. He
has an executive masters in business administration from Fuqua

School of Business at Duke University. Mr Linggi has over 30years
of experience in the pharmaceutical industry. His positions include
appointmenis as administrative director of pharmacy for St Joseph,

- regional director for Franciscan Health Systems, and vice president

for Mckesson Corporate Business Development. We look forward

.to Al biringing his expertise and willingness to serve the people of

Washington through his Board appointment.

"No. 975 Fifty-year Ceriificales

We would like to acknowledge and congratulate the following
pharmacists for 50 years of licensure in Washington State. The

- honarees were recognized at the Northwest Pharmacy Confer-

ence in June of this year, Harold E. Bennett, Seattle, WA; John.A.

. Benson, Bellingham, WA, Etwin H. Blair, Bellevue, WA; Walter G.

"Davison, Port Angeles, WA; Ann C. Donnelly, Tucson, AZ; Rouald

. D, Gilbert, Portland, OR; Robert J. Grady, Whitefish, MT; Ralph

- N. Herbison, Spolcanie, WA; Donald L. Kelly, Wenatchee, WA;

Michael D. Lyon, Prosser, WA; John 8. McCluskey, Naches, WA;
Laverne F. Moore, Pendleton, OR; Daniel J. Nault, Lynitwood, WA;
Charles E. Nann, Buckley, WA; Joan C. Skalabrin, Port Orchard,
WA:; Donald A. Stoebmer, Anacortes, WA; JTames C. Wright, Gig
Harbor, WA; Marvin L. Wheeler, Harrison, TD.

No. 876 Upcoming Board of Pharmacy

-Meetings

The Board of Pharmacy is encouraging all pharmacists to mark
their calendars with the following meeting dates. .

JUW 17 2008 ccsicssissmnmsssimsicammmnsinsmimin
September 4, 2008 .....
QOctober 30, 2008........
December 11, 2008.....

Board meetings are apen to the public and pharmacisis and awe-
iliary staff are encouraged to attend. Pharmacists are able to earn
up tothree contact hours (0.3 CEUS) of continuing education credit
each license renewal period for attending a Board meeting, While
the meetings have a formal structure, there are often public com-
ment periods for the agenda items. If you are interested in receiving
the meeting agenda, please contact WSBOP@listservwa.gov. This
is a great opportunity to help the profession progress.
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NSF Fact Sheet on Fluoridation Chemicals

Introduction o N
This fact sheet provides information on the fluoride containing water treatment additives that

NSF has tested and certified to NSF/ANSI Standard 60: Drinking Water Chemicals - Health
Effects. According to the latest Association of State Drinking Water Administrators Sutvey on
State Adoption of NSF/ANSI Standards 60 and 61, 45 states require that .chemicals used in
treating potable water must meet Standard 60 requirements. If you have questic?ns on your state's
requirements, or how the NSF/ANSI Standard 60 certified products are used in your state, you
should contact your state's Drinking Water Administrator.

Water fluoridation is the practice of adjusting the fluoride content of drinking water. Fluoride is
added to water for the public health benefit of preventing and reducing tooth decay and
improving the health of the community. The U.8. Centers for Disease Control and Prevention is
a rteliable source of information on this important public health intervention. For more
information please visit www.cde.gov/fluoridation/.

NSF certifies three basic products in the fluoridation category:

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

NSF Standard 60

Products used for drinking water treatment are evaluated to the criteria specified in NSF/ANSI
Standard 60. This standard was developed by an NSF-led consortium, including the American
Water Works Association (AWWA), the American Water Works Association Research
Foundation (AWWARF), the Association of State Drinking Water Administrators (ASDWA),
and the Conference of State Health and Environmental Managers (COSHEM). This group
developed NSF/ANSI Standard 60, at the request of the US EPA Office of Water, in 1988, The
NSF Joint Committee on Drinking Water Additives continues to review and maintain the
standard annually. This committee consists of representatives from the original stakeholder
groups as well as other regulatory, water utility and product manufacturer representatjves.

Standard 60 was developed to establish minimum requirements for the control of potential
adverse human health effects from products added directly to water during its treatment, storage
and distribution. The standard requires a full formulation disclosure of each chemical ingredient
in a product. It also requires a toxicology review to determine that the product is safe at its
maximum use level and to evaluate potential contaminants in the product. The standard requires
testing of the treatment chemical products, typically by dosing these in water at 10 times the
maximum use level, so that trace levels of contaminants can be detected. A toxicology evaluation
of test results is required to determine if any contaminant concentrations have the potential to
cause adverse human health effects. The standard sets criteria for the establishment of single
product allowable concentrations (SPAC) of each respective contaminant. For contaminants
regulated by the U.S. EPA, this SPAC has a default level not to exceed ten-percent of the
regulatory level to provide protection for the consumer in the unlikely event of multiple sources
of the contaminant, unless a lower or higher number of sources can be specifically identified. ﬁ /é
"




NSF Certification

NSF also developed a testing and certification program for these products, so that individual U.S.
states and waterworks facilities would have a mechanism to determine which products were
appropriate for use. The certification program requires annual unannounced inspections of
production and distribution facilities to ensure that the products are properly formulated,
packaged, and transported with safe guards against potential contamination. NSF also requires
annual testing and toxicological evaluation of each NSF Certified product. NSF Certified
products have the NSF Mark, the maximum use level, lot number or date code and production
location on the product packaging or documentation shipped with the product.

The use of this standard and the associated certification program have yielded benefits in
ensuring that drinking water additives meet the health objectives that provide the basis for public
health protection. NSF maintains listings of companies that manufacture and distribute treatment
products at www.nsf.org. These listings are updated daily and list the products at their allowable
maximum use levels. In recognition of the important safeguards that NSF Standard 60 provides
to public drinking water supplies, 45 U.S. States and 10 Canadian Provinces and Territories
require drinking water treatment chemicals to comply with the requirements of the standard.

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

Fluoride

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

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

Silicate

There is no EPA MCL for silicate in drinking water. When an MCL. does not exist for a
contaminant, NSF/ANSI Standard 60 provides criteria to conduet a toxicological risk assessment
of the contaminant and the development of a SPAC. NSF has established a SPAC for silicate at
16 mg/L. A fluorosilicate product, applied at its maximum use level, results in silicate drinking
water levels that are substantially below the 16 mig/L SPAC established by NSF. For example, a
sodipm fluorosilicate product dosed at a concentration into drinking water that would provide the
maximum concentration of fluoride allowed (1.2mg/L) would only contribute 0.8 mg/L of
silicate ~ or 5 percent of the SPAC allowed by NSF 60,
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Potential Contaminants

The NSF toxicology review for a chemical produet considers all chemical ingredients in the
product as well as the manufacturing process, processing aids, and other factors that have an
impact on the contaminants present in the finished drinking water. This formulation review
identifies all the contaminants that need to be analyzed in testing the product. For example,
fluosilicic acid is produced by adding sulfuric acid to phosphate ore. This is typically done
during the production of phosphate additives for agricultural fertilizers. The manufacturing
process is documented by an NSF inspector at an initial audit of the manufacturing site and
during each annual unannounced inspection of the facility. The manufacturing process,
ingredients, and potential contaminants are reviewed annually by NSF toxicologists, and the
product is tested for any potential contaminants. A minimum test battery for all fluoridation
products includes metals of toxicological concern and radionuclides.

Many drinking water treatment additives, including fluoridation products, are transported in bulk
via tanker trucks to terminals where they are transferred to rail cars, shipped to distant locations
or transferred into tanker trucks, and then delivered to the water treatment plants. These tanker
trucks, transfer terminals and rail cars are potential sources of contamination. Therefore, NSF
also inspects, samples, tests, and certifies products at rail transfer and storage depots. It is
always important to verify that the location of the product distributor (the company that delivers
the product to the water utility) matches that in the official NSF Listing for the product (available
at www.nsf.org).

NSF has compiled data on the level of contaminants found in all fluoridation products that have
applied for, or have been listed by, NSF. The statistical results in Table I (attached) include the
test results for these products, as well as the annual monitoring tests from the period 2000 to
2006. This includes 245 separate sampies analyzed during this time period. The concentrations
reported represent contaminant levels that would be expected when the product is dosed into
water at the Maximum Use Level (MUL). Lower product doses would produce proportionately
lower contaminant concentrations (e.g. a 0.6 mg/L fluoride dose would produce one haif the
contaminant concentrations listed in Table 1.)

Table 1 documents that there is no contamination of drinking water from the fluoridation
products NSF has tested and certified. NSF issued previous summaries of contaminant levels in
fluoridation products for earlier reporting periods in 1999 and 2003. While some contaminant
levels in those earlier periods were slightly higher than the current data for certain contaminants,
there has not been a single fluoride product tested since the initiation of the program in 1988
with a contaminant concentration in excess of its corresponding SPAC. The documented
reduction of impurities for this’most current time period is due, at least in part, to the
effectiveness of NSF/ANSI Standard 60 and the NSF certification program for drinking water
treatment additives, and demonstrates the effectiveness of the program. The reduction in
impurities is further attested to by an article in the Journal of the American Water Works
Association entitled, “Trace Contaminants in Water Treatment Chemicals.”!

Arsenic
The results in Table 1 indicate that the most common contaminant detected in these products is
arsenic, but it is detected in only 43% of the product samples. This means that levels of arsenic

! Brown, R., et al., “Trace Contaminants in Water Treatment Chemicals: Sources and Fate.” Journal of the
American Water Works Association 2004; 96;12:111. A




in 57% of the samples were non-detectable, even though products are tested at 10 times their
maximum use level. All detections were at levels below the Single Product Allowable
Concentration, if the product is added to drinking water at (or below) ils maximum use level.
The SPAC, as defined in NSF/ANSI Standard 60, is one tenth of the US EPA’s MCL. The
current MCL for arsenic is 10 ppb, the highest detection of arsenic from a fluoridation chemical
was 0.6 ppb (shown on Table 1), and the average concentration was 0.12 ppb. Even the highest
concentration of 0.6 ppb was only detected because the standard requires testing the chemical at
10 times its maximum use level to detect these trace levels of contaminants. Had the dose of
fluoridation additives been tested in water at the maximum use level, instead of at 10 times their
maximum use levels, the arsenic concentration measured would have been below the 1 ppb
reporting limit for arsenic for 100 percent of the samples measured.

43% of Fluoride products contaln
measurable Arsenic, but the
highest level recorded wae only
8% of the USEPA MCL.

57% of Fluoride products
do nat contain measurable
amounts of Arsenic.

— e :
Arsenic Resulis
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Copper :

The second most common contaminant found, and on a much less frequent basis, is copper, and
97% of all samples tested had no detectable levels of copper. The average concentration of
copper has been 0.02 ppb with 2.6 ppb being the highest concentration detected. This is well
below the 130 ppb SPAC requirement of NSF 60.

Figure B

97% of Fluoride producls
do not confain measurabie
amaunts of Copper,

3% of Fluoride products contain
measurable Copper, bul the
highest lavel recorded was anly
0.2% of tha USEPA Action Level.

Copper Results
(% of USEPA AL)
5% -
A% -
3% - .
2%
1%
- J__& ' 0.05 __[lpooz}
Max. Ave. Awe. of All
Resuit Datection Samples
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Lead
The third most common contaminant found is lead. It occurs on a much less frequent basis, and
98% of all samples tested had no detectable levels of lead. The average concentration of lead has

been 0.005 ppb with 0.6 ppb being the highest concentration detected. This is well below the 1.5
ppb SPAC requirement of NSF 60, '

Figure C

88% of Fluoride products
do nol contain measurable
amounts of Lead.

2% of Fluoride producis contain
measurable Lead, but the highest
level recorded was only 4% of the
USEPA Action Leval of 15pph.

Lead Results
(% of USEPA AL)
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B0%
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Radionuclides
Fluoridation products are also tested for radmnuchdes All samples tested have not had any
detectable levels of alpha or beta radiation.

Summary

In summary, the majority of fluoridation products as a class, based on NSF test resuits, do not
add measurable amounts of arsenic, lead, other heavy metals, or radionuclide contamination to
drinking water.

Additional information on fluoridation of drinking water can be found on the following web

sites:

American Water Works Association (AWWA) Fluoridation Chemical Standards

American Water Works Association (A WWA) position

http://www.awwa.org/Advocacy/pressroom/flucride.cfm

http://www.awwa.org/Bookstore/producttopicsresults.cfim?MetaDatal D=121 &navItemNumber=5093

Aumerican Dental Association (ADA)http://www.ada.org/public/topics/fluoride/index.asp
U.S. Centers for Disease Control and Prevention (CDC) http://www.cde.gov/fluoridation

Table 1
Percentage Mean Mean Maximum NSF/ANSI US EPA
of Samples | Contaminant | Contaminant | Contaminant ;| Standard 60 Maximum
with Concentration | Concentration | Concentration Single Contaminant
Detectable | in all samples | in detectable | in detectable Product or Action
Levels (ppb) samples (ppb) | samples (ppb) | Allowable Level
Concentration
Antimony 0% ND ND ND 0.6 6
Arsenic 43% 0.12 0.29 0.6 ] 10
Barium <1% 0.001 0.3 0.3 200 2000
Beryllium 0% ND ND ND 0.4 4
Cadmium 1% 0.001 0.08 0.12 0.5 5
Chromium <1% 0.001 0.15 0.2 10 100
Copper 3% 0.02 0.68 2.6 130 1300
Lead 2% 0.005 0.24 0.6 1.5 13
Mercury <1% 0.0002 0.04 0.04 0.2 2
Radionuclides 0% ND ND ND 1.5 15
— alpha pCi/L
Radionuclides 0% ND ND ND 0.4 4
- beia
mrem/yr
Selenium <1% 0.016 1.95 32 5 50
Thallium <1% 0.0003 0.04 0.06 0.2 2




Abbreviations used in this Fact Sheet
ANSI — American National Standards Institute .

AWWA — American Water Works Association

AWWARF — American Water Works Associa.tior_n Research Foundation
ASDWA — Association of State Drinking Water Administrators
COSHEM - Conference of State Health and En;fironmental Managers
EPA — U.S. Environmental Protection Agency

MCL — maximum contaminant level

mrem/yr — millirems per year — measurement of radiation exposure dose
MUL — Maximum use level

NSF — NSF International (formerly the National Sanitation Foundation)
ppb — parts per billion

PCi/L ~ pico curies per liter — concentration of radioactivity

SPAC - Single Product Allowable Concentration
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National Primary Drinking Water Regulations; Arsenic and Clarifications to Compliance ... Page 1 of |

ENVIRONMENTAL PROTECTION AGENCY
40 CFR Parts 9, 141 and 142

[WH-FRL~6934-9]
RIN 2040~AB75

National Primary Drinking Water Regulations; Arsenic and
Clarifications to Compliance and New Source Contaminants Monitoring

AGENCY: Environmental Protection Agency (EPA).

ACTION: Final rule.

SUMMARY: Today EPA is establishing a health-based, non-enforceable
Maximum Contaminant Level Goal (MCLG) for arsenic of zero and an
enforceable Maximum Contaminant Level (MCL}) for arsenic of 0.01 mg/L
(10 pg/L). This regulation will apply to non-transient non-

community water systems, which are not presently subject to standards
on arsenic in drinking water, and to community water systems.

In addition, EPA is publishing clarifications for monitoring and
demonstration of compliance for new systems or sources of drinking
water. The Agency is also clarifying compliance for State-determined
monitoring after exceedances for inorganic, volatile organic, and
synthetic organic contaminants. Finally, EPA is recognizing the State-
specified time period and sampling frequency for new public water
systems and systems using a new source of water to demonstrate
compliance with drinking water regulations. The requirement for new
Systems and new source monitoring will be effective for inorganic,
volatile erganic, and synthetic organic contaminants.

DATES: This rule is effective March 23, 2001, except for the amendments
Lo Secs. 141.23(i) (1), 141.23(i)(2), 141.24(f) (15), 141.24(hy (11),
141.24 (h) (20), 142.16(e), 142.16(j), and 142.16(k) which are effective
January 22, 2004.

The compliance date for regquirements related to the clarification
for monitoring and compliance under Secs. 141.23(1) (1), 141.23(i)(2),
141.24(£) (15), 141.24(f) (22), 141.24(n) (11), 141.24 (h) (20), 142.16 (e},
142.16(3), and 142.16(k) is January 22, 2004. The compliance date for
requirements related to the revised arsenic standard under
Secs. 141.23(i)(4), 141.23(k) (3), 141.23 (k) (3) (i1), 141.51(b),
141.62(b), 141.62(k) (16}, 141.62(c), 141.62(d), and 142.62(b) is
January 23, 2006. For purposes of judicial review, this rule is
promulgated as of January 22, 2001.

A-2Y

http:/Awww.epa.gov/fedrgst/EPA-WATER/2001/] anuary/Day-22/w1668.htm 11/3/2009




FLUORIDE IN DRINKING WATER:
A Scientific Review of EPA’s Standards

Committee on Fluoride in Drinking Water
Board on Environmental Studies and Toxicology

Division on Earth and Life Studies

NATIONAL RESEARCH COUNCIL

OF THE NATIONAL ACADEMIES

THE NATIONAL ACADEMIES PRESS
Washington, D.C.
www.nap.edu

A5




Summary

Under the Safe Drinking Water Act, the U.S. Environmental Protection Agency (EPA) is
required to establish exposure standards for contaminants in public drinking-water systems that
might cause any adverse effects on human health. These standards include the maximum
contaminant level goal (MCLG), the maximum contaminant level (MCL), and the secondary
maximum contaminant level (SMCL). The MCLG is a health goal setat a concentration at
which no adverse health effects are expected to occur and the margins of safety are judged
“adequate.” The MCL is the enforceable standard thal is set as close to the MCLG as possible,
taking into consideration other factors, such as treatment technology and costs. For some
contaminants, EPA also establishes an SMCL, which is a guideline for managing drinking water
for mesthetic, cosmetic, or technical effects.

Fluoride is one of the drinking water contaminants regulaied by EPA. In 1986, EPA
established an MCLG and MCL for fluoride at a concentration of 4 milligrams per liter (mg/L)
and an SMCL of 2 mg/L. These guidelines are restrictions on the total amount of fluoride
allowed in drinking water. Because fluoride is well known for its use in the prevention of dental
caries, it is important to make the distinction here that EPA’s drinking-water guidelines are not
recommendations about adding fluoride to drinking water to protect the public from dental
caries. Guidelines for that purpose (0.7 to 1.2 mg/L) were established by the U.S. Public Health
Service more than 40 years ago. Instead, EPA’s guidelines are maximum allowable
concentrations in drinking water intended to prevent toxic or other adverse effects that could
result from exposure to fluoride.

In the early 1990s at the request of EPA, the National Research Council (NRC)
independently reviewed the health effects of ingested fluoride and the scientific basis for EPA’s
MCL. Tt concluded that the MCL was an appropriate interim standard but that further research
was needed to fill data gaps on total exposure to fluoride and its toxicity. Because new research
on fluoride is now available and because the Safe Drinking Water Act requires periodic
reassessment of regulations for drinking-water contaminants, EPA requested that the NRC again
evaluate the adequacy of its MCLG and SMCL for fluoride to protect public health.

COMMITTEE’S TASK

In response to EPA’s request, the NRC convened the Committee on Fluoride in Drinking
Water, which prepared this report. The commitiee was charged to review toxicologic,
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2 FLUORIDE IN DRINKING WATER: A SCIENTIFIC REVIBH OF EPA 'S STANDARDS

epidemiologic, and clinical data on fluoride—particularly data published since the_ NRC’s
previous (1993) report—and exposure data on orally ingested fluoride from drinking water and
other sources. On the basis of its review, the committee was asked to evaluate independently the
scientific basis of EPA’s MCLG of 4 mg/L and SMCL of 2 mg/L in drinking water and the
adequacy of those gnidelines to protect children and others from adverse health effects. The
committee was asked to cansider the relative contribution of various fluoride sources (e.g.,
drinking water, food, dental-hygiene products) to total exposure. The committee was also asked
to identify data gaps and to malke recommendations for furture research relevant to setting the
MCLG and SMCL for fluoride. Addressing questions of artificial fluoridation, economices, risk-
benefit assessment, and water-treatment technology was not part of the committee’s charge.

THE COMMITTEE’S EVALUATION

To accomplish its task, the committee reviewed a large body of research on fluoride,
focusing primarily on studies generated since the early 1990s, including information on
exposure; pharmacokinetics; adverse effects on various organ systems; and genotoxic and
carcinogenic potential. The collective evidence from in vitro assays, animal research, human
studies, and mechanistic information was used to assess whether multiple lines of evidence
indicate human health risks. The committee only considered adverse effects that might result
from exposure to fluoride; it did not evaluate health risk from lack of exposure to fluoride or
fluoride’s efficacy in preventing dental caries.

After reviewing the collective evidence, including studies conducted since the early
1990s, the committee concluded unanimously that the present MCLG of 4 mg/L for fluoride
should be lowered. Exposure at the MCLG clearly puts children at risk of developing severe
enamel fluorosis, a condition that is associated with enamel loss and pitting. In addition, the
majority of the committee concluded that the MCLG is not likely to be protective against bone
fractures. The basis for these conclusions is expanded upon below.

Exposure to Fluoride

The major sources of exposure to fluoride are drinking water, food, dental products, and
pesticides. The biggest contributor to exposure for most people in the United States is drinking
water. Estimates from 1992 indicate that approximately 1.4 million people in the United States
had drinking water with natural fluoride concentrations of 2.0 to 3.9 mg/L, and just over 200,000
people had concentrations equal to or exceeding 4 mg/L (the presented MCL). In 2000, it was
estiEE?ied that approximately 162 million people had artificially fluoridated water (0.7 to 1.2
mg/L). _

Food sources contain various concentrations of fluoride and are the second largest
contributor to exposure. Beverages contribute most to estimated fluoride intake, even when
excluding contributions from local tap water. The greatest source of nondietary fluoride is dental
products, primarily toothpastes. The public is also exposed to fluoride from background air and

from certain pesticide residues. Other sources include certain pharmaceuticals and consumer
products.
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Highly exposed subpopulations include individuals who have high concentrations of
fluoride in drinking water, who drink unusually large volumes of water, or who are exposed to
other important sources of fluoride. Some subpopulations consume much greater quantities of
water than the 2 L per day that EPA assumes for adults, including outdoor workers, athletes, and
people with certain medical conditions, such as diabetes insipidus. On a per-body-weight basis,
infants and young children have approximately three to four times greater exposure than do
adults. Dental-care products are also a special consideration for children, because many tend to
use more toathpaste than is advised, their swallowing control is not as well developed as that of
adults, and many children under the care of a dentist undergo fluoride treatments.

Overall, the committee found that the contribution to total fluoride exposure from
fluoride in drinking water in the average person, depending on age, is 57% to 90% at 2 mg/L and
72% to 94% at 4 mg/L.. For high-water-intake individuals, the drinking-water contribution is
86% to 96% at 2 mg/L and 92% to 98% at 4 mg/L. Among individuals with an average water-
intake rate, infants and children have the greatest total exposure to fluoride, ranging from 0.079
to 0.258 mg/kg/day at 4 mg/L and 0.046 to 0.144 mg/kg/day at 2 mg/L in drinking water. For
high-water-intake individuals exposed to fluoride at 4 mg/L, total exposure ranges from 0.294
mg/kg/day for adults to 0.634 mg/kg/day for children. The corresponding intake range at 2 mg/L
is 0.154 to 0.334 mg/kg/day for adults and children, respectively.

Dental Effects

Enamel fluorosis is 2 dose-related mottling of enamel that can range from mild
discoloration of the tooth surface to severe staining and pitting. The condition is permanent after
it develops in children during tooth formation, a period ranging from birth until about the age of
8. Whether to consider enamel fluorosis, particularly the moderate to severe forms, to be an
adverse health effect or a cosmetic effect has been the subject of debate for decades. In previous
assessments, all forms of enamel fluorosis, including the severest form, have been judged to be
aesthetically displeasing but not adverse to health. This view has been based largely on the
absence of direct evidence that severe enamel fluorosis results in tooth loss; loss of tooth
function; or psychological, behavioral, or social problems.

Severe enamel fluorosis is characterized by dark yellow to brown staining and discrete
and confluent pitting, which constitutes enamel loss. The committee finds the rationale for
considering severe enamel fluorosis only a cosmetic effect to be much weaker for discrete and
confluent pitting than for staining. One of the functions of tooth enamel is to protect the dentin
and, ultimately, the pulp from decay and infection. Severe enamel fluorosis compromises that
health-protective function by causing structural damage to the tooth. The damage fo teeth caused
by severe enamel fluorosis is a tokic effect that is consistent with prevailing risk assessment
definitions of adverse health effects. This view is supported by the clinical practice of filling
enamel pits in patients with severe enamel fluorosis and restoring the affected teeth. Moreover,
the plausible hypothesis concerning elevated frequency of caries in persons with severe enamel
fluorosis has been accepted by some authorities, and the available evidence is mixed but
generally supportive. :

Severe enamel fluorosis occurs at an appreciable frequency, approximately 10% on
average, among children in U.S. communities with water fluoride concentrations at or near the
current MCLG of 4 mg/L. Thus, the MCLG is not-adequately protective against this condition.
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Two of the 12 members of the committee did not agree that severe enamel fluorosis
should now be considered an adverse health effect. They agreed that it is an adverse dental
effect but found that no new evidence has emerged to suggest a link between severe enamel
fluorosis, as experienced in the United States, and a person’s ability to function. They judged
that demonstration of enamel defects alone from fluorosis is not sufficient to change the
prevailing opinion that severe enamel fluorosis is an adverse cosmetic effect. Despite their
disagreement on characterization of the condition; these two members concurred with the
committee’s conclusion that the MCLG should prevent the occurrence of this unwanted
condition. o

Enamel fluorosis is also of concern from an aesthetic standpoint because it discolors or
results in staining of teeth. No data indicate that staining alone affects tooth function or
susceptibility to caries, but a few studies have shown that tooth mottling affects aesthetic
perception of facial attractiveness. It is difficult to draw conclusions from these studies, largely
because pereeption of the condition and facial attractiveness are subjective and culturally
influenced. The committee finds that it is reasonable to assume that some individuals will find
moderaie enamel fluorosis on front teeth to be detrimental to their appearance and that it could
affect their overall sense of well-being. However, the available data are not adequate to
categorize moderate enamel fluorosis as an adverse health effect on the basis of structural or
psychological effects. ;

" Since 1993, there have been no new studies of enamel fluorosis in U.S. communities with
fluoride at 2 mg/L in drinking water. Earlier studies indicated that the prevalence of moderate
enamel fluorosis at that conceniration could be as high as 15%. Because enamel fluorosis has
different distribution patterns among teeth, depending on when exposure occurred during tooth
development and on enamel thickness, and because current indexes for categorizing cnamel
fluorosis do not differentiate between mottling of anterior and posterior teeth, the committee was
not able to determine what percentage of moderate cases might be of cosmetic concern.

Musculoskeletal Effects

Concerns about fluoride’s effects on the musculoskeletal system historically have been
and continue to be focused on skeletal fluorosis and bone fracture. Fluoride is readily
incorporated into the crystalline structure of bone and will accumulate over time. Since the
previous 1993 NRC review of fluoride, two pharmacokinetic models were developed to predict
bone concentrations from chronic exposure to fluoride. Predictions based on these models were
used in the committee’s assessments below.

Skeletal Fluorosis

Skeletal fluorosis is a bone and joint condition associated with prolonged exposure to -
high concentrations of fluoride. Fluoride increases bone density and appears to exacerbate the
growth of osteophytes present in the bone and joints, resulting in joint stiffness and pain. The
condition is categorized into one of four stages: a preclinical stage and three clinical stages that
increase in severity. The most severe stage (clinical stage 111) historically has been referred to as
the “crippling” stage. At stage II, mobility is not significantly affected, but it is characterized by
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sporadic pein, stiffness of joints, and osteosclerosis of the pelvis and spine. Whether EPA’s
MCLG of 4 mg/L protects against these precursors to more serious mobility problems is unclear.
Few clinical cases of skeletal fluorosis in healthy U.S. populations have been reporied in
recent decades, and the committee did not find any recent studies to evaluate the prevalence of
the condition in populations exposed to fluoride at the MCLG. Thus, to answer the question of
whether EPA’s MCLG protects the general public from stage II and stage [11 skeletal fluorosis,
the committee compared pharmacokinetic model predictions of bone fluoride concentrations and
historical data on iliac-crest bone fluoride concentrations associated with the different stages of
skeletal fluorosis. The models estimated that bone fluoride concentrations resulting from
lifetime exposure to fluoride in drinking water at 2 mg/L (4,000 to 5,000 mg/kg ash) or 4 mg/L
(10,000 to 12,000 mg/kg ash) fall within or exceed the ranges historically associated with stage
T and stage 111 skeletal fluorosis (4,300 to 9,200 mg/kg ash and 4,200 to 12,700 mg/kg ash,
respectively). However, this comparison alone is insufficient for determining whether stage 11 or
111 skeletal fluorosis is a risk for populations exposed to fluoride at 4 mg/L, because bone
fluoride concentrations and the levels at which skeletal fluorosis occurs vary widely. On the
basis of the existing epidemiologic literature, stage T skeletal fluorosis appears to be a rare
condition in the United Sates; furthermore, the committee could not determine whether stage II
skeletal fluorosis is occurring in U.S. residents who drink water with fluoride at 4 mg/L. Thus,
more research is needed to clarify the relationship between fluoride ingestion, fluoride
concentrations in bone, and stage of skeletal fluorosis before any conclusions can be drawn.

Bone Fractures

) Several epidemiologic studies of fluoride and bone fractures have been published since
the 1993 NRC review. The committee focused its review on observational studies of populations
exposed to drinking water containing fluoride at 2 to 4 mg/L or greater and on clinical trials of
fluoride (20-34 mg/day) as a treatment for osteoporosis. Several strong observational studies
indicated an increased risk of bone fracture in populations exposed to fluoride at 4 mg/L,, and the
results of other studies were qualitatively consistent with that finding. The one study using
serum fluoride concentrations found no appreciable relationship to fractures. Because serum
fluoride concentrations may not be a good measure of bone fluoride concentrations or Jong-terin
exposure, the ability to show an association might have been diminished in that study. A meta-
analysis of randomized clinical trials reported an elevated risk of new nonvertebral fractures and
a slightly decreased risk of vertebral fractures afier 4 years of fluoride treatment. An increased
risk of bone fracture was found among a subset of the trials that the committee found most
informative for assessing long-term exposure. Although the duration and concentrations of
exposure to fluoride differed between the observational studies and the clinical trials, bone
fluoride content was similar (6,200 to more than 11,000 mg/kg ash in observational studies and
5,400 to 12,000 mg/kg ash in clinical trials).

Fracture risk and bone strength have been studied in animal models. The weight of
evidence indicates that, although fluoride might increase bone volume, there is less strength per
unit volume. Studies of rats indicate that bone strength begins to decline when fluoride in bone
ash reaches 6,000 to 7,000 mg/kg. However, more research is needed to address uncertainties
associated with extrapolating data on bone strength and fractures from animals to humans.
Important species differences in fluoride uptake, bone remodeling, and growth must be

A-30




6 FLUORIDE IN DRINKING WATER: A SCIENTIFIC REVIEW OF EPA '8 STANDARDS

considered. Biochemical and physiological data indicate a biologically plausible mechanism by
which fluoride could weaken bone. In this case, the physiological effect of fluoride on bone
quality and risk of fracture observed in animal studies is consistent with the hl:lmall gwdence.

Overall, there was consensus among the committee that there is scientific evidence that
under certain conditions fluoride can weaken bone and increase the risk of fractures. The
majority of the committee concluded that lifetime exposure to fluoride at drinkin g-water
concentrations of 4 mg/L or higher is likely to increase fracture rates in the population, compared
with exposure to 1 mg/L, particularly in some demographic subgroups that are prone to
accumulate fluoride into their bones (e.g., people with renal disease). However, three of the 12
members judged that the evidence only supports a conclusion that the MCLG might not be
protective against bone fracture. Those members judged that more evidence is needed to
conclude that bone fractures occur at an appreciable frequency in human populations exposed to
fluoride at 4 mg/L and that the MCLG is not /ikely to be protective.

There were few studies to assess fracture risk in populations exposed to fluoride at 2
meg/L in drinking water. The best available study, from Finland, suggested an increased rate of
hip fracture in populations exposed to fluoride at concentrations above 1.5 mg/L. However, this
study alone is not sufficient to judge fracture risk for people exposed to fluoride at 2 mg/L.
Thus, no conclusions could be drawn about fracture risk or safety at 2 mg/L.

Reproductive and Deifelopmental Iffects

A large number of reproductive and developmental studies in animals have been
conducted and published since the 1993 NRC report, and the overall quality of that database has
improved significantly. Those studies indicated that adverse reproductive and developmental
outcomes occur only at very high concentrations that are unlikely to be encountered by U.S.
populations. A few human studies suggested that high concentrations of fluoride exposure might
be associated with alterations in reproductive hormones, effects on fertility, and developmental
outcomes, but design limitations make those studies insufficient for risk evaluation.

Neurotoxicity and Neurobehavioral Effects

Animal studies designed to test motor coordination, performance of species-typical
behaviors, and some forms of learning and memory have reported deficits in performance related
to fluoride exposure. A few epidemiologic studies of Chinese populations have reported 1Q
deficits in children exposed to fluoride at 2.5 to 4 mg/L in drinking water. Although the studies
lacked sufficient detail for the committee to fully assess their quality and relevance to U.S.
populations, the consistency of the results appears significant enough to warrani additional
research on the effects of fluoride on intelligence.

A few animal studies have reported alterations in the behavior of rodents after treatment
with fluoride, but the committee did not find the changes to be substantial in magnitude. More
compelling were studies on molecular, cellular, and anatomical changes in the nervous system
found after fluoride exposure, suggesting that functional changes could occur. These changes
might be subtle or seen only under certain physiological or environmental conditions. More
research is needed to clarify the effect of fluoride on brain chemistry and function.
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EPA Union: "We hold that Fluoridation is an Unreasonable Risk"

ing i - iam Hi jor Vice Presi ’ : jon (NTEU Chapter 280)
The following Is a fetter from Dr. J. William Hirzy, Senior Vice President m_‘ the EF’}} s Headqugﬂers Un_mn (

in Washington D.C. The letter is addressed to Ted Crawford, of the Bennington Citizens Agamust F{uondsted Water. To read -
Dr. Hirzy's recent testimony to the US Senate, where he announced the Union's request for a “national moratorium on
fluoridation™ (June 29, 2000) visif: www fluorideslen. oraftestimony. himm

March 26, 2001

Dear Ted,

| understand that you have a meeting coming up at which you went to report an our union's position with respect to water
fluoridation. Here is the |latest word from us. -

Our union comprises and represents the toxicologists, chemists, biologists, engineers and other professional employees at the
Headquarters location of the U.8. Enviranmental Protection Agency in Washington, D.C. The Agency's position on fluoride
may not corrspond to the one ihat we professionals have taken. We have done our own homework on this metter and have
reached our own conclusions, .

As you know, our union first voted in 19987 on legistation relating to fluoridation, when we endorsed a Citizens For Safe
Drinking Water initiative in California to prohibit the addition of fluoride to that State's water supplies. Our opposition to
fluoridation has grown stronger in the three years since that first action because of the accumulation of research reports that
ever more cleariy show: 1) that fluoridation of drinking water does not reduce dental caries rates; and 2) the hazards
associated with ingestion of fluoride, especially fluoride derived from hydrofluosilicic acid or its sodium salt (a.k.a.
silicofluarides, SiF).

There are two specific and compelling concerns related to the use of SiF. First, use of SiF in fluoridation systems in the United
States has been identified as a factor related to increased risk of elevated blood-lead levels in children (1,2). Second, SiF
contributes significant amounts of arsenic to the water supplies to which it is added. The imporiance of this is that the U.S.
Environmental Protection Agency (EPA) has established a (non-enfarceable) Maximum Contaminant Level Goal for arsenic of
zero, meaning that as a health protection measure, drinking water ought not to contain any arsenic whatsoever. Recently, EPA
reported (3) that the National Academy of Sciences recommended that EPA shauld lower its enforceable Maximum
Contaminant Level (MCL) for arsenic from 50 parts per billion (pph) fo possibly as low as 3 ppb as a cancer preveniative
measure; EPA then proposed an MCL of 5 ppb, finally setting it at 10 ppb for political reasons. Recent action by Administrator
- Whitman has suspended that proposal.

SiF may add ca. 0.5 ppb arsenic to water. Arsenic is known to cause cancer in humans.

The alternative to SiF as a fluoridating agent, sodium fluoride, hes been shown to cause changes in the brain structure of test
animals at the level used in fluaridation, i.e. at 1 part per million flucride ion (4). Two other studies (5,6) demonstrate the

ggr:goloxicity of sadium fluoride, including the induction of permanent hyperactivity in fest animals exposed to fluoride before
irth.

While promoters of fluoridation continue to cite decades-old studies purporting to show huge benefits of fiuoridation, e.g. (7),
they pointedly ignore the more recent and better conducted work that indicates little or no benefit derives from ingestion of
fluoride, e.g. (8,9). Even the Centers for Disease Control, long an avid fluoridation promoting agency of the federal
government, now admits that any benefits from fiuoride are primarily topical.

While the factors | cite abuvg are Imponan’g ones, our opposition to fluoridation is based on other aspects of the practice as '
wall, al;ld tpgge are summarized in our position paper of May 1, 1989, This paper can be accessed on the union website at
www. nieu280.0rg .

In summary, we hold that fluoridation is an unreasonable risk. That is, the toxicity of fluoride is so great and the purported

benefits assmcifatgcl with it are so small - If there are any at all - that requiring every man, woman and child in America to ingest
it borders on eriminal behavior on the part of governments.

}[:éixalt?mei ;iele free to use this message as you see fit to help your government officials better understand this important public
ue. '

J. William Hirzy, Ph.D.
Senior Vice-President
NTEU Chapter 280
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Senviae

Food and Drug Administration

Rackville MD 20857

DEC 21 2000

The Honorable Ken Calvert

Chairman

subcommittee on Energy and Envircnment
Committee on Science

House of Representatives

Washington, D.C. 20515-6301

Dear Mr. Chailrman:

Thank you for the letter of May g, 2000, to Dr. Jane E.
Henney, Commissioner of Food and Drugs, regarding the
use of fluoride in drinking water and drug products.

We apologize for the delay in responding to you.

We have restated each of your gquestions, followed by oux
response.

1. Tf health claims are made for fluoride-containing

products (e.g. that they reduce dental caries incidence
or reduce pathology from osteoporosis), do such claims
mandate that the fluoride-containing product be
considered a drug, and thus subject the product to
applicable regulatory controls?

Fluoride, when used in the diagnosis, cure, mitigation,
treatment, or prevention of disease in man or animal, is a
drug that is subject to Food and Drug Administration (FDA)
requlation. FDA published a final rule on October 6, 1895,
for anticaries drug products for over-the-counter (OTC) human
use (copy enclosed). This rule establishes the conditions
under which OTC anticaries drug products are generally
recognized as safe and effective and not misbranded. The rule
has provisions for active ingredients, packaging conditions,
labeling, and testing procedures that are recquired by
manufacturers in order to market anticaries preducts. A new
drug application (NDA) may be filed for a product containing

. flucride that does not meet the provisions stated in the final

rule. As you know, the Environmental Protection Agency
regulates fluoride in the water supply.
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2. Are there any New Drug Applications (NDA) on file, that
have been approved, or that have been rejected, that
involve a Ffluoride-containing product (including
fluoride~containing vitamin- products) intended for
ingestion with the stated aim of reducing dental caries?
Tf any such NDA's have been rejected, on what grounds
were they rejected? If any such NDA have been approved,
please provide the data on safety and efficacy that FDA
found persuasive.

No NDAs have been approved or rejected for fluoride drugs
meant for ingestion. Several NDAs have been approved for
fluoride topical products such as dentifrices and gels.
Fluoride products in the form of liguid and tablets meant for
ingestion were in use prior to enactment of the Kefauvex-
Harris Amendments {Drug Amendments of 1962) to the Food, Drug,
and Cosmetic Act in which efficacy became a requirement, in
addition to safety, for drugs marketed in the United States
{U.8.). Drugs in use prior to 1962 are being reviewed under a
process known as the drug efficacy study implementation
(DESI). The DESI review of fluoride-containing products has
not been completed.

3. Does FDA consider dental fluorosis a sign of over
exposure to fluoride?

»Dental fluorosis is indicative of greater than optimal
ingestion of fluoride. In 1988, the U.S. Surgecn General
reported that dental fluorosis, while not a desirable
condition, should be considered z cosmetic effect rather than
an adverse health effect. Surgeon Gensral M. Joycelyn Elders
reaffirmed this position in 1994,

4. Does FDA have any action-level or other regulatory
restriction or policy statement on fluoride exposure

aimed at minimizing chronic toxicity in adults or
children?

The monograph for OIC anticaries drug products sets acceptable
concentrations for fluoride dentifrices, gels and rinses (all
for topical use only). This monograph also describes the
acceptable dosing regimens and labeling including warnings and
directions for use. FDA's principal safety concern regarding
fluoride in OTC drugs is the incidence of fluorosis in
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children. Children under two years of age do not have control
of their swallowing reflex and do not have the skills to
expectorate toothpaste properly. Young children are most
susceptible to mild fluorosis as a result of improper use and
swallowing of a fluecride toothpaste. These concerns are
addressed in the monograph by mandating maximum
concentrations, labeling that specifies directions for use and
age restrictions, and package size limits.

Thanks again for contacting us concerning this matter. If you
“have further gquestions, please let us know.

Sikcerely,

Melinda K. Plaisierx
Associlate Commissioner
for lLegislation

Enclosure
“Final Rule/rederal Register - October 6, 1985
Over~the—-Counter Anticaries Drug Products”

Web site administrator’s note:

To perform query to access this document

Bnter: bitp.//wiwnw.access.gpo.gov/su_docs/aces/aces 140.biml
Enier: checkmark for 1995 YVolume 60

Enter: On: 10/06/95

Enter: Search terms: anticaries
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Drugs
New Drug Application (NDA)

Introduction

For decades, the regulation and control of new drugs
in the United States has been based on the New Drug
Application (NDA). Since 1938, every new drug has
been the subject of an approved NDA before U.S.
commercialization. The NDA application is the vehicle
through which drug sponsors formally propose that the
FDA approve a new pharmaceutical for sale and
marketing in the U.S. The data gathered during the
animal studies and human clinical trials of an

Investigational New Drug (IND) become part of the
NDA. n
The goals of the NDA are to provide enough
information to permit FDA reviewer to reach the
following key decisions:

s Whether the drug is safe and effective in its
proposed use(s), and whether the benefits of the
drug outweigh the risks. _

s Whether the drug's proposed labeling (package
insert) is appropriate, and what it should contain.

» Whether the methods used in manufacturing the
drug and the controls used to maintain the drug's
quality are adequate to preserve the drug's
identity, strength, quality, and purity.

The documentation required in an NDA is supposed to .
tell the drug's whole story, including what happened
during the clinical tests, what the ingredients of the
drug are, the results of the animal studies, how the
drug behaves in the body, and how it is manufactured,
processed and packaged. The following resources
provide summaries on NDA content, format, and
classification, plus the NDA review process:

A-37

htm://W‘Aw.fda.gov/Dmgs/DeveIonmentAnurovalProcess/HowDrugsa%'eDevelonedandAzm... 11/4/2009




New Drug Application (NDA) : Page 2 of 8

Resources for NDA Submissions

The following resources have been gathered to provide
you with the legal requirements of a new drug
application, assistance from CDER to help you meet
those requirements, and internal NDA review
principles, policies and procedures.

Guidance Documents for NDAs

Guidance documents represent the Agency's current
thinking on a particular subject. These documents are
prepared for FDA review staff and applicants/sponsois
to provide guidelines to the processing, content, and
evaluation/approval of applications and also to the
design, production, manufacturing, and testing of
regulated products. They also establish policies
intended to achieve consistency in the Agency's
regulatory approach and establish inspection and
enforcement procedures, Because guidances are not
regulations or laws, they are not enforceable, either
through administrative actions or through the courts.
An alternative approach may be used if such approach
satisfies the requirements of the applicable statute,
regulations, or both. For information on a specific
guidance document, please contact the originating
office.

For the complete list of CDER guidances, please see
the Guidance Index. For information on a specific
guidance document, please contact the originating
office.

Guidance documents to help prepare NDAs include:

¢ Bioavailability and Bioeguivalence Studies for
Orally Administered Drug Products - General

Considerations (Issued 10/2000, Posted
10/27/2000). This guidance should be useful for
applicants planning to conduct bioavalilability (BA)
and bioequivalence (BE) studies during the IND
period for an NDA, BE studies intended for
submission in an ANDA, and BE studies

conducted in the postapproval period for certain A ;5
changes in both NDAs and ANDAs,

http://www.fda. gov/Dmgs/DevelopmentApprovaJProcessiHoWDrugsareDevelopedandApp... 11/4/2009




New Drug Application (NDA)

» Changes to an Approved NDA or ANDA [HTML] or
[PDF] (Issued 11/1999, Posted 11/19/1999)

- Changes to an Approved NDA or ANDA!:
Questions and Answers [HTML] or [PDF]
(Issued 1/2001, Posted 1/22/2001)

s Container Closure Systems for Packaging Human
Drugs and Biologics. (Issued 5/1999 Posted
7/6/1999)

s Format and Content of the Chemlstry,
Manufacturing and Controls Section of an
Application. (Withdrawn as per FR notice,
6/1/2006)

e Format and Content of the Microbiology Section

of an Application.
¢ Format and Content of the Clinical and Statistical

Sections of an Application. (Issued 7/1988,
Posted 5/21/1997)
e« Format and Content of the Summary for New

Drug and Antibiotic Applications. (Issued 2/1987,
Posted 3/2/1998)

e Formatting, Assembling and Submitting New
Drug and Antibiotic Applications. (Issued 2/1987,
Posted 3/2/1998)

e Submitting Supporting Documentation in Drug
Applications for the Manufacture of Drug
Substances.

s Submitting Documentation for the Stability of

Human Drugs and Biologics. (Issued 2/1587,
Posted 3/2/1998)

s Submitting Samples and Analytical Data for
Methods Validation.
¢ Submitting Supporting Documentation in Drug

Applications for the Manufacture of Drug
Products.

o NDAs: Impurities in Drug Substances (Issued
2/2000, Posted 2/24/2000).

o Format and Content of the Human
Pharmacokinetics and Bloavailability Section of an
Application. (Issued 2/1987, Posted 3/2/1998)

e Format and Content of the Nonclinical
Pharmacoloay/Toxicology Section of an
Application. (Posted 3/2/1998)

» Providing Clinical Evidence of Effectiveness for
Human Drug and Biclogical Products. Describes
the quantity of evidence, and the documentation

hf‘m://www.fda.,q,ov/Drugs[Developmenh&pprova]Process/HowDrugsareDevelopedmldApp..
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New Drug Application (NDA)

of the quality of evidence necessary to support a
claim of drug effectiveness. |

» Drug Master Files. A Drug Master File (DMF) is a
submission to the FDA that may be used to
provide confidential detailed information about
facilities, processes, or articles used in the
manufacturing, processing, packaging, and
storing of one or more human drugs.

e Reqguired Specifications for FDA's IND, NDA, and
ANDA Drug Master File Binders

¢ Qualifying for Pediatric Exclusivity. Certain
applications may be able to obtain an additional
six months of patent exclusivity.

¢ PET Drug Applications - Content and Format for
NDAs and ANDAs [HTML] or [PDF] (Issued
3/7/2000, Posted 3/7/2000)

o Refusal to File. (Issuad 7/12/1993, Posted
11/26/99) Clarifies CDER's decisions to refuse to
file an incomplete application.

| Laws, Regulations, Policies and Procedures

The mission of FDA is to enfarce laws enacted by the
U.S. Congress and regulations established by the
Agency to protect the consumer’s health, safety, and
pocketbook. The Federal Food, Drug, and Cosmetic
Act is the basic food and drug law of the U.S. With
numerous amendments, it is the most extensive law of .
its kind in the world. The law is intended to assure
consumers that foods are pure and wholesome, safe to
eat, and produced under sanitary conditions; that
drugs and devices are safe and effective for their
intended uses; that cosmetics are safe and made from
appropriate ingredients; and that all labeling and
packaging is truthful, informative, and not deceptive.

' Code of Federal Regulations (CFR)

Code Of Federal Regulations (CFR) The final
regulations published in the Federal Register (daily
published record of proposed rules, final rules,
meeting notices, etc.) are collected in the CFR. The
CFR is divided into 50 titles which represent broad
areas subject to Federal regulations. The FDA's

http://www.fda, goV/Drugs/DevelopmentApprovalP1'0cess/HomegsareDevelopedaudApp..
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APPENDIX B
INTERESTS OF AMICI CURIAE

International Academy of Oral Medicine and Toxicology

The fundamental mission of the International Academy of Oral Medicine
and Toxicology is to promote the health of the public at large. We support
the effort to inform consumers about health risks from amalgam mercury
and water fluoridation, and support efforts toward eliminating these risks.
The scientific activities of the JAOMT are overseen by an advisory
committee composed of world leaders in biochemistry, toxicology and
environmental medicine. The ideals and goals of the IAOMT are shared
by dentists and physicians around the world, who have joined our efforts
to promote science — based biological dentistry in their home countries. At
present, there are fourteen independent chapters worldwide.

Oregon Citizens for Safe Drinking Water

Oregon Citizens for Safe Drinking Water (OCSDW) is a non-profit, all
volunteer organization dedicated to protecting our drinking water through
education and advocacy. Specifically, we work to keep fluoride
compounds and other toxic chemicals and medications out of the public
drinking water supply.

We are a coalition of individuals and organizations that includes doctors,
lawyers, dentists, scientists, public health advocates, environmentalists,
parents, legislators and concerned citizens. Together, we work to educate
the public and policy makers about the concerns and complexities
surrounding water fluoridation.

Over the past several years, we have worked with other local groups that
have opposed flueridation: Sierra Club, Oregon Chapter, Columbia
Riverkeeper and other local Riverkeeper Chapters, Oregon Conservation
Network, Northwest Environmental Defense Center, Pacific
Environmental Advocacy Council, Oregon Toxics Alliance, Oregon
Center for Environmental Health, Oregon Trout, Native Fish Society,
Oregon Health Freedom Coalition, and the Oregon League of Cities,
among others.

We also work in conjunction with national groups that oppose
fluoridation: EPA Unions, Environmental Working Group, Organic
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Consumers Association, the Fluoride Action Network (FAN), and many of
the other individuals and organizations mentioned in FAN’s statement of
interest in this case.

For over a decade, OCSDW has worked to fight mandatory statewide
fluoridation bills that have been introduced in the Oregon state legislature.
We have also worked to oppose mandatory fluoridation efforts at the local
level, and have offered assistance to communities whose citizens have
expressed a desire to stop the intentional addition of fluoride compounds
to their drinking water.

In addition, we have introduced legislation in the Oregon state legislature
which would require that manufacturers selling substances to be added to
drinking water for the purpose of treating humans (as opposed to treating
water for safety and potability) show proof that their product: (1) has been
FDA-approved for safety and effectiveness for its stated purpose; and (2)
will not contribute contaminants to the finished water above EPA-
established Maximum Contaminant Level Goals.

OCSDW has taken the position that local communities should be allowed
to vote on this issue. However, we also acknowledge that allowing local
communities to vote on this issue in favor of adding drugs to water is
problematic at best given accepted legal principals of informed consent. A
fundamental ethical and constitutional question is whether legislators,
states, counties, cities, water districts or any other entity should be allowed
to medicate entire populations with drugs via their water supply.

Fluoride Action Network

The Fluoride Action Network (“FAN”) is an international coalition
seeking to broaden public awareness about the toxicity of fluoride
compounds and the health impacts of current fluoride exposures.

Along with providing comprehensive and up-to-date information on
fluoride issues to citizens, scientists, and policymakers alike, FAN remains
vigilant in monitoring government agency actions that may impact the
public's exposure to fluoride. FAN's work has been cited by national
media outlets including Wall Street Journal, TIME Magazine, National
Public Radio, Chicago Tribune, Prevention Magazine, and Scientific
American, among others.
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In May of 2004, FAN became an official project of the American
Environmental Health Studies Project (AEHSP) - a registered non-profit
501(c)(3) organization.

As of January 2010, over 2700 Professionals have signed FAN’s statement
calling for an end to fluoridation. These include:

Arvid Carlsson, Nobel Laureate for Medicine, 2000; Magda Aelvoet,
MD, Former Minister of Public Health, Belgium; Doug Everingham,
former Federal Health Minister (1972-75), Australia; three members of the
National Research Council committee who wrote the 2006 report (Hardy
Limeback, PhD, DDS; Robert L. Isaacson, PhD; Kathleen M. Thiessen,
PhD); William Hirzy, PhD and Robert Carton, PhD, former risk
assessment specialists at the EPA; William Marcus, PhD, former chief
toxicologist of the EPA Water Division; Vyvyan Howard, MD, PhD, Past
President, International Society of Doctors for the Environment (ISDE);
Andy Harris, MD, former president, Physicians for Social Responsibility
(PSR); Theo Colborn, PhD, co-author, Our Stolen Future; Lynn Margulis,
PhD, a recipient of the National Medal of Science; Ken Cook, President
and Executive Director, Environmental Working Group (EWG); Ron
Cummins, Director, Organic Consumers Association; Peter Montague,
PhD, Director of Environmental Health Foundation; Ted Schettler, MD,
Science Director, Science and Environmental Health Network; Lois
Gibbs, Executive Director, Center for Health, Environment, and Justice,
Falls Church, VA; Jay Feldman, Executive Director, Beyond Pesticides;
Sandra Duffy, Board President, Consumers for Dental Choice and
environmental health leaders from over 30 countries.
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