Eloise W. Kailin, M.DD.
P.O. Box 2418
Sequim WA 98382

November 25, 2011

Secretary Kathleen G. Scbelius
1.8, HIIS

200 Independence Ave. S.W.
Washington D.C. 20201

Re: Classification of Products per 21 U.S.C. 3605bb;2
Dear Secretary Sebelius:

As you know, 21 U.8.C. 360bbb-2 allows a person 1o submit a request to the Secretary respecting
the classification of a product and the component of the FDA that will regulate the product. T
hereby request classification of fluoridation products as drugs and prescription drugs and I
request that these products be regulated by CDER. According to NSF, International, fluoridation
products that are tested and certified to NSF/ANSI Standard 60 are in three calegories:

1. T'luorosilicic Acid (a.k.a. Fluosilicie Acid or Hydrolluosilicic Acid).
2. Sodium Fluorosilicate (a.k.a. Sodjum Silicofluoride).
3. Sodium Fluoride '

These fluoridation products are added to public water supplics for “preventing and reducing tooth
decay.” Appendix A hereto (from the NSF Fact Shect on Fluoridation Chemicals). Becausc these
substances are intended for usc in the prevention of disease (dental caries, tooth decay) in man,
they are anticaries drugs. (21 U.S.C. 321(g)([)(B); See 21 CFR 355.3 (*Anticaries drug. A drug
that aids in the prevention and prophylactic treatment of dental cavities (decay, caries)”).) The
FDA, through CDER, is responsible for ensuring that human drugs are safe and ellective. (21
U.S.C. 393(b)(2)(B).) These fluoridation products do not meet OTC Conditions in 21 CFR Part
355 so they are not OTC drugs. Therefore they arc federal prescription drugs. 1 attach an
analysis detailing why these products are [ederal prescription drugs. (Appendix B hereto.) I also
attach a listing of what I believe to be all manufacturers of fluoridation products used in the
United States. {Appendix C hereto.} 1 request that these manufactures be sent a notice requiring
them to register their fluoridation products pursvant to 21 CFR 207.235 or pursuant to other
appropriate regulation.

Respectfully,

4’%&« VY -.'f,;{,,' . D,

Eloise W. Kailin, M.D.



Appendix A to letter dated November 25, 2011
from Eloise W. Kailin, M.D.
to Secretary Kathleen G. Sebelius
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NSF Fact Sheet on Fluoridation Chemicals

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

NSF has tested and certilied to NSF/ANSI Standard 69: [')rinking Water.(}hem]calss - Heal(fz
Effects. According to the latest Association of State Drinking Water_ Admnr_nmtrato_rs urve;gI n
State Adoption of NSF/ANSI Standards 60 and 61, 45 states require that .chemlca!s L}S‘; o
treating potable water must meet Standard 60 requirements. 1f you have questions of YOLIII_' state's
requirements, or how the NSF/AN G| 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 fiuoride content of drink.ing water. Fluoride 18
added to water for the public health benefit of preventing _and reducing tooth dcca}i an’d
improving the health of the community. The U.S. Centers for Disease Cpntml anfi Prevention 18
a reliable source of information on this Important public health intervention. For more
information please visit www.cde.gov/fluotidation/.

NSF certifies three basic products in the flnoridation category:

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

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

Standard 60 was developed to establish minimum requirements for the control of pofential
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 foxicology 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 watcr 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 contaminani concentrations have the potential to
cause adverse human health effects. The standard sets criteria for the establishment of single
produet 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 inultiple sources
of the contaminant, unless a lower or higher number of sources can be specifically identified.
Al



1 tion s g ag
NSF Cerfificatio ing and certification program for these products, so that individual U.S.

NSF also deveioped a test : . . -
states and waterworks facilities would have a mechanism to determine which products were

apprapriate for use. The certification program requires annual unannounced mslgectlml'ls; céf
production and distribution facilities to ensure that thff products- are properly formu ated,
packaged, and transported with safe guards against potential contamination. NSFE al.s“.o reql:jl_reg
anpual festing and toxicological evaluation of each NSF Certified product. NSF Cerh[?le
products have the NSF Mark, the maximum use level, lof 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 ohjectives that provide the I::asis for public
health protection. NSF maintains listings of companies that manufacture and distrnbu?e treatment
products at www.nsf.org. These listings are updated daily and lisi 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 1.8, States and 10 Canadian Provinces and Territories
require drinking water treatment chemicals 10 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 io be used;up to concentrations that result in a maximum
use level of 1.2 mg/L fluoride ion in water. The NSF standard requires that the treatment
products added to drinking water, as well as any. impurities in the products, are supported by
toxicological evaluation. The foflowing text explains the rationale for the allowable levels
established in the standard for 1) fluoride, 2) siticate, 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 jon in walter is 4 mp/l.. The NSF Standard 60 single product allcwable
concentration (SPAC) for fluoride jon in diinking water fiom NSF Certified treatment products
is 1.2 mg/L, or less than one-third of the EPA’s MCL. Bascd on this the allowable maximum
use level (MUL) for the NSF Certified fluoridation products are:

1. Fluorosilicic Acid: 6 mg/L.
2. Sodium Fluorosilicate: 2 mg/l..
3. Sodium Fluotide: 2.3 mg/k..

Silicaie

There i_s no EPA MCL for silicate in drinking water. When an MCL does not exist for a
contaminant, NSF/ANSI Standard 60 provides criteria to cond uct a toxicological risk assessment
of the contaminant and the development of a SPAC. NSF has established a SPAC for silikcate at
16 mg/L.. A fluorosilicate product, applied at its maximum use level, results in silicate drinkin
water levels that are substantially below the 16 mg/L. SPAC established by NSF. For example i
sodium fluorosilicate product dosed at a concenteation into drinking water that would providF:: tI,m

maximum concentration of flyoride allowed (1.2mg/L) would only contribuic
silicate - or 5 percent of the SPAC allowed by NSF 60g. Y somrbuie 08 mg/l of

pa



Potential Contaminants

The NSF toxicology-review for a chemical product considers all chemical ingredients in the
product as well as the manufacturing process, processing aids, and othel: factors thlat havr.—:_ an
impact on the contaminants present in the finished drinking water. This formulation review
identifies all the contaminanis that need to be analyzed in testing the product. For example,
fluosilicic acid is produced by adding sulfuric acid to phosphate ore. This is typicaily dr.me
during the production of phosphate additives for agricultural fertilizers.  ‘The mgnufacturmg
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 1o 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 arc 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 Jocation of the product distributor {the company that delivers
the product fo 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 1 (attached) include the
test results for these products, as well as the annual monitoring tests from the period 2000 fo
2006. This includes 245 separate samples analyzed during this time period. The concentrations
reported represent contaminant levels that would be iexpected when the product is dosed into
water at the Maximum Use Level (MUL). Lower praduct doses would produce proportionately
lower contaminant concentrations (e.g. a 0.6 mg/L. fluotide dose would produce one half the
contaminant concentrations listed in Table 1.)

Table 1 documents that there is no contamination i of drinking water from the fluoridation
products NSF has tested and certified. NSF issued prévious 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 becn a single fluoride product tested since the initiation of the program in 1988
with a contaminant concentration in excess of iis «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
trcatment additives, and demonstrates the effectivcfcss 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 Tieatment Chemicals.”'

Arsenic

The r:esu]ts i_n _Table I ind_icate that the most commor contaminant detected in these products is
arsenic, but it is detected in only 43% of the product 1;an'nples. 'This means that levels of arsenic

1 Lo A - . r .
Brmim, R., et al., “Trace Contaminants in Water Treatment Chemicals: Sources and Fate.” Journal of the
Amerfean Water Works Association 2004: 96:12:111.




in 57% of the samples were non-detectable, even though products are tested at 10 times their
maximum use level. Al detections were at levels below the Single Product Allowable
Concentration, if the product is added to drinking water at (or below) its 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 fevels of contaminants. Had the dose of
fluoridation additives becn tested in water at the maximum use level, instead of at 10 times their
maximum use levels, the arsenic concentration measured would have been helow the 1 ppb
reporting limit for arsenic for 100 percent of the samples measured.

Figure A

43% of Fluoride products contain
measurable Arsenic, but the
highest lavel recorded was only
§% of the USEPA MCL.

57% of Fluoride products
do not contain maasurable
amounts of Arsenic.
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Copper
The second most common contaminant found, and on a much less frequent basis, is copper, and

07% 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

3% of Fluoride products centain
measurable Copper, but the
highest leval recorded was anty
0.2% of the USEPA Action Level.

97% of Fluoride products
do not contain measurable
amounts of Goppar.
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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

2% of Fluoride|preducts contain
maasurable Lead, but the highest
level recorded was onty 4% of the
USEPA Action: Level of 15ppb.

8% of Fiucride products
do not contain measurable
amounts of Lead.
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Radionuclides
Fluoridation products are also tested for radionuclides. All samples tested have not had any

detectable levels of alpha or beta radiation.

Summary

In summary, the majority of fluoridation producis as a class, based on NST test results, 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

gites:

American Water Works Assaciation (AWWA) Fluoridation Chemical Standards

American Water Works Association (AW WA) position

hitp://Awww.awwa.org/Advocacy/pressroom/tluoride.cfim

American Dental Association {ADA)http.//www.ada.org/public/topics/fluoride/index.asp

U.8. Centers for Disease Control and Prevention (CDC) http://www .cde.gov/fluoridation

Table 1 o S
Percentage Mecan 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 defectable | in detectable Product or Action
Levels (ppb) samples (ppb) | samples (ppb) |  Allowable Levei
Concentration
Antimony 0% ND ND ND 0.6 6
Arsenic 43% 0.12 0.29 0.6 I [0
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 15
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
~ beta
mrem/yr _
Selenium <{% 0.016 1.95 3.2 5 50
Thallium <1% 0.0003 | 0.04 0.06 0.2 2
7



Abbreviations used in this Fact Sheet
ANSI — Amecrican National Standards Institute

AWWA — American Water Works Association

AWWARF — American Water Works Association Rescarch Foundation
ASDWA — Association of State Drinking Water Administrators
COSHEM — Conference of State Health and Envircnmental Managers
EPA — U.S. Environmental Proection Agency

MCI. — maximum contaminant levei

mrem/yr — millirems per ycar — mcasurement 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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Appendix B to letter dated November 25, 2011

from Eloise W. Kailin, M.D.
to Secretary Kathleen G. Sebelius



1. Review of T'ederal diug laws and regulations

a The 1906 and 1938 Acts
Drug regulation in the United States began with the Colonics and States adopting isolated
laws as early as 1736. (Abigail Alliance for Better Access to Developmental Drugs v. von
Eschenbach, 495 F.3d 6935, 703-04 (D.C. Cir. 2007).) As early as 18438, the United States began
limited drug rcgulation. ( Id. at 704.) Congress adopted more comprehensive drug statutes in the
Food and Drugs Act of 1906, which prohibited the manufacture of any drug that was “adulterated
or misbranded.” (/d. at 705.) This Act defined “drug™ as:
all medicines and preparations recognized in the United States
Pharmacopoeia or National Formulary for internal or extcrnal use,
and any substance or mixture of substances intendcd to be used for
the cure, mitigation, or prevention of disease of cither man or other
animals;
and defined “food” as including “articles used for [ood [and] drink.” (Food and Drugs Act of
1906, 34 Stat. 768 (1906).)
Initially, this Act did not regulatc false claims of the curative power of a drug but this was

changed by Congress in 1912, (Samuels v. United States, 232 F. 536, 545 (8" Cir. 1916).) The

1906 Act, as amended, did not require government approval before a drug was introduced into

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

before entering the market. (Samuels at 545.) No new approvals were required for drugs

marketed under the 1906 Act if their conditions of use remained unchanged. (7d.)
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b. In 1952, after Congress defined prescription drugs, the FDA
announced it would not enforce the FFDCA for fluoridated public
watcr

The Durham-Humphrey Amendment of 1951 (65 Stat. 648) for the first time explicitly
defined two classes of medications {prescription and over-the-counter (“OTC™)). (Christopher v.
SmithKline Beecham Corp., 635 F.3d 383, 385 (9th Cir. 2011).) In 1952, in rcsponse to this
amendment, the FDA adopted a regulation stating:

{(a) The program [or fluoridation of public water supplies

recommended by the Federal Security Agency, through the Public

Health Service, contemplates the controlled addition ol fluorinc at

a level optimum for the prevention of dental carices.

(b)  Public water supplics do not ordinarily come under the

provisions of the Federal Foed, Drug, and Cosmetic Act. . ..

(c) The Federal Security Agency will regard water supplies

containing fluorine, within the limitations recommended by the

Public Health Service, as not actionable under the TFederal Food,

Drug, and Cosmetic Act.

(Former 21 CFR 3.27 (1952); 17 FR 6732; infra at B 23.) This regulation was recodified to
former 21 CFR 250.203 in 1975. (40 FR 13996; infra at B 24.) Tt was published, as amended, in
1995. (Infra at B 25-26.)

c. In 1996 the FDA reversed its position to not enforce the FFDCA
regarding fluoridated water after the EPA/FDA MO1U was terminated
and after Congress adepted the DSHEA that defined minerals as
drugs if used to prevent specific diseases

In 1996, the FDA determined that its 1952 regulation was obsolete or no longer
necessary and the regulation was revoked, (61 FR 29476; infra at B 27.) The revocation of 21
CFR 230.203 occurred after the EPA announced the “1ermination of the Federal Drinking Water
Additive Program” effective April 7, 1990. (53 FR 25586-89; CP 142-45; infra at B 28-31.) The

first and major Term of Agreement of a 1979 MOU between FDA and EPA was having FPA
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develop and operate the federal regulatory drinking water additives program:

M. Terms of Agreement

A, EPA’s responsibilitics are as follows:
1. To establish appropriate regulations, and to take

appropriate measurcs, under the SDWA and/or TSCA, and FIFRA,

to control dircct additives to drinking water (which encompass any

substances purposely added to the water)
(44 FR 42775-78; infra at B 33 and at B 38.) EPA’s Federal Registcr announcement of
termination o[ its regulatory Federal Drinking Water Additives Program was eflective notice to
I'DA that it was terminating the 1979 MOU and it was no longer obligated by this MOU to
establish and operate a federal regulatory program to control direct additives to drinking water.
(44 FR 42776, infra at B 33 and B 39 (“This [MOU] shall continue in effect unless . .. -
terminated by either party upon thirty (30) days advance written notice to the other.”))

The revocation of 21 CFR 250.203 also occured after the adoption by Congress of the
Dietary Supplement Health and Education Act of 1994 (Pub. L. 103-417; “DSHEA™). This 1994
Act of Congress clarified Congressional intent that minerals including fluoride are drugs if the
intended use is to prevent disease.

A dietary supplement is deemed to be " {ood,” [21 1.S.C.] 321(fD),
which is defined in part as "articles used for food or drink for man
or other animals," 7d. § 321(£)(1), except when it meets the
definition of a "drug,” which is defined in parl as "articles intended

for use in the diagnosis, cure, mitigation, treatment, or prevention
of digease in man or other animals.”

(Alliance for Natural Health 1].S. v. Sebelius, 714 F.Supp.2d 48, 50 (D.D.C. 2010).) Under the

DSHEA, dietary supplements include minerals. (21 U.S.C. 321(f{(1XB); infra ai B 42.) Tn

adopting the DSHEA, Congress clarificd its intent that fluoride minerals when used to prevent
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disease are drugs under federal law. (21 U.S.C. 321(ff)(postscript), infra at B 43.) The
Commissioner of the FDA now concurs.! (Infra at B 44.)
d. The 1962 Amendments to the 1938 Act
The Congress amended the FFDCA in 1962 to change the standard for approval of a
NDA or abbreviated NDA (“ANDA™) from “safc” to “safe and effective” for the intended use.
(Samuels at 545.) Tor drugs with approved NDAs under the 1938 Act to retain thesc NDAs, they

were required to demonstrate they were effective. (Jd.; Weinberger v. Hynson., Wescoit &

Dunning, Inc, 412 U.8. 609, 612-15, 93 S.Ct. 2469, 37 L.Ed.2d 207 (1973).)

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

In 1972, the FDA established a new approval process for non-prescription drugs. (21
CFR Part 330.) This process resulted in the establishment of over-the-counter (“OTC”)
monographs for various drug classifications including a monograph for anticaries drug products
that do not requirc a prescription. (21 CFR Part 355.) The final rule for the anticaries drug
monograph is in 60 FR 52473-510. Amendments to this final rule are in 60 FR 57927, 61 FR
52285-87, 64 FR 13296, and 68 FR 24879-80. This final rule, as amended, provides that all
OTC anticaries drug products introduc.ed ta the market after April 7, 1997 must comply with
general conditions in 21 CFR 330.1 and with anticaries monograph conditions in 21 CFR Part

355; otherwisc a NIDA or ANDA is required.

! Congress specifically asked FDA 1o address the relationship of “fluoride in drinking
water and drug(s).” (Imfraat B 44.) The FDA responded, in part, stating “the Envirommental
Protection Agency regulates fluoride in the water supply.”™ (/d.) But EPA had terminated its
water additive program more than ten years earlier. (Supraat B 2-3.) So FDA was referring
to EPA regulating the Maximum Contaminant Level (“MCL™) for fluaride that triggers clean-
up under the SDW A and was not referring to fluoride additives or water with fluorides added.
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On or afier [April 7, 1997] no OTC drug product that is subject to

the monograph and that contains a nonmonograph condition . . .

may be initially introduced . . . into interstate commerce unless it is

the subject of an approved application or abbreviated application.
(60 FR 52474; 61 FR 52285.) Also, it should bc noted that FDA regulations provide that any
anticaries drug that includes hydrogen fluoride requires an NDA. (21 CFR 310.545(a)(2) and
{b).) Typical specification sheets for water treatment certified Fluorosilicic Acid show a
significant portion of the fluoride comes from hydrogen fluoride. (Infra at B 47.) Some of the
fluoride in water treatment certified Sodium Fluoride also comes from hydrogen fluoride. (Infra

at B 50.)

2. Water fluoridation products are druss under federal statute

a. Water fluoridation products add fluoride minerals to public water
supplies that are intended for use in the prevention of dental caries
(tooth decay) which is a disease in man

Today, in almost every stale, water fluoridation products are required to be certified to

ANSEI/NSF Standard 60). For example, in Washington State:

Any (reatment chemicals, with the exception of commercially

retailed hypochlorite compounds such as unscented Clorox, Purcx,

etc., added to waier intended for potable use must comply with

ANSI/NSF Standard 60. The maximumn application dosage

recommendation for the product certified by the ANSI/NST

Standard 60 shall not be exceeded in practice.
WAC 246-290-220(3). NSF, the author of ANSI/NSF Standard 60, states in the NSF Fact Sheet
on Fluoridation Chemicals:

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

(Supra at A 1.) Earlier, this year IIIIS confirmed its belief that:
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Community water fluoridation is the most cost-effective method of
delivering fluoridc for the prevention of tooth decay.

(76 FR 2386; infra at B 51.)

The FDA has concluded that the intended use of [luoride additives to prevent tooth decay
is implied. The FDA. {inds that intended use “may be shown by the circumstances surrounding
the distribution of the article.” (21 CFR 801.4.) The FDA states:

in somge instances, the mere presence of certain therapeutically
active ingredients could make a product a drug even in the absence
of drug claims. Tn these cases, the intended use would be implicd
because of the known or recognized drug cffects of the ingredient
(e.g. Mlueoride in a dentifrice).

(59 FR 6088.) The intended usc of fluoride in drinking water additives is also implied. The

FDA’s interpretation of “intent” is entitled to “considerable deference.” (Young v. Community

Nutrition Institute, 476 U.S. 974, 981, 106 8.Ct. 2360, 90 L.Iid.2d 959 (1986).) The Washinglon

State Board of Health states,

The Board considers it self~¢vident that the purposc of watcr
fluoridation is to help prevent tooth decay.

(Infra at B 52.)

The CDC states, “Tooth decay (dental carics) is an infectious, multifactorial disease.”
(Infra at B 54.) The FDA defines “dental carics™ as “A discasc of calcified tissues of teeth
characterized by demineralization of the inorganic portion and destruction of the organic matrix”
and defines “anticaries drug™ as A drug that aids in the prevention and prophylactic trcatment of

dental cavitics (decay, caries). (21 CFR 355.3(c¢)and (d).)
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b. Minerals, that are intended for use in the prevention of disease, are
federal drugs

Congress has adopted a specilic statute that, under the intended usc for water fluoridation
products, designates these products as drugs.

The term "drug" means

(A) articles recognized in the official Uniled States Pharmacopocia
.. and

(B) articles intended for use in the diagnosis, cure, mitigation,
treatment, or prevention of disease in man or other animals; and
(C) articles (other than food) intended to affect the structure of any
function of the body of man or other animals; and

(D) articles intended for use as a component of any article specified
in clause (A), (B), or (C). ...

(21 U.S.C. 321(g)(1); infra at B 41; emphasis supplicd.) The language quoted has not been
amended since it was originally adopted in the 1938 Act. (52 Stat. 1041.)

c. The language in 21 U.S.C, 321(g)(1)(B) dcfining drugs must be
interpreted “as broad as its literal language indicates”

As early as 1916, the federal Supreme Court concurred that products that were otherwise

defined as “foods” would be “drugs” under the federal statute® when labeling for the substance
includes statements of therapeutic (including prevenlative) ellect. (Seven Cases v. United Stales,
239 U.8. 510, 513-14, 36 S.Ct. 190, 60 L.Ed. 411 (1916).)

After the 1938 Act was adopted, the federal Supreme Court again concurred that “food

products” will be “drugs™ based on “labeling.” (Kordel v. United States, 335 U.S. 345, 346, 69
S.Ct. 106, 93 L.Ed. 52 (1948).) In 1969, the federal Supreme Court, in finding a product was a

drug, explained,

2 The relevant portion of the federal statute are quoted supraat B 1.
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Congress intended to define “drug” [in 21 U.S.C. 321()(1)(B)] far
more broadly than does the medical profession. . . . The word
“drug” is a term of art for the purposes of the Act, encompassing
far more than the strict medical definition of that word.

(United States v. An Article of Drug . . . Bacto-Unidisk, 394 U.S. 784, 793, 89 8.Ct. 1410, 22

L.Ed.2d 726 (1969).) The Bacto-Unidisk Court continued:

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

(Id. at 798; emphasis supplied.) The Bacto-Unidisk Court finally directed,

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

(Id. at 801.)
In the construction of federal statules, “the decisions of the Supreme Court of the United

States are binding” upon all. (Beezer v. City of Scattle, 62 Wn.2d 569, 573, 383 P.2d 895

(1963).) Therefore, HHS and FDA and every court is required to construe the definition of drug
as “articles intended for use in the . . . prevention of disease” as “broad as its literal language
indicates.” (Supra.)

d. Foods must be regulated as drugs if the“intended use” is to prevent
disease

Interpretation of federal statutes by other federal courts are entitled to great weight,
(Beezer at 573.) A long line of federal court cases has found that articles normally regulated as

“foods” will be regulated as “drugs” if the intended use is to treat or prevent a discase:
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The word “drug” is defined in 21 U.S.C. s 321(g)(1)(B) to
include:

articles iniended for use in the diagnosis, cure,

mitigation, treatment, or prevention of disease in man or

other animals . . .
Thus, it is the intended use of an article which determines
whether or not it is a “drug,” and even the most commonly
ingested foods and liquids are “drugs™ within the meaning of
the [FFDCA] if their intended use falls within the definition of

s 321{g)(1)(B).

Gadler v. United States, 425 I'.Supp. 244, 246-47 (D.Minn. 1977); see Nutrilab, Inc. v.

Schweiker, 713 F.2d 335, 336 (7" Cir. 1983); see also Bradley v. United Stales, 264 F.79 (5%

Cir., 1920) where the co.urt specifically found “mineral water™ to be a “drug” when it is intended

to treal discase.
In the determination of whether fluoridation products are drugs,
the only question under the FFDCA i1s whether the intcnded use of
the product is to prevent disease, not whether the product actually

prevents disease.

(United States v. Bowen, 172 F.3d 682, 686 (9" Cir. 1999).) Intent “may be derived or inferred

from {any] relevant source.” (National Nutritional Foods Ass’n v. Mathews, 557 F.2d 325, 334

(2™ Cir. 1977).) As discussed previously, the “intended use” of fluoridation products is to
prevent dental carics (tooth decay) disease. (Supra at B 3-4.)
€. The DSHEA further clarifies the intent of Congress that fluorides,
which are minerals, that are added to public drinking water to
prevent the disease of dental caries, are a drug
Perhaps partly in response io the FDA’s refusal to enforce the FFDCA for fluoridated

water supplies (supra at B 2), Congress adopted the DSHEA in 1994, with explicit statutory

language that made fluoride a drug when used with intent o prevent disease. Fluoride, being a
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mineral, is a dietary supplement under DSHEA. (21 U.S.C. 321(ff)(1)(B); infra at B 42.)
Minerals arc normally regulated as foods except when they are drugs. (21 U.S.C.
321(fD)(postscript) (“except for purposes of [21 U.S.C. 321(g)(1) defining drugs] a dietary
supplement shall be deemed to be a food;”) infraat B 43.)

f. Congress did not intend to exempt public water or water additives
from the reach of federal drug laws

In 1974, Congress passed the Safe Drinking Water Act (“SDWA™). (88 Stat. 1661;
codified at 42 U.S.C. 300f et seq.) The SDWA empowered the EPA to set standards for the

contro} of contamninants in drinking water. (42 U.S.C. 300g-1(b}; see In re Groundwater Cases,

154 Cal.App.4th 659, 677 (2007).) The SDWA authorizes EPA to adopt national primary
drinking water regulations applicable to “public water systems.” (42 U.S.C. 300f(1); see 42
U.S.C. 300f(4)(A).) Under the SDWA, national primary drinking water regulations identify
contaminants that have adverse cffects on human health and specify a maximum contaminant
level (“MCIL.”) for such contaminants. (42 U.S.C. 300f(1).) Pursuant to its authority under the
SDWA, the EPA has since established MCI.s for a wide variety of contaminants. (See 40 CFR
Pt. 141 for substantive regulations, Pt. 142 for implementation regulations, and Pt. 143 [or
national sccondary drinking water regulations that are not enforceable.) The fluoride MCL is 4.0
mg/1 (four milligrams per liter equals four parts per million (“ppm™). (40 CFR 141.62(b)(1).)
But there is no SDWA statutory provision or implementing regulation that addresses or

sets standards for fluoride water additives.” (SDWA,; 40 CFR Part 141 et seq.) Therefore, there

? There is a SDW A statutory provision that directs the EPA to keep away from regulating
drugs. (42 U.8.C. 300g-1(b}11) (*No national primary drinking water regulation may
tequire the addition of any substance for preventive health care purposes unrelated to
contamination of drinking water.”))
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is no possil;le statutory conflict wherg: Congress intended the SDWA to interfere with the

FFDCA or FDA authority to regulate drugs. If Congress wanted to exempt public drinking water
from the definition of drugs in 21 U.S.C. 321(g)}(1)(B) it certainly had the knowledge o[ how to
do it (it had previously exempted “food” from subsection (1)}(C)) and it certainly had the
opportunity to do it in any one of the more than 20 significant amendments made to the FFDCA
since 1980. (Infrg at B 56-57.) The SDWA did not explicitly or implicitly repeal any drug
provision of the FFDCA or any drug authority of the FDA.

o, The 1979 EPA/FDA MOU has been terminated but never did restrict
FDA authority over drugs

i. The 1979 MOU

In 1979, EPA and FDA entered into an MOU where FDA agreed not 1o cnforce its food
authority over public drinking water in exchange for EPA creating a federal regulatory drinking
water additives program. (supra at B 32-39.) In the FFDCA, Congress gave FDA authority to
regulate foods to ensure they are “sale™ (21 U.8.C. 393(b)(2)(A)) and drugs Lo cnsure they are
“safe and cffective” (21 U.S.C. 393(b)(2)(B)). Normally for drinking water, only food
regulations would be applicable and prior to 1979, the FDA generally regulated drinking water as
afood. (Infra at B 32 and B 37.) But after passage of the SDWA, CPA and FDA were
concerned that FDA’s “food” authority and EPA’s “publie drinking water” authority might result
in “duplicative and inconsistent regulations” so they entered an MOU. (fafra at B 32.) In the
MOU, FDA agreed not to use its “food™ authority to regulate public drinking water, bascd on a

commitment that EPA would adopt regulations to control additives in public drinking water.
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(Infra at B 32-33.)

There is no mention in the MOU that FDA would, or could, give up its “drug” authority
over public drinking water and public drinking water additives. (Infra at B 32-39.) Congress
required “drugs” to be “effective™ (21 U.S;C. 393(b)(2)(B)) and Congress never gave EPA
authority to regulate drug cffectivencss. The MOU inart(ully stlates:

[EPA and FDA] have determined that the passage of the SDWA in
1974 implicitly repealed FDA’s authority under the FFDCA over
water used for drinking water purposes.
{(/nfra at B 32.) Read in context with the other provisions of thc MOU this can only possibly be

true with respect to FDA’s “food” authority and cannot be true with respect to FDA’s “drug”

authority. (Infra at B 32-34; See Board of Governors of the Federal Reserve System, 474 U.S.

361, 368, 106 §.Ct. 681, 88 L.Ed.2d 691 (1986) (“agency interpretation” cannot “alter the clearly
expressed intent of Congress.™))
In a subscquent section, the MOU states:
[EPA and FDA] agreed that the Safe Drinking Water Act’s

passage in 1974 implicitly repealed FDA’s jurisdiction over
drinking water as a “food” under the [FFDCA].

(Infra at B 33; emphasis supplicd.} Thus the MOU itself clarifies that the MOU only was
intended to address FDA’s rcgulations regarding “food.” The MOU also inartfully states:
Under the agreement, EPA now retains exclusive jurisdiction
over drinking water served by pubhic water supplies, including
any additives in such water.
(Infra at B 33.) Tn context of the whole agreement, EPA does not have exclusive jurisdiction

when public drinking waters, and public drinking water additives, are “drugs” becausc Congress

has given cxclusive jurisdiction over drugs to the FDA. (21 11.8.C. 393 (b)(E)(B); FDA v. Brown
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& Williamson Tobacco Corp., 529 U.S, 120, 126, 120 S.Ct. 1291, 146 L.Ed.2d 121 (2000).)
Congress has clearly defined “drugs” in 21 U.8.C. 321(g)(1). Further EPA claims no authority
that would give it jurisdiction over the determination of “effectivencss” of drugs. (Infra at B 32-

35.)

ii. The 1979 MOU is terminated

In 1988, EPA published in the Federal Register a “Notice™that it was terminating EPA’s
commitment to FDA to create 4 [ederal regulatory drinking water additives program. {33 ¥R
25586-89; infra at B 28-31.) In this 1988 Notice, EPA admits that it “does not.currcntly regulate
the levels of additives in drinking water.” (/afraat B 28.) EPA explained that the “SDWA does
not require EPA to control the use of specific additives in drinking watcr.” (/nfra at B 28.) It
statcs,

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

{Infra at B 29.) The Notice describes how EPA was cooperating with a private third-party
organization to have that organization take over the development and monitoring of standards for
public drinking water additives and explained that it would be *up to the States and utilities to
determine the suitability of any ‘third-party’ certification.” (Iafra at B 28-30.) Then it
announced that effective April 7, 1990, it would withdraw all EPA and predecessor agency lists
of acceptable water additive products and all EPA and predceessor agency advisory opinions on

drinking water additives. (/nfra at B 31.) EPA stated that “Discontinuance of the additives

program at EPA does not relieve the Agency of its statutory responsibilities.” (Infra at B 31.)
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EPA’s Federal Register published Notice that it was terminating its commitment to FDA
to create a regulatory federal drinking water additives program was ellective notice to FDA that
EPA was exercising its option to terminate the MOU. (Supra at B 2-3.) Thus the 1979 MOU
was terminated by 1990 and EPA removed the cloud over FDA’s *food” jurisdiction rcg:arding
public fluoridated water. FDA never lost “drug” jurisdiction over fluoridated water, but zits
policy, that it would not cnforce this jurisdiction, remained in effect from 1952 to 1996. é(Supm
at B 2-3.) |

h. The intent of Congress clearly establishes that water fluoridation
preducts are drogs under the FFDCA

In 1916, the federal Supreme Court concurred that Congress in adopting the 1906 Act
directed that food be regulated as a drug when therapeutic (including preventative) effects are
intended. (Supra at B 7.) In the 1938 Act, Congress significantly broadened, instead of limited,
the definition of drugs. (Compare supra at B 1 and B 7.) In 1948, the federal Supreme Court
again concurred “food products” will be “drugs™ depending on “labeling.” (Supra at B 7.)

In 1952, the FDA stated it would not enforce the FFDCA for fluoride added to public
water supplies. (Supra at B 2.) In 1969, the federal Supreme Court ruled that the FFDCA
delinition of drugs is “as broad as its literal language indicates.” (Supra at B 7-8.) In 1994, the
Congress again specifically clarified that minerals will be drugs if they fall within the broad
definition of drugs. (Supra at B 3-4 and 9-10.) In 1996, the FDA revoked its policy that it would
not enforce the FFDCA for fluoride added to public water supplics. (Supra at B 2.)

Lvery department and agency and court is bound by the intent of Congress as explained

by the federal Supreme Court. (Supra at B 8.) Thercfore, the FDA should find that water

B 14



fluoridation products used in public water systems arc drugs under federal law and regulation.

3. Water fluoridation products are federal prescription drugs

Under federal law, if water fluoridation products are ledcral drugs, they clearly are
prescription drugs becausc of their toxicity and package quantity. For example, sodium fluoride
used in water fluoridation typically comes in 50 pound or 25 kilogram bags. (/afra at B 50.) The
2009 Drug Topics Red Book show that bulk sedium fluoride in package sizes of 123 grams
(about 1/4 pound) and larger is a prescription drug. ({nfra at B 58 (see lower right corner of
page).) The LD, (median lethal dose) {or sodium fluoride based on geats and sheep is 100
mg/kg or 2.7 grams for a 60 pound kid. (/nfra at B 59.) Bulk fluorosilicic acid comes in tanker
truck deliveries. Water fluoridation products are not OTC drugs. (21 CFR Part 355.) Water
fluoridation products do not have an approved new drug application or approved abbreviated new
drug application. (Infra at B 60.) The FDA should conclude that water fluoridation products arc

federal prescription drugs.

4, FDA should request registration of all water fluoridation products as drugs
~ pursuant to 21 CFR Part 207

It is requested that FDA request registration of all water fluoridation products as drugs
pursuant to 21 CFR Part 207. To be used for waler fluoridation, products must be certified to
meet ANSINSF Standard 60. (Supra at B 5.) There are only three organizations that certify
products to ANSI/NSF Standard 60 and their web addresses are www.nsforg/,
www.tl.com/eph/, and www.wqa.org/. Appendix C herein is intended to provide a complete list
of water [luoridation products (checkmarked) certified to ANSI/NSF Standard 60 along with the

company addresses (marked with vertical lines) and facility identifications (markcd with *).
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To facilitate determination of fhe legal drug status of these products, it is requested that
FDA request for each fluoridation product an original certificate of analysis and copy of original
product labeling (both on the package and from any other literature|(electronic, print or
otherwisc) describing the product and describing the conditions of JISG that are recommended or

suggested) when the product was first marketed along with the year first marketed. Further, it is

requested that FDA request a copy of any modification in certificate of analysis or product
labeling (again both on the package and from any other literature describing the product and
describing the conditions of use that are recommended or suggested) along with the year of the
maodification.

Bcceause certification to ANSI/NSF Standard 60 began around 1990, it is expected that
product labeling was changed around that time to declare certilication for all water {luoridation
products that were marketed before that time. HHS has proposed a change in the recommended
and suggested use of fluoridation products for all locations where the annual average of
maximum daily air temperature is below 79.3 degrees. (76 FR 2383-88.) Fluoridation products
have not been used following this new recommendation in such locations for a sufficient time to
allow a consensus among cxperts that the products are safe and effective. Therefore approved
new drug applications or approved abbreviated new drug applications should be required for all
products intended to be markeied in these locations for usc at the new dose level of 0.7 ppm
fluoride.

Further, the FDA should not find the use of these fluoridation products 1o be
demonstrated to be safc for three reasons. First, the FIDA has already recommended that fluoride

OTC products should not be swallowed except under professional supervision. (21 CFR Part
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355.) The fluoridation products are intended to be swaitllowcd. Warnings are required for OTC
p1'0duct§ to avoid swallowing by inlants and even chil(éircn under six. (21 CFR 355.50.) Bottled
water regulations do not allow a health claim for added fluoride for products markeied to infants.
(http://www.fda.gov/ Foodf'LabelingNutritionfLabelCle;imS/FDAModernizationActb‘DAMAClaim
s/uem073602.htm) Second, it has been reasonably established by scientific studies that
fluoridated water increases the risk of hip fracture for Pcoplc 65+ years old. Third, there is
scientific conscnsus that fluoridated water causes dental fluorosis. HHS reported that 41% of
people who were 12 to 15 years old in 1999 to 2004 had dental fluorosis with this dental
fluorosis being moderate or severe for 3.6% of these people (one in twenty eight people). (76 FR
2385.) Even if water fluoridation is reduced to 0.7 ppm fluoride, these numbers are likely to
increase because in 1992 when these people were 0 to 8 years old, only 56% ol the people in the
United States teceived fluoridated water. Today a much higher percentage of people get
fluoridated watcr.

It has been repeatedly demonstrated in statistically significant primary studies that
artificial water fluoridation is harmful because it increases risk of hip fracture in people 65+
years old. The relevant studies are identified in the York Review (M. McDonagh, P. Whiting,
M. Bradley, et al., "A Systematic Review of Water Fluoridation," NIIS Centre for Reviews and
Dissemination, The University of York, Report 18 (2000) which is available até

http://www.vork.ac.ul/inst/erd/CRD  Reports/crdreport] §.pdi’).

The York Review is limited to review of human epidemiological studies of water
fluoridation (around 1 ppm flueride). (York Review at page 1 (which is page 16 of the

download).) Over 3200 primary studies on water fluoridation from years 1939 to 2000 were

B 17



identificd of which only ¢ighteen investigated the association of hip fracture with water
fluoridation. (/d. at page 10 and‘48.) These eighteen studies provide a total of thirty analyses
(men only, women only, or both in various age groups). (/d. at page 10 and 48.) A validity
assessment was made for these studies to measure "The degree to which a result is likely to be
'true’ and free [rom bias." (Jd. at page 48 and 101.)

Of the said thirty analyses, elcven studied the effect of water fluoridation on hip fracture
for peoplc 65+ years old. (Id. at page 48.) Only four of these eleven studics produced
statistically significant results according to the York Review. (Id.; see the definitions of
"Relative Risk" and "Statistical significance" in the York Revicw at pages 99-100 (pages 114-15
in the download).) These four studies all [ind inercased risk of hip fracture for pcople 65+ years
old with water fluoridation. The York Review found no statistically significant studies published
between years 1939 and 2000 that did not find increased risk of hip fracture for people 65+ years
old with water fluoridation.

Explaining the above observations in more detail, I note that the York Review at page 48
presents the Relative Risk ("RR") and the 95% Confidence Interval ("95% CI") in Table 8.1. Ifa
study has a RR of'1 inside the 95% CI, the study is not statistically significant to demonstrate
morc or less harm from water fluoridation. (York Review at 99-100.) In other words, a study
with a RR of 1 inside the 95% CI should not be relied upon to demonstrate increased or
decreased harm. A RR greater than 1 throughout the 95% CI is statistically significant proof that
fluoridated water causes greater harm, Jd.

Because all [our of the statistically significant studies show increased risk of hip fracture

for people 65+ years old, HHS and FDA should conclude that water fluoridation is not safe for

B 18



people 65+ years old.

For the record, the four relevant studies arc identified in said Table 8.1 as Jacqmin-Gadda
(1998), Danielson (1992), Jacobsen (women) (1992) and Jacobsen (men) (1992). The
Jacqmin-Gadda (1998) study had the highest validity score and is thereforc most "likely to be
'true” and free from bias” of the said four studies. Jacqmin-Gadda (1998) projects that it is most
likely that there are two and one half times more such hip fracturcs with fluoridated water
compared (o without fluoridated watcr. (York Review at page 48 (page 63 of 125 in the
download).) While the other three identified studies project lower ratcs of increase of such hip
fractures, these other three studics have significantly lower "validity scores” reported in said
Table 8.1.

Tt is reported "that approximately 50 percent of the fluoride ingested each day
accumulates in bones.” (P. Connett, J. Beck, and H.S. Micklem, The Case Against Fluoride -
Iow Hazardous Waste Ended Up in Our Drinking Walter and the Bad Science and Powerful
Polities That Keep It There (White River Junction, VT: Chelsea Green Publishing Company,
2010} ("Connett (2010)") at page 172.) Fluoride “enters bone compartment easily, correlating
with bone cell aclivity; . . . but then it leaves the bone compartment slowly . . . the wholc body
half life, once in the bone, is approximately 20 years . . .” (NRC, Fluoride in Drinking Water - A
Scientific Review of EPA’s Standards (Washinglon D.C.; The National Academies Prcss, 2006)
at page 108.) Therefore knowing that people 651 ycars old have an increased incidence of hip
fracture caused by water {luoridation (as the statistically significant studies in the York Review
repeatedly demonstrate) onc would expect it likely that the longer people 65+ years old have

drunk fluoridated water both before and after they are 63 years old, or the more fluoride they
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have retained in their bones, the greater their increased risk of hip fracture would be. This might
also be a factor that helps to explain the different magnitudes of increased risk projected by the
said four studies,

The people with increascd risk of hip fracture from excessive fluoride accumulation
in their bones are sxposéd not only to this bio-accumulative element in their drinking water but
to multipie other sources of fluoride as pointed out most recently (January, 2010) in a publication
by EPA, "Rclative Resource Analysis." The bones do not differentiate sources of fluoride, they
just continue to store whatever comes along. Levels may reach 10,000 ppm and then skeletal
fluorosis becomes a recognized diagnosis.

The outer sheath of bones is called the cortical bone. (Connett (2010) at page 17.) "The
cortical bone is critical for protection against breakage when the bone is cxposed to a heavy blow
or torsional stress.” (/d.) As reported in Conneit (2010) at page 17 (citations omitted):

One of the earliest trials of [luoridation (Newburgh, New York,
versus Kingston, New York, 1945-1955) found approximately
twice as many cortical bone defects in the fluoridated city,
Newburgh, compared with Kingsion, the unfluoridated ¢ity. The
fact that the defects occurrcd in the cortical part of the bone is
significant for the potential for fractures.

Hip fracture for people 65+ years old is a significant health impact in the United States.
"About 300,000 Americans are hospitalized for a hip fracture cvery year." (Connett (2010) at
page 173.) The lrish Forum (2002) (Forum on Fluoridation (Dublin, Treland: Stationery OfTice,
2002) at 121 online at http://fluoridealert.org/re/fluoridation.forum.2002 pdf found that "Fracture

of the hip is a major cause of morbidity and mortality [disease and death] in persons 65 years of

age and older."
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Aside from the fact that onc in five patients di¢ within 6 months of
the fracture occurring, hip fractures lead to scrious disabilily.
Many basic functions such as dressing, climbing stairs, walking
and transferring are markedly interfered with following a fracture,
This can result in loss of both confidence and independence and an
increased risk of development of medical complications,

(Trish Forum (2002) at 121.)

The York Review at page xiv (page 13 of 125 in the download) states in its Conclusions
thal il "presents a summary of the best available and most rcliable evidence on the safety and
cificacy of waler fluoridation," but it also concludes "little high quality rescarch has been
undertaken." Besides finding the harm from dental {luorosis that is already recognized by HHS,
these Conclusions in the York Review find "the research is of insufficient quality to allow
confiden( statements about other potential harms.” (York Review al page xiv.) In other words,
the comprehensive York Review has found that the evidence available in year 2000 (after 55
years of waler fluoridalion) may not he used to make a confident statement that standard watet
fluoridation is safe from the other potential harms explored by the York Revicvlv.

The other potential harms explored by the York Review include other bone fractures,
cancer, Down's syndrome, mortality, senile demcntia, goitre, lowered IQ, hypersensitivity, and
skeletal fluorosis. {York Review at 52, 54, 59-60.) The York Review concludes that no
"confident stalements” can be made regarding these "potential harms.” (York Review at page
xiv.) Inits review of other bone fractures in Table 8.2 on page 49 of the York Review, only one
study (Karagas (1996}) rcports a statistically significant result and that result demonstrates

increased risk of humerus fractures for men 65+ years old with fluoridated water.

Regarding cancer, an unrefuted published primary study, Bassin (2006) (Bassin E. B. et
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al., "Agc-specific Fluoride Exposure in Drinking Water and Osteosarcoma (United States),"
Cancer Causcs and Control 17, no. 4 (May 2006) 421-28) reports that boys who drink fluoridated
waler when they are 6 to 8 years old will have a five- to scvenfold greater risk of contracting
osteosarcoma (bone cancer) by the age of twenty. This is a deadly discasc. This result was first
suggcested by Perry Cohnin 1992, (See Connett (2010) at pages 187-94.) The twofold increase
in cortical hone defects in the fluoridated city in the Kingston-Newburgh study (supra at B 20.)
was described in 1955 and again in 1977 as being "strikingly similar to that of ostcogenic
sarcoma [now called osteosarcomal.” (See Connett (2010) at page 181-94.)

In summary, FDA should determine that water fluoridation products are drugs and
prescription drugs regulated by CDER. Given that approximatcly 75% of the people in the
United States are being given this drug, and that the dose for the drug is now recommended by
HHS to be reduced to 0.7 ppm, FDA should require approved new drug applications or approved
abbrevialed new drug applications for all water fluoridation products because of the change in
dose. FDA should give notice that these products cannot continue to be sold without such

approved ncw drug applications.
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TITLE 21-—FOOD AND DRUGS

Chapter [-Foad and Drug Adminis-
tration, Federal Sacurlty Agency

" PaRtt 3—STATEMENTS oF GENERAL POLICY
OR INTERERETATION
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' Porsuant to saction 3 of the Adminty.
trative Brocadure Act (80 Stat. 237, 238;
5 U. 8. ¢, 1008}, the following statement
of policy is issued:

§3.2T Stafus of fluorideted wailer
tand fjoods prepared with Auoridated
water under the Federal Food, Druy, and
Cosmetic Act. (a) The vprogram for
fluoridetion of publie waler suppiles

.. recommemded by the Federal Security
Agehey, through the Publie Health
Service, contemplates the controlled ad-
dition of fuorine at g level optimum for
the prevention of dental caries.

(B} Publc water supplies do not ordl-
narily eome under the provisions of the
Fedéral Food, Drug, and Cosmetie Act,
MNevertheless, a substantial mumber of
inquiries have been recaived concerning
the atatus of such water under the provi-
sionz of the act and the status, In
Inferstate commercs, of commercially
prapared foods in which flvoridated
water has been used.

(c) The Fadernl Security Agency will
regard water supplies containing five-
Yine, within the Imitations recommended
by the Public Health Bervice, as not ae-
tionable under tha Federal Food, Drug,
and Cogmetle Ast. Slmilarly, commar-
cially prepared foods within the jurlsdle-
tlon of the ach, in which a finoridated
water supply has been used in the proe<
essing opexration, will not be regarded os
actionable under the Federal law hecaugye
of the fluorine gontent of the water so
used, unless tha process involves a sig-
nificant concentration of fluorine from
the water. In the latter Instance the

tacts with, & to the partioulnr aase

will be controliing.

(Sen. 101, 52 Stat. 1056; 31 T, B, 0. 8T1)
Dated: July 17, 1952,

[searnl JouN L. THDASTON,
Acting Adminisirator,

{F. R. Doo. 52-B0d1: Filed, July 29, 1903
8:00 #. M.}

LE 26—INTERNAL REVENUE

nter l—Bureay of Internal Reves
s, Bepariment of the Trausury

. 1. £920; Reps. 199]

EXCISR AND SPECIAL ‘TAX ON
WhoERING

[7, RETURN AND PAYMENT OF TAX

Regilallons 132 amended to reguirs
persong Yible for specinl (oceupational)
wagering ¥ex o Ote returns and pay tax
befora confmencing taxable notlvity and
to file supRemental returns advising of
all agents & employees engaged to re-
ceive wagerdhor with respeat to all por-

rile making ding amendment of
ntlons 132 was puba

: ".._.- L Reargrer (A7 F, B,

n recelved, § 325.60 of
g nmended to read as

4 825,50 ReplsiWy, return, and poy-
g person shill enghgo
in the business of alcepting wagers suh-~
ject to the 10 perddnt exclse tax ime
poged by asction 32§53 of iha Intaxmal
Revenue Code (see § $06.24) uniil he hod
filed & raturn on ¥ 1-C nnd pald the
special tzx fmaposed Yy section 4200,
Likewise, no persen sHEH engars In Yo«
eelving wagers for or dn behnlf of any
pexrson engaged In suel business untit
he hay filed s return on'Worm 11-C and

pald the special tax impieed by seotion
2390 of tha Internal Reverue Cods, Fll-
ing of successlva appliontbns and poy-
ment of tax by such personk ara requived

on or bafora July 1 of egck year thore~
after during which taxeblabotivity con
tutnt, with Yremitianco,
shall be flled with tha collfotor of fne

iz Inoated the taxpayer’a ofiie
ofpal place of business, If%euch
payer resides in the United Sgates, bhut
has no office or principal plack of busi-
ness in the United States, ti
shall be fled with the eolieotor
nal reventue for the distriet in Which ho
Tealdes. I the taxpayer haz ng offloa,
regidenee, ot prineipal place of Mysiness
in the United States, the return shall bo
filed with the Collector of Ynternd Rov-
enuoe, Baltimore, Maryland, ‘The dpllece
tor, upon requesh, will furnlst
isxpayer proper forms which shnl
Alted vut and slgned es indlented thokal

(b} Each veturn shsll show the #
payer's full ndame, A person doing biks
ness under an sliasg, style, or trade nat
shall glve hiz true name, followed N
hiz allag, atyle, or trade name, In thi
cage of a parinership, asseclation, fivm,

g3
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Title 21—Food and Drugs

CHAFTER I—FOOD AND DRUGB ADMIN-
ISTRATION, DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

. [Recodiication Docket Mo. 8}
SUBCHAPTER C—DRUEGS: GENERAL
Renrganization and Republication -

The Commissioner of Food and Drugs,
for the purposes of establishing an
prderly deveiopment of informative reg-
wationg for the Food and Diug Admin-
istration, furnishing ampla room for
expansion of such regulations In years
ahead, and providing the publie and af.-
facted industiries with regulatlons that
are easy to find, read, and understand,
has initisted a recodificeiion program for
Chapter I of Title 21 of the Code of Fod-
eral ations. -

This iz the ninth documant in & serles
of recodlficetion doecuments that wili
evantually Include all reguiations ad-~
miniztered by the Food spnd Drug Ad-
minlatyation.

This recodification document repre-
genty n racrgsnization of material re-
maining ih Suhchapter C—Drugs thab
has general apphloability, rather than
strletly human or anfmai use, In addl-
tlon certain relptad sections under Patts
1 and 3 have been xedesignated as parf
of the ravised Subchspler C-—Drugs:
General,

The following table shows the relatlon-
ship of the ¢FR gection numbers ynder
the formar Subchapiera A and C to thelr
redesignation refiected In the new Parla
200 through 260 -

ol New Ot
Seption Seetion
1100 ... __.. 2008

1101 ... 2018

New
Section

11048 o oo 20060 027 oo 250203
1102 .- BOLED 328 ... . 200.50
11088 ... 2OL6L 380 . 204907
102D compen 20LI 880 .. 201,308
110% - 20181 005 oo 201.503
1io2d 20182 586 . 280,103
103 . 20L16 227 . ___ 301300
1108 e - 20LI0  BAD L. 260.20,
LS ... 2003 @ a4 . 201.310
1108(R) ... SOLB 344 ... _ 201811

. L10A(b) .. 200100 @46 _____ 200.30
1108{c) . 201105 84% .. . 250,108
1,108(d) _.. 2011060 8.60 _____ . - 250,104
1.308(f) .__ 201110 353 ________ 250,107
1.106(g) ... 201116 3,69 ... 26010
1L108(h) . 201110 aEs__ ____ 201.408
LI08(1) ..~- S0LI1T 8620 ... 200.18
1108{f) wno 3OLITE 3630 T T a09.4
L108¢k) _-_ 501330 888 __ . ___ 85011
1108(1) .- 201187 964 . —. 25018
1.108{m) _.. 201126 367 .__.__.. 301305
1100¢{n} _._ 201137 35% ___.—._ 260,100
110800} ___ 261128 974 201 58
1107 oo SDLI50 A58 . __ 20010
1108(a) . ORTro 20038

& () ... 201168 381 .____ _ 201300
1.108(c) __._ gpné 384 201410
L108 - 5905 30 .. 2EG.200
L. ar0de 291 .. _ 280250
1B e 20008 S84l - 260,108
Y P - 301300  8.85 .. 260.110
3 o 201303 . 3801 . 200.5
) . 250,108 50D e 20115
38 o pmee, 2001 9603 __..___ 801813
B rmcraere 201801 3805 _ e 201818
232 tormm 201804  3.508 ... _ 20011
[ 15 1S —— 201408 36507 __..._.. 20117
816 macrras, 200100 3508 e 20118

RULES AND REGULATIONS

Old New
Seotion Rectiom
AE08 e op1.314
b 5 1 J— -~ 201315
851 e 20081
95 L [——— 2007
A514 e 20058
[ A 1, J—— 201.160
3618 -neem 250,108
X1 : J— 201361
1308 2073
15 — 2010
1385 e 20721
1924 ~~ - 20722

132.7 e 20781
1328 ~~—— 207.80
+ 1329 e 20737
193,10 - 207.28

19211 ~o e 20729
13381 e 20740
13281 ~oe— 207.65
13T car a10.8
1332 ~rvee—- 211.1

o New
Septiom Heotion
13311 - a11.68
1339 .neea 211,110
133.13 e 411.80
133,14 ..---~ 31162
135318 e 211.116
183200 ... 2261
188000 —.—- 22520
153102 .- 2260
185.203 -~ 22510

226.58

193.10% naer 335.110
183018 ame 228,115
1332300 e a28.1

193901 wmonam ARG.20
183102 .. 226,30
133208 .-~ 226,10
133204 e 220.2%
133905 ... 328.102
133.208 . e 22040

183207 .. 226.80
193208 _ ... 226,58
132200 - 228,110

133.210 - 230116

138.900 209253

120 250.0
1338 e 211.55 13R.3 __ mee [20D.20
133.10 —. . 21i.40

" The changas heing made are nbnsub-
stantive in natore and for this
notice and pablic procedure are not pres
requisites to this promulgation. the
conveniance of the user, the entire text of
Partg 200, 201, 202, 207, 310, 211, 295, 226,
209, 250, 280, and 289 of Subochapter C
iz set forth belaw.

Dated; March 21, 1975.

Samt D, PINE,
Associate Commissioner §
E.'ampl!dﬂce.

Therefora, 21 CFR iz amended by re-~
eslgnaiing portions of FParis 1 8
Snbchapter A and Parts 132, 138, and
138 of Bubchapter C ag Parts 209, 201,
202, 207, 210, 211, 228, 228, 230, 250, 290,
and 299 of Sohchapter C—Drugs:| Gen-
eral, and républished to rerd a8 followa:
SUBCHAPTER C—DRUGS: GEN
Part’
200—430neral
201—Taheling
203~ Prescription Drug Advertisieg |

207—Reglstration, of Producers of Prugs snd
Listihg of Drugs in Commerefd] Dix-

iribution |
210—Currant Good Manufactoring Clicex
In Manufa g, [Patk-

"*  tug, o Holding of Drugs: Gsn
A1—Ourreny Good Manufzotiring
for Finlshed Fharmacsuticals |
235~ COurrant Good Manufesturing Practiea
for Medicated Feads
228—Current Good Manufacturing
Tor Medicaietl Premixas

220-—0nrrent Good Mmurmbmng
for Certatn Other Drug Products
250-—8pecip]l Requiramonts for Sp Hu-
man Drags
a80---Controlled Drogs

295—Drugs; OMcial Names and Emnmm'
Names .

tioe

PART 200-—-GENERAL
Bubpart A—fanaral Provistons

Bag.

200.6  Malling of bwportnnt Informntion
about draph.

20057  Suppiying pharmaelsty with lndl-
cations ond dospgo {mformntlon,

200.10 Contract faslliiivg (including con=
sulting Inboratoriea) wbitlzed oy
extramiiral foollitlcs by pusemos
vontionl manufacturord,

200,31 Ugo of ocladeoyloming In aleam
fines of drug establlshronty.

20018 Defizition of torm *ingulin

20018 Tee of sceondhand contslnors for
the shipmont or storage of food
and animal foad.

Subport “"’ﬁ'ﬁ"w"“““‘éﬂ?&“‘“"’ Affecting
200,30 Sterllization af devps py Leeadia-

tion.
20031 Tlmed rotonss dosago forme,
Subpart c—mwlma?gor Spoeltie Clussen oy

200.00 Ophthalmle propovnbions and dis-

falcler:iiee I
Subport D—Sultobllity of Spralfic Drug
Gﬂmﬂhl‘lﬂnlﬂ
200,100 Use of ox bila from condemned
llverd from sloughterad onimols
in the manufastnre of drups.
206,101 Suprotennl plands from hofd eavs
caeyen prior to fnnl Inspeotion.
Avrmorrre: Seo. TH, 52 Btat, 1066 A
Ta.Cc. 371, unless otherwigo motod.

Subpart A—Generd) Provislons

& 200.5 Muilil‘nﬁnof limportant informm.
tion ahour deage.

Manufacturers snd distvibutors of

fxation ocenslonally nmnmﬁﬂgmmnﬂ
on o BYO

tmportant informatlon about druga to
phyzicians and ofhera g for
patient oara. In the publio lnterest, such
mail ghould be distinokive in appearance
&0 that 16 will be promptly recoznizei and
rand. The Pood and Drupg Adminfateation
will toaks such mallings in necordance
with the gpecifications set forth in this
section. Manufasturars and distribitors
of drugs are asked to make such m a3
as presecibad by this seotion and nob
usa the dlstinative envelopes for ordinary

(a) Usa flext clags madl and No. 10
white exivelones.

{b) The nawme aud addresz of tho
agency or the driy mannfacturey or dig-
tdbntor ia to appenr In the upper loft
corngr of the envelops,

{e} The following statements aro to
appear in the far laft thivd of the on-
velope front, in the fype and aize indl-
catad, centered in & reclangular gpago
nanes high with An Approotaly 3

t.] BIL O] o -
Inch-wida horder In tha color mglagted:-

{1} When the Informeilon concerns
a stgnifeant hazard to heslth, the siato-
ment; €
IMTPORT

e

WARNING

The statement shall be in threa liney, all
oapiials, and centered. “Important” shall
be in 38 point Gothle Bolg type, "Drag”
and “Warning” shall bha in 38 point
Gotile Condensed type, The reotangle’s

FEDERAL REGISTER, VOL. 40, NO. 60—THURSDAY, MARCH 27, 1975
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PARTS 200 TO 299
Revised as of April 1, 1995

CONTAINING

A CORIFICATION OF DOCUMENTS
OF GENERAL APPLICABILITY
AND FUTURE EFFECT

AS OF APRIL 1, 1895
With Ancillaries

Published by
the Office of the Fedesal Ragister
Noticnal Archives and Records
Administration

as a Special Edifion of
the Federal Register
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Food and Drug Administration, HHS

of seotion 503(b) of the Federal
4, Drug, and Cosmetic Act untess it
Jooled with the legend “‘Cauntlon—
»ril law prohibits dispensing with-
rogoeription.'”

y drug for oral ingeatiom in-
woresented, or mmd for

afemia or which puorports to
contain ary substance or mixtore of
gubstances Yescribed in paragraph (4)

of this sectipn (othar than disgnostic
droga cqntaining radioactive
ecyanoccbalandin) will be regarded as

mishranded ukder asctions 502(M)(2) and
esn ita jabeling hears A
e effect that somse pa~
mith perniclous anemia
may not respond to the orally ingested
t there is no known

ucta. 'The labelinl shali Also hexr a
statement that pelodic examinations
and laboratory stuliies of pernicicus
anemia patianta areVpssential and rec-
ommended. .
(f} Under pection 408 of the Federal
Food, Drng, and Cosm¥ie Act, Intrin-
sic factor and Intrindle factor con-
centrats ars ragarded asYpod additives,
No food additive regnlatipn nor exist-
ing extension of the effaffive dnfe of
santion 409 of the act anthyrizes thess
additives in foods, {ncluding foods for
special dletary nses, Any foo} contain-
ing added intrinmic factor or
factor conoentrate will ba reg :
-adulterated within the meaninghs
tion 402(aX2XC) of the act.
(2) Regulatory action may be
ated with respect to any =
shipped within the jurisdiction of
act contrary to the provisions of
policy statement after the 180th difg
following publication of thia stateme
in the FROXRAL REQISTER.

280208 Status of fluoridated water
and foods prepaved with floori-
dated water.

{a) The program for fluoridation of
public water supplies recommendsd by
the Department of Health and Human
Services, through the Public Health
Bervice (Centers for Dissass Conirol),
contsmplates the controlled addition

§250.250

of fluorine at a level optimum for the
pravention of dental cacles. _

{b) Public water supplies 4o not. ordi-
narily coms under the provisions of the
Faderal Food, Drug, and Cosmetic Act.
Neverthalesa, a substantial numbar of
inguixies have heen received concern-
ing the atatus of such watar nnder the
provigiona of the act and the status, in
interntate commerce, of commercially
prepared foods in which ftuoridated
water has heen usad.

{(¢) The Departmant of Health and
Human Servicen wiil regard water sup-
pliea containing fluorine, within the
limitations recommendaed by the Envi-
ronpmental Protection Agency, as not
actionable under the Fedaral Food,
Drug, and Cosmatic Act. Similariy,
commercially preparsd foods within
the jurisdiction of tha act, in which a
fluoridated water supply has been used
in the processing opsration, will not he
re as actionabla under the Fed-
oral law because of ths fluarine content
of water 50 nsad, unlesa the process
invdlves a algnificant concentration of
fluorine from the water. In the latter
instance the facts with respest to the

cunlar case will be eontrolling.

40 14093, Mar, 27, 1975, an amended at 48
FR 11428, Mar, 18, 1883]

D— Iramenis for
rugs and cs

Hexachlorophens, an a com-
of drug and coametic prod-

ol component. The use of
comiponentyp drng and commstic prod-

ucts has ex@anded widely in recent
yoafa. It is uled in such products be-
caute of ita \}bacterioatatic aotion
agains

hexachlorophene, for roview by an
Drug Adviaory Review Pansel to be
vened under the proceduren set forth Y
the FEDERAL Reatsmen of May 11, 1972

121

pAe
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Federal Register / Vol. 61, No. 113 / Tuesday, June 11, 1996 / Rules and Regulations

List of substances Limitations
Menochlorobenzene | Not to exceed 500 parts
Manochlorobenz- per miliion es residual
ena. solvent in finished
basic resin in para-
graph (a3(1) of thiz
section.
N-mathyl-2- Not to exceed 0.01 per-
pyrrofldone, cent {100 paris per
million} as residual
safvant In finishad
baslc rasin In para-
graph {a)(2} of this
section.
£ * * * *

Dated: May 17, 1998,
Fred R. Shank,

Director, Center for Foad Safety and Applied
Nutrition.

[FR Doc. 9614697 Filed 6-10-96; 8:45 am]
BILLING CODE 4180-11-F

Food and Drug Adminlstration

21 CFR Paris 200, 250, and 310
[Docket No. 95N-0310]
Revocation of Obsolete Regulations

AGENGY: Food and Drug Administration,
HHS.
AGTION: [Final rule.

SuMMaRY: The Food and Drug
Administration (FDA) is revoking
certaln regulations that are obsolete or
are no longer necessary to achieve
public health gnals. These regulations
were among those identified for
revocation in a page-hy-page review
conducted in response to the
Administration’s "'Reinventing
Government'” initiative, which seeks to
streamline government to ease the
burden en regulated industry and
consumers,

EFFECTIVE DATE: July 11, 19905,

FOR FURTHER INFORMATION CONTACT:
Christine F. Rogers, Center for Drug
Evaluation and Research (HFD-T7), Food
and Drug Administration, 7500 Standish
PL, Rockville, MD 20855, 301-594-
2041.

SUPPLEMENTARY INFORMATION:

L. Background

In the Federal Register of October 13,
1995 (50 FR 53480). FDA published a
proposed rule to revoke certain
regulations. This was done in respanse
to the President’s order to all Federal
agencies to conduct a page-by-page
review of all their regulations and to

“eliminate or revise those that are
outdated or otherwise in need of
reform.” The proposed rule contained a
section-by-section analysis of all the
regulations (21 CFR parts 100, 101, et
al.) that FDA intended to revoke. This
final rule pertains only to those
regulations (21 CFR paris 200, 250, and
310) pertaining exclustvely to the Center
for Drug Evaluation and Research. No
comments were received tn respanse to
the proposal to revoke these regulations.

II. Analysis of Impacts

FDA has examined the impacts of the
final rule under Executive Order 12866
and the Reguiatory Flexibility Act (Pub.
L. 96-354). Executive Order 128686
directs agencies to assess all ensts and
benefits of available regulatory
altermatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). The agency
believes that this final rule, which is the
revocation of certain regulations that are
obsolete or are no Jenger necessary, is
consistent with the regulatory
philozophy and principles identified in
the Executive Order. In addition, the
final rule is not a significant regulatory
actlon as defined by the Executive Order
and s0 is not subject to review under the
Executive Order,

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

III. Enmvironmenta) knpact

The agency has determined under 21
CFR 25.24(a)(9) that this action is of a
type that dnes not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
RO an environmental impact statement
is required.

List of Subjects
21 CFR Part 200
Drugs, Prescription drugs.

21 CFR Part 250
Drugs.
21 CFR Part 310

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

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

PART 200-—GENERAL

1. The authorlty citation for 21 CFR
pari 200 continues to read as follows:

Authorliy: Secs, 201, 301, 50§, 502, 503,
505, 506, 507, 508, 515, 701, 704, 705 of the
Federal Food, Drug, and Cosmetic Act (21
U.5.C. 321, 331, 351, 352, 353, 355. 356, 357,
358, 360e, 371, 374, 375).

2. Sections 200.100 and 200.10! are
removed and the heading for subpart D
is reserved.

PART 250—SPECIAL REQUIREMENTS
FOR SPECIFIC HUMAN DRUGS

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

Authortty: Secs, 201, 306, 402, 502, 503,
505, 601(a), B02(a) and {c), 701, 705({h) of the
Federal Food, Drug, and Cosmatic Act (21
U.S.C. 321, 338, 342, 352, 353, 354, 361(a),
352(a) and (c), 371, 375{b)).

§250.104 [Removed]

4. Seciion 250,104 Sratus of calt
substitutes under the Federal Food,
Drug, and Cosmetic Act 1s remaved.

§250.203 [Removed)

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

PART 310—NEW DRUGS

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

Authority: Secs, 201, 301, 501, 502, 503,
505, 506, 507, 512-516, 520, 601(a), 701, 704
705, 721 of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 321, 331, 351, 352,
353, 355, 358, 357, 360b-360f, 360), 361(2),
A7, 374, 375, 379e); secs, 215, 301, 302(a},
451, 354-380F of the Public Health Service
Act (42 U.S.C. 218, 241, 242(a), 262, 263h-
263n),

§310.101 [Removed]

7. Section 310.101 FD&C Red No. 4;
procedure for discoptinuing use in new
drugs for ingestion; statement of policy

is removed.
A7



25586 Federal Register / Vol 53, No. 130 / Thursday, July 7. 1888 | Notices
. during normal business hours at the U.S.  drinking water supplies. In addition lo
iz‘ﬁrrg\EmENTAL PROTECTION Bn\rilll'%nmenml Pratection Agency. such contaminants, thera iz a possibility

1OW-FRL-3410-1)

Drinking Water Technlcal Asgistance;
Termination of the Federal Drinking
Water Additlves Pragram

AGENCY: Environmental Prolection
Agency (EPA).
AcTion: Notice.

sumMmARY: The Environmantal Protection
Agency (EPA), Office of Drinking Water
[ODW), has opereled an advisory '
program that gives technical assistanca
1o concerned partias on the use of
drinking water additives. On May 17,
1904, EPA proposed ia terminate major
elements of thia Feders) program and to
asgist in the establishment of a private-
pector program which would offer
assistance in evalvating drinking water
additives. 48 FR 21004. EPA solicited
proposals from gualified
nongovernmental, nonprofit
organizationa for assigtance under a
cooperative agreement to establish a
credible and afficient program in the
private sector.

On September 17, 1985, EPA salacted
a congartium consisting of the National
Sanitation Foundation [NSF), the
"Amarican Wealer Works Association
Regearch Foundation (AWWARF), the
Canfarenca of State Health and
Environmental Managera ([COSHEM},
and tha Association of State Drinking
Water Administrators (ASDWA) ta
receive funds nnder a cooparative
agreemenl lo develop 1he private-sector
program. EPA believes that the NSP-led
program hag proceeded satisfactorily.
NSF Standard &), covering many direct
additives, was adopled on December 7,
1987; and NSF Standard 61, covering
indirect additives, was adopted on June
3, 1988, Qthar standards are
forthcoming. The NSF-led program han
begun offering teating, certification, and
listing services, as described in 49 FR
21004, for certain classes of products
coverad by these siandards.
Accordingly, aa the NSF-led program
becames operational, EPA will phase
out its activitier in this area, as
described in this notice,
DATE; Any wrilten comments on
implementing thia notice should be
submitted to the address below by
September 8, 1988,
ADDRESSES: Submit commants to: Mr,
Arthur H, Perler, Chief, Science and
Technology Branch, Office of Drinking
Water (WH-550D), U.5. Environmental
Protection Agency, 401 M Straet, SW.,
Washington, DC 20460, A copy of all
commenla will be available for review

Criteria and Standards Division, Science
and Technology Branch, Room 931ET,
401 M Street, SW., Washington, DC
20460, For further information on the
NSF-led private-sector pragram,
ineluding standards development and
testing, certification, and listing
services, contact: Director, Drinking
Waler Additives Program, National
Sanitation Foundation, P.D. Box 1488,
Ann Arbor, M] 48108; or call (313} 780~
8010, For information on alternative
testing, certification, and listicg
programs, contact individual State
regulatory authprities or the American
Water Workas Association, Technical
and Professional Department, G868
Quincy Avenue, Denver CO, 80235, or
cal] (303) 794-7711. For information on
the directory of products certified as
meeting the criteria in a NSF standard,
contact the American Water Works
Asaociation Research Foundation, 6608
Quincy Avenue, Denver CO, 80235, or
call [303) 784-7711,

FOR FURTHER INFORMATION CONTACT:
Mr. Arthur H. Perler, Chief, Science and
Technology Branch, Office of Drinking
Water (WH-550D}, U.5. Environmenial
Protection Agency, 401 M Stroet, SW.,
Washington, DC 20460, or call [202) 302—
2022,

L Intradurtinn

The Bafe Drinking Water Act {SDWA])
{42 U.8.C. 300f ot seq.) provides for
enhancement of the safety of public
drinking water supplies through the
establishment and enforcement of
national drinking water regulationa. The
Environmental Protection Agency (EPA)
has the primary responsibility for
establishing the regulations, and the
States have the primary responsibility
for enforcing such regulations. The
regulations control contaminants in
drinking water which may have any
adverse effect on public-health. Section
1412, 42 1LB.C, 300g-1. The reguiotions
include maximum contsminant levels
[MCLs] or treatmant techniques and
monitoting requirements for thess
contaminants, Sectiona 1401 and 1412;
42 U.5.C. 300f and 300g-1. EPA also
promulgates monitoring reguirements
for unregulated contaminants. Section
1445; 42 U.S.C, 300j-4. In addition, EPA
has broad authorities to provide
tachnical assistance and financia)
asgistance {&.4., grants, cooparative
agreements) to Stales and to conduct
research. Sactinna 1442, 1443, 1444; 42
U.8.C. 300§-1, 300j~2, 300}-3.

The Ageney has established MCLs for
a number of harmful contaminants that
occur naturally or poltute public

that drinking water supplies may be
cnntaminated by compounds “added” to
drinking walar, either directly or
indirectly, in the courge of treatment and
transport of drinking waler, Public water
syatems use a broad range of chemical
producis to treat water gupplies and to
maintain storage and diatribution
systems. For instance, systems may
directly add chemicals such as chlorine,
alum, lime, and coaguiant aids ia the
process of [reating water to make it
aunitable for public consumption. These
are known ag "direct additives.” In
addition, a3 a necessary function of
maintaining a public water syatem,
sterage and distribution systems
(including pipes. tenks, and other
equipment} may ba fabricated from or
painted, coated, or treated with products
which may leach inio or otherwise enter
the watar. Thesa producis are known as
“indirect additives,” Except to the
extant that direct or indirect additivas
consist of ingredients or contain
contaminants for which EPA has
promulgated MCLs, EPA does not
currently regulate the levels of additives
in drinking water.

In 1870, EPA executed a Memorandum
of Understanding (MOU] with the 11.8.
Food and Drug Administration (FDA) to
establish and clarify areas of authorities
with respect 1o cantral nf additives in
drinking water, 44 FR 42775, July 20,
1978, FDA is authorized to regulate
“food additives” pursuant to the Federal
Food, Drug, and Cosmetic Act (FFDCA).
{21 U.8.C, 301 &f seq.). Both agencies
acknowladged in the MOU that
“nassage of the SDWA in 1974 repealed
FDA’s authority under the FFDCA. over
water used for drinking water
purposes.” The MOU statad that FDA
would continue to have authority for
taking regulatory action under the
FFDCA to control additives in bottled
drinking water and in water used in
food and for food processing. The MOLI
went on to say that EPA had authority
to control additives in public drinking
water supplies.

. While the SDWA does not require
EPA to conirol the uae of specific
additives in drinking water, EPA has
provided technical assistance to States
and public water systems on the uge of
additives through the issuance of
advigory opinions on the acceptability
of many additive products. EPA has
provided this technical assistance
pursuant lo its discretionary sutharity in
gaction 1442(b){1] tor'collect and meke
availahle information pertaining to
regearch, investigations and
demonstrations with respect to
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providing a dependable safe supply of
drinking water together with appropriate
recommendations in connection
therewith." EPA has additionai
authorities under the Toxic Substances
Control Act {TSCA) (15 U.8.C. 2602 et
seq.} and the Federal Ingecticide,
Fungicide, and Rodenticide Act (FTFRA)
{7 U.5.C. 138 et 5e4.) that could be uged
to control additives in drinking water.
TSCA authorizes EPA to regulate a new
chemical subsatance before it ia
manufactured or eny existing chemical
substance before it is manufactured or
proceseed for a uge that EPA has
datarmined to be a “significant new
use.” Although an additive product
might come within the jurisdiction of
TSCA. EPA has never invoked thig
authority. EPA has used its authority
urder FIFRA to conirol the use of
pesticides, disinfectants, and certain
other additives. For a more complate
discussion of thess authorities, see the
MOLL 44 FR 42776,

In 1980, EPA declared a moratorium
on the issuance of new advigory
opfnions on additives pending a review
of past advigery opiniona and the
esiablishment af uniform teat protocola
and decision criteria. However, between
1800 and 1984, ERA continued to'issue
advisory opiniong in cases whers the
new additive products were virtually
identical to products previonsly
reviewed. Reagurce constraints and the
need to implement mandatory
provisions of the SDWA precluded the
Agency from implementing the
comprehensive program originally
envisicned for the issnance of additives

vizory opiniona. Thus, the Agency
was hot abfe to review the technical
data supporting previous submissions
(approximately 2,200 products from 525
manufacturers) nor was it able to
develop test protocols or decision
criteria for the consistent evaluation of
new products. The rezult has heen long
delays in processing manufacturer
petitians, inability to review and acecept
compietely new products, and
acceptance of products simply begause
they were virtually identical to older
products. Hence, few prodocts have.
been thoroughly evaluated for the safety
of their formulations bagsed on the latest
scientific information.

Recognizing the need for continuing
lechnical assistance in evaltating
additive praducts and for providing
advice to States and public water
dystema on the toxicological aspects of
additive produets, the Agency proposed
1o terminate its attempts to institute a
formal advisory program. and to solicit
proposals from nongovernmental,
nonprofit organizations to establish such

a program in the private sector. Tha
Agendy believed that the propoeal to
argiat in the establishment of a private-
sector pragram was consistent with, and
would best serve the goals of, the
SDWA.

On May 17. 1984, EPA formally
announced its intention to transfer the
program to the private sectar, which
would funciion as to many other
voluntary product-standard programs.
49 FR 21004. This was accomplished by
requesting proposats from gualified
organizations or consortia of
organizations for the competitive award
of a cooperativa agreement designed to
provide incentive for the establishment
of a private-gector program. Tha 1834
natice stated that;

» EPA expected the activity to be self-
supporting.

+ EPA would maintain an activa
interest in the development of the
program, without assuming
reaponaihility for or directing its
approach.

+ EPA would continue to eatabligh
regulations under the SDWA, FIFRA,
and/or TSCA. as needed. for chemicals
in kreated, distributed drinking water
that may eriginale aa additives.

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

The May 1884 notice requested public
comments an tha proposal and salicited
applications from qualified
nengovernmental, nonprofit
organizations for partial funding of the
developmental phase of the program
under a copparativa agreamant. The
reaponea to the solicitation for
comments indicated strong publie
support for the proposed approach, EPA
received 108 puglic comments on the
proposal. All but six supported thig
“third-party” approach. However,
despite the Agency’s apen competition,
EPA received only one application for
financial assistance. The applloant was
a consortium, led by the National
Sanitation Foundation, which includad
the American Water Worka Association
Research Foundation, the Conference of
State Mealth and Environmental
Managera, and the Agsociation of State
Drinking Water Administrators. This
single proposal met all of tha basic
criteria articulated in the May 1902
notice, Furthermnore, EPA believed that
the single applicant was very likely to
succeed, because it represented an
organization experienced in private-

sector consensus standard-aetting, State
regulators, and water utilittes.

FPA awarded the cooperalive
agrapment tc the NSF consertium on
September 17, 1985, and committed
funding of $185,000 ta NSF over a three-
year perlod. The non-Federal
{consortium and participaling induatry)
confribution during the first thres years
of the program was projected to be
approximately $1.4 mijlion.

The NSF program haa the following
major chjectives: '

+ To develop systematie, consistent,
and comprehengive voluntary consensua
standards for public health safely
avzluation of all products (previously
EPA-accepted as well as new) intended
for uge in dripking water syatema.

* To obtain broad-baged parligipation
in the standard-satiing program {rom
industry, Staies, and utilities.

= To provide for regular periodic
review. update, and revision of tha
standards. :

« To undertake needad reaearch,
testing, evaluation, and inspactions and
to provide the followup naecessary to
maintain the program.

* To eatablish a separate program for
testing, evaluation, certification, and

listing of additiva products.

* To widely disgseminate information
about the program, and to make
information about conforming produocts
available to ugers.

+ To maintain the confidentiality of
all proprietary information.

* To fully establish the third-party
program on a salf-supporting basis.

NSF's establiahed standard-setting
process utilizes a tiered structuve, Each
atandard {a draftad by a task group and
then presentad ta a Joint Committes,
which includes 12 industry, 12 user, and
12 regulatory members. Following
successful Joint Committee balloting:
standarda ars reviawed by the Councit
of Public Health Consultants, which is &
high level advisory group consisting of
technical and policy experts from
regulatory agancies and academia.

NSF has established task groups to
develop standards for the product
categories listed below. Each task group
includes a member representing the
regulatory agencies and a member
repregsenting the utilities. All
ranufacturers expressing interest in a
particular produst task group may
participate as members of that group.
Therefore, task group mambership is
predominately manufacturers, In
addition, a group of health effecia
consultants is addressing the
toxicelogica) and risk considerations for
varicus product categories. NSFa rale in
the standard-selting process ia
adminisirative, that is, to bring together
experis from government, industry,

25687
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utilities, users, and other relevant groupe
so that a standard which reflects a
congensug of these intereats can he
developed. In addition, NSF staff -
provide technical leadership and
laboratory support. Product categories
and correspoding task groups are:

= Protective Muterials.

» Chemicals for Corrosion and Scale
Conlrol, Softening, Precipitation,
Sequestering. and pH Adjustment,

* Coagulation and Flocculation
Chemicals,

+ Miscellaneovs Treatment
Chemicals.

+ Joining and S8caling matexials.

* Process Metdia.

* Dipes and Related Products.

+ Dicinfection and Oxidation
Chemicala.

» Mechanical Devices.

All of the tagk groups hava made
aatisfactory progress during the term of
the cooperative agreement. In addition,
the haalth effects consultanis have
andorsed the bases of the etandards.
Standards have been drafted for ali
product categories, and fnal standards
were published and implemented as
follows:

Standard 66, December 1987

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

"+ Disinfection and Oxidation
Chemicals. .

» Miscellaneons Treatment Chemicals

{aalected).

Standord 81, June 1983

s Process Media.

Development of the remaining
standarda is on schedule, and
publication and implementation are
expeeted on the following schedule:

Standards 80 and 81, expected October
1988

* Protective Materials.

* Coagulation and Flocculstion
Chemicala.

¢ Miscellananus Treatment Chemicals
(additionaf).

* Joining and Sealing Materials.

» Pipes and Related Products.

* Mechanical Devices.

EPA beliaves that the NSF program is
suceessfully pursuing all of ita
objectives. Furthermore, the program is
strongly suppaovted by user and
regulatory sectors. AWWARF,
COSHEM, ASDWA, the Great Lakes
Upper Mississippi River Board. the
Americen Water Works Assoctation
(AwwA] [including the Utilities and
Standards Councila and the Regulatory
Agencies Division), and the Associatfon
of Metropolitan Water Agencies, among

others, hava voiced atrong support for
the third-party program. The AWWA
recently joined the NSF-led consortium
snd urged EPA, to support national
uniform accreditation of certifying
entilies for additives products. To date,
more than 80 manufacturars are full
participsnts in the standaed-setting
program.

The cooperative agreement between
EPA and the consortium requires NSF to
establish both a standard-getting
program and a service for testing,
certification, and listing. Theee are
completely separate activities. EPA’s
intent iz to support the development of a
widely accepted uniform stardard for
each category of products while
encouraging the development of
competing sources for teating,
certification, and listing. The
cooperative agreement assured that at
least one sound and reliable produet-
evaluation servica will be gyailable to
manufacturers, i.e., the congortinm.
Howevar, the consortiurn's atandarda
will altow for entitiea other than NSF to
be evaluators of products.

EPA recognizes the authority and
reaponsibility of the individual States t
determine the acceptabiiity of drinking
water additives. Hence, it is wp to the
States and utilities to determine the

" suitability of eny “third-party”

cerlification. AWWARF will maintain a
directory of products approved by all
orgunizations claiming 1o coaduct
evaluations undsr Standardr 80 and 61.
However, AWWARF will not judge the
competence or reliability of thesas
organizations.

L. Announcement of Phasa-Down of
EPA's Additivas Program

During the davelepmental phase of the
NSF consortium's program, EPA has
continued to review products ard
process requests for advisory opiniona
on a limited basis, The May 1864 notice
stated that, “EPA does not intend to
develap further interim admintstrative
procadures, testing protocols or decision
criteria for future evaluation of additive
products. The usa of existing informal
criteria will continua unt] a third-party
or aiternative program is sperational
* * * EPA may nol be ahle o proceas
all raquants for apinions on additive
products hefore the eatablishment of &
cooperalive agreement with a third

party. The large volume of currently

pending requests makas it uniikely that
additional requests will bs completely
processed by that date.” Likewise, EPA,
[n ita acknowledgment lettera to
manufacturers reguesting epinions on
new producis, explains thei the Agency
is,"* * * making a eoncerted effort to
process petitions as quickly as possible,

However, EPA may not be able to
process your request far an opinion on
an addilive product hefore the
establishment of an alternative program
as described in the Federal Regiater,
Vol. 49, No. 97, 21003-8, May 17, 1084."
Product reviews and issvence of
advinory apiniona have been limited to:

» Products composed entirely of othar
products which EPA had previousty
determined to be acceptahle;

* Products composed antirely of
ingredients which have been determined
ta be acceptable by FPA or the FDA, or
other Fadersl agencies, for additton to
palable water or aqueous foods;

» Products compaosed entirely of
ingredients listed in the "Water
Chemicals Codex,” Natiopal Academy
of Soiences, Movember 1982, and in the
“Whalter Chemicals Codex:
Supplementary Recommendationa for
Direct Additives," National Academy of
Sciences, 1084;

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

+ Products which, if effectively
excluded from the marketplace by lack
of approval, might jeopardize public
health or safaty.

Continued processing of petitions
during the development of tha privale-
sector program minimized disruption of
the marketplace from the viewpoint of
manufacturers whose business
depended in part on EPA accepiance of
products, users who required water
traatmant products for the produgtion of
safe drinking water, and State official
who rely on the advice of EPA.

FPA heliaves that NSF is moving
expediticusly and on achednle toward
the full establishment of a third-party
program covering products intended for
use in drinking watar syatems, Priorities
for slandarda development and
implemantation of a testing,
certification, and listing program for
various product categories have been
based zpon need, interest, complexity,
and availability of information for’
developing standards. Direct drinking
water additives were sssigned high
priority for the following reasons: (1)
Use of direct additives is wideaprend In
drinking water aystems, so there are
large population exposures to these
chemicals; (2] ar direct additives to
frinking water, they preaent greater
potential for water contamination than
indirect mechanigms (e.g.. migration
from protective paints in pipes and
atorage tanks); and (3) the National
Academy of Sciences' Waler Chemicals
Codex provided a good starting point lor
development of standards.

B
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As originally planned, EPA is
beginning to phase out the Agency's
additives evaluation program. Thus,
EPA will not accept new pelitions ar
requests for advisory optiony after the
date of this notice. While EPA will
continue to process requests which are
pending and those received on or before
July 7, 1988, pelition evaluations not
completed by October 4, 1888, will be
returned to the submitter. After that
date, EPA will no longer evaluale
additive praducts.

Potitions which are completely
evaluated by Octaber 5, 1988, will be
added to the quarterly list of acceptable
products published shortly after that
date. That quarterly list will be the last
suih Jist issued by EPA. On April 7,
1990, EPA will withdraw its list of
b acceptable products, and the list and the
§ advisories on these additives will
I expire. This means that: [1) The various
E lists published by EPA under the Litles
Report on Aceeptable Drinking Water
g Additives, Report on Coagulant Aids for
i Water Treatment, Report on Concrete
NCoatlings/Admixture for Water
VTreatment, Report on Detergents, |
kSonitizers and Joint Lubricants for
\Water Treatment, Report on
L vaporalive Suppressants for Water
i Treatment, Report on Liners/Grouts/
tHorer and Tubings for Water
¥ Traatment, Report an Miscellansous
| Chemicals for Water Treatment, Report
an Protectivee Paints/Coatings for
Water Treatment, and any and all other
lists of drinking water products issuad
by EPA or its predecessor agencies
regarding drinking water additives will
he invalid after April 7. 1990; and {2)
advisory opinions on drinking water
additives isaued by EPA and
predecessor agencies will ba invalid
alter that date.

EPA believes that, while in the past
every effort has been made 1o provide
the best possibie evaluations. all
products should be evaluated against
carefully developed and considered

nationally uniform standards. Many of
the currently listed producis ware
svaluated and accapted up to 20 years
8go and have not been reevaluated

since that time. Numerous products heve
been accepted because they were
virtually identical to or were
repackagings of older products. The
result ia thal faw products have been
completely evaluated for the safaty of
their original or current formulations vis-
a-vis the laleat toxicological, chemieal,
and engineering information. A uniform
evaluation of all products, old and new,
will result in consistent quality of
products, and will assure fair and
equitable treatment to all manufacturers
and diatributora.

Henceforth, parties deniring to have
existing or new products evalvated
against the NSF standarda should
cantact NSF or other organizations
offering such evaluations. To contact
NSF about the drinking weater additives
progrant write to: David Gregorka,
National Sanitation Foundation, P.O.
Hox 1468, Ann Arbor, MI 48108, or call
{313) 769-8010. Information on
altarnatives to NSF evaluation may be
obtained by contacting State regulatory
agencies or the AWWA, Technical and
Professional Department, 8566 Quincy
Avenue, Denver Co, 80235, or call {303}
794-7711, which 13 addreasing certifier
accreditation.

EPA heliaves that the 21 montha
between today and the expiration date
of EFA's last lat is sufficlent tima for
manufacturers to submit their products
to NSF or other certification entities for
evaluation. Tha first NSF liat will be
published prior to April 7,1990, thereby
preventing any disrupfion in the
marketplace. Furthermore, NSF had
indicated that it will conaidar currant
EPA and other regulatory evaluations
when evaluating products in order to
ensure a smooth transition. States may
choose to rely on the last EPA quarterly
list of products until their individua]

programs for accepting private-sector
certificelion are fully implemented.
Parties desiring to market drinking
water additive products are reminded
that the individual Siates have the
authority to regulate the sale and/ar use
of apecific products as thay see fit, Thua.
reliance upon a particular standard or
organization to certify that a product
complies with a particular standard
must be acceptable to the Stale in which
the supplier wishes to do buginess,
Discontinuation of the additives
program at EPA does not relieve the
Ageney of it slatutory responsibilities.
if contamination resutting from third-
party sanctioned products oeeurs or
seems likely, EPA will address that
issue with appropriate drinking water
regulations or ather actions authorized
under the SDWA: EPA is & permanent
member of the NSF program Steering
Committes, and sentor EPA staff and
managament will continue to participate
in this and other progriama designed to
anggure that high—quafily products are
employed in the trestment of public
drinking water. Also, the Agency will
continue to spongor research on
contaminants introduced in public water
supplies during water treatment,

‘storage, and distribution.

HI. Comments

Although this notice dosa nat include
a proposed or final regulation, EPA
welcomes comments and suggestions
that would assist the Agency in
implementing the additives program
phasedown, Please address all
comments and suggestions to: Mr.,
Arthur H. Perler, Chief, Science and
Technology Branch, Office of Drinking
Water [WH-550D), U.8. Environmenital
Protection Agency, 401 M Strest, SW.,
Washington, DT 20480

Date: Juna 18, 1988.
Wilkiam Whittingten,
Acting Assistamt Administrator for Watar.,
[FR Doc. 88-15232 Filed 7-8~88; 8:45 am]
BILLING CODE 85A0-80-M
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ion V, iz providing apportunity G
liv comment on the State of
Wisconsin request. Any interaste
person may comment upon the
request by writing to the 1.G,
Region V Office, 230 South Da
Btreet, Chicago. Hlinnts 8060
Permit Brapoh, Snch comme
made avallable to the pub
inspechiion and copying. S8 comments or
aobjections received by Alhguat 22, 1078,
will be considered by Y5, EPA before
taking finsl aciion on fhe Wisconsin
request for puthorityfo ispue permits te
Faderal facilities.

The State's requfst, related
documents, and gt eoinments received
ere on file and gfay be inspected and
copied (@ 20 offata/page) at the .S,
EPA, Region Y Office, In Chicago.

Copies of jiis notice are availabie
upon requeft from the Enforrement
Divirion of L1.S. EPA. Region V, by
oontacting Dorothy A, Price, Public
Notice Qerk [812-353-21053, at the
nhtvva Kddress.

Dalfd: Tuly 14, 1072,

Re
pu

ts will be
for

3R Don, PAoineary Mied P-10-70c nal wea]

DEFARTMENT GF HEALTH,
EDUCATION, AND WELFARE

Food and Prug Administration

ENVIRONMENTAL PROTECYION
AGENCY '

[FAL 1275-4]

Drinking Water Technieal Asgistance;
Implementatian Plan for Contral of
Direct and indirect Additives 1o
Dripking Water and Memorandum of
Understandipg B ‘ween the
Environmental Protection Agency and
the Food and Drueg Administration

AGENCY: Enviranmamtal Protection
Ageney and Fand Drug Adminiatration.

ACTION: Motice.

SuMMARY: The Food and Drug
Administration (FOA] end the
Environemental Prolection Agency (EPA}
have executed a memorandum of
nnderatanding (MOU] with regard 1o the
oontrol of direct and Indirect addjtives
to and substancex in drinking water, The
purpose of (kg MO s to aveid the
posslbilily of ovarlapping jurlsdiction
between EPA and FDA with respect fo
costrol of drinking wafer additives. The

rgreement became gffective on juns 28,
A

ADDRESS: Submil eomments to: Vigtor .
Kimm, Depnty Assiglagt Adminisirator
For Drinking Water. Environmental
Protection Agenry (WH-550),
‘Waghington, I.C, 20agh.

FOR FURTHER INFORMATION CONTALT!
David W, Schuare, Ph.D)., Offica of
Dirinking Water [WH-550),
Environmental Protaction Agency,
Waslington, D.C. 20430, {202) 75655945

. or Gery Dyksirs, Enforcement Policy
" Btaff (HFC-22), Food and Drug

Administration, 5600 Fishers Lane.
Rockville, MD 20857, (301} 4433470,

SUPPLEMENTERAY \NFORMATION: In tha
apirit of interagency cooperation and lo
avoid the possibility of overlapping
jurigdiction over additives and other
substances in drinking water, FDA an
EP#, have entered into a memorandwon

- of understanding io avoid duphicatrve

and inconsistent regulntion. In brick, the
memorandum providas that EPA will
have pricnary responaibility over diract
snd indirect additives and other
gubstances in deinldng water under the
Safe Drinking Water Act, the Toxle
Bubstaneces Control Act, and tha Federal
Insecticide. Fungieide and Rodenticide
Act, FOA will have renponsthility for
water, and substanoes in water, uged n
food and for fooad processing snd for
hattled water under the Federz! Food,
Diug and Cosmetic Act,

Pursnant {0 the notice publisked in the
Faderni Register of October 3, 1974, (28
FR 85AR7) strting thal future memoranda
of understanding, ang zgreamenta
between FD'A and others wonld be
-published i the Federal Register, tha
fallpwing memorandem of
understanding is isanad:

Memaorandnm of Understrding Batwaen the
Envimnmentz] Protaction Agency and thp
Fond and Dhug Adminisieaifon ’

£ Parpose

This Memorandum of Undaratanding
aateblishes an agreemen: bobwern the
Envirgnmental Frolection Agerry (EFA)J and
the Food and Drog Adminiateatun (FDA}
with regard 1o lbe contral of direct and
jndivect addilives to end subsirnces In
drinking watez.

EPA and FDA agrea: N

{1) That cantaminalion of drinking water
from the une and oppiicatton of dirset and
indireat additives and ather aubelancen poses
= potential publlic henlth probiem;

(2] That tke geope of the addillves prohien
in 1erma of the health significance of thase
canteminants [n detnklag wnter i= o fally
known;

{31 Thai the poralbillly of overtapping
jurlsdiction hetween EPA ang FIIA with
regpect to sontral of deinking water additves

hus haan tha suliject of Cangressional as wall
as publlc cannern;

[4) That the authority la contra? the se and
epplication of direct and indirect nddiliven 1o
and suhslaneea Iin drinking waler should be
vested in 1 singe regubatory sgency 1o avaid
duplicetive and innansisfent regulslions

|5} That EPA has been mandated by
Congress uader the Sale Drinking Water Ar
{SDWA), an smendad, to asgure Lhat the
publie 1o provided with sefe drinking water;

{6] Thet EPA has been mandazed by
Congresn under tha Toxie Suhalpness Conlral
Ant {TBOA) s prolect ageinat unressonable
risks to fiegllh and the environmearl from
taxin aubatances by raquicing, intar afio,
testing and necessary realrictions o he upe,
manifaciure, processing, disitibn 27, and
dinpasal of chemica! auhatannesq =.d
mixhiren; .

{7) That ¥PA has been mondated by
Congress under the Federal Insecticlde,
Pungicide, apd Rodentoide Act ([FIFRA], as
-amended, lo Ansure, inter alir, thet when
N properly, peslicides will perform their
intzpded funetdon withond cansing
vnrensonable adverne efecls an the
envirorumend; and.

{81 That ¥DA han baen mandated by
Cangrmeen under the Fodaral Paad, Drug, and
Cosmetiz Aot FFOCAY, an amended. o
protact the public from, fnter alin, tha
ndulterntion of foud hy fond additives and
paizoneuy and deleterions subatancos,
¥t s (he {oten of thie pacties that:

[1} EPA, will have responsibility for direot
854 indiraci edditiven to snd oihdt
subginnces in drinking water undar the
BDWA, TSCA, and PIFRA: and,

(2] ¥4 will have responuibility for water,
nnd mubstences In water, uaad In food and for
food provessing and responsibility far bottled
drividng waler muder the FFDCA.

. Background .

(A} FDA Legal Amtbority, "Food" moang
articlen nsed for food or drink for mamr or
athet animala and compenenia of such
articles, [FFDCA § 2m[f}), Undey Section 402,
frter alig, a food may nol contein any ndded
noisonous of deleterJous subelance that may
render il injurioup to health, or tw prepared,
packed or handled inder unsgnitary
conditions, Tolacances may be sei. under
Saciion 403, limiting the quantity of any
subsiance which s required fop the
produstion of food or cannnl be sveided in
tond. FDA ke the authority undar Seclion
409 (2 iasue food additive ragalarions
gppraving, wilb or witheu! conditions, or
denying the use of A "fopd additive.™ That
term ia defined in Seclion 201{s) o inclace
oy subatancy the Intanded use of whick
reaults or may reasonably be axpeeted to
resull, directly ar indivactly, i its brcoming a
componen| or stherwisn alecting the
charactaristics of any fond, iF anch sobstence
ts nod generally recognized ne gnfe.

In the prat, FOA haa conaidered drinking
walor ta be a lood under Seciion 2a1(f).
Howgvar, btk Ear!inn hnve delermired that
the passage of the SOWA i 1874 implieitly
rapealed FDAR sutharily under the FEDCA
aver weter naed for deinking water purpases,
Under the expreas provislans of Section 410
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of tie FFDCA, FDA, retaing authorfty over
botded drinking water, Furihermaore, il
water wmad in food remvaing a Faod and
subjieot to the prvisions of the FFDCA,
Waterused for fownd processing i3 subject to
applicakle provisians of FFOCA, Marepver,
ufl substances in waler vsed in feod are
added aubmatances subjeel 1o the provigions of
the FFDOICA, but no sabstances added to s
public droking wailer sysiem hefore the .
water pilerd n food processiog eataklighment
wifl he considered = food additive.

{B). £PA iggal Authorily. The SDWA
grants EPA. the authority to ensoirel
contaminants ln drinking water which may
have any adversa effeci oe the public health,
through the esiablishment of maximnn
. conlaminunt levelts (MCLs} or treabhent

techriques, under Section 1412, which are
npplicable to owners and operetore of peblic
waler gyatems. The pxprocted intant of the
Act waa to glve EPA exclueive contm) over
the nafety of public water supplics. Poblle
waler nystema may aloe be rquired by
regulabion ta conduet monitnring for
unsregulaied mntaotinasts under Section 1445
and ta fasua public notification of puch levels
under Saction 1414{c). .

EPA: divect anthaority In spntrol additives
10 drinjdng water gpart fmm tha axistence of
max{mum centamioant levals o traatieant
techainues i3 lmited ta it nmergeecy pawers
undur Seckion 1431 However, Section 1442{b}
of the act mthorizen BPA. to “eollent and
mske availabie information partaining to
regaarek, imvedtipatane, and demongtratons
with resprel to providing o fependably safe
Rupply of doinlking waler ingether will
appropriate recommendationa therawith."

TREA gives EPA muthority to regulaln
chemical sishstances, mixtores and undet
apme circumgtances, aricles sonbining sk
aphatances or mixturer. Seclon ¢ permita
EPA o require testing of n chemical
sibstance or mixture based on posaibla
unreanoneble rigk of njury to health or the
environment, or an Bignificant or smbelantial
humnan or envirenmantal expogure while
Seetion 8 enablex EPA to neqnire submoiasion
of daia ghowing avhafartial risk of infury io
health or e envirowunent. existing health
and safory studias. and other data. For new
chemical mbatences, sod signifioast new
nses of existing chemizal subatancas, Section
5 requires manufachirers 10 provide EPA with
premanufaciaring notice. Under Seation B the
menufnctizre, procesing, distilution, s,
and dispoes! of A chemical subgtence or
mixtare deiarmined to be harmfu! may ba
reatricted or hanned. Althongh Seellon 3{21(B)
of TECA exchides from the defigition of
"chemical substanes™ fond and food
adilitives az defined under FFDCA, the
implicit repeal by the SDWA of FDA'R

suthority over drinking water enablen BPA 1o .

regulnta direct atid indirect additiver to
drinking wular as chemical rubstances and
mixtures upder TECA.

The FIFRA requires EPA b 28] regtrictions
oo the upe of pesticiden to asrore that when
used promesly, thay will not cavae
wnrezaonpble adverse effacts on the
mmvirommenl. EPA may raquira, ixtor alia
Isbeling which specifies how, when, and
where a penticide may be legaily naad, In

* addion. EPA has, under Seetion 408 of the

FFOCA, requiced FIFRA repisiranls al thoes
tg obixin 4 food additive felerance belore.
using « paslicide in or around & drinking
waler source, Surh talerances establish
furlher restrictions on the use of B pesticida
which ere enforcenble against the waler
sipplier as well as the reglstrant of the

pesticide,

ML Terms of Agreemeni

[A) ERFA's reaponslbililies are a5 followss

{3} Tu establish epprupriate repulations.
and to take nppropriste meapures, under the
SDWA and/or TSCA, and FIFRA, 1o cantrol
diract additives to drinking waker {wkich
ensomPuss any subslances purposely added
to the water), and indirect additives (which
encompass ROy substances which might laach
frem paluls, cortings or ather maferinls 5e an
incidental reanlt of deinking water contact],
and ather substances.

{2) To eatablisit sppropriate ragulations
onder the SITWA to llmit the concentrations
of pestizides o drinklg water; the
Yimivutione on concentratons and types of
paaticides in water are prevently set by EPA
Ihrough tolerances under Section 38 of the
FFDCA. .

{2) Ta continna to provide technicat
agsistamce in the form of Informal advisory
opinions on drinking weter additives wrdor

. Bectiom 1422[b} of the SDWA,

{4} Ta conduct and reguirve reszarch and
manitrring and the suboslasion of deta
relative to the problem of direct and indivcet
adilitiven in frinidmg water in ordar to
aceumulnte data concerning the heslil. riaks
posed by tiay pracence of theee contdminants
in drinking water.

(B). FINA'z responsthilities are aw followsy’

{1) To luks appropriate regulatory noban
under the nutherity of the FFOCA 0 control

. botled drinking wnlar and water, and

subsiances ln water, need in foed and for
foad procassing:

{2} To provida asslstance th BRA ta
fagilitte the fransftion of regponalbillties,
imeluding:

{1} To review exinling FDA approvals in
order to identify their applicahifity io
additivas in drinkimg weler.

b} Te provide a muteally agreed upon
levr! of asslstance in condocting lileraters
searches ralaind o toxicological dacision
making. . .

fe) Tn provida a scolor toxicologlst to help
EPA devise new procedures and pratocals ta
be used In formulating sdvice on direct and
indirerd nddltives o drinking water.

IV, Duration of Apreemeant

This Mamorandum of Understanding shall
cordinue in efect uniers modifiod by, agtoal
consenl of both parties or lerminated by
ether party upon thirty (30} days sdvenca
writien noliee m (he other.

This Memorandum of Underetanding will
became effentive an the dale of tke lam

afgnatura,

Dated: juns 13, 1979,
Couglaa M. Caatle,
Admainistrater, Knvironmeniad Prolectien
Agency.
. Daied: June 22, 1978,
Lronald Kenngdy,
Addniniztraton, Food apd Drug
Administration.

Implementiation Phin

. BPA iz nancerned that direct and
indiract additives may he adding
hermful irace chemical contaminante
into our Nation's drinking water during
treqtment, storege and diatribution.
Prant additives include such chemivals
a4 ehlorina, lima, Almn. end coagulan),
aidas, which are added at the waler -
treatmarnt plans. Althongh thepe
chemlcals themaslves may be harmiens,
they may contain smal! amomnts of
harmful chemizals if thair guality is not

© contralled, Indirect additives include

thoue contaminanto whick enter
drinking water through Ieaching, from
pipes, tanks and other equipment, and
their associated paints and enatings,
This notice iy being peblishad in the
Federal Reglater to solicit public
comment on EPA's implementation plan
to azsens and contral divect and indirect
additives in drinking water.

Legal Aathoritier

Bi'A and Lhs Food aad Dyug

Admintetration (FDA) signed a
Memorandum of Undaratanding whinh
recognizea that ragulatory control over
direct and Indirant ndditives in drinkin
water is placed in EPA, The two
spencies agreed that the Safe Drinking

. Whater Aet'n pagsage in 1874 implicitly

repealed FOA's juriadietion aver ,
drinking water as a 'food* under the

" Federal Food, Drug and Cosmelic Act

(FFDCAJ. Under the agraement, ERA,
now retaing exclosive juriadietion over
drinking waler served by public waler
aupplies, inctuding any additives in such
water, FDA retsing jntiadiction ovar
bottled drinking waler 1mder Section 410
of the FFOICA and over waler (and
aubstances in water} nged in foad op
food procesaing once it enters the faod
rrocessing establishment.

In lmplementlng its naw
responsihilities, BPA may utilize a
varialy of sizbniory anthorities, as
appropriate. The suthorities are
idenlified lo Appendix A,

Under the Safe Drinking Water Ac
EPA has authority in aetq:fnd tzru'm'rrfa‘L
maximum contaminant levels and
trsatment techniques in drinking water
for ybiquikous eontaminants, to sonduct
research, ta offer technieal assisluncs to
Etates and to proteet againat Imminemt

823
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hazarda shauld such situatisnn arise,
Under the Toxic Snhetances Control
Act, EPA has avtharity io review all
new chemisals proposed for use related
io drinking water, lo mandate
toxizological teating &f extisting and new
chamirals where there in evidence that
such spaterigls may pose an
unreasonable rink to healh and the
environmenl a# well as antharity to limit
poie or all uses of harmfl chemicala.
Pastivide use i ragulated by ¥PA under
the Federn)] Insecticide, Funpicide and
Rodentnide Act. Thum, EPA holiever it
has adaquale autharity to daal with
additves ta drinking water whers they
may pose a problem.

Fost Actions -

For maore than len years, the Public
Health Servige and other organizations
witich have become part of EPA have -

providad advisory opinions on the

roxicological nafely of p veriety of
additiver to driaking water, Thess
historical infarmal epinions reflect &
wariety of information pravided by
mannfachrers and reflect chenging
toxicologioal concerna over the years,
As such, they will recuire detafled
review aver the next few years.

General Approgch

EPA, intends to begln its reaponsibility
over additives 1o drinking waler with g
saries of analytical skudics to determine
the compusition and sigoificance of the
health risks posed by contaminants
related o direct indirent addidves
to drinldng water. A first stefy in this

procazs will ba monitoring rtudies of the

contaminants actually gatiing inte
drinking water from generic categories
of additives like hulk chemicals, painta
and coatings, pipea and equipment,

In tha injtial six to twelve months,
EPA will develop interim administrative
progedares, lesting protocols, and
decipion griteria for future toxicofogical
adviporien to the States, These will be
diwtributed for public comment once
they are developed. All existing
opinions will remain in effect untl} 8
general review of past opiniong can be
undertaken naing the new procedures, -
During Ui development phaae, no new
opinfons will be renderad unlasg a
propased product can be shown to he
virntally idenlical to a product for whick
an opinion hes already been rendered,
on the baaly of chemicnl formulation and
production process. New prodocts or
new noes of exigting products which are
proposed for use In drinking water will
he subject to the pre-manuiacturs notice
pragedures of TSCA,

A more detailed ontina of the steps lo
be taken by EPA follows.

1. Problem Definitian~EPA will
contract for in sity monftoring to
determine use patterna and the
contribution of trace contaminants to
drinking water Erom:

a. tulk chermicals,

b, generic classes of painte and
coatings.

<. plpes and equipmant.

. d. coagulant Bida.

EPA has slready vontractad with the
Nativnal Academy of Sciencas to
develop s CODEX syntern of quality
cnnh‘o]pstaadards far chemicala {diract
additivea} ueed in the treatment of
drinking waler. Thin aifort will take
about three years o complete. When
fintshed. the CODEY aysiam, modelad
on the existing FDA.inspired CODEX,
system for.chemicals need in procesging
food, will ba Jargely self-enforcing.

. For the indirect additives listed in

items b and o ahove, ponsidersble effort-

will he expended to jdentify the race
contamrinants involved before the
related haalth rlaks can be fnlly
evahated and appropriate
recommeandationa for foture vae san be
assensed, .

2. Review of Posr Advisordes—The
same dats bare derived from iv sifo
raonitaring will rerve as a basts fora -
giruchured reagsesament of past
toxicological adviangies which wil] he
cunducied by generic classes of use e.g.,
painta, congnlarnt ajdes, ete, Past
opinione will be reviewed to inawre
confornence with and satisfaction of
new Iesl E;lecnls and decision criteds
that will be developed.

3. Puture Toxieologion] Advisoriog.—
Once inllial procedures, test protocoels
and decirion oriteria sre developed, EPA
will resume oifering toxdcologien!
apiniong to the Stales.

Ceneral Palicy

In amassing additiver lo drinking
water, EPA will be guided by & policy of
reducing publle healih rigks to the
dagrea It ia fzasible to do pe. In such
detarminations, BPA will eveluate tha
riaka and henefits associrted with the
matarsls of concesn and thefr
subgtitutes. Econamis impacts of agency
aotions wiil also ba analyzed.

Matwlthstanding these procedures,
EPA would use ite authorities to prolect
againyt any direct or indirect additve 1o
driziking water when dats sud
information indicata that the se of any
ndditive mrﬂlp pose an ondie Miek to
public hralth,

Implementation

" o AN this prograzn, resources from
the Offiec of Drinking Waler, the Office
of Reaearch and Development, and the

Offfoe of Toxic Subslances will be ured,
In addition, EPA looka forward to the
coaperation of FDA and other Faderal
regulatory bodias, EPA intends o
fnvolve interestad indnatry groups,

ind erit testing groups, Statc
regulatory bodies, interested members
of the public, end Industry standards
groups, in a coritinued effort to ensurs
the safaty of the Nation‘s drinking -
water.

Finally, EPA may recommend
apecialized legislativa autharity o
regulate addibves tg dyinking water
ghould a situaBan arise for which legal
authoritles prove inadagquale.

Lead responsibility Jor this new
Federal nitiative will be in EPA'2 Dffice
of Drinking Water. Public comments on
Aoy or all aepects af the proposed
progeam are requented, and shonld be
directed fo the addresa given fu the
opening sectlons of thia rotice.

Dated: July 19, 1679,

Thomas , Jerling, - .
Ansislart Administrator for Woler and Wasta
Munagament.

Appendix A
;ufs Drinking Water Act

Saction 1417~—establishment of
national primary drinking watar .
regulations applicabile to public water
Eyararn to coniro] contaminants in
drinking water which may havae any
adverae effect on humpn health. Thiz
may intlude maximum conlaminart
Jevels, reatment technigues, monitoring
requiremsntz, and qualily control and
testing procedursa. ’

Bection 1431—ure of emergency
powers whera & contaminand which fs
present in water, or is likely to entar a
public water gystem, may prasent an
imminent and subatantial endengerment
to the healh of persona,

Section 145—estublishment of
moniloring and reporiing requiremenits
applicable to public water systems.

Saction 1460-~authority to prencribe
such regulations as ara necsssary or
appropriate to carry aut the
Adminietrator's functions under the Aot

Toxic Substanges Contral Avt

Sectlon 4—lesting of chemical
substannes and mixtures,

Secton b~pre-manufecture nolice
requirad far new chemicals or
significem new uses,

Section k—regulution of hazardous
chernical substancae and mixtures
which poae sr unreasansble risk of
Infury to haalth or the emvironnent,
Including sesirictlons on manpfasture,
procenring, distribulion, end ure.
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Section P=-imminent hazardg
muthorlty inclnding seizure and other
reliaf threngh civil court a;tlnn.' -

Section §-—reporting and retention o
informetion as required by the
Adminintrator, fncluding health and
safety studies and notice ko the
Adminigtrator of suhstantinl rigks, |

Srction 10-—esearch and ’
devalopment. Develspment of systems
for storing, rotrieving and dissemineting
gata.

- Section 11—inapertions and subpenas
and other enforcement and general
adrminiatration provisinna thepein,

Federal Insecticids, Fungicide and
Rodepiicide Act
. Sachon s-~repistration of pesticides,
inclyding impositdon of restrictions and
labeling requirements.
Section G—-suspenstism and

cancellation procadures.
IFR Do TR~z Filad ruin-m ms_am]

EILLING COOE §560-04-1
ER:LING SODE 417003t

COMMISSION -~

[Report Ho. A-tal

FM Broadcasting Applhcations
Ascepted for Fileg and Nolifica
Cut-oft Date: Erralum
Relensed; [uly 12. 1979,

. The FM Application listed hiow was

- fnadvertendy included on the
acceptance fent-off nolice, B
A~1, BC Mimeo No. 18676,
Tone 25, 1979

BPH-7SMOBAE [Now}: Cresforn,

Pennsylvania, Sherlack-Jlart Broadessling,

Inc.

Accordingly, the #pplication in
removed from the goceptance/ cutoff Hat

|FA Doc. 29204028
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ATTION: Notice Eelal‘:'ﬁﬁ o Dftolal Time. 1 tha nsﬁa'ﬂun oT 2 CONCOETE
bargaining agreement are entitled 0

SUMMARY: This natica principally relates
to the interpretation of section 7151 of
the Faderal Service Labor-Management
Relations Stabute [92 Stat, 1214) on the
questiong of whether amptoyess who
are on nfficial time under ihia seclon
while representing an exclusive
mﬁresentaﬂve in the negotation of &
colleckive bargaining agreement ara
entitled fp payments Brorm agencies for
their trave] and per diem expenees, and
whether the affiolal time provisions of
gection 7131{2} of the State encompass
all negotiations between an exclusive
representative and an sgercy,
regardless of whether such negotiations
periain to the negotiation or
renegotiation of & badic collective
bargaining agreement. The notice fariher
invitea Interagted persons 1o addrens the
impact, if any, of section 7135(a){1] of
the Statute (92 Stak, 1215) on such
interpretation, and ta Bubmit written
commetits concernlng these matiers, -~

baTE Written comonenta muat be
mbmitted by the cloze of basiness on
Augnst 24, 1970, o be considenrad.
ADDRESS: Send written commenis ta the
Federal Labor Relatinna Auth ority, 1900
T, Street, NW., Wazhington, D.C. 20424,
FOA FURTHER INFORMATION CONTALT:
Harolgd D. Ksssler, Deputy Exgrative
Director. 1800 E Strept, NW,
Washington, BLC. 20424, {202) 832102

SUPPLEMENTARY INFORMATION: The
Federal Labor Relations Authority feag |
established by Reorgroization Plgh No.
Z of 1978, effective January 1, 1938 (43
FR 36037), Since }anuary 11, 1938, the
Authority har condncted its ogfecationa
under the Federal Service Lafar-
Meanagement Relationa Staglte (92 Stat.
1181},

Upon recsipt of requesj and
consideration thereof, the Authority has
determined, in sccordgftoe with 5 CFR
2418.3{a] (1978} end sgfetiong 7105 and
7135{b} of the Staturyf{a2 Stat, 1100,
1215), that an interghetation jx
warranted roncerghing sention 7131 of
the Slatule (92 SPAt, 1214), Interested
pergone ave invifed to express their
views in writigh on this metier, ap more
fully explainghl in the Authority's motice
cet forth belfw: :
To Heads gt Agencies, Pregidenta of
Lahor Oyfznizaiions nod Othar
Interanifd Peraone

ThefAuthority has received a requent
fromygfhe Amerinen Federalian of
Coybrnment Employees {AFGE)} lova
sighemnent of palicy and guidance

e T

- negofistion or

paymenta from sgencies for thair fovel
and per diem expenses under fthyf official
time praviaiong of peetion 71314f the
Faderal Seryice Labor-Managgfraant
Relatione Statute (52 Stat. 1904).
Addit{onally, the National Jederation of
Federal Emplayees ¥ has
reguested a major pnlicyfitatement a5 io
the application of the official Hme
provisions of gection 7A1[a] of the
Stahyte (92 Stal, 1214)to all negotiations
betwzen rn exclusiye reprasentative
and an agency, reglhridless of whethor
such negotatongbertain ta the
gitagntation of g basic
coilectve hargginlog agresmant. AFGE
has raiped a ginder issae fn its raquest.

The Authofity hereby datermines, in
conformity fith & CFR 2410.3(s) [1878)
and sectigh 7136(h) of the Statute (92
Stat, 1219, as wnll aa seption 7105 of the
Statute B2 Stat, 11%4], that gn
interpghtation of the Btatute iz
warrfoted an the foll owing:

(Y Whether employees whe are ot

" offfein] Eme ender nection 7131 of the

fatiaie while representing an exolnsive
epregentative In the negotiation of a
callzative bargaining agreement are
entifled o payments from agencies for
their trave} ard per diem expensas,
[4] Whether the official Hme

* provisibns of section 7141{a) of the

Stalute encoropasa.all negotiations
between an exclusive pepresentative
ond an ageney, regandless of whether
such negotiations pertain to the
negotation or renegotiation of 8 basic
sollestive bargaining agreement,

Before tasuing an interpretation on the
above, the Authority, porasant o 5 CFR
2410.6 [1978) and saction 7135[8) of the
Statnte (92 Stat. 1295), solicita yaur
viewa in writing. You are further invited
1o aeldresn the impact, if any, of section
7235(a)(1] of the Slatute (82 Stat. 1215)
on the abave matters and to submit yanr
views ab lo whether oral argiment
shonld be granted. Ta recalve
conaideration, such views musl be
subm|tied to the Authariry by the closa
of businesz rm August 24, 1579,

Issued, Washingte:. ILC., Juiy 13, 1979,
Frderal Lnbor Relniinm Antherity.

Ronald W, Haughton,
Chairman.

Hanxy B, Fraziee I},
Alembar,

[ER Bnr. /=221 Hiliad 2 20=70; migs umt
BILLING ODE BADS-nY =

43



FDA MOU 225-79-2001 Page 1 of 4

mmiwmimgzwommm@mm

MOU number: 225-79-2001

| Mem.c:randu@ of Understanding

Between
The Enviranmental Pretection Agehcy

and

The Food and Drug Administration

f. Purpose:;

This Memorandum of Understanding estafblishea an agresment between the Enviranmental
Protection Agency (EPA) and the Food and Drug Adiinistration (FDA) with regard fo the
control of direct and indirect additives o and substances in drinking watar.

EPA and FDA sgree: i

A, That contamination of drinking waler from the Use and application of diract and
indirect additives and other substancbs poses a potential public health problem;

B. That the scope of the additives prqblem in termis of the health significance of these

contaminants in drinking watar is not fully knowr;

stwreen EPA and FDA with regpect to
bjeet of Congressional as well as

C. That the possibility of averlapping jurisdiction b
control of drinking waler additives hag been the s
public concern; g

D. That the authority to control the use and applicafion of direct and indirect additives
to &nd substances in drinking water shoufd be vesied In a single regulatory agency fo
avold dupficative and inconsistent regulaﬂon

hitp:/ferarw. fida. gov/oc/mous/domestic/225-79-2001 html

E, That EPA has besn mandated by Congrass und
(SDWA), ag amended, 1o assure that the publicis ¢

arthe Safe Drinking Water Act
rovided with safe drinking water:

F. That EPA has been mandeted by Congress nnder the Toxig Substances Controf Agt

{TSCA) to protect against unreasonabls risks to heh
substances by requiring, Inter alig, testing and necé

manufacture, processing, distribution, and dispesa
mixiures;

G. That EP A has been mandated by Congrass urd
Fungicide, and Rodenticide Act {FIFRA), as amand
used properly, pesticides will perform thelr intended

upreasonabla adverse affects on the environment; &

ith and the environment from toxic
szary resiriclions on the use,
of chernfcal substances and

o the Faderal fnsechicide,

o, to assure, infer aiiz, that when
funafion wihout causing

and,

H. That FDA has been mandated by Congress under the Federal Foad, Drug, and |
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Caam eﬁ[.: Act (FFDCAY, as emanded, to protect the pubile from, inter alig, the
adulleration of food by food additives and poisensus and deleterlous substancas,

It is the intent of the parties thal;

A_EPA will have responsibifity for direct and indirect additives to and other substances
in drinking water under the SDWA, TSCA, and FIFRA: and,

B. FDA will have responsibility for water, and substancas in water, used in food and for
food processing and responsibility for botdlad drinking water under the FFDCA,

If, Background:,
A. FDA Lagal Authority _ | ' ' | '

"Food” means artictes uaad for food or drink for man or ather animals and componsnts
of such arficies. (FFDCA Sactlon 201(f)). Under Section 402, inter alla, 2 food may
not contain any added peisonous or deleterlous substance that may render it injuricus
to heelth, or be prepared, packed or handled under unsanitary copditions. Toferances
may be sel, under Section 406, imiling the quantity of any substance which is required
for the pradvction of food or cannot be avoided in food. FDA has tha authority under
Section 408 to isste food additive regulations approving, with or without condilons, or
danying tha use of a "food additive.” That term Is defined in Sectien 201(3) to include
any subsiance tha intended use of which resuits or may raasonable be expected to
rasuit, directly or indirectly, in iis becoming a component or otherwise affacting the
characteristics of any food, if stsch substance is not generally recagnized as safe.

In the past, FDA has considerad drinking water to be a food under Sechcm 20 (F). J
However, bothy parties have detarmined that the passage of the 3DWA in 1974

implicitly repealed FDA's autharity under the FFDXCA over water usad for drinking water
pitpeses. Under the exprass pravisions of Seotion 410 of lhe FFDEA, FDIA retaing
autharity over boliled drinking water. Furthermore, ali water used in fond remains a

food and subject to the provisione of the FFDCA, Water used for food processing s’
subjeact to applicable provisions of FFDCA. Mareaver, all substancas in water used in

food are added substances subject to the provisions of the FFDCA, but no substances
added to s public drinking water system before the water enters a food processing
estahlishment will be considered a food additive.

B. EPA Lagal Authority

The SDWA grants EPA the authority fo controf contaminanis in drinking water whigh
may have any adverse effact on the public health, through the establishmaent of
maxirnum contaminant levels (MCLs) or treatment techniquas, under Section 1412,
which are applicable to owners and operatars of public water systems, The expiassed
intent of the Actwas to glve EPA exclusive coniral over the safely of public water
supplies. Public water sysfems may also ba requirad by regulation to conduc
manitoring for unregulzted contaminants under Section 1445 and 1o issue public
natification of such lavels under Section 1414{z2),

EPAs direct authority to controf adoitives to drnkmg water apart from the exislence of
maximum contaminant levels or ireatrment techniques is limited to its emergency
powers under Seclion 1431, However, Section 1442{b) of the Act authorizes EPA to
“colect and meke availabla informafion perfaining o research, investigations, and
demonsirations with respect to providing & depandably safe supply of drlnkmg water
togethar with appropnaff- racommendations therawtth.”

TSCA gives EPA authority to regulate’ chemical substances, mixhures and undar sama
circumstances, arti_cIas centaining such substances or mixtures. Section 4 pamits ERA

bttp:/forww . fda.gov/oc/mous/domestic/225-79-2001 ,hﬁnl 10/9/2004
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16 require ltesting of a chernical substance or mixture based on poessible unreasonable
risk of injury #o haalth or the environment, or on significant or substantial human or
anvironmentgl exposure while Section 8 enables EPA lo raquire submisslon of data .
showing substantial rigk of injury ko health or the environment, existing heaith and
safely studies, and other dzta, For new chemical substances, and significant new uses
of exigting chemical substances, Saction 5 requires manufactrars to provide EPA with
pre-manifacturing notice, Under Section 6 the manufactura, processing, distribution,
use, and disposal of.a chemical substance or mixture determined to be harmful may be
restricted of banned. Although Section 3(2)(B) of TSCA excludes from the definition of
"chemical substance” food and food addittves as defined under FFDCA, the impiicit
rapeal by the SDWA of FOA's authorily over drinking water enables EPA {o regulate
direct and indirect additives to diinldng water as chemical substances and midures

under TSCA,

The FIFRA requires EPA io set restrictions on the use of pesiicides to assure that
when used properly, they wilt not cause unraasonable adverse effects on the
snvironmant. EPA may require, inter alia kabeling which sperifies how, whan, and
whera a pesticide may be legally used. In addilion, EPA has, under Saction 409 of the
FFDCA, required FIERA registrants at limes to obtain a food additve olerance bafore
using a pesticide i or around a drinking water source. Such tolerances establish
further restristions on the use of 2 pesticide which are enforceable against the water -
supplier as well as the ragistrant of the pesticida.

Iz, Terms of Agreement:
A. EPA's responsibilittes are as follows:

1. Te establish appropriate regulations, and to take appropriate measures, under
the SDWA andfor TSCA, and FIFRA, to conirof direct additives tn drinking water
{which encompass any substances purposely added to the water), and hdirect
additives (which encompass any substance which might leach from palnts,

- coatings or other materials as an incidental result of drinking water captact), 2nd
cthersubstances,

2. To establish appropriate regulations undsr the SDWA'to imil the concantrations
of pesticides in drinking water; the limvitations on concentrations and types of
pasticides in watar are presently set by EPA thraugh tolerances under Section 408
of the FFDCA. i :

3. To confinue to provida technical assistance in the form of informal athisory '
opinions on drinking water additives undar Section 1442(b) of the SDWA.

4. ‘To conduct and require reseerch and monttoring and the submission of data
refative in the problem of direct and indirect additives in drinking water in arder to
accumulale data concerning the health daks posed by the presence of these
contarninants in drinking waler, '

B FDA's resmﬁsibiﬁﬁes are as foliows;
1. To iake appropriate regulatory action under the authority of the FEDCA 1o
controf bottled drinking water and water, and substances in water, used n fond

_and for food processing.

2. Ta provide assistance b EPA 1o {acilllale the transifion of responsibiliies,
including: '

&) To review existing FDA approvals in order to Identify their appicablity to
additives In drinking weter. ’

* Bitp://www.fda. gov/ockmous/domestic/225-79-2001 Tt 10/9/2006
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b) To provide a mutually agreed upon fevel of assistance in conducling
literatura searchas ralated to toxicalogica! decision making.

¢) To provide 'a senior toxicologist tn help EPA devise new procedures and
protocols to be used in formulating advice on direc! and indirect additives to
drirking water.

iV, Duration of Agreement;

Thiz Memaorandum of Understanding shail confinue [n effact unless modied by mutual
consent of both partles or terminated by either party upon thirly (30) days edvance writien
notice io the othar.

This Mermorandum of Understanding will become affective on the date of the last signefure.

Approvad and Accepted _ Approved and Accepied
for the Environmental Protection Agency for the Food and Drug Administration
'Bigned by: Dougtas P. Costle Signed by: Donald Kennedy
Administrator . Adminisirator
Environmental Protection Agency Fooed znd Drug Administration
Data: Juna 12, 1979 _ Date; June 22, 1579

Domesiic MOUs

FDA Home Page | Search FOA Site [ FRAAZ Index | Contact FDA | Pdvacy | Accesslbility
ERA Wehsite Managemens Staff

Hitp://wrww.fda. goviocmous/domestic/22.5-79-2001 himt 10/9/2006
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United States Statutes
Title 21. Food and Drugs
Chapter 8. FEDERAL FOOD, DRUG, AND COSMETIC ACT
subchapter . DEFINITIONS
| currant through gl 111-290
§ 321. Definitions; Generally

For the purposes of this chapter-

(@ (1) The term"state’, except as used in the last centence of section 372 (a) of this title, means any State
ot Territory of the Urited States, the District of Columbia, and the Commonweatth of Puerto Rico.

(2) The ferm "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 ferm "interstate commerce” means

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

(2) commerce within the District of i ithi ]
o ict of Columbia or within any other Territory not organized with a legislative
L Th a n )

© e term "Department” means Department of Health and Hurnan Sarvices

{d)

LL{ I
The term "Secretary” means the Secretary of Health and Human Services.
(e)

The term " " indivi

term "person” includes individual, partnership, corparation, and association.
() The term "food" means

{1} articles used for foad or drink for man or other animals

(2) chewing gum, and

g0
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(3) articles used for companents of any such article.

@) (1) The term "drug" means

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

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

(C) articles (other than food) intended to affect the structure or any function of the hody of man or
other animals; and

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

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

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

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

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

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

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

b9/
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i is ti "drug product” means a drug subject
ddy  For purposes of sections 335a and 335b of this tltIF_:, the term :
@ to rezu'.gtion under section 355, 360b, or 382 of this title or under section 262 of title 42,

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

(f)  The term "dietary supplement”-

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

(A) avitamin;

(8 a mineral;

(C) an herb or other botanical;
(M an amino acid;

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

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

(2) means a product that-
() (i isintended for ingestion in a form described in section 350 ((AMBY() of
this title; or

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

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

{C} s labeled as a dietary supplement; and

(3) does-

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

74z
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this title; and

{(B) not incdude-

{iy  an article that is approved as a new drug under section 355 of this title, ‘
certified as an antibiotic under section 357 of this title, or licensed as a biologic
under section 262 of title 42, ar

(i) an article authorized for investigation as a new drug, antibictic, or biologica! for
which substantial ¢clinical investigations have been instituted and for which the
existence of such investigations has been made public,

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

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

{gg) The term "processed food™ means any food other than a raw agricaltural commodity and includes any

raw agricultural commaodity that has been subject to processing, such as canning, cooking, freezing,

dehydration, or milling.

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

(i) The term "compounded positron emission tomography drug”-
(1) means a drug that-

(A} exhibits spontaneous disintegration of unstable nuclei by the emission of
pasitrans and is used for the purpose of providing dual pheton positran
emission tomographic diagnostic images; and

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

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

AL
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C. DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Crug Administration
Rockville MD 20857

DEC 21 2000

The Honorable Ken Calvert

Chalrman

Subcommittee on Energy and Environment
Committee on Science

House of Representatives

Washington, D.C. 20515-6301

Dear Mr. Chairman:

Thank you for the letter of May 8, 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 reaponding to you.

We have restated each of your questions, followed by our
response.

1. If health claims are mada for fluoride-containing
products (e.g. that they reduca dental caries incidence
or raduce pathology from osteoporosis), do such claims
mandata that the Fluoride-containing product be '
conaidared a drug, and thus subject the product to
applicable requlatory controls?

Fluoride, when used in the diagnosis, cure, mitigation,
treatment, or prevention of disease in man or animal, is a
drug that is subject tec Food and Drug Administration (FDA)
regulaticon, FDA published a final rule on October 6, 1395,
for anticaries drug products for over-the-counter (0TC) human
use (copy enclosed}. This rule establishes the conditiona
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 required by
manufacturers in order to market anticaries producta. A new
drug application (NDA) may be filed for a product containing
fluoride that does not meet the provisions stated in the final
rule. hs you know, the Environmental Protection Agency
regulates fluoride in the water supply.

ikl
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2. Are there any New Drug Applicationa {NDA) on file, that
have been approved, or that have been rejactaed, that
involve a fluoride-containing product (including
fluorida-containing vitamin products) intended for
ingestion with the stated aim of reducing dental cariaa?
If any such NDA's have been rejectaed, on what grounds
ware they rejectaed? 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 producta such as dentifrices and gels.
Filuoride products in the form of ligquid 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, 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 DEBI review of fluoride~containing products has
naot been completed.

3. Does FDA consider dental fluorosis a aign of ove
axposure to fluoride?

Dental fluorosis is indicative of greater than optimal
ingestion of fluoride. In 1988, the U.S5. Surgeon General
reported that dental fluorcsis, while not a desirable
condition, should be considered a cosmetic effect rather than
an adverse health effect. Surgeon General M. Joycelyn Elders
reaffirmed this position in 1994,

4. Doas FDA have any actiocn-leval or other ragulatory
rastrigtion or policy atatament on fluorids expoaurs
aimed at minimizing chroniec toxicity in adults or
children?

The monograph for OTC anticaries drug products sets acceptable
concentrationa for fluoﬂide dentifrices, gels and rinses (all
for topical use only). This monograph also describes the
acceptable dosing regimens and labeling inciuding 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 vears 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
sawallowing of a fluoride toothpaste. These concerns are
addressed in the monograph by mandating maximum
concentrations, labeling that specifies directions for use and
age restrictions, and package size limita.

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

Sikcerely,

Melinda K. Plaisier
Asscociate Commissioner
for Legislation

Enclosure _
"Final Rule/Federal Register - October 6, 1995
Over-the-Counter Anticaries Drug Products”

Web site administrator’s note:

To perform query to access this document

Enter: bt/ /unvw access gpo.gov/su_docs/aces/aces 140.biml
Enter: checkmark for 1995 Volume 60

Enter: On: 10/06/95

Enter- Search terms: anticaries
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Fluorosilicic Acid
(Hydrofluorosilicic Acid, HFS, FSA)

Technical Data Sheet

CHEMICAL ANALYSIS SPECIFICATION TYPICAL ANALYSIS

H,SiF,, % 23-25 23.5

Heavy Metals (as Pb), % < 0.02

HF, % 1.0 max 0.5

Color, APHA 100 max <20 J
P.0,, % <02

Product meets ANSIFAWWA, Standard B703-06, and is certified by NSF International or Classified
by UL to ANSI/NSF Standard 60. Maximum use level for potable water treatment is 6.0 mg/L.

PHYSICAL PROPERTIES

Physical Description

Molecular Weight

Specific Gravity 23% solution @ 75°F
Boiling Point of Aqueous 23% Solution
Freezing Point of Aqueous 23% Solution
Freezing Point of Aqueous 25% Solution
pH of 1%, H,SiF;

CONTAINERS

Aqueous solution, water whita to straw-yellow, corrosive
acid, irrftating to skin and having pungent odor,

144.08

1.212

221°F (Decomposes)
5°F (approx.)

-4°F

1.2

Tank truck, fﬁbber or plastic-lined
Tank car, rubber or plastic-lined

DOT AND FREIGHT DESCRIPTION

40,000 Ib {(approx.)
186,000 ib nat (approx.)

Hazardous Material Description

Haz. Mat. Class, 1.D.#, Packaging Group
Freight Classification

Principal CAS Number

RQ

Placard

Label

COaR3E2E HFS3-0205 Revised 0707
GCopyright 2007, Sohay Fluorides, 11LC

All Rights Reserved.
www.salvaychemicals.us 1.800.765.6292

Fluorosilicic acid

8, UN1778, PG Il
Hydrofluorosilicic Acid
16861-83-4

None

Corrosive

Corrosive

SOLVAY
Fluorides

)

SOLvVAY

£97
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Fluorosilicic Acid
(Hydrofluorosilicic Acid, HFS, FSA)

Technical Data Sheet

[ Use in public Water Treating Plants:

The reduction in dental caries by adjusting the fluoride content of public water supplies

is a matter of common knowledge today, half a century following the first installation in Grand
Rapids, Michigan. Approximately 170 million people in over three thousand communitias are now
drinking fluoride-treated water from water purification plants where fluoridation is currently
practiced. Fluaridation is concerned with the controllad introduction to water of the fluoride ion.
Other materials in the fluoride compound simultanecusly intreduced inte the water with the fluoride
ions are carriers which provide no benefits and are nontoxic. The addition of one part per million
of fluoride reguires that the product be soluble, of definite concentration and have high purity
standards. In conformity with the American Water Works Association standard B703-94, the term
fluorosilicic acid has replaced the more technical designation of hydrofluosilicic acid. After the
original work with sodium fluoride proved the effectiveness of fluoride on tooth health and a broad
fluoridation program was envisaged, new sources of fiuoride and economics of their use were
investigated. Fluorosilicic acid is a high purity source of flucride. it is simpler to use than any
other chemical approved for water fluoridation purposes, primarily because it is a liquid and
can therefare be accurately measured and fed with a minimum of equipment. In contrast

to powdered or granular chemicals, it presents no dust problems, no measuring problems
and handling requires a minimum of labar. Today mast of the large cities and many small onss
are fluoridating with fluorosilicic acid. It is readily available in tank cars or tank trucks and can
also be suppliad in 15-galion carboys and 55-gajlon drums. The addition of fiuorosilicic acid
to a water supply can be readily controlied 1o give a total fiuoride (F) level of one part per million
which has been established as effective for reducing tooth decay. It should be used in accordance
with procedurcs approved by each state’s department of health.

Acid Characteristics:

Flucresiiicic acid is a transparant, clear to straw-colored, corrosive liquid having the chemical
formula of H,SiFe. It is manufactured in modern rubber-lined equipment producing an acid of high
commercial purity, Commercial water salutions of the acid are available, having concentration
of between 23% and 25% H,SiF,. Fluorosilicic acid is generally believed not to exist in the vapor
phase, but only in sclution. Upon vaporizing, it decomposes into hydroflucric acid (HF) and silicon
tetrafluoride. This equilibrium exists at tha surface of strong solutions of fluorosilicic acid and
if stored in glass containers, the small concentration of hydrofluoric acid may very slowly attack
the glass above the sclution fevel. For this reason, it is generally shipped in polyethylene containers
rather than glass carboys. A 23% fluarasificic acid-water solution weighs 10.1 pounds per gallon
at 75°F, and has a fluaride (F) content of 18.20%.

CGHEIIZZ HFS-0205 Revised G707
Copyright 2007, Solvay Fluorides, LLC

All Rights Reserved.
www.solvaychemicals.us 1.800.765.8282
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Fluorosilicic Acid
(Hydrofluorosilicic Acid, HFS, FSA)

Technical Data Sheet

Installation:
In a typical large plant instaliation, rubbear-Ined vented storage tanks ara usually mounted outside

the building with the tanks ranging in size from 4,500 to 6,500 gallon capacities. These tanks,
equipped with recording level gauges, feed the acid through plastic piping or tubing to the dosage
unit. Feeding is reguiated by controlled volume pumps. Metering is used for accurate fiow records.
Fluorosilicic acid may be handled in rubber-lined, saran or other avallable corrosive-resistant
equipment as suggesied below:

Fipes and lines - rubber, saran or polyethylene

Pumps - Lucite, saran or Hastelloy

Valves - rubber-lined or polyethylene-lined

Tanks - rubber-fined, saran or polysthylene-tined

Acid should be pumped by positive dizphragm proportioning pumps.

Oparation procedure:

The drum or drums of fluorosilicic acid should be mounted on a platform of sufficient size and
capacity to permit weighing the amount used each day. Proportioning pumps deliver an accurate
valume, but far smalt pumping rates, the dosage may be more satisfactorily regulated by periodic
weighing of the drum. Whenever a drum of fluorosilicic acid is replaced on the scala, the time and
waight should be recorded in the daily operating log. Whenever dosage is changed to a varying
pumpage, the time and feeder setting should be recorded in the daily log.

To our actual knowledge, the information contained hereln Is accurate as of the date of this document. However, naither
Salvay Fluorides, L1 C nor any of its affiliates makes any warranty, exprass or Impllad, or accepts any liabflity in connection
with this Information or its usa. This Information is for use by technically skilled persons at thelr own dlscretion and risk
and does not refate to the use of this product In combination with any olher substance ar any other process. This Is not

a license under any patent or other propristary tigh:. The user alone must finally determine suitability of any infonmation

or materlal for any contermplated use in compliance with applicable law, the manner of use and whether any patents are
infringed. This Information gives typical properties orly and is not to be usad for specification purposes. Solvay Fluorides, LLG
reserves the right to make additions, deietions or modifications to the informatfon at any time without prior netitication.

Trademarks: Trademarks and/or other Solvay Fluorides, LLC products referenced herein are eithér trademarks or registarad
trademarks of Solvay Fluorides, LLC or its affiliates, unfess otherwise indicatad.

CGR#3223 HF3-0205 Ravised 0707
Copyright 2007, Solvay Fluorldes, LLG

All Bighis Reservad.

www, solvaychemicals us 1.800.785.8292
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Shanghai Mintchem Development Co,,ttd,
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SHANGHAI MINTCHEM DEVELOPMENT CO., LTD
Specification Sheet

Sodium Fluoride

Physical Properties: ]
Formula NaF Molecular 41.99 CAS NO 7681-49-4
Weight
U.N-NO 1690 Class 6.1 H.S-NO 2826110010

Character: White erystal or powder. Relative Density 2.558. It's odorless. Soluble in water and HE
Insoluble in ethanol Mellting point 9932C and hoiling point 16952C. Non flammable but toxic.
Chemical Paramelers:

NO. Technolbgical Specification Granular Standard% Powder Standard%
1 NaF purity 38.5%min 38.5%min

2 Sodium Carbonate (0.5%max. 0.5%max.

3 Na25iFg 1.5%max 1.5%max

4 Si]icnﬁ. Dioxide 0.5%max. | 0.5%max.

5 Sulphate 0.3%max. 0.3%max.

B 6 HF ] 0.1%max, 01 Hmax,

7 H20(moisture) 0.5%max. 0.5%max.

8 Heavy l—\a’[etal(As Pb) 0.04%max. 0.04%max.

9 Available Fluoride 43.8%min. 43.8%min.

10 Water Insoluble matter 0.6%max. 0.6%max.
11 -20 mesh 98%min +80mesh | 1% max
12 Particle Size +100 mesh 50%min +200 mesh | 2> % max
13 -325 mesh
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APPLICATION: [t is mainly used as fluxing agent, timber preservative and water treatment elc.
PACKAGE: Packing in plasiic weaved bag 25kg each.
MANUFACTURER: SHANGHAI MINTCHEM DEVELOPMENT CO.,, LTD

TRANSPORTATION: DG, Class 6.1, UN 1690
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mid 1980's” (Evans RW, Stamun JW,,
1991). Across all age groups mare than
90Y% of fluorosis cases were very mild
ar mild, {vans R'W, Stamm jW., 1991).
The study did not include measures of
fluoride intake. Concurrently, denial
caries pravalence did not increase, (Lo
ECM at o], 1990). Although not fully
generalizable to the current .S,
confexl, these findings, along with thnse
from the 1986-87 survey of U.S.
schoolchildren, suggest that risk of
fluorosis com be reduced and caries
pravention maintained toward the lower
end [F.e., 0.7 mg/L) of the 1882 TIS'HS
recommentations for fluerida
concentrations for community water
systems,

Relationship of fluid intake and
ambient temperalure among children
and adolescents in the United States:

Thea 1962 TUSTHS recommendations
stated that community drinking water
shanld contain 0.7-1.2 mg/L [ppml]
fluuride, depending on the ambient air
temperature of the area, Thesa
temperatura-related gnidelines weare
based on studies condusted in Lwon
commainilies in California in the carly
1850's. Findings indicated that a Jower
finoride concentration was sppropriate
for communities in warmer climates
becausa children drank more tap water
on warm. days (Galagan 1], 1953;
Galagan D] and Vermillion JR, 1957;
Galagan D ef al, 1957). Sncial and
environmenlal changes, including
increased nse of air conditioning and
more sedenlary lifestyles, have occuned
since the 1950’s, and thus, the
sssumption that chitdren living in
warmer regions drink more tap watar
than children in cooler regions may no
longer be valid.

Studies condncted since 2001 suggesl
thet finid intske in children does not
incrense with increases in ambient air
lemperature (Schn W, et o], 2001;
Beltrdn-Aguilar E0, ef o, 20 10b). One
study condunted among children using
nationally representative data fram 1938
Lo 1994 did noet find an associalion
hetween flnid inteke and ambient air
temperalure (Sohn W, et al, 2001), A
similar study using nationally
representalive data from 1999 to 2004
also found no essaciation between fluid
intake und ambient temperature among
children or adolescents (Beltrin- Agnilar
ED, et al, 20100). These recont findings
damonsirating a lack of an associntion
between fluid intake among children
end adolescents and ambient
lemparature support use of a single
targel concentration for community

7 Fluoresis prevalence rngad from 64% (S =
4.1) 11 47% (5T = 4.5) hseal o the upper vight
anniral incisnt Anly. ’

waler flnoridation in all temperature
zones ol tha United States.

Conclusions

Hi1S recommends an optimal fluoride
concentration of 0.7 mg/I. for
community water sysiems based on the
following information:

= Community water fluoridetion is
tha most cost-effective method of
delivering fluoride for the prevention of
tooth decay;

* In add}i’tion to drinking water, other
sources of fluoride axpesura have
contribuied to the prevention of dentsl
caries and an increass in denial
fluorosis prevalence;

» Significant raries preventive
banefits can be achieved and risk of
{flucrosis reduced at 0.7 mg/L., the
lowest conceniration in the range of the
USPHS recommendation.

* Recenl data do not show a
convincing relationship between fluid
intake and ambient sir tamperature,
Thus, there is no need for different
recommendations for water flunride
concenlrations in differant temperature
Zonas,

Suiveillance Activities

CNC and the National Tnstitute of
Dental and Craniofarial Research
{NIDCRY, in coordination with other
Federal agencios, will enhance
surveillance of dental caries, dental
fluorosis, and fluoride intake with a
foens on younger populations ai higher
tisk of flucrosis to obtain the best
available and mnst current informaltion
1o suppart effective offarts to improve
oral health.

Frovess

The 11.5. Department of Health and
Human Services (HHS) convened a
Federal inter-departmental, inter-agency
panel of scientists (Appendix A) ta
review sclentific evidencea related to the
1962 USPHS Drinking Watcr Standards
related to recommendations for fluaride
concentrations in drinking water in the
United States and to update thesn
propased recommendations. Panclists
included representatives from the
Centers for Diseasc Condrol and
I'revention, the National Inatitutes of
Health, the Food and Druy
Administration, the Ageney for
Hoalthcare Research and Quality, tha
Office of the Assistant Secretary for
Health, the U.S. Environmenlal
Protection Agency, and the 118,
Nepartment of Agrienlture. The
panelists evaluated existing
recommiendations for Muoride in
drinking water, systematic reviews of
the risks and benefits from flugride in
drinking water, the epideminlogy of

dental caries and flunrosis in the 1J.5.,
and current data on fluid intake in
¢hildren, aged 0 1o 1.0 years, across
temperature gradients in the U.S.
Conchisions were reached and are
summarizad along with their vatjonals
in this proposed guidance document,
This guidance will be advisory, not
regulatory, in natnre. Guidance will be
submitted to the Federal Register and
will undergo public and stakehalder
comment for 30 days, afler which HHS
will review uommenits end consider
changes,

Dated: Jannary 7, 2011,
Kathleen Schelins,
Secratary.
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STATE OF WASHINGTON '
WASHINGTON STATE BOARD OF HEALTH

PO Box #7990 « Ofymprs, Washington S85(9-75584

November (&, 2010

Mr. William Osmunson, DDS, MPH, President
Washington Action for Safe Water

1418 ~ 112" Ave NE, Suite 200

Bellevue, WA 98004

Dear Dr. Osmunson:

This letter provides formal notice that the Washington Statz Board of Health has denied your petition for
rule making received on October 7, 2010 to add an intent statametit in two places in WAC 246-290-480,
regarding water fluoridation. The suggested statement was “with the intent to prevent dental caries.” This
was the fifth petition for rule making you submiited to the Board this year regarding this rule.

The Board’s intent for setting an “optimal fluoride concentration in WAC 246-250-480 is patt of its
requirement to “adopt rules for group A public water systems...1o assure safe and reliable public drinking
water and to protect the public health™ under RCW 43.20.050(2)(a). The Board follows guidelines of the
Centers for Disease Control and Prevention (CDC) regarding setting att appropriate level of fluoride in
drinking water if the directors of a water system decide to fluoridate under the authority of RCW
57.08.012. The CDC promotes community water fluoridation as one of the tan great public health
achievaments of the twentieth cantury. It says fluoridation is the single most effective pubtic heatth
meastre to prevent tooth decay. The Board supports this-and other positions of the CDC. The Board
considers it self evident that the purpose of water fluoridation is to help prevent tooth decay. The Board
doza not consider it efficient use of public resources to initiate and camplete a rule making process to add
10 the mie the language requested by the petitioner,

The Board handled your request as a petition for rmle making under RCW 34.05.330 and Roard Policy
2005-001, Responding to Petitions for Rule Making. The statute requires the Roard to respond within 60
days of receipt, RCW 34.05.330(3) allows a person to appeal a petition’s denial to the Govemor within 30
days. The Board’s policy ailows the Board Chair to respond to a patition for rule making without the
petition being piaced on a meeting agenda for full Board congideration. If you have questions about this
decision, please contact Craig McLaughtin, Executive Director of the Board, at 360-236-4106 or

craig. melavghlin@doh wa gov. '

ce:  Michelle Davis, Department of Health

Gregg Grunenfelder, Department of Health
State Roard of Health Membars
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Recommendations for Using Fluoride to Prevent
and Control Dental Caries in the United States

Summary

Widespread use of fluorida has been a major factor in the deciine in the
prevalence and severity of dental caries {i.e., tooth decay) in the United States and
other economically davelopad countries. When used appropriately, fluorida Is
both safe and effectiva in preventing and controlling dental caries. All U.S.
residents are likely sxposed to some degree to fluoride, which is available from
muitiple sources. Both health-care professionals and the public have sought
guidanca on selecting the best way to provide and receive fluoride. During the late
1880s, CDC convened a work group to develop recommendations for using
fluoride to prevent and control dental caries in the United States. This report
includes these racommendations, as well as a) critical analysis of the scientific
evidence regarding the efficacy and effectiveness of fluoride modalities in
praventing and controlling dental caries, b} ordinal grading of the quality of the
avidence, and c) assessment of the strength of each recommendation.

Because frequent axposure to small amounts of fluoride each day will best
reduce the risk for dental caries in all age groups, the work group recommends
that all persons drink water with an optimal fluoride concentration and brush their
teeth twice daily with fluoride toothpaste. For persons at high rigk for dental
carias, additional fluoride measures might be needed. Measured use of fluoride
modalitias is particularly appropriate during the time of anterior tooth ensmal
developmaent (i.e., age <8 years).

The recommendations in this report guida dental and other healith-care
providers, public health officials, policy makers, and tha public in the use of
fluoride to achiove maximum protaction against dental caries whila using
resources efficiantly and reducing the likelihood of enamel fluorosis. The
recommendations address public hasalth and professional practice, self-care,
consumer product industries and heaith agancies, and further research. Adoption
of these recommendations could further reduce dental caries in the United States
and save public and private resources,

INTRODUCTION

Dental caries {i.a,, tooth decay) is an infectious, multifactorial disease afflicting most
persona in industrialized countries and some developing countries { 7). Fluoride reduces
the incidence of dental caries and slows or reverses the progreasion of existing lesions
{i.e., prevents cavities). Although pit and fissure sealants, meticulous oral hygiene, and
appropriate dietary practices contribute to caries prevention and control, the most effec-
tive and widely used approaches have included fluoride use, Today, all U.S. residents are
exposed to fluoride to soma degree, and widespread use of fluoride has been a major
factor in the decline in the pravalence and geverity of dental caries in the United States
and other economically deveioped countries ( 7). Although this decline is a major pubiic

]
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Fluoridated Drinking Water and Processed Beverages
and Food

Filuoridated drinking water contains a fluoride concentration effective for preventing
dental caries; this concentration can occur naturally or be reached through water fluori-
dation, which is the controlied addition of fluoride to a public water supply. When fluori-
dated water is the main source of drinking water, a low concentration of fluoride is
routinely intraduced into the mouth. Some of this fluoride is taken up by dental plaque;
some is transiently present in saliva, which serves as a reservoir for plaque fluoride; and
some is loosely held on the enamel surfaces (76 ). Frequent consumption of flugridated
drinking water and beverages and food processed in fluoridated areas maintains the
concentration of fluoride in the mouth.

Estimates of fluoride intake among U.S. and Canadian adults have ranged from <1.0
mg fluoride per day in nonfluoridated areas to 1-3 mg fluoride per day in fluoridated
areas {77-80). The average daily dietary fluoride intake faor both children and adults in
fluoridated areas has remained relatively constant for several years (77). For children
who live in optimally fluoridated areas, this average is approximately 0.05 mg/kg/day
{range: 0.02-0.10); for children who live in nonfluoridated areas, the average is approxi-
mately half( 71}, In a survey of four |J.S. cities with different fluoride concentrations in the
drinking watar {range: 0.37-1.04 gpm), children aged 2 years ingested 0.41-0.61 mg
fluoride per day and infants aged 6 months ingested 0.21-0.54 mg fluoride per day
(81,82),

In the United States, water and processed beverages {e.g., soft drinks and fruit juices)
can provide approximately 75% of a person’s fluoride intake {83). Many processed
beverages are prepared in locations where the drinking water is fluoridated. Foods and
ingredients used in food processing vary intheir fluoride content { 17}. As consumption of
processed beverages by children irt;reases, fluoride intake in communities without fluo-
ridated water will increase wheneyver the water source for the processed beverage is
fluoridated (84). In fluoridated aretas, dietary fluoride intake has been stahle because
processed beverages have been substituted for tap water and for beverages prepared
in the home using tap water {77).

A study of lowa infants estimated that the mean fluoride intake from water during
different periods during the first 9 months of tife, either consumed directly or added to
infant formula or juice, was 0.29-0.38 mg per day, although estimated intake for some
infants was as high as 1.73 mg per day (85). As foods are added to an infant’s diet,
replacing some of the formula prepared with fluoridated water, the amount of fluoride
the infant receives typically decreases (86). The lowa study also reported that infant
formula and processed baby food contained variable amounts of fluoride. Since 1979,
U.S. manufacturers of infant formula have voluntarily lowered the fluoride concentration
of their products, both ready-to-feed and concentrates, to <0.3 ppm fluoride (87 ).

Drinking Water

Community Water. During the 1940s, researchers determined that 1 ppm fluoride
was the optimal concentration in community drinking water for climates similar to the
Chicago area (88,83 ). This concentration would substantially reduce the prevalence of
dental caries, while allowing an acceptably low prevalence (i.e., 10%—12%) of very mild
and mild enamel fluorosis and no moderate or severe enamel fluorosis. Water fluorida-
tion for caries control began in 1945 and 1948, when the fluoride concentration was

4%
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Significant Amendments to the FD&C Act

Health & Human Sorvices

m 1.5, Food and Drug Administration
Home - Regulatory infontpation » Legislaton » Federal Food, Drug, and Cosmetic fct (FDBC Art)

Requlatory Information
Significant Amendments to the FD&C Act

Significant Amendments to the FD&C Act:

Since 1980, listed chronologically; date shown s when the Poblic aw was agproved. "Summary” indicates ink
to a surmmary of the Taw; other links are to full texi. Provisions of these Public Laws are incomnrated inta the
FORG Act.

» Infant Formula Act of 1960 (summary)
Puldic Law (Pi.) 96-359 {Oct. 2/, 1980)

* Orphan Drug Ace?
PL 57-414 (Jan. 4, 1983)

® Drug Price Compntition and Patert Term Restoration Act of 1964 (summary}

P, 98-417 (Sept. 24, 1984)

Prascriptinn Drug Marketing Act of 19874

1 AD0-293 (Apr. 22, 19R8)

& Generic Animal Prug and Patent Term Restoration Act of 1988 {summary}®
PL 100-R70 (Mov. 16, 1988)

* Nutritian Labeling and Education Act of 1990 {summary) ©
Pi_ 1R1-535 {Nov, B, 1990)

= Safe Medicel Davices Act of 1990 (summary) 7
PL 101-629 {Mov. 2R, 19497}

Medicat Davice Amendments of 1992 (surnmary) ®

PL 102-300 {June 16, 1992

¢ Prescriptlon Drug Amendments af 1992; Prescription Drug User Fae Act of 19922
PL 1D2-571 (Oct. 29, 1532)

* Animal Medicinat Dirug Use Clarification Act {AMDUCA) of 1994 10

FL 103-396 {Oct, 22, 1994

& Detary Supplement Health and Education Act of 1559441
P 103417 fOck. 25, 1994)

* FDA Export Reform and Enhancement Act of 1996 12
P 104-134 (April 26, 1996)

* Food Quality Protection Act of 1996 23
PL 104-170 (Aug. 3, 1996}

« Aplmal Drug Availabllity Act of 1996 1*
AL 104-250 (Qct. 9, 1996)

* Food and Drug Administration Modemnization Act (FDAMA) of 1997 t5
PL $05-115 {Nov. 21, 1997}

* Pagt Pharmacauticals for Children Act tf
PL 107-108 (lan, 4, 2002)

* Medical Davice User Fee and Madernization Act (MDUFMA} of 2002 17
PL 107-250 (Qct, 28, 2002)

* Animal Drug User Fee Act of 2003 18
Pl 108-130 (Nov. 18, 2003}

+ Pediatric Research Equity Act of 2003 2
PL 10B-155 {Rec. 3, 2003)

& Minor Lise and Minor Spacies Anlmal Health Act of 2004 20
PL 108-282 (Aug. 2, 2004)

* Dietary Supplement and Nonprescriptton Drug Consumer Protection Act 21
PL 109-4562 {Dec. 22, 2G086)

4 Food and Drug Administration Amendments Act (FDAAAY of 2007 22
PL 110-85 (Sept. 27, 2007)

* Family Smoking Prevention and Tobaces Control Act (Pubfic |aw 111-313 #
PL 111-31 {Iune 22, 2000}

» FDA Food Safety Madernization Act 2
PL 111-353 (Tan. 4, 2011)

Links on this page:
1. htl‘p:/fthomas.!oc,Qu\ffcgi-lﬂiﬁ/bdquerwzmoaﬁ:HR06940:@@@LlTOM:Ibsydﬂeﬁquemhtm1|#51_|mman,r
2 !ReguEatoryrnformationlmgislatmn;Federa!r-oodorugandCx>smeumctﬂ)mcwsmn|ﬁcantAmendmentstotheFDCActforpnanDrugAcl-merault.nt

m As

http://www. fda. gov/Regulatorylnformation/Legislation/Fe deralFoodDrugandCosmeticAct... 11/1/2011
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14.

11.
i2.
13.
i4,
15.
16,
17,

19,
20,

21,
22,

23.
24,

http:/fthomas.loc.gov/egi-bin/bdquery/z2d098: SN0 1 538 @@ @ DRsumm2 =ma| TOM: / bes/dl98auery .htm!}

/Reguiatory Information/Legislation/FederaiFnodDrugandCosmetichct-DCACY Significant Amean dmaentstothe FDCAct/ PrescriptionDirugMarketing
Actafi 987 default. itm

/RenulatoryInformation/i_eqgislation/FederalFoodizrugandCosmeticAaFDCACE SigrificantAmendmentstothe FDCAct/ucmi A7 135,him
http:/fthomas.loc.gov/cgi-bin/bdquery/z?7d101:HRO3562: @@ @ DAsumM2 = 3&] TOM: /hss/d101query.fatmij
http://thomas. lnc.gev/egi-binfbdgquery/z?d 104 HRO2095: @@@0&summ2= 1&| TOM:/bss/d 1 Glquery.heml|
htip://thomas.|oc.gov/cgi-bin/hdquery/z7d102: SM02 783 : @@@DAsumm2=mi| TOM: /bss/d102query.himi]

{Requlataryinformation/Legisiation/FederaiFoodDrugandCosmeticAtFDCACL SignificantAmendmentstothe FDCAC PrescriptionDrugAmendme
ntsofl 392PrescriptionrugUserFeecActof1992/default.htm

JRegulatoryInformation/l.egislatinn/FederalF oodDrugandCnsrneticActFRCACt Significantamendmeantstothe FOCAct/ AnlmalMedicinalDrugUse CI
arificationACtAMDUCACF1 994/ default.htm

fRagulatoryInfarmatton/Legisiation/FedaralFaod DrugandCosmeticactFDCAC Significan tAmendrmentstotheFRCAct/ucm 148003 . him
/RegulatoryInformation/ L egistation/FederaiFoodDrugandCosmeticActFDCAct/ SignificantAmendmentstotheFLICAC  ucm 148005 hitm
fRegulatoryInfarmation/iegista tion/FederaiFaodDrugandCosmetlcActFRICACH SignificantAmendmentstatheFDCAct/ucm 148008 . hkm
it/ firwebgate.access . gpo.gov/cgi-bin/getdoc.cpizdinarme=104, cong._public_lawsidocid=f:publ250.104
{RegulatoryInfaorrmation/Lagisiation/FaderalFond DrugandCosmeticActFDUACt/ SignificantAmendmentstothe FDCAC/FDAMA/ default.htm
fReguiatoryinformation/Leqgislation/FederalFoodDrugandCosmeticActF DCACH SignlficantAmaendmentstotheFRCACH bem 11201 1. htm

{RegulateryInformation/Legislation/FederalFood DrugandCosmetlcActFDCACt/ SignificantAmendmentstothe FDCAct/MedicalDevicelUserFeeandd
ModernizationActMDUFMACFI002 fdetault. htm ’

/Regulatorylpformation/Legislation/FederalFoodDrogandCosmeticAGFDCACY SignificantAmendmenistotheFDCAct/AnimalDrugUserFeadctor2
003 dafault.htm

http:/ffrwebaale,access . gpo.dov/cgl-bin/getdoc.cgizdbname= 108_cang_public, lawsfdocid=Ff:publ 155, 108

/Regulatory Information/Legisiation/FederalF sodDrugantCosmeticActF DCACH SignificantAmendmentstothe FDCACH MInorUseandMinorSpesies
AnimaiHealthActof 2004/ default htm

{RegulatoryInformation/LegislationfFedearalFondDrugandCosmeticActFDCACt SignificantAmeantmentstotheFDCACH Uc 148035, hem

/Regulatoryinfarmation/Legisiation/FederalFood DrugandCasmeticActFRCAct/ StonificantAmendmen tetatheFDCACt/FoodandDrugAdministratio
nAmendmentsactofl2007/default htm )

hitp://www.opo.gov/idsys/pla/PLAW- T L1 publ 31/ prly PLAW -1 11 publ3 1 .pdf
fRegulatoryInformation/Legislation/FederalF codDrugand CosmeticActFDCACH SignificantAmendmentstolheEDCA tifucm244713.htm
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galth Seryice
Drug Administration

Food and

ZAL
aq!l fz5‘-

- ""i.. Division of Freedom of Information
5600 Fishers Lane, HFT-35
Rochville, MD 20857

f }':""ﬂn’

September 14, 2010

In Response Refer to File: 2010-890

BEloise W, Kailin, MD
P.O). Box 2418
Sequim, Washington 98382

Dear Requestor,

This is in response to your letter dated August 31, 2010, in which you requested any documenis awarding FDA’s
permission to the City of Forks, Washington, zip code 98331-8618 or the City of Port Angeles, Washington 98362 to
manufacture, dispense or distribute any legend or over the counter drug. You alse requested any documents from
either of thase municipal entities requesting a new drug application { either NDA of ANDA) for a legend drug or over
the countar drug.

A zearch of the records of the Center for Drug EVB.‘LIB:ti(‘m and Research did not [ocate any permission from the FDA
for City of Forks, Washington, zip code 98331-8618 or the City of Port Angelea Washington 8162 to manufacture,
dispense of distribute any legend or aver the counter drug,

A, search of the records of the Center for Drug Evaluation and Research did not locate any approved new drug
application of an approved abbreviated new drug application fluorosilicic acid or sodium fluoride.

The following charges may be included in a monthly invoice:

Reproduction $ 0.00 Search §11.50 Review $00.00 Other $0.00 TOTAL $11.50
The above total may not reflect final charges for this request.

PLEASE DO NOT MAKE ANY PAYMENT UNTIL YQU RECEIVE AN INVOICE

If there are apy problems with this response, please notify us in writing of yonr specifie problem(s) at the ab.ove
address. Please reference the above file number,

‘This completes the response for the Center for Drug Evaluation and Research,

Roy Castle, MS PD
Office of Regulatory Policy
Division of Information Disclosure Policy

§ 40
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Appendix C to letter dated November 25,2011
from Eloise W. Kailin, M.D.
to Secretary Kathleen G. Sebelius

This Appendix is intended to list all ANSI/NSF Standard 60
certified fluoridation products (checkmarked) along

with company addresses (marked with vertical lines)

and facility identifications (marked with *).



NSF Certified Products - Public Water Supply Treatment Chemicals Page 1 of 31
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NSF Product and Service Listings

These NSF Official Listings are current as of Wednesday, November 23, 2011 at 12:15 a.m. Eastern
Time. Please contact NSV International to confirm the status of any Listing, report errors, or make
suggestions. |

Alert: NSF is concerned about [raudulent downloadiné and manipulation of website text. Always
confirm this information by clicking on the below link for the most accurate information:

http://www.nsf.org/Certified/PwsChemicals/Listings.asp?Productl'unction=I'luoridation&

NSF/ANSI STANDARD 60
Drinking Water Treatment Chemicals - Health Effects

ACCO Unlimited Corporation
5300 Northwest 55th Avenue

Johnston, 1A 50131

Unitled States

800-548-2226

315-278-0487

* Facility : Johnston, IA

Fhuosilicic Acid

Trade Designation Product Function Max Use
¥ ACCOHFS-L Fluoridation 6mg/L

Alexander Chemical Corporation
1901 Butterfield Road

Suite 120

Downers Grove, IL 60515

United States

800-445-9458

630-955-6050

¢

http://www.nsf.org/Certified/PwsChemicals/Listings.asp?CompanyName=& TradcName=... 11/23/2011



NSF Certified Products - Public Watcr Supply Treatment Chemicals | Page 2 of 31

‘k Facility : Kingsbury, IN

Hydrofluosilicie Acid

Trade Designation Product Function Muax Use
Fluosilicic Acid - Water Treatment Grade  Fluoridation 6 mg/L
Hydrofluosilicic Acid - Water Treatment Fluoridation 6 mg/L
Grade

American Development

Corporation

1456 State Camp Road

P.O. Box 385

Vanceboro, NC 28586
United States

800-842-0764
252-244-0782

Visit this company's websifc

k Facility : Vanceboro, NC

Fluosilicie Acid
Trade Designation Product Function Max Use
¥, Fluosilicic Acid Fluoridation Amg/L
o HFS Acid Fluoridation dmg/l.
v Hydroflusoilicic Acid Fluoridation dmg/l.

- American Development

Corporation
821 William D. Jones Boulevard
1 P.O. Box 620
L Fayetteville, TN 37334
United States
888-542-8561
931-438-0653
Visit this company's website

* Facility ;: Fayetteville, TN

Fluosilicic Acid ( /2

hiin://www.nsf.org/Certified/PwsChemicals/Listings.asp?CompanyName=& TradeName=... 11/23/2011



NSF Certified Products - Public Water Supply Treatment Chemicals

Page 3 of 31

Trade Designation Product Function Max Use
¥ Pluosilicic Acid Fluoridation Gmg/L
¥ HFS Acid Fluoridation 6mg/L
¥ Hydrofluosilicic Acid Fluoridation 6mg/L

- BHS Marketing LLC
. 2320 West Indiana Avenuc
- Salt Lake City, UT 84104
~ United States
801-973-8232
h Facility : Southgate, CA

Fluosilicic Acid

Trade Designation Product Function Max Use

Fluosilicic Acid Fluoridation 6mg/L
o Lydrofluosilicic Acid Fluoridation 6mg/L

* Facility : Stockton, CA

Flnosilicic Acid

Trade Designation Product Function Max Use
J Fluosilicic Acid Fluoridation emg/T.
o Ilydrofiuosilicic Acid Tluoridation 6mg/L.

*‘ Facility : Distribution Center - Henderson, NV

Flaosilicic Acid

Trade Designation Product Function Muax Use
J Fluosilicic Acid Fluoridation 6mg/T.

Hydrofluosilicic Acid Fluoridation 6mg/L

* Facility : Distribution Center - Seattle, WA

Fluosilicie Acid

Trade Designation Product Function Max Use

Fluosilicic Acid Fluoridation 6mg/1.

Hydrofluosilicic Acid Fluoridation 6mg/L

httn:/fwww.nsf,org/Certified/PwsChemicals/Listings.asp?CompanyName=& TradcName=... 11/23/2011



NSF Certified Products - Public Water Supply Treatment Chemicals Page 4 of 31

Brenntag Great Lakes LLC
4420 North Harley Davidson Avenue
Wauwatosa, W1 53225

United States

262-252-3550

Visit this company's website

W Facility : Ft. Wayne, IN

Fluorosilicic Acid
Trade Designation Product Function Max Use
" 1ydrofluorosilicic Acid 23% Tluoridation 6ma/L

;. Brenntag Mid-South, Inc.
. 1405 Highway 136 West
i P.O. Box 20
Henderson, KY 42420-0020
- United States
800-950-7267
| 270-827-3545
Visit this company's wchsite

2 Facility : Orlando, FL

Fluosilicic Acid
Trade Designation Product Function Max Use
" Iydrofivosilicic Acid1] Fluoridation 6 mg/L

[1] Certification is based upon maximum product concentration of 2%% fluosilicic ac

NOTE: All Listed products at this facility are NSF Certified, whether or not they b
Mark.

* Facility : Indianapolis, IN

Hydrofluosilicic Acid
Trade Desigrnation Product Function Max Use
of Hydrofluosilicic Acid Fluoridation 6 mg/L C 1?/

hitn://www.nsf.ora/Certified/PwsChemicals/Listings.asp?CompanyName=& [radeName=... 11/23/2011



NST Certified Products - Public Water Supply Treaiment Chemicals Page 5 of 31

NOTF: All Listed products at this facility are NSF Certified, whether or nol they b
Mark.

* Facility : Henderson, KY

Fluosilicic Acid
Trade Designation Product Function -Max Use
o Hydrofluosilicic Acid Fluoridation 6 mg/L

NOTE: All Lisled producte at this facllity are NSF Certified, whether or not they b
Mark.

* Facility : St. Louis, MO

Fluosilicic Acid

Trade Designalion Product Function Max Use
¥, Fluorosilicic Acid Fluoridation 6 mg/L
Fluosilicic Acid Fluoridation 6 mg/L
o Hexafluorosilicic Acid Fluoridation 6mg/L
Hexafluostlicic Acid Fluoridation 6 mg/L.
Hydrofluorosilicic Acid Fluoridation 6mg/L
¥ Hydrofluosilicic Acid Fluoridation 6 mg/L

Brenntag Pacific, Inc.
10747 Patterson Place

Santa I'e Springs, CA 90670
United States

323-562-9500

* Facility : Richmond, CA

Hydrofluosilicic Acid
Trade Designation Product Function Max Use
J luosilicic Acid Fluoridation 6mg/L
JHF S Acid Fluoridation 6mg/L
Hydrofluosilicic Acid Fluoridation 6mg/L

& Facility : South Gate, CA

Hydroftuosilicie Acid ' C 5

hitn://www.nsf.ore/Certified/PwsChemicals/Listings.asp?CompanyName=&TradeName=... 11/23/2011



NSF Certified Products - Public Water Supply Treatment Chemicals

1rade Designation Product Function
-ﬁ} Fluosilicic Acid Fluoridation
¥ HFS Acid Tluoridation
¢ Hydrofluorosilicic Acid 23%-25% Fluoridation
f IIydrofluosilicic Actd Fluoridation

. Brenntag Southwest
Route 2, Box 352-200

 Nowata, OK 74048
United States ' |
800-722-3145
918-273-2265 L

* Facility : Sand Springs, OK

Hydrofluosilicic Acid I
Trade Designation - Product Function
f Hydrofluosilicic Acid . Fluoridation

Page 6 of 31

Max Use
6mg/L

Canada Colors and Chemicalfis
Limited |
6605 Hurontario Strect

Suite 400

Mississauga, ON L5T 0A3

Canada
905-454-6900

*Facility : Elmira, Ontario, Canada

Hydrofluosilicic Acid !

Trade Designation Product Function
¥ Fluosilicic Acid Fluoridation

Hydrofluosilicic Acid (PW1G) Fluoridation

Max Use
6mg/L
omg/L

Carus Corporation
315 Filth Sireet

P.O. Box 599

Peru, I1, 61354-0599

L&

http://www.nsf.org/Certified/PwsChemicals/Listings.asp?CompanyName=& TradcName=... 11/23/2011



NSF Certified Products - Public Water Supply Treatment Chemicals Page 7 of 31

United States
800-435-6856
815-223-1500

* Facility : # 1 La Salle, IL

Hydrofluosilicic Acid

Trade Designation Product Function Muax Use
o, Flouride, 25% Fluoridation 6mg/L
{ Hydrofluosilicic Acid, 25% Fluoridation 6mg/1.

[r0] The finished drinking water shall be monlileored to ensure that levels of mangan

do not exceed 0.05 mg/L.

* Facility : # 5 USA

Hydroflunosilicic Acid :

Trade Designation - Product Function Max Use
W Fluoride, 25% | Fluoridation 6mg/L
f HYDROFLUOROSILICIC ACID 24% | IFluoridation 6mg/L
¢ Hydrofluosilicic Acid, 25% | Fluoridation 6my/L

ClearTech Industries Inc.
2302 Hanselman Avenue
Saskatoon, SK 871. 573

Canada
306-664-2522

* Facility : Calgary, Alberta, Canada

Hydrofluosilicic Acid !
Trade Designation  Product Function Max Use
" Hydrofluorosilicic Acid | Fluoridation 6mg/L

NOTE: All Listed products from this facility are NSF Certified, whether or not they
NSF Mark.

Davis Supply, Inc.
2454 Palm Avenue C 7

http://www.nsf.org/Certified/PwsChemicals/Listings.asp?CompanyName=& TradeName=... 11/23/2011



NSF Certified Products - Public Water Supply Treatment Chemicals Page 8 of 31

Fort Myers, FL 33916

United States |
800-749-5967 | |
299-931-6700

* Facility : Quincy, FL

Hydrofluosilicic Acid

Trade Designation Product Function Max Use
f HydroFluosilicic Acid 23% Fluoridation 6mg/T.

DPC Enterprises

300 Jackson Hill

Houston, TX 77007

United States

281-457-4888
Visit this company's websile

* Facility : Mobile, AL

Hydroflunosilicic Acid
Trade Designation Product Function Max Use
v Hydrofluosilicic Acid Fluoridation 6meg/L

NOTE: All Listed products from this facility are NSF Certified, whether or not they
WNSF Mark.

* Facility : Festus, MO

Rydrofluosilicic Acid
Trade Designation Product Function Max Use

ydrofluorosilicic Acid Fluoridation 6mg/L
| _

NOTE: ALl Tisted products frem this f%cility are NSP Certified, whelher or not they
NSE Mark. i

DPC Industries, Inc.

300 Jackson Hill
P.O.Box 130410 [ C?
Houston, TX 77219-0410

http://www.nsf.org/Certificd/PwsChemicals/Listings.asp?CompanyName=& TradeName=... 11/23/2011
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United Statcs
281-457-4888
Visit this company's website

* Facility : Rosemount, MN

Hydrofluosilicic Acid
Trade Designation Product Function Max Use
W Hydrofluosilicic Acid Fluoridation 6 mg/L
NOTE: All Listed products from this facility are N3F Certified, whether or not they
N3F Mark.
-’ Facility : Omaha, NE
Hydrofluosilicie Acid
rade Designation Product Function Max Use
ydrofluosilicic Acid Fluoridation 6 mg/l.

NOTE: All Listed products from this facility are NSF Certified, whether or not they
NSF Mark.

& Facility : Cleburne, TX

Hydrofluosilicic Acid
Trade Designation Product Function Max Use
¥ Hydrofluosilicic Acid 24-30% Fluoridation 6 mg/L

NOTE: All Listed preducts from this facility are NSF Certified, whether or not they
NSE Mark.

DPC Industries, Inc.

| P.O. Box 24600
Houston, TX 77229-4600
United States
281-457-4835

* Facility : # 1 Houston, TX

Hydrofluosilicic Acid C 9
Trade Designation Product Function Max Use

http://www.nsf.org/Certified/PwsChemicals/Listings.asp?CompanyName=& TradeName=... 11/23/2011



NSF Certified Products - Public Water Supply Treatment Chemicals Page 10 of 31

/ [Iydrofluorosilicic Acid Fluoridation 6mg/L

DXI Industries, Inc.
300 Jackson Hill

P.O). Box 130410

Houston, TX 77219-0410
United Statcs

281-457-4888

Visit this company's website

“ Facility : Houston, TX

Hydrofluosilicic Acid
Trade Designution Product Function Max Use
Hydrofluosilicic Acid Fluoridation 6mg/L

NOTE: All Listed products from this facility are NSF Certified, whether or not they
NSF Mark.

DXI Industries, Inc.
P.Q. Box 24600

Houston, TX 77229-4600
United States

281-457-4888

R Facility : # 1 USA
Hydrofluosilicic Acid

Trade Designation Product Function Max Use
rHydroﬂuorosilicic Acid Fluoridation 6mg/L

¢ General Chemical, LLC

. Water Treatment Chemicals
1421 Willis Avenue

' Syracuse, NY 13204

= United States

F 315-478-2323 ( / ,

- Visit this companvy's website

http://www.nsf.org/Certified/PwsChemicals/Listings.asp?CompanyName=&TradeName=... 11/23/2011
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* Facility : Indianapolis, IN

Hydrofluosilicic Acid
Trade Designation Product Function Max Use
¥ Hydrofluorosilicic Acid Fluoridation 6/

NOTE: Only Tisted products bearing the NSF Mark are Certified.

George S. Coyne Chemical Co.,

Inc.

3015 State Road

Croydon, PA 19021

United States

800-523-1230
215-785-3000

Visit this company's websile

* Facility : Croydon, PA

Hydroftnosilicic Acid
Trade Designation Product Function Max Use
¥ Hydrofluosilicic Acid 23% Fluoridation 6mg/L

NOTE: All Listed products from this facllity are NSGF Certified, whether or not they
NSF Mark.

* Facility : Fairless Hills, PA

Hydrofluosilicic Acid

Trade Designation Product Function Max Use
{Hydroﬂuosilicic Acid 23% Fluoridation 6mg/L

* Facility : Reading, PA

Hydrofluosilicic Acid
Trade Designation Product Function Max Use
(Hydroﬂuosilicic Acid 23% Fluoridation 6mg/L , C ] ]

httn:/fwww.nsf.org/Certified/PwsChemicals/Listings asp?CompanyName=& TradcName==... 11/23/2011
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H. Krevit & Co., Inc. |
73 Welton Street |
New Haven, CT 06511 :
United States

800-922-6626

203-772-3350

Visit this company's website

* Facility : New Haven, CT

Fluosilicic Acid
Trade Designation Product Function “Max Use
{ HYDROFLUOSILICIC ACID 23-25% Fluoridation omg/L

NOTE: Only products bearing the NS[L Mark are NSF Certified.

Harcros Chemicals Inc.
5200 Speaker Road

P.0. Box 2930

Kansas City, KS 66110

United Stales

913-621-7844

& Facility : Tampa, FL

Rydrofluoesilicic Acid

Trade Designation Product Function Max Use
Fluorosilicic Acid Fluoridation 6mg/L
¥ Fluosilicic Acid Fluoridation 6my/L
HES Fluoridation 6mg/L
ydrolluorosilicic Acid Fluoridation 6mg/L
Hydrofluosilicic Acid Fluoridation 6mg/L

* Facility : Thomasville, NC

Hydrofluosilicic Acid

Trade Designation Product Function Max Use
o Fluosilicic Acid 23% Fluoridation 6 mg/L
\,Hydroﬂuosilicic Acid 23% Fluoridation 6 mg/L C j 2

http://www.nsf.org/Certified/PwsChemicals/Listings.asp?CompanyName=& TradeName=... 11/23/2011
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Haviland Products Co.

421 Ann Strect NW
Grand Rapids, M1 49504
United States
800-456-1134
616-361-6691

* Facility : Grand Rapids, Ml

Hydroftuesilicic Acid
Trade Designation
¥ Hydrofluosilicic Acid

Hawkins, Inc.

3100 East Hennepin Avenue
Minneapolis, MN 55413
United States

612-331-6910

# Facility : # 15 USA
Hydrofluosilicic Acid

Trade Designation
¥ Hydrofluosilicic Acid

Product Function
Fluoridation

Page 13 of 31

Moax Use
6 mg/T.

Product Function
Fluoridation

Max Use
omg/1.

Hydrite Chemical Co.
. 300 N. Patrick Boulevard

Brook ficld, WI 53045

United Statcs

262-792-8759

gFacility : Milwaukee, WI
Hydrofluosilicic Acid

Trade Designation
¥ Hydrotluosilicic Acid

Product Function
Fluoridation

Max. Use

6 mg/L ij

hittp://www.nsf.org/Certified/PwsChemicals/Listings.asp?CompanyName=& TradeName=... 11/23/2011
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Ideal Chemical and Supply

Company

4025 Air Park Street

P.O. Box 18698
Mcmphis, TN 38181-0698
United States
901-363-7720

¥ Facility : # 1 Memphis, TN

Fluosilicic Acid

Trade Designation Product Function Max Use
¥ Fluosilicic Acid Fluoridation 6mg/L
HES Fluoridation _6mg/L.
Ilydrofluosilicic Acid Fluoridation 6mg/L
Sodium HydroFluosilicic Acid 23 Fluoridation 6mg/L
Sodium HydroFluosilicic Acid 25 Fluoridation 6mg/L

J. R. Simplot Company
| 999 Main Sireet, Suite 1300

' Boise, ID 83702

United States

. 208-336-2110

Visit this company's website

* Facility : Rock Springs, WY

Fluosilicic Acid

Trade Designation Product Function Max Use
" Fluorosilicic Acid Fluoridation -omg/L
¥ Tluosilicic Acid Fluoridation omg/I.
Hydrofluosilicic Acid Fluoridation 6mg/L

Mark's Chemical, LLC

118 East North Avenue
Monticello, WI 53570

TUnited States
608-038-4633 C/ ’7’

httn://www.nsf.org/Certified/PwsChemicals/Listings.asp?CompanyNamc=&TradeName=... 11/23/2011
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5 Facility : Monticello, WI

Fluorosilicic Acid
, Trade Designation Product Function
" Fluosilicic Acid Fluoridation
of Hydrofluosilicic Acid-23% Fluoridation

Page 15 of 31

‘Max Use

6mg/L
6mg/L

Martelle Water Treatment Inc.
2275 Royal Qaks Drive

Janesville, WI 53548

United States

608-314-9371
Visit this company's website

k Facility : Janesville, W]

Hydrofluosilicic Acid
Trade Designation Product Function
T'luoride, 25% Fluoridation

f Hydrofluosilicic Acid, 25% Fhuoridation

Monson Companies
154 Pioneer Drive
T.eominster, MA (01453
United States
888-295-8585

78-534-1425

isit this company's website

4K Facility : South Portland, ME

Hydrofluosilicic Acid .
Trade Designation Product Function
Hydrofluosilicic Acid Solution, 23% Fluoridation

Max Use

“omg/L

bmg/L

Muax Use

6mg/L

http://www.nsf.org/Certified/PwsChemicals/l istings.asp?CompanyName=&TradeName=... 11/23/2011
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NAPCO Chemical Company,

Inc.

P.O. Box 1239

Spring, TX 77383-1239
United States
800-929-5976
281-651-6800

* Facility : Spring, TX

Hydrofluosilicic Acid

Trade Designation Product Function Max Use
HFS 23% Fluoridation “omg/L.
( Hydrofluorosilicic Acid Fluoridation 6mg/L

Onoda Chemical Industry Co.,

Ltd.

NIPPON BLDG. 6-2

Ohtemachi 2-Chome, Chiyoda-ku
Tokyo 100-0004

Japan

81362141023

* Facility : Kitakyusyu City, Japan

Sodium Fluoride
Trade Designation Prodyct Function Max Use
v Sodium Fluoride Fluoridation 2.3 mg/L

PCS Sales (USA), Inc

1101 Skaokie Boulevard, Suite 400
P.O. Box 3320

Northbrook, IL 60062

United States

847-849-4301

* Facility : Aurora, NC

C 16

Fluosilicie Acid

htto:/fwww.nsf.org/Certified/PwsChemicals/Listings.asp?CompanyName=& TradeNamc=... 11/23/2011
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Page 17 of 31

Max Use

Trade Designation Product Function
® Fluosilicic Acid Fluoridation 6mg/1.
PENCCO, Inc.
P.O. Box 600
San Felipe, TX 77473
United States
800-864-1742
979-885-0005
*F‘acility : Distribution Center - Richmond, CA
Hydrofluosilicic Acid
Trade Designation Product Function Max Use
¥ Tluorosilicic Acid Fluoridation 6mg/L
of Fluosilicic Acid Fluoridation emg/L
ﬁydroﬂuosilicic Acid Fluoridation 6mg/L
*Facility : Distribution Center - South Gate, CA
Hydrofluosilicic Acid
Trade Designation Product Function Max Use
Fluorosilicic Acid Fluoridation 6mg/L
¥ Fluosilicic Acid Fluoridation 6mg/L
,Hydroﬂuosi]icic Acid Fluoridation 6mg/L
*Facility : Distribution Center - Willow Springs, IL
Hydrofluosilicic Acid
Trade Designation Product Function Max Use
Fluorosilicic Acid Fluoridation omg/L
¢ Fluosilicic Acid Fluoridation 6mg/L
¥ Hydrofluosilicic Acid Fluoridation 6mg/L
*Facility : Distribution Center - Allston, MA
Hydrofluesilicic Acid
Trade Designation Product Function Max Use
(Hydroﬂuosilicic Acid Fluoridation 6mg/L C / 7

http://www.nsf.org/Certified/PwsChemicals/Listings.asp?CompanyName=& TradeName—... 11/23/2011
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* Facility : Distribution Center - Elizabeth, NJ

Hy drofluosilicic Acid
Trade Designation Product Funciion Max Use
¥ Hydrofluosilicic Acid Fluoridation 6mg/L

* Facility : Distribution Center - Painesville, OH

Hydrofluosilicic Acid
Trade Designation Product Function Max Use
Hydrofluosilicic Acid Fluoridation 6mg/L

_ * Facility : Distribution Center - Spartanburg, SC

Hydrofluosilicic Acid
Trade Designation Product Function Max Use
Hydrofluosilicic Acid Fluoridation 6mg/L

* Facility : Distribution Center - Sealy, TX

Hydrofluosilicic Acid

Trade Designation Product Function Max Use
¢/ Fluorosilicic Acid Fluoridation 6mg/L.
¥ Fluosilicic Acid Fluoridation 6mg/L

Hydrofluosilicic Acid Fluoridation omg/l.

* Facility : Distribution Center - Waxahachie| TX

Hydrofluosilicic Acid

Trade Designation Product Function Meax Use
¢ FLUOROSILICIC ACID Flubridation 6me/L.
' FLUOSTLICIC ACID Fluoridation  6bmg/L
HYDROFLUOROSILICIC ACID Fluoridation 6mg/L
o LIYDROFLUOSILICIC ACID Fluoridation 6mg/L
PVS Nolwood Chemical a4

http:/fwww.nsf.org/Cerlified/PwsChemicals/Listings.asp?Company Name=&TradeName=... 11/23/2011
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10900 Harper Avenue
Detroit, MI 48213-3389
United States
800-284-9735
313-925-0300

Visit this company's website
* Facility : Detroit, MI

Fluosilicic Acid

Trade Designation Product Function Max Use
¥ Fluorosilicic Acid Fluoridation 6mg/L
¥ Fluosilicic Acid Fluoridation 6mg/L
JJ—lexaﬂuosilicic Acid Fluoridation 6mg/L

Hydrofluosilicic Acid, 23% Fluoridation 6mg/L

Reliable Industrial Supply Ltd.
50 Mumford Road

Lively, ON P3Y 1L2

Canada

705-692-2959

¥. Facility : Lively, Ontario, Canada

Hydrofluosilicic Acid

Trade Designation Product Function Max Use
of Fluorosilicic Acid Fluoridation 6mg/L
W Hydrofluosilicic Acid Fluoridation omg/T.

Rotem Amfert Negev Ltd.

Shazar Boulevard 3

P.0O. Box 125

Beer Sheva 84101

Israel

972 8 6598871

Visit this company's websitc

* Facility : Araya, Israel

Fluosilicic Acid C / 3
Trade Designation Product Function Max Use

http://www.nsf.org/Certified/PwsChemicals/Listings.asp?CompanyName=& I radeName=... 11/23/2011
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ﬁ' laorosilicic Acid 25% Fluoridation

Page 20 of 31

6mg/L

SAL Chemical Company, Inc.
Half Moon Industrial Park

3036 Birch Drive

Weirton, WV 26062

United States

800-879-1725

304-748-8200

i Facility : # 1 USA

Fluoresilicic Acid

Trade Designation Product Function
Fluorosilicic Acid Fluoridation
Hydrofluorosilicic Acid Fluoridation

Sierra Chemical Company
2302 Larkin Circle

Sparks, NV 89431

United States

800-777-8965

775-358-0888

* Facility : Stockton, CA

Fluorosilicie Acid
Trade Designation Product Function
Fluorosilicic Acid Fluoridation
o/ HIFS Acid Fluoridation
WHydrofluorosilicic Acid Fluoridation

Max Use
6mg/L.
6mg/L
6mg/L

NOTE: All Tdsted products from this facility ares NSE Certified, whether or not they

N3P Mark.

' Solvay Fluor Mexico S.A. de

C.V.
Carr. Panamerica Km 23.5

(A0

hitp://www.nst.org/Certified/PwsChemicals/Listings.asp?CompanyName=& TradcName=... 11/23/2011
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Cd. Juarez, Chihuahua
C.P. 32690

Mexico
5216 33 0300

* Facility : Chihuahua, Mexico

Fluosilicic Acid

Trade Designation Product Function Max Use
Fluosilicic Acid 23%-25% Fluoridation 6 mg/L

NOTE: MNSF has not conducted production control audits al this facility. Product Li
basad on type lesting [ISC/IEC Guide 2: 199%¢ (E/F/R} 14.57.

Solvay Fluorides, LL.C.
3333 Richmond Avenue

Houston, TX 77098

United Statcs

800-325-3332

713-525-6500

k Facility : Distribution Center - Southgate, CA

Fluosilicic Acid

Trade Designation Product Function Max Use
¥ Fluosilicic Acid Fluoridation fmg/L
¥ Hydrofluosilicic Acid Fluoridation -6mg/l.

* Facility : Distribution Center - Stockton, CA

Fluosilicic Acid

Trade Designation Product Function Max Use
¥ Fluosilicic Acid Fluoridation 6mg/L
vﬂydrofluosilicic Acid Fluoridation 6mg/L

*.Facility : Alorton, 1L

Fluosilicic Acid

Trade Designation Product Function Max Use
V¥, Fluosilicic Acid Fluotidation 6mg/L C 012 /
¥ liydrofluosilicic Acid Fluoridation mg/L

httn:/fwww.nsf.org/Certified/PwsChemicals/Listings.asp?CompanyName=& TradeName=... 11/23/2011
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Sodium Fluoride

rade Designation Product Function
Sodium Fluoride * Tluoridation

* Facility : Distribution Center - East Chicago, IN

Fluosilicic Acid
Trade Designation - Product Function
o Fluosilicic Acid Fluoridation

* Facility : Distribution Center - Boston, MA

Fluosilicic Acid

Trade Designation - Product Function
o, Fluosilicic Acid Fluoridation
J Hydrofluosilicic Acid Fluoridation

* Facility : Distribution Center - Buffalo, NY

Fluosilicie Acid

Trade Designation  Product Function
$Fluosilicic Acid ' Tluoridation

Hydrofluosilicic Acid Fluoridation

* Facility : Distribution Center - Philadclphia, PA

Fluosilicic Acid

Trade Designation Product Function
Fluosilicic Acid Fluoridation
Hydrofluosilicic Acid Fluoridation

Fluosilicie Acid

Trade Designation Product Function
WWFluosilicic Acid Fluoridation
 J Hydrofluosilicic Acid Fluoridation

* Facility : Distribution Center - Beauharnois, Quebec, Canada

Page 22 of 31

Max Use
2.3 mg/L.

Max Use
6mg/L

Max Use
omg/L

“omg/L

Max Use
omg/L.
6mg/L

Max Use
6mg/L
6mg/L

Max Use

hitp.//www.nsf.org/Certified/PwsChemicals/Listings.asp?CompanyName=&TradcName=... 11/23/2011
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Solvay Fluorides, L1.C.
3333 Richmond Avenue

Houston, TX 77098

United States

800-325-3332

713-525-6500

* Facility : # 1 Japan

Sodium Fluoride
Trade Designation Product Function Max Use

o Sodium Fluoride Fluoridation 2.3mg/L

Sowega Chlorinator Company,

Inc.

505 9th Avenue
P.O. Box 3006
Albany, GA 31706
United States
800-230-1415
220-436-8512

*Facility : Albany, GA

Hydrofluosilicic Acid
Trade Designation Product Function _ Muax Use
v IIydrofluorosilicic Acid Fluoridation 6mg/L

Sulco Chemicals Limited
60 First Street Last
Elmira, ON N3B 275

Canada
519-669-1332

* Facility : Elmira, Ontario, Canada

C A3

Hydrofluosilicic Acid
Trade Designation Product Function Max Use

httn://www nsf.ore/Certified/PwsChemicals/Listings.asp?CompanyName=& TradeName=... 11/23/2011
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Fluosilicic Acid
Hydrofluosilicic Acid (PWTG)

Fluoridation
Fluoridation

Page 24 of 31

.6mg/L

6mg/1

e e s G L

Surry Chemicals, Inc.
241 Hickory Street

P.O. Box 1447

Mount Airy, NC 27030

United States

800-800-2791

336-786-4607

* Facility : Mount Airy, NC

Hydrofluosilicic Acid
Trade Designation
o HFS 23%
o HYDROFLUOSILISIC ACID 23%

Product Function
Fluoridation
T'luoridation

Max Use
6mg/L.

“omg/L

The Mosaic Company
13830 Circa Crossing Drive
Lithia, FL 33547

United States

813-671-6223

Visit this company's websitc

kFacility : Distribution Center - Birmingham, AL

Fluorosilicic Acid
Trade Designation
Fluosilicic Acid
o HES
Hydrofluorosilicic Acid
WV Hydrofluosilicic Acid

A Facility : Riverview, FL

Fluosilicic Acid

Trade Designation
W Fluorosilicic Acid
¥ Fluosilicic Acid

Product Function
Fluoridation
Fhuoridation
Fluoridation
Fluoridation

Product Function
Fluoridation
Flugridation

Max Use
6mg/L
6my/L

6mg/1.

6tmg/L

Max Use C/?lf

6mg/L
6mg/L

hitp://www.nsf.org/Certified/PwsChemicals/Listings.asp?CompanyName=& TradeName=... 11/23/2011
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f Hydrofluorosilicic Acid
o Hydrofluosilicic Acid

Fluoridation
Fluoridation

1‘ Facility : Distribution Center - East St. Louis, IL

Fluerosilicic Acid
Trade Designation
o, Fluosilicic Acid

J HIS

I Hydrofluorosilicic Acid
Hydrofluosilicic Acid

x Facility : Uncle Sam, LA

Fluosilicie Acid
Trade Designation
J Hydrofluosilicic Acid, Commercial Grade

k Facility : Distribution Center - Baltimore, MD

Fluorosilicic Acid
Trade Designation
J Fluosilicic Acid
o 1rs
J Iydrofluoresilicic Acid
J Hydrofluosilicic Acid

* Facility : Distribution Center - Allston, MA

Fluorosilicie Acid
Trade Designation
¥ Fluositicic Acid
o uFs
o Hydrofluorosilicic Acid
of Hydrofluosilicic Acid

* Facility : Distribution Center - Elizabeth, NJ

Fluorosilicic Acid
Trade Designation

Product Function
Fluoridation !
Fluoridation
Fluoridation
Fluoridation

Product Function
Fluoridation

Product Function
Fluortdation
Fluoridation
Fluoridation
Fluoridation

Product Functjon
Fluoridation
Fluoridation
Fluoridation
Fluoridation

Product Funchion

Page 25 of 31

6mg/L

6mg/L

Max Use
6mg/L
6mg/L
6mg/L
6mg/L

Max Use
6 mg/L

Max Use
6mg/L
6mg/L
omg/L
6mg/L

Max Use

6mg/L
tmg/1L,

.6mg/L

6mg/L.

C25

Meax Use

http://www.nsf.org/Certified/PwsChemicals/Listings.asp?CompanyName=& TradeName=... 11/23/2011
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/ Fluosilicic Acid
o HFS

o Hydrofluorosilicic Acid
v Hydrofluosilicic Acid

* Facility : Distribution Center - Cinc

Fluorosilicic Acid
Trade Designation
¥, Fluosilicic Acid

 HFs

Hydrofluorosilicie Acid
l Hydrofluosilicic Acid

Fluoridation
Fluoridation
Fluoridation
Fluoridation

innati, OH

Product Function
Fluoridation
Fluoridation
Fluoridation
Fluoridation

* Facility : Distribution Center - Clevieland, OH

Fluorosilicic Acid

Trade Designation
v Fhuosilicic Acid
o HFS

nydroﬂuorosiIicic Acid
of Hydrofluosilicic Acid

Product Function
Fluoridation
Fluoridation
Fluoridation
Fluoridation

kﬁ‘acility : Distribution Center — Sagi?naw, TX

Fluorosiliete Acid

Trade Designation Product Function
¥ Fluosilicic Acid Fluoridation
HFS Fluoridation
of , Hydrofluorosilicic Actd Fluoridation
J Hydrofluosilicic Acid Fluoridation
Univar Canada Ltd.
9800 Van Horne Way

Richmond, BC V6X 1W5

Canada
604-273-1441

* Facility : Edmonton, Alberta, Canada

Page 26 of 31

omg/L
6mg/L
omg/L.
6mg/L

Max Use
6mg/L
omg/T.
6me/L
6mg/L

Max Use
6mg/L
omg/L
6mg/1.
tmg/l,

Max Use
6mg/L
6mg/L
6mg/L
6mg/L

CAb

http://www.nsf.org/Certifiled/PwsChemicals/Listings.asp?CompanyName=& 1 radeName=... 11/23/2011



NSF Certified Products - Public Water Supply Trcaiment Chemicals Page 27 of 31

Hydrofluosilicic Acid :

Trade Designation Product Function Max Use
¢ Tluorosilicic Acid Fluoridation 6mg/L
f Hydrofluosilicic Acid 25% Fluoridation 6mg/L

NOTE: 211 Tisted products from this facility are NSF Certified, whether or not Lhey
N5SF Mark.

* Facility : Vallcyficld, Québec, Canada

Hydrofluosilicic Acid
Trade Designation Product Function Max Use
o Hydrofluosilicic Acid 25% Fluoridation 6mg/L

Univar USA Inc.

17425 Northeast Union Hill Road
Redmond, WA 98052

United States

425-889-3400

4 Facility : Jacksonville, FL

Hydrofluosilicic Acid
Trade Designation Product Function Max Use
v Fluorosilicic Acid Fluoridation 6mg/L
“ Fluosilicic Acid Fluoridation 6mg/L
HFS Acid Flueridation 6mg/L
Wilydroflousilicic Acid Fluoridation 6mg/L

*Facility : Norcross, GA

Hydrofluosilicic Acid :
ér; ade Designation Product Function Max Use
ydrofluosilicic [luoridation 6 mg/L

NOTE: Only products bearing the "NSF 60" cesignation are Certified by NSF Internati

* Facility : St. Louis, MO C A7

http://www.nsl.org/Certified/PwsChemicals/Listings.asp?CompanyName=é& TradcName=... 11/23/2011
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Hydrofluosilicic Acid

Trade Designation Product Function Max Use
o Fluocilicic Acid Fluoridation 6mg/L
' HFS Fluoridation 6mg/l.
¥ Hydrofluosilicic Acid Fluoridation 6mg/L

NOTE: Only preducts bearing the "NST 60" designation are Certified by NSEF Internati

* Facility : Cincinnati, OH

Hydrofluosilicic Acid
Trade Designation Product Function Max Use
VH_FS Acid Fluoridation 5.9mg/L

NOTE: Only products bearing the "NSF 60" designation are Certified by NSEF Internati
*Faci]ity : Bunola, PA

Fluosilicic Acid
Trade Designation Product Function Max Use
V Hydrofluosilicic Acid Fluoridation 6mg/L

NOTE: Only products bearing the "NSF 60" designation are Certified by NSE Internatil
3 Facility : Middletown, PA

Fluosilicic Acid
Trade Designation Product Function Muax Use
v Hydroftuosilicic Acid Fluoridation 6mg/L

NOTE: Only producls bearing the "NSF 60" designation are Certified by NSF Internati

k Facility : Houston, TX

Hydrofluosilicic Acid
Trade Designation Product Function Max Use
V¥ Liydrofluosilic Acid Fluoridation 6 mg/L

CAH

NOTE: Only products bearing the "NSF 60" designation are Ccriified by NSF Tnternati

http://www.nsf.org/Certified/PwsChemicals/Listings.asp?CompanyName=& TradeName=... 11/23/2011
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o Facility : Suffolk, VA

Hydrofluosilicic Acid

1rade Designation Product Function Max Use
o Hydrolluosilicic Acid (23-25%) Fluoridation 6émg/L.
'Hydroﬂuosilicic Acid (37-42%) Fluoridation 3mg/L

NOTE: Only products bearing Lhe "NSF 60" designation are Certified by NE8F Internati

H Univar USA Inc. (formerly Basic

. Chemical Solutions)
525 Seaport Boulcvard
Redwood City, CA 94063
UImited States

 800-411-4BCS

i Visil this company's website

* Facility : Distribution Center - Redwood City, CA

Hydrofluosilicic Acid
Trade Designation Product Function Max Use
of Hydrofluosilicic Acid 23% Fluoridation 6mg/L

*Facility : Distribution Center - Grantsville, UT

Hydrofluoesilicic Acid
Trade Designation Product Function Max Use
¥"* Hydrofluosilicic Acid 23% Fluoridation 6mg/L

Vertex Chemical Corporation
11685 Manchester Road

St. Louis, MO 63131

United States

314-471-0500

¥ Facility : Dupo, IL

C 49

Fluorosilicic Acid

hitp://www.nsf.org/Certificd/PwsChemicals/Listings.asp?CompanyName=& TradeName=... 11/23/2011



NSF Certified Products - Public Water Supply ‘Ireatment Chemicals Page 30 of 31

Trade Designation Product Function Muax Use
¥ Fluosilicic Acid 23% - 25% Fluoridation 6mg/L
of Hydrofluosilicic Acid Fluoridation 6mg/L
¥ Hydrofluosilicic Acid 23% Fluoridation 6mg/L

NOTE: ALl Listed preducks from this facllity are NSF Certified, whether or nol they
NSE Mark.

Viking Chemical Co.
1827 18th Avenue

P.O. Box 1595

Rockford, IL 61110

United States

815-397-0500

* Facility : Rockford, IL

Fluosilicic Aeid
Trude Designation Product Function Muox Use
o Dluosilicic Acid Fluoridation 6 mg/L

[1] Manganese sullate i1s used in conmbination with potassium (or sodium) permanganat
produce hydrous manganese oxides (HMOs) which are used to adsorb positively cha
ions, such as radium.

Water Guard, Inc.
1903 Herring Avenue
| P.O. Box 2226

Wilson, NC 27893

United Statcs
252-237-5205

* Facility : Wilson, NC

Fluosilicic Acid
Trade Designation Product Function Max Use
o, Fluorosilicic Acid Fluoridation 6mg/L
HFS Acid Fluoridation 6mg/L
¥ Hydrolluosilicic Acid Fluoridation 6mg/L

http:/fwww.nsf.org/Certified/PwsChemicals/Listings.asp?CompanyName=& TradeName=... 11/23/2011
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- Webb Chemical Service

» Corporation

i 2708 Jarman Street
Muskegon Heights, MI 49444
United States
231-733-2181
Visit this company's website

* Facility : Muskegon Heights, MI

Hydrofluosilicic Acid
Trade Designation
v A
¥ Fluosilicic Acid
¥ Fluosilicic Acid, 23-40%
o HFS
v Hydrofluosilicie Acid

Product Funclion

Fluoridation
Fluoridation
Fluoridation
Fluoridation
Fluoridation

Number of matching Manufacturers is 53
Number of matching Products is 207
Processing time was 0 seconds
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+  Copyright © 2004 NSF International,
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Mox Use
6mg/T.
omg/L
omg/L

6mg/L
omg/L

http://www.nsf.org/Certified/PwsChemicals/Listings.asp?CompanyName=& TradeName=...

cFl

11/23/2011



WQA Goldseal Certified Products Pagc 1 of 24

Water Quality Association
11/23/2011

NSF/ANSI 60 International Standard for Drinking Water Additives

NSF/ANSI 60 Drinking Water Treatment Chemicals - Health Effects

This Standard establishes minimum health effects requirements for the chemicals, the chemical
contaminants, and the impurities that are directly added to drinking water from drinking water
treatment chemicals. This standard does not establish performance or taste and odor
reguirements for drinking water treatment chemicals.

Alpha Chemical Limited

40 Pettipas Drive

Dartmouth, NS (Canada) B3B 1K2
Phone: (802) 481-2532
http://www.alphachemical.ns.ca

Facility: Dartmouth Nova Scotia

Chemical: Aluminum Sulfate

Trade Designation Maximum Use (mg/L unless
otherwise indicated)

Aluminum Sulfate 400 mg/L

Chemical: Polyaluminum Chioride

Polyaluminum Chloride 250 mg/L

Chemical: Sodium Hydroxide

Sodium Hydroxide, 50% 100 mg/L

Chemical: Sodium Hypochlorite

Alpha 12.5% 80 mg/L

Sodium Hypochlorite 12.5% 80 mg/L

Agqua-Chem, Inc
104 Cunningham Road

Bellevue, NE 68005
Phone: (402) 292-0242 C 3(2

http://www.wqga.org/goldseal/6.html 11/23/2011
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Chemical: Sodium Hypochlorite .

Trade Designation Maximum Use (mg/L uniess
otherwise indicated)
Aquachlor 105 mg/L

Brenntag Northeast, Inc.

81 West Huller Lane

Reading, PA 19605

Phone: 610-926-4151

htto://www. brenntagnortheast.com/e

Chemical: Ferric Chloride

Trade Designation Maximum Use (mg/L unless
otherwise indicated)
Ferric Chloride 40% 250
Chemical: Hydrofluorosilicic Acid
' Fluorosilicic Acd 23% 6
W HFS23 6
nydrof[uorosilicic Acid 6
Chemical: Hydrogen Peroxide
Hydrogen Peroxide 50% 2.1
Chemical: Phosphoric Acid
Phesphoric Acid 85% 12
Chemical: Sodium Hydroxide
Sodium Hydroxide 50% 200
Chemical: Sodium Hypochlarite
Sodium Hypochlorite 10% 50

Brenntag Southeast Inc.
2000 East Pettigrew Street
P.0. Box 1491

Durham, NC 27703

Phone: (919) 596-0681

http://www.brenntagsoutheast.com
¥ Facility: Charlotte NC

Chemical: Aluminum Sulfate

Trade Designation Maximum Use (mg/L uniess
otherwise indicated)
Aluminum Sulfate Liquid 26.8% 1 2 150 mg/L
Chemical: Ammonium Hydroxide C 13

http://www.waa.org/goldsecal/6.htmi 11/23/2011
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Ammonium Hydroxide 15%
Ammoeonium Hydroxide 15%

Ammanium Hydroxide 26 deg.
Baume

Chemilcal: Ferric Chloride
Liquid Ferric Chloride
Chemical: Fluosillsic Acid

f Hydrofluosilicic Acid 23% 3 *
Chemical: Phosphoric Acid
Phosphoric Acid 36-85% °
Chemical: Sodium Hydroxide
Sedium Hydroxide 25%
Sodium Hydroxide 50% 3
Sodium Hydroxide Rayon 50% 3
Chemical: Sodium Hypochiorite
Sodium Hypochiorite Solution 15 3 ©
Chemical: Sodium Permanganate
Carusol 20 7

* Facility: Durham NC
Chemical: Aluminum Sulfate

Trade Designation

Aluminum Sulfate Liquid 26.8% 1 2
Chemical: Ammonium Hydroxide

Ammonium Hydroxide 15%
Ammoenium Hydroxide 19%

Armmaonium Hydroxide 26 deg.
Baume

Chemical: Ferric Chloride
Liquid Ferric Chloride
Chemical: Fluesilisic Acid
"Hydrofluosilicic Acid 23% 3 4
Chemical: Sodium Hydroxide
Sodium Hydroxide 25%
Sodium Hydroxide 509% 3
Sodium Hydroxide Rayon 50% 3

httn://www. waa.org/goldseal /6. himl

14 mg/L
10 mg/L
17 mg/L

250 mg/L

6 mg/L

13.8 mg/L

400 mg/l.
200 mg/L
200 mg/L

84 mg/L

176 mg/L

Maximum Use (mg/L unless
otherwise indicated)

150 mg/L

14 mg/L
10 mg/L
17 mag/L

250 mg/L

& mg/L

400 mg/L
200 mg/L

200 mg/L

Page 3 of 24

21
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Chemical: Sodium Hypochlorite
Sodium Hypochlorite Solution 15 2 ©
Chemical: Sodium Permanganate

Carusol 20 7

Chemical: Sulfuric Acid
Sulfuric Acid 66 Be °
Facility: Garden City GA

Chemical: Sodium Hydroxide

Trade Designation

Sodium Hydroxide 25%
Sodium Hydroxide 50% 3

Facility: Greensboro NC

Chemical; Aluminum Sulfate

Trade Designation

Aluminum Sulfate Liquid 26.8% 1 2
Chemical: Ammonium Hydroxide
Ammonium Hydroxide 15%
Ammonium Hydroxide 19%

Ammonium Hydroxide 26 deq.
Baume

Chemical: Blended Corrosion Inhibitor
AguaPure 3601 >
AquaPure 3627 °
AquaPure 3628 5
AquaPure 3637 >
AquaPure 3646 5
AquaPure 3655 °
AquaPure 3664 >
AquaPure 3672 5
AquaPure 3673 %
AquaPure 3682 >
AquaPure Qrtho 36 °
AquaPure SH-36 5
AquaPure ZOP 437 °

httne/oanw waa.ors/voldseal/6_html

Page 4 ol 24

B4 ma/L
176 mg/L

50 mg/L

Maximumm Use {(mg/L unless
otherwise indicated)

400 mg/L
200 mg/L

Maximum Use (mg/l. unless
otherwise indicated)

150 mg/L

14 mg/L
10 mg/L
17 mg/L

25 mo/L
25 mg/L
25 mg/L
25 mg/L
25 mg/L
25 mg/L
25 mg/L
25 ma/L
25 mg/L
25 mg/L
13.8 mg/L
25 mg/L
28 mg/L

c35

11/23/2011
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AquaPure ZOP 7878 °
AquaPure ZOP 80805 °
AquaPure ZOP 824 °
AquaPure 3610 °
AquaPure 3691 °
AquaPure ZOP 1237 °
AquaPure ZOP 721 °
AguaPure ZOP 737 °
Brennfloc ZOP 437
Chemical: Ferric Chloride
Liquid Ferric Chlaride
Chemical: Fluosilislc Acid

v Hydrofluosilicic Acid 23% 3 *

Chemical: Sodium Carbonate

Soda Ash Dense
Soda Ash Light

Chemical: Sodium Hydroxide
Sodium Hydroxide 25%

Sodium Hydroxide 50% 3

Sodium Hydroxide Rayon 50% 3
Chemical: Sodium Hypochlorite
Sodium Hypochlorite Solution 15 3 ©
Chemilcal: Sodium Permanganate
Carusol 20 7

Facility: Wilmington NC
Chemical: Sodium Hydroxide

Trade Designation

Sodium Hydroxide 50% 3

Page 5 of 24

16 mg/L
23 mg/L
16 mg/L
25 mg/L
25 mg/L
15 mg/L
25 mg/L
25 mg/L
27 mg/L

250 mg/L

6 ma/L

100 ma/L
100 mg/L

400 mg/L
200 mg/L

200 mg/L

84 mg/l.

176 mg/L

Maximum Use (mg/L unless
otherwise indicated)

200 mg/L

L The finished drinking water shall he monitored to ensure that levels of copper do not exceed 1.3 mg/L.

2: pased on evaluation of heslth effects data, the level of aluminum in the finished drinking water shall not exceed 2 mg/L.

¥ The residual levels of chlarine (hypochlorite ion and hypochlorous acid), chlorine dioxide, chlarate lon, chloramine and
disinfection by-products should be menitered in the finished drinking water to ensure compllance to all applicable regulations.

4 The maximum use level corresponds to a flucride ion concentration of 1,2 mg/L.

%! For use with potable water only.

8! The Certification of this praduct has been restricted to a maximum use level that is less than the 10 ppm "typical use level" of
chigrine specified for hypochlorite products under NSF/ANSI Standard 60, C jé

7 The finished drinking water should be monitored to ensure that levels of manganese do not exceed 0.05 mg/L.

http://www.wqa.org/goldseal/6.html

11/23/2011
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Aquaculture !

StormKlear LiquiFloc Classic
Strength 1

Chemical: Sodium Alginate

SeaKlear PRS Stage 2 1

L Use level should not exceed 1 ounce per 5,000 gallons.

3100 East Hennepin Avenue
Minneapolis, MN 55413
Phone: (612) 331-6910
htip://www.Hawkinsinc.com

Chemical: Pelyamines

Trade Designation

Aqua Hawk 4917A
Facility: #1 St. Paul MN
Chemical: Hydrochloric Acid

Trade Designation

Hydrochloric Acld

Hydrochloric Acid, 25%

Muriatic Acid, 25%

Chemical: Sodium Hydroxide
Liguid Caustic Soda

sk Facility: #2 St. Paul MN

Chemical: Aluminum Sulfate
Trade Designation
Alum

Aluminum Sulfate
Liguid Aluminum Sulfate

Chemical: Blended Corrosion Inhibitor

LPC-31

LPC-4

LPC-5

Chemical: Chlorine
Liquid Chlcrine
Liquid Chlorine

http://www.wqa.org/goldseal/6.html

Maximum Use (mg/L unless

otherwise indicated)
200 mg/L

Maximum Use (mg/L unless
otherwise indicated)

40 mg/L
56 mg/L
56 mg/L

100 mg/L

Maximum Use (mg/L unless

otherwise indicated)
150 ma/L
150 mg/L
150 mg/L

36 mg/L
33 mg/L
27 mg/L

30 ma/L
10 mag/L

Page 11 of 24
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Chemical: Ferric Chloride

Ferric Chloride Solution 250 md/L
Chemical: Hydrofluorosilicic Acid |
VHydroﬂuosilicic Acid 6 mg/L;
Chemical: Miscellaneous Corrosion Chemicals '
Aqua Hawk 307 7 ma/L
Chemical: Polymer Blends
Aqua Hawk 4007 158 mg/L
Chemical; Sodium Hydroxide
Caustic Soda 30% 166 mag/L
Caustic Soda 50% 100 mg/L
Chemical: Sodium Hypochlorite
Azone 105 mg/L
Azone-15 84 mg/L
Sodium Hypachlorite (10%) 105 mg/L
Sodium Hypochlerite (12.5%) 84 mg/L
Chemical: Sulfuric Acid
Sulfuric Acid 50 mg/L
Sulfuric Acid 40% 50 mg/L
Sulfuric Acid 66° 50 mag/L
Sulfuric Acid 93% 50 mg/L
Chemical: Zinc Orthophosphate
LPC-9 15 mg/L

Facility: #3 USA
Chemical: Tripolyphosphate

Trade Designation Maximum Use {mg/L unless
otherwise indicated)
Feed-Rite #5 12.9 mg/L

Facility: Billings MT

Chemical: Sodium Hypochlorite

Trade Designation Maximum Use (mg/L unless
atherwise indicated)
Azone-15 84 mg/L

& Facility: Black Hawk SD
Chemical: Hydrofiuorosilicic Acid

Trade Designation Maximum Use (mg/L unless 2
otherwise indicated) ( jﬁ

httn://www waa.org/goldseal/6.himl - 11/23/2011
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Wy drofluosilicic Acid

W

Chemical: Sodium Hypochlorite
Azone-15
Facility: Centralia IL

Chemical: Sodium Hypochlorite

Trade Designation

Azone-15
Facility: Columbia MO
Chemilcal: Sodium Hypochlorite

Trade Designation

Azone-15
Facility: Eldridge IA
Chemical: Sodium Hypochlorite

Trade Designation

Azone-15
Sodium Hypochlorite 10.0% 1
Sodium Hypochlorite 12.5% 1

Facility: Fargo ND

Chemical: Hydrofluorosilicic Acid

Trade Designation

V Hydrofluosilicic Acid

Chemical: Sodium Hypochlorite

Azone-15
Sodium Hypochlorite {12.5%)

* Facility: Fond du Lac WI

Chemicai: Hydrofluorosilicic Acid

Trade Designation

f'Hyd rofluosilicic Acid

Chemical; Sodium Hydroxide
Liquid Caustic Soda
Chemical: Sodium Hypochlorite

Sodium Hypochlorite 10.0% *

http://www.wqa,org/goldseal/6.himl

6 mg/L

84 mg/L

Maximum Use (mg/L uniess
otherwise indicated)

84 mg/L

Maximum Use (mg/L unless
otherwise indicated)

84 ma/L

Maximum Use {mg/L unless
otherwise indicated)

84 mg/L
105 mg/l.
84 ma/L

Maximum Use (mg/L unless
otherwise indicated)

6 mg/L

84 mg/L
84 mq/L

Maximum Use (mg/L unless
atherwise indicated)

6 ma/L
100 mg/L

105 mg/L

Page 13 of 24
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Sodium Hypochlorite 12.5% 1
Chemical: Sodium Silicate
Sodium Silicate

*Facility: Minneapolis MN
Chemical: Aluminum Sulfate

Trade Designation

Alum

Aluminum Sulfate

Liquid Aluminum Sulfate

Chemical: Ammonium Hydroxide

Armmonium Hydroxide (19%
Ammania)

Ammonium Hydroxide (25%
Ammonia)

Chemical: Ammonium Sulfate

Aqua Hawk 347

Chemical: Anhydrous Ammonia

Anhydrous Ammonia

Chemical: Aqua Ammonia

Aqua Ammonia

Chemical: Blended Coagulation Chemicals

Aqua Hawk 4017

Aqua Hawk 9957

Aqua Hawk 127

Aqua Hawk 447

Aqua Hawk 457

Chemical: Blended Corrosion Inhibitor
HWTG-Bleach and Alkali Conditioner
LPC-31

LPC-4

LPC-5

LPC-6

LPC-60

LPC-67

LPC-AM

Chemical: Dipotassium Orthophosphate
LPC-DP

http://www. wqa.org/goldscal/6.html

84 mg/L

42 mg/L

Maximum Use (mg/L unless
otherwise indicated)

150 mg/L
150 mg/L
150 ma/L

15 mg/L

11 mg/L

60 mg/L

5 mg/L

10 mg/L

163 mg/L
1 mg/L

415 mg/L
150 mg/L
150 mg/L.

27 myg/L
36 mg/L
33 mg/L
27 mg/L
36 mag/L
34 mg/L
31.7 mg/L
23 mg/L

30 mg/L

Page 14 of 24
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Chemical: Ferric Chioride
Aqua Hawk 1000

Agqua Hawk 1007

Aqua Hawk 1047

Ferric Chloride Sclution
Chemical: Hydrochloric Acid
"Hyd rochloric Acid

Hydrochioric Acid, 25%
Murlatic Acid, 25%

Chemical; Hydrofiuorosilicic Acid

V" Hydrofiuosilicic Acid

250 mg/L
250 mg/L
250 mg/L
250 mg/L

40 mg/L
56 mg/L
56 mg/L

6 mg/L

Chemical: Miscellaneous Corrosion Chemicals

Aqua Hawk 207

7 mg/L

Chemical: Miscellaneous Treatment Chemicals

TonkaZorb

Chemical: Phosphoric Acid
LPC-36

Chemical: Polyacrylamide

Aqua Hawk 117
Aqua Hawk 9937

Chemical: Polyaluminum Chloride
Aqua Hawk 607 2

Chemical: Polyamines

Aqua Hawk 6947

Chemicai: Polymer Blends
Aqua Hawk 107

Aqua Hawk 2757

Aqua Hawk 2787

Aqua Hawk 2887

Aqua Hawk 2987

Aqua Hawk 4007

Aqua Hawk 427

Aqua Hawk D2707

Chemical: Sodium Aluminate
Sodium Aluminate 38%

Sodium Aluminate 45 %

Chemical: Sodium Blsulfite

http://www.wga.org/goldseal/6.himl

3 mg/L
27 mg/L

160 mg/L
3.5 mg/L

250 mg/L

20 mg/L

80 mg/L

150 mg/L
125 mg/L
100 mg/L
40 mg/L

158 mg/L
256 mg/L
286 mg/L

40 mg/L
40 mg/L

Page 15 of 24
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Sodium Bisulfite 38%
Sodium Bisulfite 40%

Chemical: Sodium Hydroxide

Caustic Soda 30%
Liquid Caustic Soda

Chemical: Sodium Hypochlorite
Azone

Azone-15

Chemical: Sodium Permanganate
Sodium Permanganate 20%
Chemical: Sodium Silicate
Sodium Silicate

55 #5

Chemical: Sulfuric Acid

Sulfuric Acid
Sulfuric Acid 40%
Suifuric Acid 66°
Sulfuric Acid 93%

Chemical: Zinc Orthophosphate
LPC-9

Facility: Pectone IL
Chemical: Sodium Hypochlorite

Trade Designation

Azone-15

Sodium Hypochlorite 10.0% !
Sodium Hypochlorite 12.5% 1
Facility: Roca NE
Chemical: Sodium Hypochlorite

Trade Designation

Azone-15
Facility: Sioux Falls SD

Chemical: Aluminum Sulfate

Trade Desighation

Alum

http://www.wqa.org/goldseal/6. html

Page 16 of 24

46 myg/L
46 mg/L

166 mg/L
100 mag/L

105 mg/L
84 mg/L

176 mg/L

42 mg/L
42 mg/L

50 mg/L
50 mg/L
50 mg/L
50 mg/L

15 mg/L

Maximum Use (mg/L unless
atherwise indicated)

84 mg/L
105 mg/L
84 mg/L

Maximum Use (mg/L unless
otherwise indicated)

84 mg/L

Maximum Use (mg/L unless
otherwise indicated)

150 mg/L C 6//2

11/23/2011
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Aluminum Sulfate
Aluminum Sulfate (AL)
Liquid Aluminum Sulfate

Chemical: Blended Corrosion Inhibitor
LPC-31
LPC-4
LPC-5
Chemical: Hydrofluorosilicic Acid
/ Hydrofluosilicic Acid
Chemical: Pclymer Blends
Aqua Hawk 2757
Chemical: Sodium Hydroxlde

Liquid Caustic
Sodium Hydroxide 30%
Sodium Hydroxide 50%

Chemical: Sodium Hypochlorite

Azone-15
Sodium Hypochlarite {12.5%)

Facility: Slater 1A
Chemical; Hydrofluorosilicic Acid

Trade Designation

"l Hydrofluosilicic Acid
Chemical: Sodium Hydroxide
Caustic Soda 30%
Chemical: Sodium Hypochlorite
Azone-15

#¥ Facility: Superior WI
Chemical: Hydrofluorosilicic Acid

Trade Designation

«Hydrofluosilicic Acid
Chemical: Sodium Hydroxide
Caustic Soda 50%
Chemiical: Sodium Hypochlorite
Azone-15

* Facility: Washburn ND

http://www.wqa.org/goldseal/6.html

Page 17 of 24

150 mg/L
150 mg/L
150 mg/L

36 mg/L
33 mg/L
27 mg/L

&6 mg/L
150 mg/L

100 mg/L
166 myg/L
100 mg/L

84 mg/L
84 mg/l.

Maximum Use (mg/L unless
otherwise fndicated)

6 mg/L
166 mg/L
84 mag/L

Maximum Use (mg/L unless
otherwise indicated)

6 mg/L
100 mg/L
84 mg/L

C 17

11/23/2011
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Chemical: Hydrofiuorosilicic Acid

Trade Designation Maximum Use (mg/L unless
otherwise indicated)
¥ Hydrofluosilicic Acid 6 mg/L
Chemical: Sodium Hydroxide
Caustic Soda 50% 100 mag/L
Chemical: Sodium Hypochliorite
Azone-15 84 mg/L

L The residual levels of chlorine {hypochlorite ion and hypochlorous acid), chlorine dioxide, chlorate ion, chloramine and
disinfection by-products should be monitored in the finished drinking water fo ensure compliance o all applicable regulations.

2 Based on evaluation of health effects data, the level of aluminum in the finished drinking water shall not exceed 2 mg/L.

Hygienic Solutions B.V.

MGR.C Veermanlaan 58

1131 KY Volendam, THE NETHERLANDS
Phone: +31 299 323309
hitp://www.coolerclean.com

Chemical: Hydrogen Peroxide

Trade Designation Maximum Use (mg/L unless
otherwise indicated)

CoolerClean Rinse 25 mg/I.

CoolerClean Spray 25 mg/L

' Industrial Chemicals Inc
1125 Roberts Industrial Drive
Birmingham, AL 35216

| Phone: (205) 978-0450

L http://www.industrialchem.com

*Facility: Birmingham AL

Chemical: Aluminum Sulfate

Trade Designation Maximum Use (mg/L unless
otherwise indicated)
Aluminum Sulfate Solution 1 2 150 mg/L

‘Chemical: Ferric Chloride

Ferric Chloride Tech 37-42% 250 mg/L
Chemical: Ferric Sulfate

Ferric Sulfate Solution 50% 800 mg/L

Chemical: Hydrofluorosilicic Acid

A
( Hydrofluorosilicic Acid 3 6 ma/L ( y}

http://www.waa.org/goldseal/6.html _ 11/23/2011
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Chemical: Hydrogen Peroxlde
Hydrogen Peroxide 35% Solution ¢ >
Hydrogen Peroxide 50% © 3
Chemical: Phosphoric Acid

Phasphoric Acid 75%
Phosphoric Acid 81-85%

Chemical: Sodium Carbonate
Soda Ash Dense

Chemical: Sodium Hydroxide
Sodium Hydroxide 25% Solution
Sodium Hydroxide 50%
Chemical: Sodium Hypochlorite
Sodium Hypochlorite 12.5%
Chemical: Sulfuric Acid

Sulfuric Acid 93%

*Facility: Jjonesboro GA

Chemical: Aluminum Sulfate

Trade Designation

Aluminum Sulfate Solution * 2
Chemical: Ferric Chloride

Ferric Chloride Tech 37-42%
Chemical: Ferric Sulfate

Ferric Sulfate Solution 50%
Chemical: Hydrofluorasilicic Acid
’Hydrofluorosilicic Acid 3

Chemical: Hydrogen Peroxide
Hydrogen Peroxide 35% Solution % °
Hydrogen Peroxide 50% © °
Chemical: Phosphoric Acid

Phosphoric Acid 75%
Phosphoric Acid 81-85%

Chemical: Sodium Carbonate
Soda Ash Dense

i Chemical: Sodium Hydroxide
Sodium Hydroxide 25% Solution

http://www.waa.org/goldseal/6 . himl

3 mg/L
3 mg/L

12 mg/L
12 mg/L

100 mg/L

100 mg/L
100 ma/L

84 mg/L

50.0 mg/L

Maximum Use (mg/L uniess
otherwise indicated)

150 myg/L

250 mg/L

600 mg/L

6 mg/L

3 mg/L
3 mg/L

12 mg/L
12 ma/L

100 mg/L

100 mg/L

Page 19 of 24
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Rowell Chemical Corporation/Milport Enterprises

15 salt Creek Lane Suite 205
Hinsdale, IL 60521

Phone: {630) 920-8833

htto: //www.rowelichemical.com/

4 Facility: Milwaukee WI

Chemical: Ammonium Hydroxide

Trade Designation

Ammonia Solution

Chemical: Chlorine

Chlorine 1

Chemical: Fluorosilicic Acid
/Ftuorosilicic Acid

Chemical: Sodium Hydroxide

Caustic Soda 50%

Chemical: Sodium Hypochlorite

Sodium Hypochlorite 1
RFacility: Willow Springs IL

Chemical: Ammonium Hydroxide

Trade Designation

Ammeonia Solution

Chemical: Chlorine

Chlorine !

Chemical: Fluorosilicic Acid
(Fluorosilicic Acid

Chemical: Sodium Hydroxide

Caustic Soda 50%

Chemical: Sodium Hypochlorite

Sodium Hypachlorite 1

Maximum Use (mg/L unless
otherwise indicated)

14 mg/L

30 mag/L

6.0 mg/L

100 mg/L

84 mg/L

Maximum Use (mg/L unless
otherwise indicated)

14 mg/L

30 mg/L

6.0 mg/L

100 mg/L

84 mg/L

1: The residual levels of chlorine (hypochlorite ion and hypechlorous acid), chlorine dioxide, chlorate lon, chloramine and
disinfection by-products should be monitored in the finished drinking water to enstre compliance to all applicable regulations.

Southwestern Paint & Supply
3765 E. Avirton Hwy

Tucson, AZ 85713

Phone: 520-747-1573

http:/fwww.wqa.org/goldseal/6.html
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Peroxolyte All-Purpose 200 mg/L.

Disclaimer:

Listing in these directories does not constitute an endorsement, guarantee, or
warranty of any kind by Water Quality association or its members of any of the
products contained in them,

Every effort has been made to verify the acturacy of all listings in this
directory. The association can assume no tiability for errors or omissions.

Water Quality Asspciation: - Back
Wed, Nov 23, 2011

Copyright 2011 by the Water Quality Association - All rights reserved.
Water Quality Association

International Headquarters & Laboratory

4151 Naperville Road

Lisle, IL 60532-3696

USA

630 505 0160, Fax 530 505 $637

info@waga.org, www.wia.orq

Disclaimers

CH7

hitp://www.wqa.org/goldscal/6.html 11/23/2011
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. ONLINE GERTIFICATIONS DIRECTORY

FDPH.MH26173
Drinking Water Treatment Chemicals

Page Bottom
Drinking Water Treatment Chemicals
See General Information for Drinking Water Treatment Chemicals

BONDED CHEMICALS INC MH26173

20645 CHARTER 5T
COLUMBUS, OH 43228 USA

fplant at: Columbus, CH

ANSI/NSF STANDARD 50

Max Use
Lavel
Trade Dsyg Category {mg/L}

Ferric Chloride Solutfon (37%) Coagulation and Flocculation Products 400

Sadium | lydroxide Solution (50% Corrosion and Scale Control, Softening, Sequestering, Precipitation and pH | 200

Tach) adjustment

Hypochlorite Snlution 12-15% Disinfection and Oxidalion 80
f Fluorosilicic Acid Miscellaneous Treatment Application Products 6.0
Last Updated on 2009-02-18
Questipns? Print this page MNolice of Disclaimer Eaae Top

Copyri rwrlters Laborateries Inc.®

The appearance of a company's name or product in this database does not In itsell assure that products so identified have been manufactured
under UL's Follow-Up Service. Only those products bearing the UL Mark should be considered to be Listed and covered under UL's Follow-Up

Service, Always iook for Lhe Mark on the product.

UL permits the reproduction of the material contained in the Online Certification Directory subject to the following conditions: 1. Tha Guide
Information, Designs and/or Listings (files) must be presented in their entirety and in a non-misleading manner, without any manipulfation of the
data {or drawings). 2. The statement "Reprinted from the Online Certifications Directory with permission from Underwriters Laboratorios Inc.” must
appear adjacent to the extracted materfal. In addition, the reprinted materlal must include a copyright natice in the follawing format: "Copyright @

2011 Underwriters Laboratories Inc.@"

f pEd Rnnwieggs.

Ap independrat brganization working for a sefsr world with dntugiily, sregiaion

CHE

http://database.ul.com/cgi-bin/X Y V/template/LISEXT/1FRAME/showpage.htmi?name=... 11/23/2011
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FDPH.MH26042
Drinking Water Treatment Chemicals

Page Bottom

Drinking Water Treatment Chemicals

See General Information for Drinking Water Treatmant Chemicals

BRENNTAG CANADA INC MH256042
43 JUTLAND RD
TORONTO, ON MBZ 2G6 CANADA
ANSI/NSF STANDARD 60
Plant at; Caigary, Alberta. Canada
Max Use
Trade Dsg Cateqgaory Level (mg/L}
Phospheric Acid 75% Corrosion and Scale control 13.8
* Plant at: Concord, ON
Max Use
Trade Dsg Category tevel (mg/L)
Ferric Sullfate
Ferrlc Sulfate Coagulation and Flocculation 600
30% Sadium Hydroxide nH Adjustment 167
0% Sodium Bydroxide pH Adjustment 100
f Hydrofluosilicic Acid, 25% Miscellaneous Treatment Application Products 6.0

#Plant al: Cornwall, ON
Max Use
Trade Dsg Category Leval (mg/L)
Citric Acid
Watercara DFPOS Disinfection and Oxidation ] NfA
Farric Sulfate
Ferric Sulfate Coagulation and Flacculation 600
Poly Aluminum Chloride Coagulation and Flocculation 250
Aluminum Sulfate Coanulation and Flocculation Products 150
Sodium Sificate Coagulation and Flocculatfion Products 42
phospharic Acid 75% Corrasion and Scale cantral 13.8
Fhospharic Acid 85% Corrasion and scale cantrol 12
Citric Acid Disinfection and Oxidation N/A
30% Sodium Hydroxide pH Adjustment 167
50% Sodium Hydroxide pH Adjustment 100
Anhydrous Ammonia Disinfaction and Oxidation 5

http://database.ul.com/egi-bin/XY V/template/LISEXT/1 FRAME/showpage. html?name=...
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r

Agua Ammonia - 20,65 Degrees Baume Lisinfaction and Oxidatton 50
Agua Ammania - 26 Degraes Baume Disinfection and Oxidation 35
Sodium Hypochlorite 12% Disinfection and Oxidatinn 80
Sodlum Hypochlorite 15% Disinfectlon and Oxidation 66
Chlarine Disinfaction and Oxidation 30
Sodium Bisulfite 38% Corrosion and Scale control 18
25% Sodium Hydroxide nH Adjustment 200
Hydrofluesilicic Acid, 25% Miscellaneous Treatment Application Froducts 6.0
Sulphur Dioxide Miscellaneoys Treatment Application Products 10
Plant at: Langly, BC
Max Use
Trade Dsg Category Level {mg/L)
Citric Acid
Watercare DPOS Disinfection and Cxidation N/A
Aluminum Sulfate Coagulation and Flacculation Products 150
Phosphoric Acid 85% Corrosion ard Scale control 12
Cltric Acid Diginfaction and Oxldatlon NfA
30% Sodium Hydroxide pH Adjustment 167
5% Scdium Hydroxide pH Adjustment 100
Anhydrous Ammonia Disinfection and Oxidation 5
Agua Ammaonia - 26 Degrees Bauma Disinfection and Cxidation 35
Sodium Hypochlonle 12% sinfection and Oxldation 20
Sodium Hypochlorite 15% Disinfectian and Oxidation &6
Chlorine Disinfection and Oxidation 30
25% Sodium Hydroxide pH Adjustment 200
Plant at: Leduc, AB
Max Use
Trade Dsg Category Level (mg/L}
30% Sodiumn Hydroxide pH Adjustmant 167
50% Sodium Hydroxide ptl Adjustment 100
Sodium Bisulfite 38% Corrosion and Scale control 18
25% Sodium Hydroxide pH Adjustrment 200
Plant al: Toronto, ON
Max Use
Trade Dsg Category Level {(mg/L)
Ferric Sulfate
Ferric Sulfate Coagulation and Flocculation 600
30% Sodlum Hydroxide pH Adjustment 167
50% Sodium Hydroxide pH Adjustment 100
25% Sodium Hydraxide pH Adjustment 200 Cja

Plant at: Trols-Rlvieres,QC

[ I

http://database.ul.com/cgi-bin/X Y V/template/LISEXT/1FRAME/showpage.himl?name=...

11/23/2011



FDPH.MH26042 - Drinking Water Treatment Chemicals

Page 3 of 3

Max Use
Trade Dsg Category Level (mg/L)

Sodium Carbonate
Soda Ash pH Adjustment 100

r Hydroﬂubsilicic Acid, 25% ‘Miscellanaaus Treatment application Products 6.0

*Plant at: Winnipeg, MB
Max Use
Trade Dsg Category Level {mg/L)

Citric Acid
Watercare DPO5S Disinfection and Oxidation MfA
Polyaluminum Chloride
Watercare ARROIO Coagulation and Flacculation 293
Phosphoric Acfd 75% Corrosion and Scale control 13.8
Phospherlc Acid 859 Corrosion and Scale control i2
Citric Acid Disinfection and Oxidation NfA
30% Sodium Hydroxide pH Adjustment i67
50% Sodium Hydroxide pll Adjustment 100
Sodium Hypochlarite 13% Disinfectian and Oxidation 80
Sodium Hypochlorite 15% Disinfection and Oxidation 153
Chloring Disinfection and Oxidation 30
Sodlum Metablsulphite 38% Disinfection and Oxidation 47
25% Sodium Hydroxide pH Adjustment 200

w Hydrofluesilicic Acid, 25% Miscellaneous Treatment Application Products 5.0

Last Updated on 2011-08-24
Questions? Prink Lhis page Notice of Disclaimer Page Top
Copyriaht € 2011 Underwritars Laboratories Inc.®

The appearance of a company's names or product in this database does not in itself assure that products so identified have been manufactirred
under UL's Fallewe-Ln Service. Only those praducts Gearing the UL Mark should be considered Lo be Listerd and covered under UUs Follow-Up
Service. Always lock for the Mark on the product.

UL permits the reproduction of the material contained in the Online Certification Directory subject to the following conditions: 1. The Guide
Information, Designs and/or Listings (files) must be presented in their entirety and in & non-risleading manner, without any manipulation of the
data (or drawings). 2. The statement "Reprinted from the Online Certificatinns Directory with permission from Underwriters Labaratories Tnc,” must
appear adjacent to the extracted material. In addition, the reprinted material must include a copyright notice in the following format: "Copyright &

2011 Underwriters Laboratories Inc.@®"
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™ _OMNLINE CERTIFICATIONS DIRECTORY
FDPH.MH46303

Drinking Water Treatment Chemicals

Drinking Water Treatment Chemicals

See General Informatian for Drinking Waler Treatment Chemicals

DUMONT CO INC
381 5 CENTRAL AVE
OVIEDO, FL 32765 USA

* Plant ak: Plant 1 USA

ANSI/NSF STANDARD GO

MH4B6303

Max Use

Trade Dsg Category Lavel (mg/L)
Ammonium Sulfate
AS 1000 Disinfection and Oxidation 25
AS 4000 Disinfection and Oxidalion 60
Blended Phosphates
PT1025 Carrosion and Scale Control 37.0
PT1034 Corrosion and Scale Control 28.0
PT1224 Corroslon and Scale Control 33.0
PFT1233 Carrosion and Scale Cantrol 29.0
PT1524 Corrosion and Scale Control 3[.0
PT1532 Corrasion and Scale Control 29.0
12024 Corrosion and Scale Control 37.0
PT2032 Corroslon and Scale Controi 28.0
PT2523 Corrosion and Scale Control 38.0
PT2526 Corrosion and Scale Contral 32.0
FT3024 Corrosion and Scale Control 26.0
FT3030 Conrasion and Scale Control 40,0
PT3032 Corrasion and Scale Controf 27.0
PT3034 Carrosion and Scale Control 28.0
PT4030 Corrosian and Scale Control 4R.0
PT4036 Corrosion and Scale Control 32.0
PT5024 Carrasion and Scale Control 32.0
PTS5027 Corrosion and Scale Control 28.0
PT5(132 Corrosion and Scale Control 25.0
FT5036 Corroslon and Scale Control 2.0
FT&0320 Carrosion and Scale Control 53.7

CAR
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C 57

http://database.ul.com/egi-bin/XYV/template/LISEXT/1 FRAME/showpage.htm[?name=...

FT&038 Corrosion and Scale Contral 40.0
FT7035 Corrosfon and Scale Control 23.0
PT7036 Carrasion and Scale Control 35.0
PT7528 Corrosion and Scale Control 47.0
pPT7529 Corrasion and Scale Contral 2.0
PT7541 Corrosion and Scale Control 18.0
PTBO28 Corrosion and Scaie Control 25.0
PT8031 Corrosion and Scale Control 56.3
PT8037 Corrosion and Scale Cantrol 18.0
PTB525 Carrosion and Scale Cantrol 23.0
PT8529 Corrosion and Scale Control 18.0
PTS030 Caorrosion and Scale Control 22,0
PTS031 Corrosion and Scale Control 21.0
PTa040 Corrosion and Scale Control 17.0
PT9041 Corrosion and Scale Control i6.0
ory OrthoPhasphates
ars7s7c Corrosion and Scale Centrol 16.0
OTE565C Corrosfon and Scale Control 15.0
Dry Polyphosphate
pPT5757C Corrasion and Scale Control 17.4
PT7171C Corrosion and Scale Controf 14.0
PT7777C Coerrosion and Scale Control 12.9
PIB5E5C Corrosion and Scale Control 12.0
PTE989C Carrosion and Scale Control 10.7
Fluosilicic Acid

¢ [irs 2300 Fluoridation 5.2

l 1IF5 4000 Fluoridation 3
Miscellaneous Blended Phosphates
Q714147 Corrosion and Scale Control 55.0
0T2525 Corrasion and Scale Control 20.0
OT2727T Corrosion and Scale Control 30
OT3535 Corrosian and Scale Control 20.0
0T3737 Carrastaon and Scale Cantral 20.0
pPT1717 Corrosion and Scale Control 63.6
PT2727 Corrosion and Scale Cantrol 40.0
PT3029T7 Corrosion and Scale Control 30
PT3434 Corrosion and Scaie Control 32.4
PT3535 Corroslon and Scale Control 28.9
PFT3737 Corrosion and Scale Control 5.4
PT5033 Corrosfon and Scale Control 30.0
PT7030 Carrosion and Scale Cantrol 30
PE7032
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Page 1 of 5

FDPH.MH18026

Drinking Water Treatment Chemicals

Drinking Water Treatment Chemicals

See General Information for Drinking Water Treatment Chemicals

SUITE 1100
1819 MAIN 5T

Plant at:

Plant at:

* Plant; al:

C5Y

JACI JONES CHEMICALS INC MHIB0Z6
SARASCTA, FL 34236 USA
ANSI/NSF STANDARD 60
Barberton, OH
Max Use

Trade Osg Category Level {mg/L)
Sadium Hydroxzide 14-5% pH Adjustmert 700 -
Sodium Hydroxide 25-15% nH Adjustmert 200
Sodium Hydroxide 49-26% pH Adjustmert 100
Sodlum Hydroxlde S50% pH Adjustimert 100
Sunny Sol {r) 100 Disinfoction and Oxidation 108
Sunny Sol (r) 100 Plus Distnfectlon and Oxidation 100
Sunny Sol {ry 150 Disinfaction and Oxldation 80
Sunny Sal {rY Bleach Disinfection and Oxidation 120
Sunny Sol {r) Chiorine {A) Disintection and Cxidation 30
Beech Grove, IN

Max Use

Trade Dsg Category Level {mg/L)
Sodium Hydroxide 14-5% pH Adjustment 700
Sodium Hydroxide 25-15% pH Adjustment 200
Sodium Hydroxide 49-26% pH Adjustment 100
Sodium Hydroxide 50% pH Adjustment 100
sunny Sol {r) 100 Disinfectlon and Oxfdatlon 108
sunny Sol (r) 100 Plus Disinfection and Oxfdation 100
sunny Sol {r) 150 Disinfaction and Oxldation a0
Sunny Sal {r) Bleach Dlsinfectien and Oxidation 194
Caledonia, NY

Max Use
Trade Dsq Cateqory Level {mg/L)

Sodium Hydroxide 14-59¢ pH Adjustment 700

http://database.ul.com/cgi-bin/XY V/template/LISEXT/1FRAME/showpage.himl?name=...
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54

Sodium Hydroxlde 25-15% pH Adjustment 200
Sodium Hydroxide 49-26% pH Adjustment 100
Sadium Hydraxide 50% pH Adjustment 104
Sunny Sol {r} 100 Disinfection and Oxidation 108
Sunny Sol (ry 100 Plus Disinfection and Oxfdation 100
Sunny Sal {i) 150 Disinfection and Oxidation B0
Sunny Sol {r) Bleach Disinfectlon and Oxidatlan 190
f Hydrofluarosilic Acid Fluaridation 1.4
Sulfur Dioxide Misceilaneous Treatment Application Products 10
Plant at: Charlotte, NC
Max Use
Trade Dsg Category Level {(mg/L)
Sodium Hydroxide 14-5% pH Adjustment 700
Sodium Hydroxide 25-15% pH Adjnstment 200
Soditrm Hydroxide 49-26% pH Adjustment 100
Sodium Hydroxide 50% pH Adjustment 100
Sunny Sol (r} 100 Disinfection and Oxldation 108
Sunny Sol {r) 100 Plus Disfnfectlon and OxIdation 104
Sunny Sel {r) 150 Disinfection and Oxidation =20
Sunny Sol {r) Bleach Disinfection and Oxidation 190
Plant at: Jasksonville, FL
Max Use
Trade Dsg Category Level (mg/L)
Sodium Hydroxide 14-5% pH Adjustment 700
Sodium Hydroxide 25-15% pH Adjustment 200
Sodium Hydroxlde 49-26% pH Adjustment 100
Sodium Hydraxide 50% pH Adfustment 100
Sunny Saol (r) 100 Disinfaction and Oxidation 108
Sunny Sal {r} 100 Plus Disinfaction and Oxidation 100
Sunny Sol (r) 150 Disinfection and Oxidation 20
Sunny Sal {r} Bleach Disinfection and Oxidation 190
Piant at: Merrimack, NH
Max Use
Trade Dsg Cateqory Level (mg/L)
Sodium Hydroxide 14-5% pH Adjustrment 700
Sodium Hydroxicde 25-15% pH Adjustrmeant 200
Sodium Hydroxide 49-26% pH Adjustment 100
Sodium Hydroxide 50% pH Adjustment 100
Sunny Sol (r) 100 Disinfection and Cxidatfon 108
Sunny Sol {r) 100 Plus Disinfaction and Oxidation 100

http://database.ul.com/cgi-bin/X Y V/template/LISEXT/1FRAME/showpage htinl?name=...
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Max Use
Trade Dsg Category Level {(mg/L)
Sodiurm Hydroxide 14-5% pH Adjustmant 700
Sodium Hydroxide 25-15% pH Adjustment 200
sodium Hydroxide 49-26% pH Adjustment 100
Sodittm Hydroxide 50% pH Adjustment 100
Sunny Sol {r) 100 Disinfection and Oxidation 108
sunny Sol {r) 100 Plus Disinfection and Oxidation 100
Sunny Sol {r) 150 Tvisinfection and Oxidation 80
sunny 5ol {r) Bleach Diginfection and Oxidation 190
*Plant at: Warwlck, NY
Max Use
Trade Dsg Catagory Level (mg/L)
Sodium Hydroxide 14-5% pH Adjustment 700
Sodium Hydroxide 25-1504 pH Adjustment 200
Sodium Hydroxide 49-26% pH Adjustment 100
Sodium Hydroxide 50% nH Adjustment 100
Sunny Sol (r) 100 Disinfection and Oxidation 108
Sunny Sal {r} 100 Plus Disinfection and Ox|dation 100
Sunny Sol {r) 150 Disinfection and Oxidation 80
Sunny Seof {r) Bleach Disinfection and Oxidation 190
Sodium Bisulfite 25% Dechloringtor and Antfoxidanl 18
Sodium bisulfite 38-40% Dechlorinator and Antloxidant 18
’ Hydrofluarosilic Acid Fluoridation 1.2
’ Hydrofluarosilicic Miscellancous Treabment Application Products -
{A) - The finished drinking water should e maonitored fo ensure complience with ail applicalde regulations
{ry - Registerad Trademark
Lagt Undated on 2011-02-23
Questions? Print this page Motice of Disclairmer Page Top

Copyright © 2011 Underwriters Laboratories Inc.®@

The appearance of a company's name or product in this dalabase does net in itscll assure that products so identified have been manufactured
under UL's Follow-Up Service, Only those products bearing the UL Mark should be considered to be Listed and coverad under 1)1 's Fallow-Up
Service, Always look for the Mark on the product.

UL permits the reproduction of the material contained in the Online Certification Directory subject to the followlng conditions: 1. The Guida
Information, Daesigns and/for Listings (filas) must ke presented in their entirety and in a non-misieading manner, without any manipulation of the
data {or drawings). 2. The statement "Reprinted from the Cnline Cartifications Directory with permiscion fram Underwriters Laborataries Inc.” must
appear adjacent to the extracted material. In addition, the reprinted materlal must include a copyright notice in the following format: "Copyright @
2011 Underwriters Laboratories Inc.@"

a

http://database.ul.com/cgi-bin/X Y V/template/LISEXT/1FRAME/showpage.html?name=... 11/23/2011



FDPH.MH17829 - Drinking Water Treatment Chemicals ‘ Page 1 of 1

\ ONLINE GERTIFICATIONS DIRECTORY

FDPH.MH17829
Drinking Water Treatment Chemicals

Page_Bottom

Drinking Water Treatment Chemicals

Seeg General Information for D Water Treabment Chemicals

KC INDUSTRIES L L © MH17829
2420 OLD HWY G0

FO BOX 646

MULBERRY, FL 33860 USA

* Plant at: D01

ANSI/NSF STANDARD 60

Max Use
Trade Dsg Category Level {mg/L)
“ Hydrofluosilic Acid* Flueridation 6.0
' Sodium Silicefluoride* Fluaridation 2.0
* Plant at: Hunan, CHINA
Max Usa
Trada Dsg Category Level (mg/L)
V Sodium fluoride {a} Miscellanaous Treatment Application Products 2.3
{a) - This maximum use level corresponds to 8 maximum Fluortde concentration of 1.2 mofL
* - Tha maximum use level is equivalent ko a fluoride concentratian of 1.2 mgfl
Lasg Updated on 2011-09-00
Duestions? Print this page Motlce of Disclaimer Paqe Top

foh 2011 Underwriters Laboratories Inc.®

The appearance of a company’s name ar praduct in this database does nolin itself assure that products so identified have been manufacturad
under UL's Follow-Up Service. Only those products bearing the UL Mark should be consldered to be Listed and covered under UL's Follow-Up
Service. Always look for the Mark en the product.

UL permils the reproduction of the material containad in the Qnline Certification Directory subject to the following condltions: 1. The Gulde
Infarmation, Designs and/or Listings (files) must be presented in their entiraty and in 8 non-misleading manner, without any manipulation of the
data (or drawings). 2. The statement "Reprinted from the Online Certifications Directory with permission from Underwriters Laboratories Inc." must
appear adjacent to the extracted matenal. In addition, the reprinted material must include a copyright notice in the following format: "Copyright &
2011 Underwriters Laboratories Inc.®"

An diadepepdgat orgenizalion waorhiog ior oa saier wordd with Edlegrily, precision asg kanowisdge,
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FDPH.MH47618
Drinking Water Treatment Chemicals
Page Battom

Drinking Water Treatment Chemicals

See General Tnformation for Drinking Water Treatment Chamicals

KEY CBEMICAL INC MH47618
9503 DOVEWQOD PL
WaAXHAW, NC 28173 USA

* Plant at; Bakersvlile, NC

ANSI/NSF STANDARD 50

. Max Use
Trade Dsq Category Level {mg/L)
r Hydroftuosilicic Acid 20-25% {Fluosilicic Acid) Fluoridation 6.0
* Plant at: Spruce Pine, NC
Max Use
Trade Dsg Category Level {mg/fL}

r -Hydmﬂun.-:ilirir Arid 20-25% (Flunsilicic Acid) Flunridatinn A0

| ast Updated on 2010-02-01

fhaestions? Print this prage Nofice of Disclaimer Pane Top

Copyright ® 2011 Underwriters Laboratories Inc. &

The appeoarante of & company's name or product in this database does not In itself assure that products so Identified have been manufactured
under 1IL's Follow-Up Service. Only those praducks bearing the UL Mark should be considered to be Listed and caovered under I 's Follow-Up
Servige. Always look for the Mark on the product.

UL parmits the reproduction of the material contained in the Online Certification Directory subjeck to the faflowing canditions: 1. {he Guide
Information, Designs and/or Listings {files) must be presented In their entirety and in a2 non-misleading manner, without any manipulation of the
data (or drawings). 2. The statement "Reprinted from the Online Certifications Directory with permission from Underwriters Laboratories Inc." must
appear adjacent tn the extracted material. Th addition, the reprinted material must include a copyright notice in the following format; “"Copyright &
2011 Underwriters Laboratories Inc.®"

A dndapendsnt argapizalion sorking for o weler woodd wilh iplegriiy, precigion asd Xnowlesgs.
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FDPH.MH45496

Drinking Water Treatment Chemicals

DPrinking Water Treatment Chemicals

Sra General Information for Dri

LC BLENDING INC
3301 CARBIDE DR
SULPHUR, LA 70665 USA

* Plant at: 1ISA #1

hitp://database.ul.com/cgi-bin/X Y V/template/LISEXT/1FRAME/showpage.himl Pname—...

Treatment Chemicals

ANSL/NSF STANDARD 60

MH45496

Max Use
Trade Dsg Category Level (mg/L)
Ammonium Hydroxide
Ammonium Hydroxide - 29% Disinfection and Owidation I 14
Ammonium Sulfate
40% Ammonium Sulfste Solution Disinfection and QOxidation 62.5
30% Ammonium Sulfste Solutlon pH Adjusiment 62.5
Sodium Hydroxide
AquaPro - C25 pH Adjustment a0
AquaPro - Ch0 fH Adjustrment 100
LCB 2000 pH Adjustment 200
LCH 4000 pH Adjustment 100
Sodium Hypochlorite
AquaPro - B10 Disinfection and Oxidation 100
AgquaPre - B12 Disinfection and Oxidation 20
LCB 1017 Corrosion and scale control 20.0
LCE 1020 Corrasion and scale control 20
LCR 1111AM Corrosion and scale control 91.5
LCB 1117 Corrasion and scale controd 18.2
LCB 1120 Corrosion and scale control 19.4
LCB 1136 Corroslon and scale control 35.0
LCRB 1141 Corrasion and scale control i8.0
LCB 1155 Carrpsion and scale control 18.2
LCB 1200 Corrpsion and scale contral 15.0
1LCB 1213 Corroslon and scale control 16.7
LCB 1224 Carrosion and scale control 32.0
LCB 1230 Corroslon and scale control 52.7 [-5/9
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Corrosion and scale control 18.0
20 265 Corrosion and scafe control 15.0
7P 184 Corroslon and scale contral 35
ZP 184A Carroslon and scale control 32.0
Z5-120 Corrosion and scale control 16
Z%-355D Corrasion and scale control 5
Sulfuric Acid PH Adjustment 50
LCR 2100 Disinfection and Oxidation 100
1.CB 2200 Diginfaction and Cxidation 80
LCE 7878A Corrosion and scale contral 126
Aquapro 55100 Dechlorinatlon/antiox|dant 22
Aruapro 55330 Dechlorination/antioxidant 66
Aquanro C5-25 Misceflanzous Treatment Application Products 4
f Hydrofluasilicic Acid 23% Miscellanenus Treatment Application Products 3
' Hydrofluosilicic Acid 40% Miscellaneous Treatment Application Products 3
-
Max tsa
Trade Dsg Category Leval {mg/L}
My Amnmaonium Sulfate Disinfection and Oxidation 25
Last_Updated on 2011-11-01
Questiong? Print this page Notlce of Disclaimer Pane Topn

fght € 2011 Underwriters Labaratories Inc.®

The appearance of a company's name ar product in this database does no: In itself assurc that products so identified have been manufactured
under UL's Folliow-Up Service. Only those products bearing the UL Mark should be considered to be Listed and covered under UL's Follow-Up
Service. Always look for the Mark on the product.

UL permnits the reproduction of the material contained in the Online Certification Direclory subject to the following conditions: 1. The Guide
Information, Designs and/or Listings (files) must be presented in their entirety and m a non-misleading manner, without any manipulation of the
data {or drawings}. 2. The statement "Reprinted from the Online Certifications Directory with permission from Underwriters |_aboratories Inc." must
appear adjacent to the extracted matertal. In addition, the reprinted material must inchrde a capyright notice in the following format: "Copyright
2011 Underwriters Laboratorics Inc.@"

An o dndetendent organicg

P owarking far

a sdtas wiin

wiasld

idtasrity,

http://database.ul.com/cgi-bin/XYV/itemplate/ ISEXT/ITRAME/showpagc.htmi?name=...

arecizion and Knswiadyge.

L 60

11/23/2011



FDPH.MH10116 - Drinking Water Treatment Chemicals Page 1 of 1

;; QNLINE CERTIFICATIONS DIRECTORY

FDPH.MH10116
Drinking Water Treatment Chemicals
Page Botiom

Drinking Water Treatment Chemicals

See General Information for Drinking Water Treatment C |
MAIN POOL & CHEMICAL CO INC MHIDL1E

114 COMMERCE RD
DUPONT, PA 18641 LISA

* Plant at: Avoca, PA

ANSI/NSF STANDARD 60

Max Use
Level
Trade Dsg Category (mg/L)
Aluminum Sulfate Coagulation and Flocculation Products 156
Polyaluminum Chloride Coaguiation and Flocculatlon Products 250
45% Potassium Corrosion and Scale Control, Softening, Sequestering, Precipitation and pH 100
Hydroxide adjustment
Sodium Hydroxide (25%) | Cormsion and Scale Control, Softening, Sequestering, Precipitation and pH 200
adjustment
Sodium Hydroxide (50%) | Corrosion and Scale Control, SoRening, Sequestering, Precipitation and pH 100
adjustment
Sadium Hypaochlorite Disinfection and Oxidation ao
W™ | sodium Fluaride Miscellaneous Treatment Application Products 2.3

Last Updated on 2008-02-04

Questions? Print this page Notice of Disclaimer Pana Top

laht © 2011 Underwriters Laboratories Inc.®

The appearance of a company's name or product in Lhis database does not in ikself assure that products S0 identified have been manufactured
under UL's Follow-Up Service, Only those products bearing the UL Mark shatd be consldered to be Listed and covered under UL's Foliow-Up
Service. Always Inok for the Mark on the product.

UL permits the reproduction of the malerial contained in the Online Certificarion Directory subject to the following conditions: 1. The Guide
Information, Designs and/or Listings (files) must be presentad in thelr antirety and in g non-misieading manner, witkoul any manipufation af the
data {or drawings). 2. The statement "Reprinted from the Online Cerlifications Directory with permission fram Underwriters Laboratories Inc.” must

appear adjacent to the uxtracted material. In addition, the reprinted marerial must include a copyright notice in the following format: "Copyright ©
2011 Underwriters Laharatories Inc. "
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FDPH.MH17874
Drinking Water Treatment Chemicals

Pane Bottom

Drinking Water Treatment Chemicals

See Gepneral Infurmalion_for Drinking Water Treat icals

MOMENTIVE PERFORMANCE MATERIALS QUARTZ INC MH1i7874
4901 CAMPBELL RD

WILLOUGHEY, OH 44091 USA

ANSI/NSF STANDARD 60

* Planl, at: Wilioughby, OH

Max Use
Trade Dsg Category Level (mg/L)
v' Hydrofluorosiliclc Acid Fluoridation 8.2
Last Updated on 2005-05-03
uestions? Print this page Notice of Disclaimer Page Top

Copyriyht ® 2011 Underwriters | aborataries Inc.®

Yhe appearance of a company's name or product in this database does naot in itself assure that products so identified have been manufactured
under UL's Follow-Up Service, Only those products bearing the UL Mark stould be considered to be Usled and cavered under LIL's Follow-Up
Service. Always look for the Mark on the product.

UL permits the reproduction of the material contained In the Online Certification Direclory subject ta the following conditions: 1. Tha Gulde
Information, Designs and/or Listings (flles) must be presented in their entirety and in a non-misleading manner, without any maniputation of the
data {or drawlings). 2. The statement "Reprinted from the Online Certifications Directory with permission from Underwriters Laboratories Inc.” must
appear adjacent to the extracted material. In addition, the reprinted material must include a copyright notice in the foliowing format: "Copyright ®
2011 Underwriters Laboratories Ing,®"

An o ghdepdadent drgaaization warking foroa sales wacld with istagrity, Sxeorsion and knowiedga,
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FDPH.MH26736
Drinking Water Treatment Chemicals

See General In
PRAYON S A

RUE JOSEPH WAUTERS 144
4130 ENGIS, BELGIUM

’ Plant at: Prayon N.V.

Drinking Water Treatment Chemicals

r Drinking Water Treatment Chemicals

ANSI/NSF STANDARD 60

MH26736

Max Use
Trade Dsg Category Level (mg/L)
Phosphoric Acid LS-75+ Liquid Corrasion and Scale cantrol 18.3
Phasphoric Acid L5-85+ Liguld Corrosion and Scale caniral i3.8
Phosphoric Acid P5-75 Liquid Corrosion and Scale contral 13.8
Phosphoric Acid P5-85 Liquid Corrosion and Scale control 13.8
J Sodium Fluarida* Fluoridation 2.5
J Sodium Fluosilicata™ Flugridation 2.0
* - The maximum use level is equivalent ko & fluoride concentration of 1.2 mg/fk
Last upd nn 2010-01-07
Questions? Brint this page Motice of Disclaimer Pane Top

Copyriaht @ 2011 Underwriters taboratories Inc.@

The appearance of a company's name or product in this database does not in Itself assure that praducts sa identified have been manufactured
under UL's Follow-Up Service. Only those products bearing the UL Mark should be consldered to be Listed and covered under UL's Follow-Up

Service. Always look for the Mark on the product.

UL permits the reproduction of the materfal contained in the Online Certificabion Directory subject to the fallewing conditions: 1. The Guide
Information, Designs and/or Listings (files) must he presented in their entirety 8nd in a non-misleading manner, without any manipulation of the
data (or drawings). 2. The statemient "Reprinted from the Online Certifications Directory with permission from Underwriters Lahorataries Tnc,” must
appear adjacent to the extracted material. In addition, the reprinted material must include a copyright notice in the following format: "Copyright @

2011 Underwriters Laborstories Inc.®"

A oargepnader ] arganizai:en warkicyg for

& safar woirld with intogrily,

GrrLision

and Bnnwisdgs.

3
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1, \ ONLINE CERTIFICATIONS DIRECTORY

FDPH.MH18629
Drinking Water Treatment Chemicals
Fage Botiom
Drinking Water Treatment Chemicals
See Genaral Information for Drinking Water Treatment Chemicals
PVS-NOLWOOD CHEMICALS INC MH18629
16900 HARPER AVE
PO BOX 135800
DETROIT, MI 48213 USA
ANSI/NSF STANDARD &0
* Plant at: Distribution Center - Detroit, MI
Max Use
Trade Dsg Category Leval {mg/L)
( Hdroflugrosiliclc Acld {HFS) Miscellaneous Treatment Application Products [
Last Updated on 2005-05-04
Ouestiong? Pring this page Motice of Disclaimer Fage Top

Copyright & 2011 lnderwriters | aboratores Inc. &

The appearance of & company's name or product In this database does not in Itself assure that products so identified have been manufactured

under UL's Follow-Up Service. Only those products bearing the UL Mark should be considered to be Listed and eoverad under UL's Follow-Up
Service. Always look for the Mark on the product.

UL permits the reproduction of the material contained in the Online Certification Directory subject re the following conditions: 1. The Guide
Information, Designs andfor Listings {files) must be presented in their entirety and In a8 non-misleading manner, withoul any manipulation of the
data (or drawings). 2. The staterment "Reprinted from the Online Certifications Directory with permission fram Underwriters Laboratories Inc.” must

appear adjacent to the extracted material, In addiltion, the reprinted material must include a copyright notice in the following format: "Copyright ©
2011 Underwriters 1 aboratories Inc.@®"

A oipdapendeat organizalinn wooking roar oa gafar world with integrity, preciaion ard knowindga.
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Page Bottam

ECTORY

Page 1 of 1

FDPH.MH28896
Drinking Water Treatment Chemicals

Drinking Water Treatment Chemicals

See General Information for Drinking Water Treatmeant Chernicals

ROOM 602 4

PUDONG ZONE

Duestjong?

SHANGHAI MINTCHEM DEVELOPMENT CO LTD MH28396
89 NONG MUDAN RD
200000 SHANGHAL CHINA
ANSL/NSF STANDARD 6D
t Plant al: Zhuzhou City, China
Max lse
Trade Dsg Category Leval {(mg/L)
v Sodium Flueride Miscellaneous Treatrment Application Products 2.6
( Sadium Flusrosllicate Miscellaneous Treatment Application Products 2.0
Last Updated on 2007-03-12
Frint this page MNetive of Disclaimer

igh

Bage Top

2011 Underwriters | aborataries Ine. @&

The appearance of a company's namea or product in this database does not In itself assure that products so identifiad have hean manufactured
under UL's Fallow-Up Servica. Only those products bearing the UL Mark should be considerad to he Listed and covered under UL's Follow-Up
Service. Always ook for the Mark on the product,

UL permits the reproduction of the material contained in the Online Certification Directory subject to the Following conditions: 1. The Guide
Infarmation, Designs andfor Listings {flles) must be presented in their entirely and in a non-misleading mannar, witheut any manipulation of the
data (or drawings). 2. The statement "Reprinted from the Qnline Certifications Directory with permission from Underwrilers Laboratories Tnc." musk
appear adjacent to the extracted material, In addition, the reprinted material must include a copyright notice in the following format: "Copyright ®
2011 Underwrlters Laboratories Inc. ®"

A oindepesdsnl Argaarzatrn warkery forow o saize warld owith intaptety, pegsision anrd Rpewiodge.
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FDPH.MH17003
Drinking Water Treatment Chemicals
Fage Bottorm
Drinking Water Treatment Chemicals
See General Tnformation for Drinking Water Trestment Chemicals
THATCHER CO MH17003
F 1905 FORTUNE RD
PO BOX 27407
. SALT LAKE CITY, UT 84127 SA
ANSI/NSF STANDARD 60
Plant at: Buckeye, AZ
Max Use
Trade Dsg Category Level (mg/L)

T-Floc 1410 Coagulation and Floccutation a0
T-Floc 1417 Coagulation and Flocculation 100
T-Floc 1419 Coagulation and Flocculation a0
T-Floc 1420 Coagulation and Flncculation 25
Alurinum Sulfate Flucuuletion 150
TI-2903 Corrpsion and Scale Control 27.5
TI-2904 Corroslon and Scale Controf 33
TI- 2906 Corroslon and Scale Controi 9
TI-2907 Corrosion and Scale Control 15.5
TI-2908 Corrosion and Scale Contral 27.5
TI-3021 Corrosion and Scale Cantrol 28
Citric Acid Solution {1) Membrane Cleaner NfA
Citric Ackd Solution pH Adjustment 250
Sodium Hydroxlde 18% pH Adjustment 278
Sadium Hydroxide 20% pH Adjustment 250
Sodium Hydroxide 25% PH Adjustment 200
Sodium Hydroxide 30% pH Adjustment 167
Sodium Hydroxide 33% pPH Adjustment 152
Sodivrm Hydroxide 50% pkl AdfLstmeant 100
Sulfurlc Acid 20 - 39% pH Adjustment 120
Subfuric Acid 40 - 59% pH Adjustment B4
Sulfuric Acid 60 - 79% pH Adjustment 63
Sulfuric Acid 80 - 93% pH Adjustment 50
Sulfuric Acid, 93% pH Adjustment 50
Sodium Chloribe, 18.75% Disinfection and Oxidation 373

(66
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Page 2 of 5

Sodium Chlorite, 25% Disinfection and Oxidation 28
Sodium Chiarite, 30% Disinfection and Oxidation 23.3
Sadium Chlorite, 31% Disinfection and Oxidation 225
Sodiurm Chlorite, 31.25% Disinfeclion and Dxidation 224
Sodlum Chlorite, 37% Disinfection and Qxidalion 18.9
Sodium Chlorite, 7.5% Disinfection and Oxidatlon a3.3

Plant at: CielLand, Florida

Max Use
Trade Dsg Category Level {(mg /i)
T1-3031
TI-3031 Corrosion and Scale Control 7.8
Compliance GT Coagulation and Flocculation 43
Farric Sulfate, 10 - 13% Iron Coagulation and Flocculation 500
Sadium Aluminate Coagulation and Flocculation 43
Aluminum Sulfate Flocoulation 150
Citric Acid Salution (1) Membrane Cleanear N/ A
Citric Acid Solution pH Adjustment 250
Ammaonium Sulfate, 40% Disinfection and Oxidation 62.5
*Planl at: Henderson, NV
Max Use
Trade Dsg Category Leval (mg/L)

Alumfnum Suifate Flacculation 150
Zlnc Crthophosphate Corrosion and Scale Contral 20
Citric Acid Solution {1} Membrane Cleaner NfA
Citric Acid Salution pH Adjustment 250
Sodium Hypochlarite Disinfectlon and Oxdation 80

W | Hydrofiuosilic Acid Flucridation 6.0

PFlant at; Missoula, MT
Max Use
Trade Dsg Category Leval {(mg/L}
Aluminum Sulfate Flocculation 150
TI-3021 Corrosion and Scale Control 28
*Plant at: Salt Lake City, UT
Max Use
Trade Dsg Category Level {mg/L}

T-Floc 1410 Coagulation and Flocculation 50
T-Floc 141/ Coagutation and Flocculation 100
T-Floc 1419 Coagulation and Flocculation 50
T-Floc 1420 Coagularion and Flocculation 25
T-FLOC 2202 Coagulation and Flocculation 650

httn://databasc.ul.com/cgi-bin/X Y V/template/LISEXT/IFR AME/showpage.html ?namec=...
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Cormasion and Scale Control 16
TI-3021 Corrosion and Scale Contral 28
Zinc Orthophosphate Corrosion and Scale Control 20
Citric Acld Solution (1) Membrane Cleaner MNiA
Citric Acid Solution pH Adjustment 250
Soda ash nH Adjustment 100
Sodium Hydroxide 18% pH Adjustment 278
Sodium Hydroxide 20% pH Adjustment 250
Sodium {lydroxide 25% pH Adjustment 200
Sedium Hydroxide 30% pH Adjustment 167
Sodium Hydroxide 33% pH Adjustment 152
Sodum Hydroxide 50% pH Adjustrent 100
Anhydrous Ammonia Distnfection and Oxidation 5
Agua Ammonia 25% Disinfection and Oxidation 40
Agua Ammonia 29% Disinfection and OxIdation 35
Chlotine Disinfaction and Oxidatian 30
Sodium Hypaochlorite Disinfection and (xidation B0
Sodium Bisuifike Chlorine Removal, Misc. 18
f Hydrofluosilic Acig Fluaridation 6.0

* Plant at; Willamson, NY

Max Use
Trada Dsg Category Level {mg/L)
Compliance GT Coagulation and Flocculatian 43
Sodium Aluminate Coagulation and Flocculation 43
Aluminum Sulfate Flocculation 150
Zinc Orthophesphate Carrosion and Scale Control 16.5
Citric Acid Soluticn {1} Memhrane Cleaner N/A
Citric Acid Selution pH Adjustrent 250
’ Hydrofluosilic Acid Fluoridation 6.0

(1) - These products are desianed to be used off-line and flushed out prior to using the system for drinking water, following the manufacturer's use
instructinns. The pH or other water chemistry of the influent and effluent water should be monitored to ensure that all traces of the product have
been removed before placing into service.

Questions? Print this page Natice of Disclaimer Pane Top
Copyr| 11 Underwriters Laboratories Inc.®

The appearance of a company's name or product in this database does not in itself assure that praducts so identified have been manufacturad
under UL's Follow-Up Service. Only thosc products bearing the UL Mark stould be considerad to be Listed and covered under UL's Fallow-Up
Service. Always look for the Mark on the praduct. C é 8

UL permits the reproduction of the material contained in the Online Certifization Direckory subject to the following conditions: 1. The Guidsa
Information, Designs andfor Listings (filas) must be presented in their entirety and in a non-misleading manner, without any manipulation of the
data {or drawings). 2. The statement "Reprintad from the Online Certifications Directary with permission from Underwriters Laboratories Inc.” must
appear adjacent to the extracted material, In addition, the reprinted material must include a copyright notice in the following fermat: "Copyright ©
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FDPH.MH25246
Drinking Water Treatment Chemicals

Page Bottom
Drinking Water Treatment Chemicals
e General Information for Drinking Water Treatmeant jcals
UNIMIN CORP MH25246
CRYSTAl PLANT
136 CRYSTAL DR
SPRUCE PINE, NC 28777 USA
ANSI/NSF STANDARD 60
*Plant at: Bakersville, NC
Max Use
Trade Dsg Category Level {(mg/L)
V’ Hy drofluosilicic Acid 20-25% (Fluosilicle Acid) Fluaridation 6.0
*Plant at: Spruce Pine, NC
Max Use
Trade Dsg Category Level {(mg/L)
W | Hyarofuosiicic Acid 20-25% (Fluosilicic Acid) Fluoridation 8.0
Last Updated on 2005-05-04
Questions? Erint this page Notice of Disclaimer Eage Top
Copyright & 2011 Underwriters Laboratories Inc,®

The appearance of a company's name or product in this database does nat in itself assure that products so identified have been mannfactured .
under UL's Follow-Up Service. Only Lthose products bearing the UL Mark should be considered to be Listed and covered bnder UL'S Follow-Up

Service. Always look for the Mark an the product.

UL permits the reproduction of the material contained in the Online Certification Directory subject to the following conditions: 1. The Guide
Information, Designs and/or Liskings (files) must be presented In thelr entirety and in a non-misleading ranner, without any manlpulation of the
data {or drawings). 2. The statement "Reprinted from the Online Certifications Directory with permission from Undenwriters Laboratories Inc.” must
appear adjacent to the extracted material. In addition, the reprinted material must inciude a copyright notice in the following format: "Copyright @

2011 Underwriters Laboratories Inc,®"

An osngapandesl organization working for s osafer wasll wath antegtely, giesinion ard Rnowiodgae,

oy
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DIRECTORY

FDPH.MH17854
Drinking Water Treatment Chemicals

Page Boltom

Drinking Water Treatment Chemicals

See General Information for Drinking Water Treatment Chemicals

WAUSAU CHEMICAL CORP MH1 /854
2001 N RTVER DR
WALSAL, WT 54403 USA
ANSI/NSF STANDARD 50
Plant at: Wausau, WI
Max Use
Trade Dsg Category Level {mg/L)
Clar+Ion 700 Activator Coagulation and Flocculation 10
v 23% Hydrofluositicic Acid Fluoridation 0.6
50% Liguid Caustic Soda pH Adjuskment 100
1 lypo-Chiar Disinfectlon and Oxidation a0
Last Updated on 2011-02-11
Questions? Printthis page Notice of Disclaimer Pagg Top

Copyright & 2011 Underwriters Laboratories Inc.®

The appearance of a company's name or product In this database does not in itself assure that products so identifled have been manufactured
under UL's Follow-Up Sorvice. Only those producks bearing Lhe UL Mark should be considered Lo be Listed and covered under UL's Follow-Up

Service. Always look for tha Mark on the product,

UL permits the reproduction of the material contained in the Gnline Certificalion Direckory subject to the Follawing conditions: 1. The (uide
Informatlon, Designs andfor Listings (files} must be presented In their entirety and in a non-misleading manner, without any manipulation of the
data (or drawings). 2. The statement "Reprinted from the Online Certifications Directory with permission from Undarwriters Laborataries Inc.” must
appear adjacent to the extracted material. In addition, the reprinted materal must Include a copyright notfce in the following format: "Copyright @

2011 Underwriters Laboratories Inc.®"

Ar independent organizatian woerking for A saler worid with iavegrily, prectataon and knowladyges.
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Drinking Water Treatment Chemicals

Drinking Water Treatment Chemicals

See General Infarmation for Drinking Water Treatment Chemicals
ZHUZHDU MINGSHENG ZINC CHEMICAL CO LTD Mil47183

TAOSHUI YOU COUNTRY
ZHUAHOU, HUNAN 412303 CHINA

* Plant at: Hunan, CHINA

ANSI/NSF STANDARD 60D

Max Use
Trade Dsg Category Level (mg/L)
P Soxdliom Fuoride {a) Misceltaneous Treatment Application Pracucts 2.3
{a} - This maximurm use level corresponds to a maximum Fluoride concentration of 1.2 mg/L
Cuestjons? Brint this page Notice of Disclalmer Paue Top
Co 2011 Underwriters Laboratories [nc.®

The appearance of a company's name or product in this database does not in itself assure rhat products so ident!fled have been manufactured
under L' Follow-Up Service. Only those products bearing the Ul Mark should be considered to be Listed and covered under UL's Follow-Up
Service. Always ook for the Marlc an the product.

UL permits the reproduction of the materlal contained In the Online Cerlification Directory subject to the following conditions: 1. The Guide
Infarmation, Designs and/or Listings {files) musl be presented in their entrety and in a non-misleading manner, without any manipulation of the
data (or drawings). 2. The statement "Reprinted from the Online Certiflcations Directory with permission from Underwriters Laboratories Ine." must

appear adjacent to the extracted material. In addition, the reprinted material must include a copyright natice in the following format: “"Copyright &
2011 Underwriters Laboratories Inc,®"

An Independenst eoganization working for a safsr warbd wita Istearity, precaision and dnnwierson,
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