
November 25, 2011 

Secretary Kathleen G. Scbelius 
U.S. HIlS 
200 Independence Ave. S.W. 
Washington D.C. 20201 

\ 

Eloise W. Kailin, M.D. 
P.O. Box 2418 

Sequim W A 98382 

Re: Classification of Products per 21 U.S.C. 360bbb-2 

Dear Secretary Sebelius: 

As you know, 21 V.S.c. 360bbb-2 allows a person to 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 arc tested and certified to NSF/ANSI Standard 60 are in three categories: 

1. fluorosilicic Acid (a.k.o. Fluosilicic Acid or I-Iydrofiuosilicic Acid). 
2. Sodium Fluorosilicate (a.k.a. Sodium Sili!":ofluoride). 
3. Sodium Fluoride 

These fluoridation products (lIe added to public water supplies for "preventing and reducing tooth 
decay." Appendix A hereto (from the NSF Fact Sheet on Fluoridation Chemicals). Because these 
substances are intended for us!": in the prevention of disease (dental caries, tooth decay) in man, 
they are anlicarie, drugs. (21 U.S.c. 321 (g)( 1 )(B); See 21 CFR 355.3 ("Antiearies drug. A drug 
that aids in the prevention and prophylactic treatment of dental cavities (decay, caries)").) The 
FDA, t11fough CDER, is responsible [or ensuring that human drugs are safe and effective. (21 
U.S.c. 393(b)(2)(B).) These l1uoridalion products do not meet OTC Conditions in 21 CFR Part 
355 so they are not OTC drugs. Therefore they arc federal prescription drugs. I attach an 
analysis detailing why these products are federal 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.) I request that these manufactures be sent a notice requiring 
them to register their fluoridation products pursuant to 21 CFR 207.25 or pursuant to other 
Appropriate regulation. 

Respectfully, 

1'4 4/..f'~4,,, I"'>,;i.). 
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 .' ,I fi or"lde containing water treatment additives that 
. c: h t ovides 11lfOnnation on lC u . I h 

This lact ~ ee pr 'r. d NSF/ANSI Standard 60' Drinking Water Chemicals - Hea t 
NSF has tested and eerlllle to . , .' . . . S 

. A "d" 'th latest Association of State Dl'lI1kmg Water Administrators urvey ~n 
Effects. cco! 11lg 0 - e, . . hi" I sed 111 

" f NSL'/ANSI Sl dards 60 and 61 45 states reqUIre t at c lemlca s U. State Adoption 0 . r- an , . tat ' 
treatin otable water must mcet Standard 60 rcquirem~l1ts. If you have qucstl~ns on yom'. s e S 

" g P ts I the NSF/ANSI Standard 60 certified product" are used In your state, you rcqUlremen ,or lOW • . . 

should contact your state's Drinking Water Admllllstrator. 

Water fluoridation is the practice of adjusting the fluoride content or drink!ng water. Fluoride is] 
added to watcr for the public health benefit of preventing ~nd reducmg tooth deea~ an.d 
improving the health orihe community. Tl~e l}.S. Centers for. Disease C?n.tl"Ol an.d PreventIOn 1'<; 

a reliable source of infonnation on Ihls IInrortant public health II1terventlOn. For more 
information please visit www.cdc.govlfluoridation/. 

NSF certifies three basic products in the nuoridatioll category: 

1. Fluorosilicic Acid (aka Fluosilicic Acid Or HydrofluosiJicic Acid). 
2. Sodium Fluorosilicate (aka Sodium Silicofluoride). 
3. Sodium Fluoride. 

NSF Standard 60 
Producls used for drinking water treatment are evaluated to the criteria specified in NSF/ANSI 
Slandard 60. This standard was developed by an NSF~led consortium, including thc American 
Water Works Association (A WWA). the Al11erican Water Works Association Research 
Foundation (AWWARF), lhc Association or Statc Drinking Water Administrators (ASOWA), 
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 .Ioint 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 a<; other regulatory, walcr utility and produc1' manufal'.turer representatives. 

Standard 60 wa<; developcd 1-0 establish minimum requirements for the control of potential 
adverse human health effects fi'om products added directly to water during its treatment, storagc 
and distribution. The standard requires a full fonnulation disclosure of each chemical ingredient 
in a product. It also requires a toxicology review to determine that the product is safe at its 
maximum use level and to evaluate potential contaminants in the product. Thc standard re:quires 
testing of the treatment chemical products, typically by dosing these in walcr at 10 times the 
maximum lise level, so that trace level." of contaminants can be detected. A toxicology evaluation 
of test results is required to determine if any contaminant concentrations have the potential to 
cause adverse human health effects. The standard sets criteria for the establishment of single 
product allowable concentrations (SPAC) or each respec.tive 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 unlikcly event of multiple Sllurces 
of the eontaminant, unless a lower or higher number ors(Jurces can be specifically identified. 
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NSF Certification . .' 1 U S 
NSf also developed a testing and cCltification program f?1" these produ~t<;, so t~at 1I1dlVldu~ .' 
states and waterworks facilities would have a mechanIsm to determme which ?roduc~,) Were 
appropriate for use. The cel1ification program requires annual unannounced inspectIOns of 
production and distribution facilities to cnsU1:e that th~ products. ar: properly formula~ed, 
packaged, and transported with safe guards agamsl potential contamination. NSF al.:o req~lres 
annual testing and toxicological evaluation of each NSF Certified product. NSF Certl~ed 
product" have the NSF Mark, the maximum use level, lot number or date code and productiOn 
locatioll on the product packaging or documentation shipped with the product. 

The use of this standard and the associated certification program have yielded benefits in 
ensuring that drinking water additives meet the health Objectives thal provide the basis for public 
health protection. NSF maintains listings of companies that manufacture and distribute tre.'ltmen! 
product'~ at www.l1sf.org. These listings are updatdd daily and list the products at their allowablc 
maximum use levels. In recognition of the important safeguards that NSF Standard 60 provides 
to public drinking water supplies, 45 U.S. State:;; and 10 Canadian Provinces and Territories 
require drinking water treatment chemicals to comply with the requirements oflhe standard. 

Treatment products that are used for fluoridation are addressed in Section 7 of NSF/ANSI 
Standard 60. The products are allowed to be med;up to concentrations that result in a maximum 
use level of 1.2 111g1L fluoride ion in water. 'fhe NSF ::;tandard requires that the treatment 
products added to drinking water, as well as any impurities in the products, are supponed by 
toxicological evaluation. The following text explains the rationale for the allowable levels 
established in the standard for I) fluoride, 2) silicate, and 3) other potential contaminants that 
may be 3."sociated with flUOlidation chemicals. 

Fluoride 
NSF/ANSI Standard 60 requires, when available, thai the lJ~ EPA regulated maximum 
contaminant level (MCL) be used to determine the aceeptahle level for a contaminant. The EPA 
MeL for ~uoride ion in water is 4 mg/L. The NSF Standard 60 single product allowable 
~',QneentratlOn (SPAC) for fluoride ion in drinking water finm NSF Certified treatment products 
IS 1.2 mg/L, or less thall one-third of the EPA's MCL. Based on this the allowable maximum 
use level (MUL) for the NSF Certified fluoridation products are: 

I. Fluorosilicie Acid: 6 mg/L. 
2. Sodium Fluorosilicatc: 2 mg/L. 
3. Sodium Fluoride: 2.3 mglL. 

Silicate 

The~e i.s no EPA MeL for silicate in d~inking water. When an MeL does not exist for a 
e~ntamlOant, ~SP/ ANSI Standard 60 proVides criteria to conduct a toxicological risk assessment 
ot the COnt.ammant and the development ofa SPAC NSF has established a SPAC fI '1' t 
16Iw"L A fl 0'0 Tied I'd . ... . orSllcaeat 

IS'. U I SI Ica p~o ucl~ app Ie at its maximum use level, result::; in silicate drinkin 
water levels that are substantially below the 16 mg/L SPAC established by NSF F' I g 
sodium n 10 T t d d ed ., . or examp e a 
•. . l rosl Ica e ~ro uct os. at a concentration into drinking water that would rovide the 
maXlIllUln concentration of fluondc allowed (J 2mg/l) 0 ld I "b P 
silicate ,_. or 5 percent ofthc SPAC allowed by NSF 60. ""' w u on y GOntn ute 0.8 mg/L of 
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Potential Contaminants . . . . 
The NSF toxicology· review for a chemical product considers all chemical mgredlents m the 
product as well as the manufacturing process, processing aids, and othe~· factors th~t have. an 
impact on the contaminants present in the tinished drinking water. This formulatIOn revIew 
identifies all the contaminants that need to be analyzed in testing the product. For example, 
f1uosilicic acid is produced by adding sulfuric acid to phosphate ore. This is typically done 
during the production of phosphate additives for agricultural rcrtilizers. The m~nufacturing 
process is documented by an NSF inspector at an initial audit of the manufactUring sile and 
during each annual unannounced inspection of the facility. The manufacturing process, 
ingredients, and potential contaminants are reviewed annually by NSF toxicologists, a~d ~he 
product is tested for any potential contaminants. A minimum test battery for all fluondatlOn 
products includes metals of toxicological concern and radionucJides. 

Many drinking water treatment additives, including nuoridation products, are transported in bulk 
via tanker trucks to terminals where they are transferred to rail car:'!, 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, samplcs, tests, and certifies products at rail transfer and storage depots, It is 
always important to verify that the location of the product distributor (the company that delivcrs 
the product to thc water utility) matches that in the official NSF Listing ror the product (available 
at www.nsf.org). 

NSF has compiled data on the level of contaminants found in all Duoridation products that have 
applied for, or have b~en listed by, NSF. The statistical results in Table 1 (attached) include the 
test resu Its fur these products, a<; well as the annual monitoring tests from the period 2000 to 
2006. This includes 245 separate samples analyzed during this time period. The concentrations 
reported represent eontaminant levels that would be ;expected when the product is dosed into 
water at the Maximum Use Level (MUL). Lower prqduct doses would produce proportionately 
lower contaminant concentrations (e.g. a 0.6 mg/L 0uoride 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 lested and certified. NSr issued pr¢vious 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 tha~ the currenl data tor certain contaminants, 
there has not been a single fluoride product tested sjnec the initiation of the program in 1988 
with a contaminant concentration in excess of ils ;corresponding SPAC. The documented 
reduc~ion of impurities for this most cun-ent tim~ period is due, at least in part, to the 
efTcctIVeness ~~ NSF/ANSI Standard 60 and the ~Sf eertit~cation program for drinking water 
treatment additIVes, and demonstrates the effective ess at the program. The reduction in 
impurities is further attested to by an article in th .lournal of the American Water Works 
Association entitled, '.'Trace Contaminants in Waler Treatment Chemicals.'" 

Arsenic I 

The r~sults i.n !able I ind.icale that the most commOlj contaminant detected in these products is 
arseme, but It IS detected manly 43% of the product bl11ples. This means that levels ofarsenie 

I Brm~11, R., et al., "Tfflce Contaminant" in Water Treatment chclicalS; Sources and Fate." Journalofthe 
j\m",m'.an Water Works Association 2004: 96: 12: 1 ! !. I 

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

57% of Fluoride products 
do not contain measurable 
amounts of Arsenic. 

100% 

75% 

50% i 

25% 

Figure A 

! 
Arsenic Results 

(% of USEPA MeL) 

6.0 
'.9 " 

Max. !We. Ave. of All 
Result Detection SI'Impl?s 

43% of Fluoride products contain 
measurable Arsenic, but the 
highest level recorded was only 
6% of the USEPA MeL. 
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Copper 
The second most common contaminant found, and on a much less frequent basis, is copper, and 
97% of all samples tested had no detectahle levels of copper. The average concentration of 
copper has been 0.02 ppb with 2.6 pph being the highest concentration detected. This is well 
below the 130 ppb SPAC requirement of NSF 60. 

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

5% 

3% 

2% 

1% 

I 0% 

Figure B 

1 
ICOIPPI3r Results 

(% of USEPA ALI 

0.05 

A~ 

Detec:tion 

0.002 

Ave. of All 
Samples 

3% of Fluoride products contain 
measurable Copper, but the 
highest level recorded was only 
0.2% of the USEPA Action Level. 
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Lead 
The third most common contaminant found is lead. It occurs on a much less frequent basis, and 
98% of al I 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 helow the 1.5 

ppb SPAC requirement ofNSP 60. 

98% of Fluoride products 
do not contain measurable 
amounts of Lead. 

Figure C 

100% . 

75% 

50% I 

25% 

1 

2% of Fluorldelproducts contair. 
measurable t.e;ad. but the highest 
level recorded Was only 4% of the 
USEPA Actlon;LeveI of 15ppb. 

Lead Results 
('Yo of USEPA AL) 

4.0 

Max. 
Re3l1lt 

1.6 

A~. 

Detection 

0.03 

A'IZ. of All 
Samples 
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Radionuclides 
Fluoridation products are also tested for radionuclides. All samples tested have not had any 

detectable levels of alpha or heta radiation. 

Summary 
Tn summary, the majority or Iluoridation products as a class, based on NSF test results, do not 
add measurable amounts or arsenic, lead, other heavy metals, or radionuclide contamination to 

drinking water. 

Additional inrormation on tluoridation of drinking water can be found on the following web 
sites: 

American Water Works Association (A WWA) Fluoridation Chcmical Standards 
http://www .awwa.org/Bookstore/producttopicsresults.clffi?MctaDataID'--' 121 &nayltemN umber=5093 

Amcrican Watcr Works Association (AWWA) position 
http://www.awwa.org/Advocacy/pressroom/tluudde.cfm 

American Dental Association (ADA) http://www.ada.org/publicltopics!f1uoride/index.asp 

U.S. Centers for Disease Cuntrol and Prevention (CDC) http://www.cdc.govlfluoridatiol1 

Table 1 --_. . ----

Percentage Mean Mean Maximum NSF/ANSI 
ofSampJes Contaminant Contaminant Contaminant Standard 60 

with Concentration Concentration Concentration Single 
Detectable in all samples in detectable in detectable Product 

Levels (ppb) samples (ppb) samples (ppb) Allowable 
Concentration 

Antimony 0% N[) NO NO 0.0 
Arsenic 43% 0.12 0.29 0.6 I 
Bariulll <1% 0.001 0.3 0.3 200 

.- --

_ Reryl~~um 0% NO NO NO 0.4 ... 
Cadmium 1% 0.001 0.08 0.12 0.5 
'--' --
Chromium <1% 0.001 0.15 0.2 10 
Copper 3% 0.02 0.68 2.6 130 
Lead 2% 0.005 0.24 0.6 1.5 .. 
Mercury <1% 0.0002 0.04 0.04 0.2 
Radionuclide.<; 0% NO NO NO 1.5 
-. alpha pCilL 

-
Radionuclidcs 0% NO NO NO 004 
- heta 
mrel11/yr 
Selenium <1% 0.016 1.95 3.2 5 
Thallium <1% 0.0003 0.04 0.06 0.2 

US HPA 
Maximum 

Contaminant 
or Action 

Leyel 

6 
10 

2000 
-----

4 
5 

100 
1300 
15 

----

2 -----
15 

4 

50 
2 
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Abbreviations used in this Fact Sheet 
ANSI - American National Standards Institute 

AWWA - American Water Works Association 

AWWARF - American Water Works Association Research Foundation 

ASDW A. - Association of State Drinking Water Administrators 

COSHEM - Conference of State Health and Environmental Managers 

EPA - U.S. Environmental Protection Agency 

Mel. - maximum contaminant level 

mrem/yr - millirems per year - measurement ofradiatiol1 exposure dose 

MUL - Maximum use level 

NSF - NSF International (formerly the National Sanitation roundation) 

pph - parts per billion 

PCi/L _. pica curies per liter -- concentration of radioactivity 

SPAC - Single Product Allowable Concentration 
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FLUORIDATION PRODUCTS USED IN PUBLIC WATER SYSTEMS ARE DRUGS 

1. Review of federal dmg laws and regulations 

a. The 1906 and 1938 Act, 

Drug regulation in the 1 Jnited States began with the Colonies and States adopting isolated 

laws as early as 1736. (Abigail Alliance for Better Access to Developmental Drugs v. von 

Eschenbach, 495 F.3d 695, 703-04 (D.C. Cir. 2007).) As early as 1848, the United States began 

limited drug regulation. (Id. at 704.) Congress adopted morc comprehensive drug statutes in the 

Food and Drugs Act of 1906, which prohibited the manufacture of any drug that was "adulterated 

or misbranded." (Id. at 705.) This Act defined "mIg" as: 

all medicines and preparations recognized in the United States 
Phannacopoeia or National FonnLllalY for internal or extcfml use, 
and any substance or mixture of substances intended to be used for 
the cure, mitigation, or prevention of disease of either man or other 
animals; 

and defined "food" as including "articles used for load [and] drink." (Food and Drugs Act of 

1906, 34 Stat. 768 (1906).) 

Initially, this Act did not regulate false ciajms of the curative power of a dlUg but this was 

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

1906 Act, as amended, did not require government approval beforc 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 dlUg was safe 

hefore 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. (ld.) 

B1 



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

The Durham-Humphrey Amendment ofl951 (65 Stat. 64R) 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, 3R5 (9th eir. 2011).) In 1952, in response to this 

amendment, the FDA adopted a regulation stating: 

(a) The program for fluoridation of public water supplies 
recommended by the Federal Security Agency, through the Public 
Health Service, contemplates the controlled addition of lluorine at 
a level optimum for the prevention of dental caries, 
(b) Public water supplies do not ordiilllrily come under the 
provisions of the Federal Food, Drug, and Cosmetic Act, ... 
(c) The Federal Security Agency will regard water supplies 
containing fluorine, within the limitations recommended by the 
Public Health Service, as 110t actionable under the federal Food, 
Drug, and Cosmetic Act 

(Fonner 21 CFR 3.27 (1952); 17 FR 6732; infra at B 23.) This regulation was recodified to 

fanner 21 CFR 250.203 in 1975. (40 FR 13996; infra at B 24.) It 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 EPAIFDA MOU was terminated 
and after Congress adopted the DSHEA that defined minerals as 
drugs if used to'prevent specific diseases 

In 1996, the FDA detennined that its 1952 regulation was obsolete or no longer 

necessary and the regulation was revoked. (61 FR 29476; infra at B 27,) The revocation of21 

CFR 250.203 occurred ailer the EPA announced the "Termination 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 EPA 
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develop and operate the federal regulatory drinking water additives program: 

TTl. Tenus of Agreement 

A. EPA's responsibilities are as follows: 

1. To establish appropriate regulations, and to take 
appropriate measures, under the SDW A and/or TSCA, and FlFRA, 
to control direct additives to drinking water (which encompass any 
substances purposely added to the water) 

(44 FR 42775-78; infru at B 33 and at D 38.) EPA's Federal Register announcement of 

temlination of its regulatory Federal Drinking Water Additives Program was effective notice to 

fDA that it wac; tenninating 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 [MOUj shall continue in efiect unless, ' , 

terminated by either party upon thirty (30) days advance written notice to the other.")) 

The revocation of21 CFR 250.203 also occurred after the adoption by Congress of the 

Dietary Supplement Health and Education Act of1994 (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 diseaf-ie. 

A dietary supplement is deemed to be" lood," [21 U,s,C,] 321(ff), 
which is defined in part as "articles used for food or drink for man 
or other animals," Id. § 321(£)(1), except when it meets the 
definition of a "drug," which is defined in part as "articles intended 
for use in the diagnosis, cure, mitigation, treatment, or prevention 
of diseac;e in man or other animals.!! 

(Alliance for Natural Hcalth U,S, v, Sebelius, 714 F'supp,2d 48,50 (D,D,C. 2010),) Under the 

DSHEA, dietary supplements include minerals, (21 U,S,C, 321 (ff)(l)(D); infra at B 42,) Tn 

adopting the DSHEA, Congress clarified its intent that fluoride minerals when used to prevent 
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disease are dmgs under federal law. (21 U .S.C. 321(ff)(postscript), infra at B 43.) The 

Commissioner or the FDA now concurs.] (Infra at B 44.) 

d. The 1962 Amendments to the 1938 Act 

The Congress mnended the FFDCA in 1962 to change the standard for approval of a 

NDA or abbreviated NDA ("ANDA") from "safe" to "safe and effective" for the intended use. 

(Samuels at 545.) For drugs with approved NDAs under the 1938 Act to retain these NDAs, they 

were required to demonstrate they were effective. (fd.; Weinberger v. Hynson. Wescott & 

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

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

In 1972, the FDA established a new approval process for non-prescription drugs. (21 

CFR Part 330.) This process resulted in the establishment of over-the-counter ("OTC") 

monographs for various drug classifications including a monograph for anticaries drug l"Jroducts 

that do not require a prescription. (21 CFR Part 355.) The final rule for the anticaries dlUg 

monograph is in 60 FR 52473-510. Amendments to this final lUle 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 introduced to the market after April 7, 1997 must comply with 

general conditions in 21 CFR 330.1 and with anticaries monograph conditions in 21 CFR Part 

355; otherwise a NDA or ANDA is required. 

1 COTIb'TeSS specitlcally askeu FDA to address the relationship of "fllloride in drinking 
water and drug(s)." (l'1fraat I3 44.) The FDA responded, in pmt, stating"thc Environmental 
Protection Agency reglllates tluoride in the water supply." ([d.) But EPA had tenninated its 
water additive program more than ten years earlier. (Supra at B 2-3.) So FDA was referring 
to EPA regulating the Maxim llm Contaminant Level ("M CL") for fill{Jfide that triggers c lean­
up under lhe SDW A and was not refelTingto fluoride additives or water with fluorides addctl. 
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On or after lApril 7, 1997] no OTC drug product that is sut,ject to 
the monograph and that contains a nonmonograph condition ... 
may be initially introduced ... i11to interstate commerce unless it is 
the su~ject of an approved application or abbreviated application. 

(60 FR 52474; 61 FR 52285.) Also, it should be noted that FDA regulations provide that any 

anticaries drug that includes hydrogen fluoride requires an NDA. (21 CFR 31O.545(a)(2) and 

(b).) Typical specification sheets for water treatment certified Fluorosilicic Acid show a 

significant porlion of the fluoride comes from hydrogen fluuride. (l}~f;'a 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 drugs under federal statute 

3. 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 state, water fluoridation products are required to be certified to 

ANSI/NSf Standard 60. For example, in Washington State: 

Any lrealment chemicals, with the exception of commercially 
retailed hypochlorite compounds such as unscented Clorox, Purcx, 
etc., added to water intended for potable use must comply with 
ANSUNSF Standard 60. The maximum application dosage 
recommendation for the product certified by the ANSIINSr 
Standard 60 shall not be exceeded 1n practice. 

WAC 246-290-220(3). NSF, the author of ANSIINSF Standard 60, states in the NSF Fact Sheet 

on Fluoridation Chemicals: 

Water fluoridation is the practice of adj usting the fluoride content 
of drinking water. Fluoride is added to water for the public health 
benefit of preventing and reducing tooth decay 

05upra at 1\ 1.) Earlier, this year I1I1S conlinned its bcliefthat: 
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Community water fluoridation is the most cost-effective method of 
delivering lluoridc for the prevention of tooth decay. 

(76FR2386; infra at B 51.) 

The FDA has concluded that the intended use of lluoridc additives to prevent tooth decay 

is implied. The FDA finds that intended use "may be shown by the circumstances surrounding 

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

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

Notrition lnstitute, 476 U.S. 974, 981, 106 S.C!. 2360, 90 L.Ed.2d 959 (1986).) The Washington 

State Board of Health states, 

(In/j'n at B 52.) 

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

The CDC states, "Tooth decay (dental caries) is an infectious, multifactorial disease." 

(Infra at B 54.) The FDA delines "dental caries" as "A disease of calcified tissues of teeth 

chm'acterized 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 treatmcnt of 

dental cavities (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 specific 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 United States Phannacopoeia 
... ; and 
(R) articles intended for use in the diagnosis, cure, mitigation,. 
treatment, or prevention of disease in man or othcr 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)(l); i~fra at B 41; emphasis supplied.) The language quoted has not been 

amended since it was originally adopted in the 1938 Act. (52 Stat. 1041.) 

e. The language in 21 U.S.C. 321(g)(I)(B) defining drugs must be 
interpreted "as broad as its literal language indicates" 

As emly as 1916, the federal Supreme Comt concurred that products that were othetwise 

defined as "foods" would be "drugs" under the federal statute2 when labeling for the substance 

includes statements of therapeutic (including preventative) dred. (Seven Cases v. United State::;, 

239 U.S. 510, 513·14, 36 S.C!. 190,60 L.Ed. 411 (1916).) 

After the 1938 Act was adopted, the federal Supreme Court again concuned that "food 

products" will be "drugs" based on "labeling." (Kordel v. United States, 335 U.S. 345, 346, 69 

S.C!. 106, 93 L.Ed. 52 (1948).) In 1969, the federal Supreme COUli, in finding a product was a 

drug, explained, 

2 The relevanl porlion of the federal statute are quoted .~up/'Q at B I. 
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Congress intended to define "drug" lin 21 U.S.c. 321(g)(1)(B)] far 
more broadly than does the medical profession .... The word 
"drug" is a term of art for the purposes of the Act, encompassing 
fID" more than the strict medical definition of that word. 

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

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

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

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

(Jd. at 801.) 

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

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

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

(1963).) Therefore, HHS and FDA and every court is required to construe the definition ofdmg 

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 ifthe"iutendcd 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 "dmgs" if the intended usc is to treat or prevent a disease: 
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The word "drug" is defined in 21 U.S.C. s 321(g)(I)(B) to 
include: 

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

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

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

Schweiker, 713 F.2d 335, 336 (th Cif. 1983); see also Bradley v. United Stales, 264 F.79 (5th 

eif., 1920) where the court specifically found "mineral water" to be a "drug" when it is intended 

to treat disease. 

In the determination of whether fluoridation products are drugs, 

the only question under thc FFDCA is whether the intcnded me of 
the product is to prevent disease, not whether the product actually 
prevents disease. 

(United States v. Dowen, 172 F.3d 682, 686 (9th Cir. 1999).) lntent "may be derived or inferred 

from [any] relevant source." (National Nutritional Foods Ass'n v. Mathews, 557 F.2d 125, 334 

(2nd Cir. 1977).) As discussed previously, the "intended use" offluoridatioll products is to 

prevent dental caries (tooth decay) disease. (Supra at B 3-4.) 

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

Perhaps p31tly in response to 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 to prevent disease. Fluoride, being a 
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mineral, is a dietary supplement under DSHEA, (21 U,S,c' 321(ff)(l)(B); i~rra at B 42,) 

Minerals arc nonnally regulated as foods except whell they are drugs. (21 U.S.C. 

321(1l)(postscript) ("except for purposes of [21 c'S,c' 321 (g)(I) defining drugs 1 a dietary 

supplement shall be deemed to be a food;") i~fra at B 43,) 

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

In 1974, Congress passed the Safe Drinking Water Act ("SDW A''J, (88 Stat, J 661; 

codified at 42 U.S.C. 300f et seq.) The SDWA empowered the EPA to set standards for the 

control of contaminants in drinking water. (42 U.S.C. 300g-1(b); see In re Groundwater Cases, 

154 CaLAppAth 659, 677 (2007),) The SDWA authorizes EPA to adopt national prirnmy 

drinking water regulations applicable to "public water systems." (42 U.S.C. 300f(l); see 42 

U,S,c' 300f( 4)(A),) Under the SDW A, national primary drinking water regulations identify 

contaminants that have adverse effects 011 human health and specify a maximum contaminant 

level ("MeL") for such contaminants. (42 U.S.C. 300f{1).) Pursuant to its authority under the 

SDW A, the EPA has since established MeT ,s for a wide variety of contaminants. (See 40 CFR 

Pt. 14110r substantive regulations, Pt. 142 for implementation regulations, and Pt. 143 [or 

national secondary drinking water regulations that are not enforceable.) The fluoride MeL is 4.0 

mg/l (fOUT milligrams per liter equals four parts per million ("ppm"». (40 CFR 141.62(b)(l).) 

But there is no SDW A statutory provision or implementing regulation that addresses or 

sets standards for fluoride water additives.3 (SDWA; 40 CFR Part 141 et seq.) Therefore, there 

J There is a SDWA statutory provision that directs the EPA to keep away from regulating 
drugs. (42 U.S.c. 300g-1(b)(1I) ("No national primary drinking water regulation may 
require the addition of any substance for preventive health care purposes unrelated to 
contamination of drinking water.")) 
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is no possible statutory conflict where Congress intended the SDW A 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)(I)(B) it certainly had the knowledge o[how to 

do it (it had previously exempted "[ood" from subsection (I )(C) and it certainly had the 

opportunity to do it in anyone of the more than 20 significant amendments made to the FFDCA 

since 1980. (Infra at B 56-57.) The SDWA did 110t explicitly or implicitly repeal any drug 

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

g. The 1979 EPAIFDA MOU bas been terminated hut never did restrict 
FDA authority over drugs 

I. The 1979 MOU 

In 1979, EPA and FDA entered into an MOD where FDA agreed not to enforce its food 

authority over public drinking water in exchange for EPA creating a federal regulatory drinking 

water additives program. (supra at B 32-39.) Tn the FFDCA, Congress gave FDA authority to 

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

"safe and effective" (21 U.S.C. 393(b)(2)(B». Normally for drinking water, only food 

regulations would be applicable and prior to 1979, the FDA generally regulated drinking water as 

a food. (Infra at 13 32 and 13 37.) But afrer passage o[the SDWA, EPA and FDA were 

concerned that FDA's "food" authority and EPA's "public drinking water" authority might result 

in "'duplicative and inconsistent regulations" so they entered an MOLL (Infra at B 32.) In the 

MOD, FDA agreed not to use its "food" authority to regulate public drinking water, based 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)(I3)) and Congress never gave EPA 

authority to regulate dmg effectiveness. The MOU inartfully slates: 

[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. 

(Infra at B 32.) Read in context with the other provisions of the MOU this can only possibly be 

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

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

361,368,106 S.C!. 681, 88 L.Ed.2d 691 (1986) ("agency interpretation" cannot "alter the clearly 

expressed intent of Congress.")) 

In a subsequent section, the MOU slates: 

rEPA and FDA] agreed lhatthe Safe Drinking Water Act', 
pilssage in 1974 implicitly repealed FDA's jurisdiction over 
drinkine water as a ufood" tmder the [FFDCA]. 

(/'?fra at R 33; emphasis supplied.) Thus the MOU itself clarifies that the MOU only was 

intended to address FDA's regulations regarding "food." The MOU also inartfully states: 

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

(lr!fra at B 33.) Tn context ofthe whole agreement, EPA does not have exclusive jurisdiction 

when public drinking waters, and public drinking water ildditives, are "dmgs" because Congress 

has given exclusive jurisdiction over drugs to the FDA. (21 U.S.C. 393(b)(2)(8); FDA v. Brown 
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& Williamson Tobacco COIl'" 529 U.S. 120. 126. 120 S.C! 1291, 146 L.Ed.2d 121 (2000).) 

Congress has clearly defined "drugs" in 21 U.S.c. 321(g)(1). Further EPA claims no authority 

that would give it .imisdiction over the determination of "effectiveness" of drugs. (Infra at B 32-

35.) 

n. The 1979 MOU is temlinated 

In 198~, EPA published in the Federal Register a "Notice"that it was tenninating EPA's 

commitment to FDA to create a federal regulatory drinking water additives program. (53 FR 

25586-89; infra at B 28-31.) In tllis 1988 Notice, EPA admits that it "does not currently regulate 

the levels of additives in drinking water." (Infra at B 28.) EPA explained that the "SDWA does 

not require EPA to control the usc of specific additives in drinking water," (Infra at B 28.) It 

states, 

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

(/'!fra 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 drin.king water additives and explained that it would be "up to the States and utilities to 

determine the suitability of any 'third-party' certification." (In/ra 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 predecessor agency advisory opinions on 

drinking water additives. (Infi'a 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 tenninating its commitment to FDA 

to create a regulatory federal drinking water additives program was effective notice to FDA that 

EPA was exercising its option to tenninate 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 regfU"ding 
, 

public fluoridated water. FDA never lost "dmg" jurisdiction over fluoridated water, but hs 
, 

policy, that it would not enforce this jurisdiction, remained in effect from 1952 to 1996. (Supra 

at B 2-3.) 

h. 

I 
The intent of Congress clearly establishes that water fluoridaJon 
products are drugs under the FFDCA 

In 1916, the federal Supreme Court concurred that Congress in adopting the 1906 Act 

directed that food be regulated as a dmg when therapeutic (including preventative) effects arc 

intended. (Supra at B 7.) In the 1938 Act, Congress significantly broadened, instead of limited, 

the definition ofdmgs. (Compare supra at Bland B 7.) In 1948, the federal Supreme Court 

again concurred "food products" will be "drugs" depending on "labeling." (Supra at 13 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 nded that the FFDCA 

de!inition 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 supplies. (Supra at B 2.) 

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

by the federal Supreme Court. (Supra at B 8.) Therefore, the FDA should find that water 
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fluoridation products used in public water systems arc drugs under federal law and regulation. 

3. Water fluoridation products are federal prescription drugs 

Undcr federal law, if water fluoridation products are federal drugs, they clearly are 

prescription drugs because oftheir toxicity and package quantity. For example, sodium fluoride 

used in water fluoridation typically comes in 50 pound or 25 kilogram bags. (Tnfra at B 50.) The 

2009 Drug Topics Red Book show that bulk sodium fluoride in package sizes of 125 grams 

(about 1/4 pound) and larger is a prescription drug. (11?fra at B 58 (see lower right corner of 

page).) The LD50 (median lethal dose) lor sodhun fluoride based on goats and sheep is 100 

mg/kg or 2.7 grams for a 60 pound kid. (infra at B 59.) Bulk fluorosilicic acid comes in tanker 

truck deliveries. Water fluoridation products are n01 UTe 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 watcr 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 fur water fluoridation, products must be certified to 

meet ANSlINSF 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/, 

ww-w.ul.com/ephJ, and WW'N.wga.org/. Appendix C herein is intended (0 provide a complete list 

of water fluoridation products (checkmarked) certified to ANSIINSF Standard 60 along with the 

company addresses (marked with vertical lines) and facility identifications (marked with *). 
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To facilitate determination of the 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 literaturei( electronic, print or 

otherwise) describing the product and describing the conditions of se that are recommended or 

suggested) when the product was first marketed along with the yeaj 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 condilions of use that are recommended or suggested) along with the year of the 

modification. 

Because certification to ANSIINSF Standard 60 began around 1990, it is expected that 

product labeling was changed around that time to declare certification for all water l1uoridation 

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 arulUa1 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 experts that the products arc safe and effective. Thcrefure approved 

new drug applications or approved abbreviated new drug applications should be required for all 

products intended to be marketed 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 10 bc 

demonstrated to be safc for three reasons. First, the FDA has already recommended that fluoride 

OTe products should not be swallowed except under professional supervision. (21 CFR Part 
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355.) The fluoridation products are intended to be sw4Uowed. Warnings are required for OTe 

products to avoid swallowing by inHmts and even children under six. (21 CFR 355.50.) Bottled 

water regulations do not allow a health claim for adde4 fluoride for products marketed to infants. 

(http://www,fda,gov/FoodiLabelingNutritioniLabelClairns/FDAModernizationActFDAMAClairn 

s/ucm073602.htm) Second, it has been reasonably established by scientific studies that 

fluoridated water increases the risk of hip fracture for people 65+ years old. Third, there is 

scientific consensus 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 pp1)1 fluoride, these numbers are likely to 

increase because in 1992 when these people were 0 to 8 years old, only 56% orihe people in the 

United States received fluoridated water. Today a much higher percentage of people get 

fluoridated water. 

It has been repeatedly demonstrated in statistically significant primary studies that 

artificial water fluoridation is hannful because it increases risk of hip fracture in people 65+ 

ycars old. The relevant studies are identified in the York Review (M. McDonagh, P. Whiting, 

M. Bradley, et aI., "A Systematic Review of Water Fluoridation," NIlS Centre for Reviews and 

Dissemination, The University of York, Rep01t 18 (2000) which is available at: 

http://www.york.ac. uklinsVcrd/CRD RepOlts/crdreport18.pdf). 

The York Review is limited to review of human epidemiological studies of water 

fluoridation (around 1 ppm fluoride). (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 
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identified of which only eighteen investigated the association of hip fracture with water 

fluoridation. (ld. at page 10 and 48.) These eighteen ~iuJies provide a total of thirty analyses 

(men only, women only, or both in various age groups). (ld. 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 irom bias." (Td. at page 48 and 101.) 

Ofthe said thirty analyses, eleven studied the effeet ofwatcr fluoridation on hip fracture 

for peoplc 65+ years old. (ld. at page 48.) Only four of these eleven studics produced 

statistically significant results according to the York Review. (Id.; see the de1initions of 

"Relative Risk" and "Statistical significance" in the York Revicw at pages 99-100 (pages 114-15 

in the download).) These four studies all lind incrcased risk of hip fracture for people 65+ years 

old with water fluoridation. The York Review found no statistically significat1t 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 thc 95% Confidence Interval ("95% CI") in Table ~.I. If a 

study has a RR of 1 inside the 95% CI, the ~iudy i:; not statistically significant 10 demonstrate 

more or less ham1 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 

decrea::;ed harm. A RR greater than 1 throughoul the 95% CT is statistically significant pfoofthat 

fluoridated water causes greater hann. Id. 

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 saie for 
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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). 1he 

Jacqmin-Gadda (1998) study had the highest validity score and is therefore most "likely to be 

'uue' and free from bias" urthe said four studies. Jacqmin-Gadda (1998) projects that it is most 

likely that there are two and one halftimes more such hip fractures with fluoridated water 

compared to without fluoridated water. (York Review at page 48 (page 63 of 125 in the 

download).) While the other three identified studies project lower rates of increase of such hip 

fractures, these other three studies have significantly lower "vnJidity scores" reported in said 

Table R.l. 

It is reported "that approximately 50 percent ofthe fluoride ingested each day 

accumulates in bones." (P. COIlllett, J. Beck, and H.S. Mieklcm, The Case Against Fluoride­

How Hazardous Waste Ended Up in Our Drinking Water and the Bad Science and Powerful 

Politics 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 activity; ... but then it leaves the bone compartment slowly ... the whole body 

halflife, 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 Press, 2006) 

at page 108.) Therefore knowing that people 65 I years old have an increased incidence of hip 

fracture caused by water lluoridation (as the statistically signi!ieant studies in the York Review 

repeatedly demonstrate) one would expect it likely that the longer people 65+ years old have 

dmnk fluoridated water both before and after they are 65 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. 1his might 

also be a factor that helps to explain the different magnitudes of increased risk projected by the 

sajd four studies. 

The people with increased risk of hip fracturc from excessive fluoride accumulation 

in their bones are exposed not only to this bio-accumulative element in their drinking water but 

to multiple other sources of fluoride as pointed out most recently (January, 2010) in a publication 

by EPA, "Relative Resource Analysis." The bones do not differentiate sources uf fluoride, they 

just continue to store whatever comes along. Levels may reach 10,000 ppm and then skeletal 

fluorosis becomes a recugnizcd diagnosis. 

TI1e outer sheath of bones is called the cortical bone. (Connett (2010) at page 17.) "The 

cOltical bone is critical for protection against breakage when the bone is exposed to a heavy blow 

or tursional stress." (fd.) As reported in Connett (20 to) at page 17 (citations omitted): 

One of the earliest trials uf fluoridation (Newburgh, New York, 
versus Kingston, Ncw York, 1945-1955) found approximately 
twice as many cortical bone defects in the fluoridated city, 
Newburgh, compared with KingsLon, the untluoridated city. The 
fact that the defects occurred in the cortical part of the bone is 
signilicant for the potential for fractures. 

Hip fracture for people 65+ years old is a significant health impact in thc United States. 

"About 300,000 Americans are hospitalized for a hip fracture every year. I! (Connett (2010) at 

page 173.) The Irish Forum (2002) (Forum on Fluoridation (Dubliu, Treland: Stationery Olliec, 

2002) at 121 online at http://fluoridealerLorg/relfluoridation.folUlll.2002.pdf found that "Fracture 

of the hip is a major cause of morbidity and 1ll01tality fdiseasc and death] in persons 65 years uf 

age and older." 
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Aside from the fact that one in live patients die within 6 months of 
the fracture occun'jng, hip fractures lead to serious disability. 
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 
increa<.:;ed risk of development of medical complications. 

(Irish Forum (2002) at 121.) 

The York Review at page xiv (page 15 of 125 in the download) states in its Conclusions 

that it "presents a summary of the best available and most rcliable evidence on the safety and 

efficacy of water lltloridation," but it also concludes "Iittle high quality research has been 

undertaken. II Besides finding the harm ii'om dental 11uorosis that is already recognized by HHS, 

these Conclusions in the York Review find lithe research is of insufficient quality to allow 

confident statements about other potential hanns," (York Review at page xiv.) In other words, 

the comprehensive York Review has found that the evidence available in year 2000 (after 55 

years of water fluuridatiun) may not he used to make a confident statement that standard water 

fluoridation is safe from the other potential harms explored by the York Review. 

The other potential hanns explored by the York Review include other hone fractures, 

cancer, Down's syndrome, mortality, senile dementia, goitre, lowered IQ, hypersensitivity, and 

skeletal fluorosis. (York Review at 52, 54, 59-60.) The York Review concludes that no 

"confident statements" can be made regarding these "potential harms." (York Review at page 

xiv.) In its review of other bone fractures in Table 8.2 on page 49 of the York Review, only one 

study (Karagas (1996» reports a statistically significant result and that result demonstrates 

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

Regarding cancer, an unrefuted published primary study, Bassin (2006) (Bassin E. B. et 
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aI., "Age-specific Fluoride Exposure in Drinking Water and Osteosarcoma (United States)," 

Cancer Causes 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 sevenfold greater risk of contracting 

osteosarcoma (bone cancer) by the age of twenty. 111is is a deadly diseasc. This result was first 

suggested by Perry Cohn in 1992. (See Connett (201 0) at pages 187-94.) The twofold increase 

in cortical bone defects in the fluoridated city in the Kingston-Newburgh study (supra at B 20.) 

was dcscribed in 1955 and again in 1977 as being "strikingly similar to that of osteogenic 

sarcoma [now called osteosarcoma]." (See Connett (2010) at page 181-94.) 

In summary, FDA should detennine that water fluoridation products are drugs and 

prescription drugs regulated by CDRR. Given that approximately 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 he reduced to 0.7 ppm, FDA should require approved new drug applications or approved 

abbreviated new drug applications for all water fluoridation products because ufthe change in 

dose. FDA should givc notice that these products cannot continue to be sold without sLlch 

approved ncw drug applications. 

B22 
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) The privilege shall be accorded to 
af war of the 1olloW1Dg' CIJUDoo 

canada. 
OJ1lte. 
COlOnlbla, 
C\1ba. 
n ......... 
Th. DOm1DICRn 

public, 
BUlloplL _d. "'_. Great lItltaln. 
Gl'lH!ce. "'"U. 
l>dIL 

[SBAL] 

Italand. 
:MexIoo.. " 
'I'll. Nathtrlauds. 
Nllw ZUlBDd. 
NICal'IIfIIL 
-.y. 
PEmllmL 
'I'hll P.Il1llppIDIIII. 
El Salvador. 
Sp~~ ....... 
'''''" ..... .... 

OIl or South !I-!~ 

Commfssfoaer oj 

Approved: July 16. IS5:!. 

JOlIN S. GRAlW4, 
ActIng SIlCTSMrJI of the Tre 

!P. R. Doc, 52-i30U; li'Ued, .ruty 22. 
8:48 R • .D:I.) 

TITLE 21-FOOD AND DRUGS 
Chapter I-Po~d and Drug Admlnts­

lfatlon, Federal Security Agency 
PAnT 3-STA'tEMBlmI OJ' GBRBRAL FOLIItt 

OR :QnEIPRm'A1'lOlf 

PLUORlDATBD WATER AND 1'IIODBSSEII mODS 
, CON'l'AINIHG FLtrOltlDATED WATER 

Pbrswmt to uef:lon 3 of the Adminls­
tm.tlve Procedure Act (60 Stat. 23'1, 238; 
s u. B. C. 1002). the followln, statement; 
of polloy is issued: 

I 3.2'7 stdWf oj fluoridated 'lDdter 
tIM loods JlrepaJ'etI with. Jluorlrlat6d. 
1lJilkr u7It:fI!r the Federal Food, Drug, and 
Oosmetla Act. Ca) The program for 
lluortdECtion of publ10 water su'pplles 

~ recommended by the Fed.eral. 8ecurIty 
1952; Ageilc7. throulJh the PUbllc Health 

Servtce. contemplates the controlled ad­
ditlOn of :ftuodne at a level oPlilmtlDl fill' 
the preventlon of dental caries. 

(Ii) PubUc water supplles do not ordi­
narily come under the ];IrOVfSIons of the 
Federal Food. Drulr, and Cosmetic Act. 
Neve.rtb.eleu, a. substanuaJ. number of 
1nquiries have been rel!8l.ved concern1ng 
the atatus of sullh water under the provt.­
sJom of the act and the status. in 
interstate commerce, III commerclally 
prepared foods 10 WlIlch :fluorIdated 
water has been used. 

ec) The Federal Securtty Agency will 
rerard water suppDII8 contalDin8' 1lue-­
rJnei within the IDnttatlona recommended 
by the PubDc Health Service. al IlOt ac­
tionable under the Federal Food; Dru«, 
and Cosmetlc Aot. .sJm.lla.rIy, commer. 
I!!ally prepared foods withln the jurisdic­
tion of the act. in WhIch a lluorlda~ 
water BUPIllY' bas baen U!Jed in the PrOC: 
essfng operation, Will not; be regarded as 
actionable under theFederaI law becaU$O 
of the fluorine content of the water so 
used, unless the process involves a sir­
nUlcant concentration of tluortne :from 
the water. In the latter illstanll8 the 

tacts wIth respoo~ 10 the Pllrtloulnr ott.."& 
wlll be controlllnlJ'. 
(SaIL 'lot, 62 stat. 1055: al11. e. o. 311) 

Dated: July 17,1952. 
["""] JoaN 1.. TnURS%OH, 

Acting Allmfllfa~rtdor. 
IP'. R. ~. U-BOfol: Fnoll, J\llf U, 1011:1: 

8:60 a. m.l 

26-INTERNAL RI!VENUE 
C~ .. , •• J-Buraav of Inlernal Rave .. 

Deparlment of the Troasury 
s,.,,,",,.. t-Mbcellllntolit E.e'" 'tcIxqi 

IT. n. 1!19110; Regs. lSI] 

1',,,, 3.'--'''''" T", .. 



13998 ROLES AND REGULATIONS 

Title 21-Food and Drugs 
CHAPTER I_FOOD AND DRUa ADMIN· 

ISTRATION, DEPARTMENT OF HEALTH, 
EDUCATION. AND W~LFARE 

Okl NelD oW N6UJ 
SeDfltm section S'ectimr. SllCllfOR. 
3.509 • ____ 201.314< 138.11 ___ MM. 1111.68 
3.610 _____ ~ 201.318 133.12 ___ MM. 211.110 
~.612 ____ • __ 200..31 133.13 ____ • 2U.80 
3.513 ._. ___ 900.7 133.14 ____ 211.&1 

• IReeodIflC!lt1o:a. Doekelllfo. 9J 

SUBCHAPTER C--DRUaS~ GENERAL 
3.614. _____ • 201.15& 133.1& ___ MM. 211.115 
3.618 ______ 201.160 133.100 ____ 225.1 

RllorganlzaUDn and RepubRcaHon 
.UlS ____ MM. 250.105 138.101 ____ 22~O 
3.$18 _____ 201.161 133.1112 ____ 22&S.aO 

The Commlsfdoner of Pam! and. Dn1P. 
lor the purposes ot estabUsb1nr an 
orderIy development of bl!m;matlve res­
ula'tlons for the Food and Drug Adn:dn­
fstratlon, furnishing ample rOOIn for 
expansion of sucb regulatlona in years 
Bhe~d, and ptovldinll' the publlc and af­
fected induatrles with regulations that 
are easy to 1lnd. read, and under&tand, 
has fnitta-ted a recodUl.catlon progt'8tn for 
Ohapter I of TItle 21 Of the code of Fed-

13!U ____ 20'1.3 lS3.103 ____ 296.l0 
1311.2 ____ MM. 2O'l.20 ISS.104 _. ___ 298.42 
132.3 _____ 2O'l.21 133.105. ___ • 225.1112 
132.4 ______ 207.22 '133.108 _____ 228.411 
132.5 ______ 2aJ.21i 133.10'1' • ___ • 225.B11 
132.8 ______ 207.30 133.108. ___ • 2211J18 
132.'7 __ • ___ 207.31 133.109 ____ .. ZJ8.ll0 
132.8 _____ 20'7.86 133.110. ___ • 221URl 

,IU,9 _____ 20'1.37 133.:;00 ____ • :mG.I 
132.10 ____ 20'7.28 133$1 __ 228.20 
131!.!! _____ 207.39 133.:102 ____ 228.30 
132.31 ____ 2(17.40 laa.203 ____ • 228.10 
13::t111 __ 207.65 133.:aD4 _____ 2211.42 

eral Re!pJla.t.lons. .-
This 18 the ninth docWllllnt In a. &erles 

ot tecodHlca.tlon documents that wDl 
eventually inclUde au regulations ad­
m1n1sliered by the Food and Drug Ad-

133.1 ______ 210.3 133.l1D5 _ .. __ 228.101 
183,9 _____ 211.1 133.208 __ •• --228.40 
133.3 ______ 211.20 133.21l'l ____ 226.80 
133.4 ______ 211.30 133.208 _____ 238.lIS 
133.6 _______ IUI.tO 133..209 ____ 221'1.no 

miniatration. , 133.11' _______ 211.42 133.210 _____ 228.l1G 

This recodWcation dooument repre­
sents a. raorpnlzation or material re­
ma.ln1ng In SUbchapter c-Dl'tlRS that 
has general app]loabllit.y. rather than 
strictly hwnan or ammal use. In add!­
tlon cert&tn relIJ-ted tleottons und:er Pa.rts 
1 and :I have been redeB1inated as part 
of the ravlsed Subchapter O-DrugR: 

128.1 ______ 211.101 132.330 ____ \229.25 
133.8 _______ 211.40 138.1 _______ 009.9 
139.0 -____ 211.1111 138.:1 ______ 299.20 
138.10 ___ 2U.OO 

. The ohanlles being made are nbnsub­
sb.ntive In natt::u:e and for tbfs, reason 
notice and public PtlIcedure are D6t pre­
reqUisItes to thts promulgation. Pot the 
convenience ot the user, the entire text of 
Parts 200, 201, 202, 20'l, 210, 211, •• 228, 
229, 250, 290, and 299 ot SUbobabter 0 
Is set foith balow., l GeneraL 

The foUowJnr table Shows the relation­
ship ot the em section nurnbel'S ~ 
the former SUbohapters A and C to their 
redealfmQ.tlon reDacted In the new Parts 
200 throullh 299: Dated; Match 21, 19'15. 

Old """ 
3~/J",", se»trcm 
1.100 _~ ____ !Ul1I.8 
1.101 _:.~ ____ 201.8 
1.101a. __ ~ __ ~ 20t.80 
1.102 ____ 201.&0 
1.10l11- _____ 201.61 
1.l0llb __ ~ __ ~ 2Ol.l 
1.102e ______ 201.111 
UOIId ______ 201.119 
1.103 _______ '201.111 
1.10t. _____ 201.10 
1.108 _____ :lOll,l 

1.1011(1-) ___ SOl.8 
_ l.lQ.8(b) __ 201.100 

1.108(0) __ 201,10ll 
1.tOS(d) ___ 201.100 
1.108(1) _ 201.110 
1.100(11') ___ 5101.116 
1.l08(h) __ 20UUI 
1.108(1) ____ 201.117 
U08(J) ___ 201.tlll 
1.108(k) __ 201.1110 
1.101'1(1) ____ 201.122 
1.100(111,) ___ 201.128 
1.101l(n) ___ 201.11'1' 
1.108(0) ___ 201.12B 1.107 ______ 201.150 

1.108(a) 
Be (b) ____ 201.18 

1.108(e) ____ 290.8 
1.109 _______ 200.8 
1.110 _______ IIDO.I0 
1.1111 _______ .200.111 
a.3 _________ 1101.300 
3.4 ________ 1I01.3GJ . 
a:, _________ 2liD.1oa 
3.8 _________ 250.101 
a.11 ____ ~ ___ 201.801 
3.HI ~ _______ 1101.304 
3.16 ________ 201.808 
:Uo ___ ~ ___ 200.100 

Old New SAlI[ D. Fnu:, 
S4tltfon, S~"cm Associate CommfsM1ler' f. 
3.:n ________ 250.102 _ C'D7npHoce. 

3,23 --.. _____ 2OO.1011'l'here:fore. 21 CF.R is amended i... re .. 
3.:n --.. ---- 2®.203 eslgnatfng PClrtIoM Of E'al1a 1 -.nd S 
3.28 -------- 2OOlIO t 9.29 ________ 201.301 Subchapter A and Parf:s 132. 13 ,and 
9.lh1 _______ 201.S08 138 or l3ubcbapi:e%o C as Parts 20 • 201, 

. 3.a1l ________ 201.S09 202, 20'1, 210, 211. 225, 228, 229, 2S 290, 
3.38 _______ ~o.loa aDd 299 of Subchapter O-Drup:1 Gen .. 
U7 ______ 201.3011 eraJ, and rePUblfshed to mad as follows: 
3.40 _______ 2ll0.201 _ L 
3.43 ______ 201.310 SUBCHAPTER O-DRUQS: GENERAL 

3M ------- 201.311 p4f't. I 3.48 ______ 200.30 ~ 
9.48 _____ ~.108 
8.60 ______ 2II0,10f, 1I00-.LOe1Jng 
.8.5:11 - _____ 2&0.107 2~"" Dru I 
3,63 ___ ~ ____ 260.10 .. -OQ s: Advertb:l.llg I 
3.115 ______ 201.405 207~lIirauon or l'l:'oducem or Drup IiI1d 
3.61 :._,.. ____ 20M8 .L1atfDs or Drugs In CODUDe:tl:IJ8I D.t.-
3.62 _______ m.4 trlbutlaD. I 
8.63 _______ J:!50.11 ~ 

3.64 _______ 260.12 II1D-Ourr.!o."t: GDOd lIbnutnnmring atJ_ 
3.117 _______ 201.805 In MaD.uta~. ~I'. Pack-
3.71 _____ • 250,100 • • mg, m" H'oldbS of Drup: GIlD 
3.'T4 _______ 201.115 all-ol11:l:'en1l Good. lIIranuraoturJD; ~C8 
3.78 _______ 200.10 ;tQ1' ~d Phat:lnacwtfcals I 
3.7'1 ______ 3110.38 , 
3.Bl ______ !<I01.!'mO 2:!8-Cu.mInt Good MaIluf&llturlng Piact1ce 
3.84 ________ 2OU10 f01"Medlcatett~dB ±: 
3.ll0 ________ 2110.300 22l1-Cunent Good JM'anUfllct.urJng 
3.91 ______ 250.2S0 !Dr-MecllmiudPreIlllDs 
3.94 ________ 250.109 • 
3.95 ________ !<I60.110 1129-0urren-t Good. Manur~ tJce 
a.liOl _______ 200.11i tor Certatn Other Drug ~uca/ 

3.6011 ______ 1101.19 2GO-SPecllol :ReqtW'lm1ontli tor SJlj Ku-
3.603 _. __ 201.312 InQu.Druga 
3.605 _______ 201.11118 -
3.liOS ____ .200.11 2II0--00ntroned. Dl'tIp' . 
3.607 ___ ' ____ 201,.l'1 29~rtIgII; OMc!1d Namllllll ami EstabUBbed 

3.508 ------ 1101.18 Namu I 

.... 
!<IOO.II 

200.'7 

200.10 

900.11 

!l00.18 
:WO.la 

PART 200--GENERAL 
Sbbpart A...:..a..nnl'ld Ptavhlnl\ll . 

M'oUlng or Importattt JD1'ormRtlon 
a.bDUtdmlill. 

Supplying phnl'mtUllstl with lIIdl~ 
clltlOIlll 1Uld. dOQgII fntormntlon. 

Conthlct foOWIlI" (In/Jludlng I!Gn~ 
stilting lu,~torlll.3) utJIlltcd os 
Ill!tromtlral tIUlJUt.lC'1I by phot'mU" 
c::onUnBi mRDufoctul'Olll. 

Ul)'e of ootadlloyllUDlno In !Ileum 
unea m: drug O.ItolIllllhmont(l, 

De.llD1tloD m: tonn "Inoullbl' 
Ue m: sllCOltdband eontUlnorll tQl' 

thI:I shlpmont lit fltorngo of tood 
u'!1d nDImaJ.1'ol!1I. 

Suhpnl't B-MnnufJlctul1om I'rrIcndurGII Alfecilll8 
NIIVI DnlglllnlUD 

IIOD.30 Stlu'UlmtiOD lit dlllCd bY Il'tl\dlll--. 200.31 TI.lUlld. rlllGuo dO!lIl£" tenDG'. 
Subpart o-Roqulmmonls fer SpDc1ff1l Claunll en 

D"'''' .200.110 OpbtbllJmlo pJnpMatfODlJ ond dls~ 
pnns-IID. 

Sub",,1't D-SullClblllty nf SpBolno Drug 
ClImpnnQnls 

200.100 Uoo ot ox. bUo from condQmned 
IIVIII/ll nom 8lllughtorpd anim,,11I 
In the IllIUlurnaturo (If drugs. 

1100,101 Stipl1n'enllJ. glMdll from bog ~n,," 
CllSllle8 priCll' to flbRI 11l5p~stlon. 

A~: Sea. 'lO1. &.3 Stnt. 10118: at 
U.S.C. 371. unIeu otharwlllo Dotod. 

Subpart A-Qeneral Provlslans 
§ 200.5 ImdUII(( or huporlnlll ill(01'11I1I4 

don.nboatdm8'f/o 
ManUfaoturers and dlatrlbut.ora of 

drup and the Food 8.bd Drug Adminis_ 
tration ocaaBlonalJlr are reqWrsd to mall 
~t IntOrmatJon aboob drtJp to 
pb:rall:lial2a and others ~8 tor 
patient oare. In the J)ubUo iIlterest, suob 
man sI10uld be dlatInailve .In appOIU1UlCtl 
so that!1; W111 be prompf;Jr nooBlllzed and 
read. The Food and DI'UA' Admmlairatlon. 
wJll make suoh maWnp in aooordanco 
With the 8Jlecl1lcatlons set forth in th10 
GeoMoD. ManUfacturers nnd dlstrJbutors 
of drumJ are aaked to make sUCh mlliJllma 
08 J)reSGdbed blr'lhJa section and not to 
use Ute d1at1Xlatlve envelopes fo1' ordlnDl'1 
"""'-

(a) Use Jlrd o1a81 mati. ad No, 10 
white envalo1l:ea. 

(b) 'l'be JWae nnd adlfreu of tho 
agenay or the drUg :mlU'lUfDOturer or dls" 
trlbnUlr is til a..pp.e8r 1D. the uPll8X' 1Mb 
corner of the envelop&, 

(0) The fOllowing statemenw aro to 
appear In the far left tbJrd of the en .. 
velope front, In the type and size JndJ. .. 
catad, centered 1ri a ,teckmSUlBt tlPlIPa 
aPPl'OXfmateb' 3 tna1:J1!8 wlda IU1d 1:1% 
Inabea bigb with an approximately %~ 
loch-wide border In the color h!d!cated:· 

(1) When the lntormatfim conc&rna 
a s!gntflaant hazard to heaJth, the state.. 
ment: t' 

,...",. ....... 
DRUa 

WARND!a 

The etabmleD.Il sball be in three Oneil, aD 
oapJtaI.s. and oentered. '':Important'' MaD 
be in 38 PD1nt Gof.1;lll:! Bold type, "DruB" 
an'!~·Wam1nI" tI~ be in 38 point 
GoIiWO C0n.dense4 tY,pe, The rootQna1a'a 

f&DI!IlAL REalmII', vo": 40, NO. 60-THuRSaAY. f:tARCH 27, 1975 
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Food and Drug_. HHS 

of seotion d(b) of the Federal 
DrD8'. and Cosmetlo Act UDless1t 
led With the leweD4 ''CautlO1)-

~l"larl" prohibita ..... - wlth-
_iii' ption." 

'fi"-"'n:for oral 1D.ge8t1on 1n~ , ted. or advertiaad [or 
tlOD or treatment of per­
m1a. or which purport8 to 

contain substance or mixture of 
aubsta.noea eacrtbed In pa.ragra.ph (4) 
01 th18 sec (other thaa diagnostio 
drup tainJntr radioactive 
cyanoao ) w1ll be rep.niad as 
miabranlled der seotions 6Il2(f)(1) and 
(j) of the act en Ita labeling beara &. 

stAtement to 8 eff'eot that some ~ 
tlente afflicted th pal'Dlel0U6 anemia. 
may not re&pOn to the orallY ingested 
product and t; there 11 DO Jmown 
W8.'/I to prediot Dh pa..t1eDta wUl re-
spond or whiOh tlenta m&y ceaae to 
respond to the tDPBted prod-
ucta. The 1& ahall also bear A 

statement thAt pe odic examinations 
and laboratory 8 ea of pern1otous 
anemia. patients &l'8 l8ential and ree-
01DDIlIJl .... 

(f) Under section of the Federal 
Food, nru:r. and Cosm. 0 Act, intriD-
ale raatOI' aDd. lDtri fActor COD-
oentrate an raprde4 as additives. 
No food additlw "BUlB. nor ezlat-
iDa ezteD810n of the eire va data of 
aeotiOD 408 of the aat au r.8I these 
additivu ill foodl. iDel toads tor 
apeotal dtetar:r use •. Any CODtalIl-
inc added. intrina10 faotar or trlDBio 
raotor conoentrate will be 1"11 

-adwtera.te4 withtn the meam 
tton402{a)(2){C) of the act. 

(g) Reaulll.tor;v action ma:r be 
a.ted with respeot to any 
ahiJ)J)ed witb1D. the jur1l1diotion of 
act eontrary to the prov1810Dl of 
polley ltatement &Iter the lSOth 
followllll' pabUcat!on of th1a IIt&tem 
In the FJmJQ\A.L RJi'tlJST£R.. 

,uo.IOS Statu. 01 ftaoddatecl wa .... 

.. ui!....11ooi& pi....,.... with ftaorl~ 
_water. 

<a) The program for llUOrldattOD of 
publlo water 8upplles recommended by 
the Departmnt of Hea.ltb and Bu.maD. 
Serricea. through the Publle Health 
Service (Centers for Di8eA8e Contro)) 
contemplates. the oontrolled add1t10~ 

5250.2m 

01 fluoriDe at a level optimum. lor the 
preven.t1on 01 dental oarlu. 

(b) PublJc water mpplles do not ordi­
nat1lJ" come under the prov18101L8 of the 
Federal Food, Drn8'. and Oosmetic Act. 
Neverthel-. a aubstantla.l number of 
lDQu1r1ea have been received concern­
Ins the 8ta.t\l8 of 8l1Ch water under the 
prov18l0Dl of the act and the statue, in 
Interstate commerce. of oommeretallY 
prepared fooda in which fluoridated 
water baa been uaed. 

(e) The Department of Health and 
Human Serv10ea will rqard water sup­
plies eont:.a1ninl' fluorine, With1D the 
limitAtions recotnmendad by the EnV1~ 

o'.~nm".~.n"t&l" •. Protection ApDcy, : under the Federal 
Coemetio 

of the fluorine content 

~
~~~ 150 WIed. UDlea the procesa a atgntftaa.nt concentration of 

&om the water. In the latter 
the facte with l'tI8pect to the 
case wUl be controll1D(r. 

19'1&. ae amended ILl. 48 

~~CD-:='_ror 
and CO 

I ... ~~.l'::r.;:~~r::, .. a OOID.~ ......... ....., 
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List of substances 

Monochlorobenzene 
MonochiorolJenz­
ena. 

N-methyl-2-
pyrrolldone. 

• • • • 

limitations 

Not to exceed 500 parts 
per million as residual 
solvent in finished 
basic re91n In para­
graph (a)(1) of this 
section. 

Not 10 exceed 0.01 per­
cent (100 parts per 
million) as residual 
salvenl In finished 
basic resin In para­
graph (a)(2) of this 
secUon, 

• 
Dated: M"y 17, 1996. 

Fred R. Shank, 
Dimc/or, Center for Food Safely and Applied 
Nutrition. 
[FR Doc. 96-14697 FlIed 6-10-96: 8:45 ami 
alLLING CODE 41GO-!11..p 

Food and Drug Administration 

21 CFR Parts 200, 250, and 310 

[Docket No. 95N-0310] 

Revocation of Obsolete Regulations 

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

SUMMARY: The Food and Drug 
Adm!nJstrat!on (FDA) is revokIng 
certain regulations that afe obsolete or 
are no longer necessary to achieve 
public health goals. These regulations 
were among those identlfied 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 on regulated Industry" and 
consumers, 
EFFECTIVE DATE: July 11, 1996. 
FOR FURTHER INFORMATION CONTACT: 
Christine F. Rogers, Center for Drug 
Evaluation and Research (HFD-7), Food 
and Drug Administration, 7500 Standish 
Pl., Rockville, M:D 20855, 301-594-
2041. 
SUPPLEMENTARY INFORMATION: 

I. Background 

In the Federal Register of October 13, 
1995 (60 FR 53480). FDA published a 
proposed rule to revoke certain 
regulations. Thts was done in response 
to the Pre.'l.ident's order to all Federal 
agencies to conduct a page-by-page 
review of all their regulaUon:s Ilnd to 

"eliminate or revise those that are 
outdated or otherwise in need of 
reform." The proposed rule contained a 
sectton-by-section analysis of all the 
regulations (21 CFR parts 100, 101, et 
a1.) that FDA intended to revoke. This 
final rule pertains only to those 
regulations (21 CFR parts 200, 250, and 
310) pertaining exclusively to the Center 
for Drug Evaluation and Research. No 
comments were recf!ived In response to 
the proposal to revoke these regulations. 

II. Analysts ofImpacts 

FDA has examined the impacts of the 
final rule under Executive Order 12866 
and the Regulatory Flexibility Act (Pub. 
L, 98-354). Executive Order 12866 
directs agencies to assess all COlilts and 
benefits of available regulatory 
alternatives and, when regulation is 
necessary, to select regulatory 
approaches that maximize net benefits 
(including potential economic, 
environmental, public health and safety, 
and other advantages; distributive 
impacts; and equity). The agency 
believes that this final rule, which is the 
revocation of certain regulations that are 
obsolete or are no longer necessary. is 
consistent with the regulatory 
philosophy and principles identified in 
the Executive Order. In addition, the 
final rule is not a signifJcant regulatory 
action as defined by the Executive Order 
and so is not sU~ject to review under the 
Executive Order. 

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

III. Environmental Impact 

The agency has detennined under 21 
eFR 25.24(a)(9) that this action is of a 
t:ype that does not individually or 
cumulatively have a significant effect on 
the human environment. Therp.Jore. 
neither an environmental assessment 
nor an enVironmental impact statement 
is required. 

List of Subjects 

21 CPR 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 USC. 301 
et seq.) and under authority delegated to 
the Commissioner of Food and Drugs, 
21 CPR parts 200, 250, and 310 are 
amended as follows: 

PART20O---GENERAL 

1. The authOrity citation for 21 CPR 
part 200 continues to read as follows: 

Authority; Sees. 201. 301. 501. 502. 503, 
505,506,507.508.515.701. 704. 705 olthe 
Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 321, 331, 351. 352, 353, 355, 356, 357, 
358, 360e, 3n, 374, 375). 

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

PART 250-SPECIAL REQUIREMENTS 
FOR SPECIFIC HUMAN DRUGS 

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

Authority: Sees. 201, 306, 402, 502, 503, 
fiOfi. 601 (a). 602(a) and (e), 701, 70fi(b) ofthe 
Federa.l Food. Drug, and Cosmetic Act (21 
U.S.C. 321. 336, 342, 352, 353, 355, 361(a). 
362(a) and (e). 371. 375(b)). 

§250.i04 [Removed] 

1. Section 250.104 Status of.<ilslt 
substitutes under the FederaJ Food, 
Drug. and Cosmetic Act Is removed. 

§250.203 [Removed) 

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

PART 3iD-NEW DRUGS 

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

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

505,506,507,512-516,520. 601 (a). 701. 704, 
705.721 of the Federal Food. Drug, and 
Cosmetic Act (21 U.S.C. 321. 331. 351, 352, 
353,355. 356. 357, 360h-360f, 360J, 361 (a), 
371,374,375, 37ge); :sees. 215. 301. 302(a), 
351, 3M-360F of the Public Health Service 
Act (42 U.S.C. 216. 241, 242(a). 262. 263h-
263n). 

§ 31D.101 [Ramoved] 

7. Sp.ction 310.101 FD&C Red No. 4.­
procedure for discontinuing use 1n new 
drugs for inge!ltlon; statement of policy 
is removed. 



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

AGENCY: Environmental Proleclion 
Agl!ncy (EPA). 
ACtiON: Notice. 

9UMMARY: The Environmental Protection 
Agency (EPA). Office of Drinking Water 
[DOW), has operated Iln advisory 
program that gives lechnical assistance 
to concerned parlies on the USf! of 
drinking water additives. On May 17. 
1984, EPA proposed to terminate major 
elements of tbis Federal program and to 
assist in the establishment of a private­
sector prngt'am which would offer 
assistance In evaluating drinking waler 
additives. 49 FR 21004. EPA solicited 
proposals from qualified 
oongovernmental, nonprofit 
oJ'Ranlzalioos for assistance under a 
cooperative agreement 10 eslablish a 
credible and emclent program In Ihe 
private sector. 

On September 17, 1985, EPA sell!cted 
o consortium consisting of the National 
Sanitation Foundation [NSF). the 
·Amarican Waler Works Association 
Research Foundation (AWWARF). the 
Conr(jrl"U:~1I of Stale Health and 
Environmental Managers (COSHEM). 
and the Association of Siale Drinking 
Water Administrators {ASDWA) to 
receive funda under a cooperative 
agreement 10 develop the private-eeclor 
PrtlHram. EPA believee that the NSP-Ied 
program bas proceeded satisfactorily. 
NSF Standerd 61), covering many direct 
addiUves. wes adopted on December 7, 
1987; and NSF Standard 61. covering 
Indlnlct addltlvee. was adopted on June 
3. 1988. Other standards are 
forthcoming. The NSF-led program has 
begun offering testing. certification, and 
listing services. 09 described in 49 FR 
21004. for certain classes of products 
covered by these standards. 
Accordingly. as the NSF·led program 
becomes operational, EPA will phase 
Qut its activities In thie 8Ma. aa 
deBCribed in this notice. 
DAlE: Any written comments on 
implementing this notice should be 
submitted to the addre91 below by 
September 6. 1966, 
ADDflUSU: Submit comments to: Mr. 
Arthur H. Perler, Chief. Science and 
Tecbnology Branch. Office of Drinking 
Water (WH-550D). U.S. Environmental 
Protection Agency, 401 M Straet. sw .. 
Washington. DC 20460. A r.opy of all 
commenta will be avsilable for review 

during nmmal business hoUl'S ulthe U.S. 
Environmental Protection Agency. 
Criteria and Siandards Division. Science 
and Technology Branch. Room 931Er, 
401 M Street, SW .• Washington, DC 
20460. For further infonnalion on the 
NSF-led private-1lector program, 
including standards development and 
testins. certification, and lilling 
services. contact: Director. Drinking 
Waler Additives Program. Nalional 
Sanilation Foundation. P.O. Box 1488. 
Ann Arbor, MI48106: or call (31a) '7~ 
8010. For Infonnation on alternative 
testing. certification. and Iiaticg 
programs. contact individual State 
regulatory authorities or the American 
Water Works Association. Technical 
and Professional Department, 6868 
Qnincy Avenue. Denver CO, 80295, or 
call (303) 794-7711. For infonnation on 
the directory of produ(lts certified a.8 
meeUng the criteria in a NSF standard. 
contact the American Water Works 
Association Research Foundation, 6686 
Quincy Avenue. Denver CO. 80235. or 
call (303) 794-7711. 
FOR FURTHER INFORMAnOtl CONTACT: 
Mr, Arthur H. Perler. Chief, Science and 
Technology Branch. Office of Drinking 
Water (WH-550D). U.S, Environmental 
Proteotion Agency, 401 M Street. SW .. 
Washingtofl, DC 20460. or call (202) 302-
2022. 

I. IntrtldUl:tinn 
The Safe Drinking Water Act {SDWAI 

(42 U.S,C. 300f et seq.) provides for 
enbllncement of the safety of public 
drinklna water supplies IhrouSh the 
establishment and enforcement of 
national drinking water regulation!!. The 
Environmental Protection A.gency (EPA) 
has the primary responflibilUy for 
establishing the regulations. and the 
Statea havil the primary responoibility 
for enfOrcing such r8,ll!llations. The 
regulAtions control contaminants in 
drinking water which may have any 
adverse efCect on public·heslth. Section 
1412,42 U.S.C, 3GOg-l. The regulations 
include maximum contaminant levels 
(MCLsI or treatment techniques and 
monitoring requirements for thesa 
contaminante, Sections 1401 and 1412; 
42 U.S,C, 300£ and 800g---1, EPA also 
promulgates monitoring requirements 
for unregulated contaminants. Section 
1445; 42 U.S.C. 3DOj-(. In addition. HPA 
has broad authorities tn provide 
tl!chnical aSsistance and rmanclAI 
HssistanGe {e.g" gran Is. cooperative 
agreements) to States and to conduct 
research. 88cllon81442. 1443, 1444; 42 
U.S.C. 300j-l, 300j-Z, 300j-3. 

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

drinking water supplies, In addition 10 
such contaminants. there is a pos!!ibility 
that drinking wsler supplies may be 
contaminated by compounds "added" to 
drinking water. either directly or 
indirectly. in the course of trealment and 
tl'Bnsport of drinking water. Publio waler 
systems usc II broad range of chemical 
products to treat water supplies and to 
maintain storage snd distribution 
syatems. For Instance. 8y8tems may 
direotly add chemicals sucb as chlOrine, 
alum. lime. and coagulant aids in the 
process of treating water to make it 
suitl!ble for public consumption. Thl!se 
nre known AS "direct additives." In 
addition. as a necessarY function of 
malntalnin(j a public water !!yslem, 
storage and distributinn system9 
(including pipes, tanks, and other 
equipment) may be fabricated from or 
painted. couted. or treated with products 
which may leach into or otherwise enter 
the water. These products ant known as 
"indirect addiUves." Except to the 
extent thst direct or indirect sdditives 
consist of Ingredients (If contain 
contaminants for which EPA haa ) 
promulgated MeLa, EPA does not 
currently regwate the levels of additiveB 
in drinking wster. 

In 1979. EPA executed a Memorandum 
ofUnderstandtng {MOUJ with the U.S. 
Food and Drug Administration (FDA) to 
establish and Cl8rify areal! of authorities 
with respect 10 cnolrn) nf arlditivl!!lln 
drinking water. 44 FR42715. July 20, 
1979. FDA il authorized to regulate 
"food additives" pursuant to the Federal 
Food. Drug, and Cosmetic Acl (FFDCA). 
(21 U.S.C. 301 et seg.]. Both agencies 
acknowledged in tbe MOU that 
"passage of the SDWA in 1974 repealed 
FDA's authority under the FFDCA over 
waler used for drinking water 
purposes." The MOU stated that FDA 
would continue \0 have authority fnr 
taking regulatory action Wider the . 
FFDCA to control additives in bOliled 
drink1ns water and in water used in 
food and for food processing. The MOU 
went on to say that EPA had authority 
to control additives in public drinking . 
water supplies. . 1 

. While the SDWA does not requtre 
EPA to centrolthe use of specific 
additive!! in drinking water, EPA hss 
provided technical assistanoe to States 
and public water 9ystems on the USB of 
odditives throu(jh the issuance of 
advisory opinions on the acceptability 
of many additive products, EPA has 
provided this technicala8sistance 
pursuant to its disGrfltionary authority in 
section 1442{b){1] to'''collect and make 
availahle inrormation pertaining to 
research. investigations and 
demonstrations wilh respect to 
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providing a dependable sAJe supply of 
drinking water together with appropriate 
recommendations in connection 
therewith." EPA has additional 
authorities under the Toxic Substancel 
Control Act (TSCA) (15 U.S.c. 2601 et 
seq.} and the Fcderallnsecticlde, 
Funs;cide. and Rodenticide Act (FIFRA) 
(7 U.S.G.130etseq.) that could bs uaed 
to control additives In drinking walei'. 
TSCA authorizes EPA to regulate a new 
chemicalsubslance before it Is 
manufactured or any existing chemical 
substance before It Is mmufactured or 
processed for 8 uae that EPA MS 
determined to be a "slpificanl new 
use." Although an additive product 
might come within the jurisdiction oC 
TSCA. BPA has never invoked this 
authority. EPA has used its authOrity 
under FIFRA to control the use or 
pesticides, disinfectants, and certain 
other additive9. For a more complete 
dtscuFlsion of these authorities. aee the 
MOU. 44 FR 42776. 

In 1980. EPA declared a moratorium 
on the issuance of new advisory 
oplntons on additives pending a review 
of past advisory oplmons and the 
estabiiahment of uniform lRat protocols 
and decision criteria. However, between 
1900 and 1984. EPA continued to· issue 
advisory opinion. In cases where the 
new additive products were virluplly 
identical 10 produc.ts previously 
reviewed. Resource constraints and the 
need 10 Implement mandalory 
provisions of the SDWA precluded tha 
Agency from implementing the 
comprehensive program originally 
envisioned for the Issuance of additives 

vi9Cry op!nloftl. Thul, the Agency 
was not able to review the technical 
data supporting previous aubmissions 
(approxbnately 2.300 products from 525 
manufacturers) nor was it able to 
develop lest protocols or declaion 
criteria for the consistent evaluation of 
new prodUcts. The resuit haa belm long 
delays in processing manufacturer 
petitions. inability to review and accept 
completely new products. and 
acceptance of ploducts aimply because 
they were Virtually identical to older 
products. Hence. few products have. 
been thoroughly evaluated for the safety 
of their Cunnulations based on the lalesl 
scientific infonnalion. 

Recogniz.i118 the need for continuing 
lechnical assistsnce in evaluating 
additive products and for providing 
advice to States and public water 
systems on. the loxicolos!cai aspects of 
addilive products. the Agency proposed 
to terminate its attempts 10 institute a 
formal advisory program. and to solicit 
proposals from nongovernmental. 
nonprofit organi2ationll to establish such 

II. program In the private scetor. Tha 
Agency believed that the proposal to 
assist in the establishment of a private­
sector program was consilltent with, and 
would best serve the goals oC. the 
SDWA. 

On May 11. 1984. EPA fonnally 
announced Us intention 10 transfer the 
program to the private sector, which 
would function as to many other 
voluntary producl-Rlandard program!!. 
49 FR 21004. This wBSllCcomplished by 
requesting proposals from qualified 
organiZations or consortia of 
organizations Cor the competitive award 
of a cooperatlva agreement designed to 
provide incentive for the e&tabllshment 
of II. private-sector program. The 1984 
nollce stated that: 

• BPA expected the activity 10 be self­
supporting. 

• EPA would mainlain an aclivR 
interest in the development of the 
program. Without assuming 
feaponaibillty for or directing ita 
apprnach. 

• EPA would oontinue to establish 
regulations under the SDWA. FIFRA. 
and/or TSCI\. as needed. for chemicals 
In treated, distributed drinking water 
that may originate as additives. 

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

The May 1984 notice requested public 
comments on the propoRal and solicited 
applications from qualified 
nongovernmental. nonprofit 
organiZations for partial funding of the 
developmental phase of the program 
under 8 cooperative agreemant. The 
responsa to the aolicltation for 
comments Indicated strong publio 
support for the propoled spproach. EPA 
received 108 public comments on the 
proposal. All but six supported this 
"third-party" spproach. However. 
despite the Agency's open competition, 
EPA received only one application for 
financial oSsistance. The applioant was 
s consortium. led by the National 
Sanitation Foundation, whic.h included 
the Ameri4:an Waler Works Association 
Research Foundation. the Conference of 
State Heslth and Environmental 
Managem, and the Association of State 
Drinking Water Administrators. This 
single proposal met all of the basic 
criteria articulated in the May 1984 
notice. Furtllennore. EPA believed that 
the single applicant was very likely to 
succeed. because it represented an 
organization experienced in private_ 
sector consensuR stsndard'selting, State 
regulators. and WAter utilities. 

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

The NSF program haa the following 
major objectives: 

• To develop systematic. consistent, 
and comprehensive vo.luntary consensus 
standards for public health safety 
evaluation of all produllts (previously 
EPA-accepted as well as new) intended 
Cor use In drinking water systems. 

• To obtain broad-based partioipatlon 
in the stAnderd-slltting prowam [rom 
industry. Stales. and utilities. 

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

.. To undertake needad research. 
tesling. evaluation; and inspecllons and 
to provide the followup necessary to 
maint~in the program. 

• To establish a separate program for 
tesling, evaluation. certification. and 
listing of edditive products. 

• To widely disseminate information 
about the program, and to make 
inromation about conforming products 
available to UB8I':ll. 

• To maintain the nonfidentlalny of 
all proprietary Infonnation. 

• To fully establish the third-party 
pm81'am on I!I self-supporting bas;s. 

NSF', establi11hed standard-setting 
process utilizes a tiered structure. Bach 
standard is draftad by B task group and 
tben presented to a Joint Committee, 
which incilldes 12 industry, 12 IlSer, and 
12 regulatory members. FoUowing 
succassful JOint Committee balloting. 
standards ara reviewed by the Council 
of Public. Health Consultants. which is a 
bigh leveladvisDry group conslstlns of 
technical and policy experts from 
regulatory aganciaR and academia. 

NSF has eRtabliJlhed task groups to 
develop standards Cor the product 
categories listed below. Each task group 
includes a member representing the 
regulatory agencies Bnd a member 
representing the utilities. All 
manuCacturera expressins intereslln a 
parllcular product t8sk group m8y 
participate 89 membel'9 of that group. 
Therefore. task group mambership is 
predomlnataly manufacturars. In 
additlan, 8; group of health effecls 
consultants is addressing the 
toxicological aod risk considerations for 
various product categories. NSFa role ill 
tbe ataodard-settlng proca8A is 
adminislrative. that is. to bring togather 
experts from government. industry, 
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utili lies, users, and other relevant groups 
80 thai a standard which reflects 11 
consensus of these interests can be 
developed. In addition, NSF staff 
provide technlcalieadership Dod 
laboratory support. Product categories 
and cOlTf!spodingl8sk groups are: 

• Protective Muterisls. 
• Chemicals for Corrosion and Scale 

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

• Coagulation and Flocculation 
Chemicals. 

• MiscellsneooB Treatment 
Chemicals. 

.. 'Dining and Scaling materials. 
• Process Media. 
• Pipes and Related Products. 
• Disinfection and Oxidation 

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

satisfactory progreu durinS tbe term of 
the cooperative agreement. In addllion, 
the health effecta conauliants have 
endorsed the bases of the standards, 
Standards have been drafted for all 
product categories, and final standards 
were published and implementcd as 
follows: 

Standard 80, December 1987 
• Chemicals tor Corrosion and Scale 

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

• Disinfection llUd Oxidation 
Chemicals. 

• Miscellaneous Treatment Chemicals 
(selecled), 

Standard 61. 'une 1988 

• ProCC88 Media. 
Development of the remaining 

slandarda la on schedule, and 
publication and Implementation sre 
expected on tbe follOWing schedule: 

Slandards 80 and 81, expected October 
198' 

• Protective Materials, 
• Coagulation and Flocculation 

Chemicals. 
• Mlscellaneoua Treatment Chemicals 

(additional). 
• Joining and Sealing Materials. 
• Pipes and Rt'liated Products. 
• Mechanioal Devioes, 
EPA believes that the NSF program Is 

sucr.essfully pursulns all or Its 
objectives, Furthennore. tbe program is 
strongly supported by user and 
regulatory sectors. AWWARP, 
CDSHEM. ASDWA, the Creet Lakes 
Upper Mississippi River Board, the 
American Water Works Association 
(AWWAj (Including the Utilities (lnd 
Standards Councils and the Regulatory 
Agencies Oivielon). and the Association 
or Metropolitan Water Agencies. among 

others. have voiced strong Bllpport for 
the third-parly program, TIe AWWA 
recently joined the NSF·led consortium 
snd urged EPA to support national 
unifonn accreditation of certifying 
cntities for additives products. To date, 
more than 60 manufecturers are full 
participants in the standard-sattlng 
program, 

The cooperative agreement between 
EPA and tbe consortium requires NSF to 
establish both a otandard-seitlng 
program and a Hemce for teatina. 
certification. and listing, The68 are 
completely separate acliviUel'!. EPA's 
intent Is to support tbe development of a 
widely accepted uniform stor.dl~rd for 
each category of products while 
encoureging the development of 
competing sources for testing, 
certification. and listing, The 
cooperative agreementas9ures that at 
least one sound and reliable product­
evaluation service will be available to 
manufacturers. i.e" the consortium. 
However. (he consortium's standardo 
will allow for entitles other t:,an NSF to 
be evaluators of prodUcts, 

EPA recogniZes the authority and 
responsibility or the individual States t 
determine the acceptability of drinking 
water additives. Hence, itls up to tho 
States and utilities to delennine tbe 
suitability Ilf Bny "tbird-party" 
certification. AWWARF willillaintoin a 
directory of products approved by all 
organizations claimina to cD:Jducl 
evaluations under StandardR 60 and 61, 
However, A WW MF will not ludge the 
competence or reliability of thest! 
organizations, 

II. Announc:amenl or Phase-Down of 
EPA's Additives Program 

During the d8velopmental pbas8 of the 
NSF consortium's program, EPA has 
continued to review products and 
process reqnests for advisory opinions 
on a limited basis, The May 1984 notice 
stated that, "EPA does not Intend to 
develop further interim administrative 
procedures. testins protocols or decision 
criteria for future evaluation of addlllve 
products. The use of existing Informel 
criteria will conllnue until a thlrd'party 
or alternative program is operational 
o 0 ." EPA may not be able to process 
all faqua8ts for opinions (In sdditlve 
products before the establinbmant of a 
cooperative agreement with a third 
party. The larse volume of currently 
pending requeata makes It \lnllkely thst 
e.ddilional requesta will be completely 
processed by that date." Ukewise. EPA, 
In its acknowledgment letters to 
manufacturers requesting opinions on 
new products. explains thet the Agency 
is, .. o • 0 making a concerted etTort to 
process petitions ss quickly as possible. 

However, EPA" may not be able to 
proceRs your request for an opinion on 
an addiiive product before the 
establishment of an alternative program 
as described in the Federal Register, 
Vol. 49, No. 91, 21003-8, May 11, 1084." 
Product reviews and Issuance of 
odviaory opinions have been limited to: 

• Products composed entirely of other 
products which EPA had pravlously 
detennined 10 be acceptable: 

• Products composed entirely of 
Ingredients which have been determined 
to be accept9.ble by EPA or the FDA. or 
other Federal Bgencies, for addition to 
potable water or aqueous foods; 

• Producls c(lmpoeed entirely of 
Ingredients listed in the "Water 
Chemicals Codex," National Academy 
of Sciences, November 1982, and in the 
"Water Chemicals Codex: 
Supplementary Recommendatlona for 
Direct Additives," Nalional Academy (If 
Sclences, 1984; 

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

• Products which, if effsctlvely 
excluded £rom the marketplace by lack 
of approval. might jeopardize publio 
health or safety. 

Continued processins of petitions 
during the development of the privete­
sector program minimized disruption or 
the marketplace from the viewpoint or 
manufscturers whose business 
depended in plI.rt on EPA acceptance of 
products, users wbo required water 
treatment products for tbe production 01 
safe drinking water, and State officials 
who rely on the advice of EPA. 

EPA believes that NSF Is moving 
expeditiously and on schedule toward 
the full establishment of e third-party 
program covering products intended for 
uae in drinking water systems, Priorities 
lor standards development Bnd 
implementation of a teslinR. 
certification, end listing program for 
various product cetegories have been 
based upon need, Interest. complexity. 
and avellability of infonnatlon for" 
developing standards. Direct drinking 
waler additives were 8sslgned high 
priority for the following reasons: (1) 
Use of dlract additives is widespread in 
drinking water systems, so there are 
larse population exposures to these 
chemicals; {2] as direct addltiv8slo 
drinking water, they preBent gmater 
potential for water contamination than 
Indirect mechanisms (e.g .. migration 
from pr(lteclive paints in pipes and 
storase tanks); and (3) the National 
Ar.aderny of Sciences' Water Chemicals 
Codex provided a good starting point for 
development of standards. 

t3 Jf) 
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As originally planned, EPA is 
beginning to phase out the Agency's 
additives evaluation program. Thus, 
EPA will not accept new petitions or 
requests for advisory option, after the 
date of this notice. While EPA will 
continue to process requests which are 
pending snd those received on or before 
July 7, 19BB. pelltion evaluations not 
completed by October 4, 1988, will be 
returned to the submitter. After that 
date. EPA will no longer evaluate 

additive products. -"mp''''''Y Petitions which are l). 

evaluated~~~~tfl~~i~~;~~~:f~~t::e udded to r 

, ' 

that. while in the past 
10 provide 

_II 
against 

and considered 

nationally uniform standards. Many of 
the currently listed products were 
evaluated and accepted up to 20 years 
ago and have not been reevaluated 
since that time. Numerous products huve 
been accepted because they were 
virtually identical to or were 
repackagings of older prlJducts. The 
result is that few products have been 
completely evaluated for the 9afety of 
their original or current flJl'lIlulatlons vis­
a-vis the latest tOXicological, chemical. 
lind engineering information. A uniform 
evaluation of all products. old and new. 
will fMult in consilltenl qualily of 
products, and will assure fair and 
equitable trealment to all manufacturerR 
and diSlributorR. 

Henceforth. parties dllsiring 10 have 
existing or new products evaluated 
against the NSF standard. should 
contact NSF or other organizations 
offering such evaluations, To contact . 
NSF about the drinking waler additives 
progra!l'l write to: David Gregorka. 
National Sanitation FoundatilJn. P.O. 
Box 1468, Ann ArhlJr, MI 48106. or call 
(313) 769-8010. Information on 
altema lives 10 NSF evalullIion may be 
obtained by contacting State regulatory 
agencies or the AWWA. TeohnlcAI and 
Professional Departmenl, 6656 Quincy 
Avenue, Denver Co, 80235. or cal! (303) 
794-7711. which Is s.ddreegin.!l certifier 
accreditation, 

ID'A believes that the 21 months 
between today and the expiration date 
of EPA '0 lasllist is 9ufflclent time for 
manufacturers to submit their products 
10 NSF or other certiflcation entities for 
evaluation. Tha first NSF list will be 
published prior to April 7.1990, thereby 
preventing any disruption in the 
morketplace. Furthermore. NSF had 
indicated that it will consider current 
EPA lind other regulatory evaluations 
when evelueling products in order to 
ensure a smooth transition. States may 
~hoo8e to rely on the last EPA quarterly 
h9t of products unlillheir individual 

programs for acceptl~g private-sector 
certification are fully implemented. 

Parties desiring to market drinking 
water additive products are reminded 
that the individual States have the 
authority to regulate the sale andlor use 
of specific products as they Rae fit. Thus. 
reliance upon a particular standard or 
orgsnizalion to certify that a prodl,lCI 
compliCil with a parllcular standard 
must be ecceptable to the State in which 
the supplier wishes to do business. 

Discontinuation of the additives 1 
program at EPA does not relieve the 
Agency of its statutory responsibilities. 
If contamination resulting from third­
party sanr.tloned products occurs or 
&eems likely. EPA will address tbat 
issue with appropriate drinking water 
regulations or other acllon8 8uthorlzed 
under the SDWA~ EPA is a permanent 
member of the NSF prosram Steering 
Committee, and senior RPA staff lind 
management will continue to participate 
in this and other progrlim9 designed 10 
assure that high-quality product9 are 
empllJyed in tlte treatment of public 
drinking water. Also. the Agency will 
continue to lIponsor research on 
oontaminants introduced in public water 
supplies dUring waler treatment, 
storage, and distr:lbution. 

01. Comments 

Although Ihis notice does nol include 
a proposed or flnal regulation, EPA 
weiGomeo commentll and 81188esllons 
that would assist tha Agency in 
implementing the addlUves program 
phssedown. Please address all 
comments and suggestions to: Mr. 
Arthur H, Perler, Chief, Science and 
Technology Branch, Office of Drinking 
Water IWH-550D), U.S. Environmental 
Protection Agency. 401 M Street, SW., 
WaHhinglon, DC 20460. 

Dste: June 18, 1988. 
Willam Whl.tUqloD, 
Aoting Assistant AdminJatmtor fDr Water. 
/FR Doc.1l8-1S232 Flied 7-8-88: 8:45 ami 
81LUHG COllI _IIO-M 
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~ era ac tes, DTtom'll nga I 
recommendation to the Administrator 
U.S, EPA. the RegIonal.Admjni~tralo 
Region v, is providing opportunUy 

. public CDmme~! on the State of 
WiscDn~ln request. AIly interellte 
person may comment upon the. 1l1P. 

request by writing to !he U.S, A. 
Region V Office. 230 South D rbom 
Street.-Chicago.llilnois eo Attention: 
Permit Bnmoh, Such COn/ill til will be 
made IIvanR.ble tn the pllb for 
iO$pection and tmpying. 
objections l"8cetved by Sliat 22, 1979, 
will be considered by .S, EPA before 
taklugftuslaclion on e Wisconsin 
requl!lIt for authority 0 131m!! permits 10 
Federal facilities. 

The State'", req at, related 
documents. and comments received 
are on :!iI~ and y be inspected and 
Ilopied (@20 0 ts/page) a:t the U,S. 
EPA, Region Office, in ChlCllgO. 

Copies of is notice are available 
upon requl! from the EnforcImlim1 
Divilrion U.S. EPA. R~glQIJ V, by 
flt).ntn.1lt1 Dorothy A. Ptioe, PDhlic 
NOtitlR erk (312-:1.'iS-210S), at the 
above dnrl!JI~. 

Da d: My UI, 11m!. 

GOuiN. 

DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFAAE 

Food and Drug AdmTnlfltraUan 

E"WIRONMENTAL PROTECTION 
AGENCY' 

[fAL 1215-4] 

Drinking Water Technical Asalalance; 
Implementat10n Plan for COntt'(li of 
Direct and Indirect Addillves to· 
Drioklng Water and MenlOt'andum of 
Understanding PI :ween the 
Environmental Protection Agill'llcy and 
the Food and Drug Administration 

AGENCV: Environm<!nta1l?rotcctioo 
Agenr.y amI Fl'lOd Orug Administration. 
ACnDN: Notice. 

S-UMMARY: The Foe.d and Drug 
Admlnl,tra.tion (rnA) Hnd the 
Environmental Pro!(:ction Agen~y (EPA} 
have e;w.eclll:t!d a memorandum of 
umJeJ'l!Itanding {MOU} with regard to the 
nontrol of direct and Indirect addjtives 
10 and subslll:ncEllln drfnk!nR weIer. The 
purpose of (h~ \-fDU il!.lo Bvnid Ihe 
pO~Blbilil:v or oVArllJpplng Jurlsdiotlon 
between EPA ,"".1 FDA wltb re5p~el to 
co:,lro\ of drinking w,Qler add;UvE'!lI, The 

RSfeement heoame eCfenLil/c on june 2,g. 
19'nl· 

AODRESS: Submll cnmments. to: Victor J. 
l(imm, Deputy Asslslant Acimioilltralor 
fur Drinking Wl!.tllr. Envlronm~ntB'1 
Protection AgMr.y (WH-550j, 
Washinston. D.C. 20%0. 

"OR FUInHEflIHFOAMATlOH CONTACT: 

Notices 

hli~ IlP.mJ lh. ~Llbjec:l of Congreuf<mu! a~ w"l1 
-"~ pubUc r.6Jm"m; 

j4! ThM Ihe Aluhorlly 10 controt the UBO lin] 
IIppllcello.D nf direct Rnd indt,,,,,! ~ddIUv!la to 
lind Bllba!BntRs In drinking walBr 51HlUJd b" 
veered In a atng!~ regulatory 811~ncy 10 a\'old 
d"pl,cel/vc an.:! h'lnoMi~lcnl !'(!&,-'I~liolJ: . 

15) Thai EPA hG~ been mandllted hy 
Congres~ under Ih~ Sal~ DlinklJli WYler Act 
/SDWA). sa amendad. to UGnre Lna! Ine­
pubHnIDprll"rd"d wHh mI[\t drinkilJS water; David w. Schnen. Ph.D .. Office of 

Drinking Water (WH-S50). 
Enviranmental):>roteoliorl Aaency. 
Wa~Hlnglon, D.C. ~0430, (20.:\) 755·-j]B4:'fl 

. or Gary Dykstra. EnforcemEnt Pnlicy 
Staff (HFG-;:2], food Bnd Drug 
Adminlaf{·ation. (601) Fl~hers Lane. 
Rockville, MD 20657, (:un) 41a.-a470. 

SUPPUiMENTAfW INFORMJI TlOH: In the 
flpfrit o.f inlel'awmc:v coopemtion and 10 
avoid the posaibllity of overlapping 
jUrisdiction over additives and othet 
subatances in drinking water, IDA IInl 
EPA have imtered into Il. memorandum 
of understanding 10 a.void rluplicanve 
and inconsistent l'1!81l1FlIion.ln brief. the 
mCDlDl'andum providAII fhat EPA will 

(Ii) ThaI EPA hilS been mandated by 
CongreRR nnriM' the Toxic Sobn!nlnM" Control 
An! iTElr: .... I!~ prolect agAI".t ""renonp,bl" 
riskg to hHllh Hnd the envlronmen! from 
to"l~ IlUb~tanteg by NquidnS. inIPj ali", 
teBtins and ne~esllary mnlrir.l1ons o' 'he us&, 
m ... ~"f""IlU'", procesR!ng. dlgltib" ~ •• and 
dl8posal (If chEmicn! Auh.lnn n"" q'rd 
mlx/u:real 

(7) ThBIli'PA hila been DlIindllloo by 
Congteg~ under the FederaL Insm::Uclde, 
Fungicide, n~d Rodentlolde Act (I'.IPRA), a~ 
·amended, to anUM, inJeru1in, thet when 
1l"P.~ propl!J'ly. pnJjdde!l 'will perform thelr 
fnfMded fun~tlon wilhou' Cl!uams 
"nr-",:mo;mBbl~advefJIe eHlICls on tim 
Anvirorunsnl; amI. 

[Il) That rnA hrur b"~11 mand~l~d by • 
h>'lve primary reBpolUllbility over direct 
lind indirect ndditiv~1 and other 
lIubaZRncea in drlnld.ng wlter under !be 
Safe Drinking Water Act, the Toxic 
Subslam;:es Control Act, and the Fed~ra1 
lnll"ectloide. Pungtclde lind Rodl'lntlairle 
Act. FDA will ha.ve 'mNponllibiJity for 
Wilier, awl subliltanoes m water. llJIed in 
food and for food prooouin.s lind for 
hntllpd W>lb!!:- und~J' !h .. P .. d<l>J'aJ Food. 
Drug and Com.tetic Act. 

Put-fnlaut to the nollee pubUehed In the 
Federal Register of Octabel:':I. 1974, 'fas 
FR SRflll7) I'Itatlng thai future memoranda 
lIf understl1ndlng. lI,oq agnremfllltB 
between FDA and othera would bl! 

.published in the Feder.fl Regisler, the 
follilwing memornndum of 
unr.l.erstllndina is inuad: 

Memlll'llodum of Undel'll!IUtd!nf! a.Jtwftefllh ... 
Envlmmnental PTnI~ticm AS"ncy Rnd th~ 
Fond aDd Dm~ AdminlDZrllf/on -

/. Putposl1 
Thl. Memo.rnndum of U'ndcra!~ndlns 

9.tabJ!ah". ~n 88l'~emeD< ba!w"r.n th" 
Envirnnml!lltal PrO!nctiun AII'''''ry ('EPA] and 
Ih" Food ynd DrtlS Admlni.lrllhun [FOA} 
w!~h r~IlQrrJ 10. th" cunlrel ef ditllc! and 
indJrect adrlilfv(!a to und lub.!ltanccij In 
drll'l)d1T~ witter. 
EPA and FDA agnll: 

['l] '!'hat oQnlllminailon of drlnJdnll Wider 
fMlm the u~e ~nd OPpUulI!lon at dlmet and 
jndir"~! addittVIl" IInQ <ltlmr Rube!ltn" .. ~ p,,~eR 
a polentJ~1 publl" hllolth problcm; 

{l] Thol tlln eoope of the addlllv"8 l'ro!>r .. m 
In tl!Tml of Ihe h~allh ~18njflOllnce "r theae 
contuml""nt. In d~lnk(ns wnfer I~ n(,1 fuUy 
knOWTl, 

[51 Thai !he p-oRBlblllly "r overlltppinll 
jurisdiction hotween EPA Rnd fDA With 
'"apec! to conlrol of drinking WilIer o<:JrllUvea 

Colllll"'SB under Ihe .l"Dd~ral POIld. Drus, nnd 
CtismlllloAct {FFDCA}, >'III >lmend~d. 10 
prrlT{!Ilt lh~ publJo hom. inmr olia, till' 
IIduUer~tton ofiood hy food ... ddlllvlIlI illtl.d 
pOlRI))'lUQ3 Qnd QeJeter!ou. IlIhIltRrum~. 
It Is /hI! lot~nl oilbe parlieM 1/1111: 

(1) EPA will have I'flBpolIBlhi/ily fordir~ 
QII,d IndlrP.Cl sdditiveR to IJnd ollllfE' 
IDIbsl-"llCl!8 In dtrnkln~ w.t~r undltf ilia 
SlJWA. TSCA, 311d FlF.RA: and. 

(2.1 FDA will hBve uap0mlihlUty fnr,wat"r, 
nnd oubRtlll1el!!l In witter, ".~<:l [n food IUId Cm' 
food prnen!ing ime! ""lIJIDn~lbllIty for bottled 
drinldnj!' waJerllllder the FFDCA. 

11. Backgroulld 

fA}FDA i.!1gal Aulfiwity. "Fond" 1llna!l~ 
artlclell D!ed for food or drink fot Olnn ot 
flthet IllllrnA!. Rnd ~amponanl.o of 91101. 
~rt1oleB .. [I'F'DCA f 2.lJl(lJ), Ulld~r Section 1tJ2, 
Infer DIm, II food JIllly not conh.in -any Qdded 
pnl90nou9 or deleteJioQS ~ub&lsnc:e IlISI may 
randEr I! inJnr!ou~ to hallllh, or-ho prepared. 
pocked or bandJP.d under unaan!tafY 
r.andiHo.no. ToJeranr.p.~ mlly b~ ~el. under 
s~,,!jon 4l'd, Hmillng In" quantlly of /lny 
sub8lHnc~ which I~ required for ilJe 
production ~r food or cannni b" avrldlld. in 
food. FDA hGJ the ;lUlho.rlll' unoQr Sectlon 
~ng 10 inne fnad arldllh'e tIlSllla:lo;", 
Dpprov/np" wnb or wilhoull>lltld/lloM or . 
donylng the IIBP. of Ii "foCld addiUve.p -1-hal 
lerl'rl is ddmed in S~c!krn 201(8) 10 ;nelu'!" 
Qny SUbRlano~ the Inll!!m1nd Uft" of wh.lch 
1'l!~111fg or m~l' rt!a,mnllbly be IIXp"cled 10 
r~!u!t. dlnmtJr t!rl",dl!'i!~t1y, In its br.coming 011 
cQl1lpon~n'-lItlllher-wbn BrrB~tinB tho 
cnnr"c!~ri~UC8 of any food, If sneh ""bs!'anc:e 
In not aen!!l'31Zy rectJgni:md!l~ sn[e. 

In the P-~8~ rnA Mil o"Wllder!d cir!nli:in& 
w~'lcr to b~ e food under Sel:!lon 2111[fJ. 
HOWllvor, oolb partieR hnv!! determined Ih~1 
Ih~ pU.'BaO ~r the SDWA In 19?>I implldlly 
r")lenlQd FI'lA·. authority und", Ih .. FrOCA 
oll"r wBlcrw,~d for dr!nklr'8 walnf pUrpll'''R 
Undor Ihc ~l\'prou' pro"'I~lons of Section 110 • 



cf t~1!' mlCA.. FDA relll!l1J ll.uthGrlly over 
bonlnd. dtlnki"ll w/lter. P"rlhermore, nU 
Wl!Iltr Ime<! in food flIlltlli!l$ II food lind 
subjcot In rbe Jlrov&~j[)ns of the FFOCA. 
Wl!lterUl~d fClt ftlOllprotllllSU:lg i. ,ubjat! I" 

. .nddj(ton. EPA lIae, under ~on 409 of tlte 
F'FDCA. required Frf'RA regl!trnnl' al tIme!; 
10 obt:tin a f<1od lIr}dH!ve IOlrllnl:ll! belore 
lulna a paslle!de tn or Arollnd a ~rjnJdn8 
walllr SOUfee, Sur.b tlllcranct!' ~stabJbb 
rurL/l",. re5tMcliollB on the un of II pe&t1cldB 
wlJ.icb art! W1foroellb!e against the water 
""ppli<:r a. w~JI as 11> .. rcg!!1lmnl ofthe 
p!'sUcide. 

Dated: lune 13, 1979-
0008134 M. Crutl ... 
Adminitrfrotor, 8nvlrnnmf1Iltal i'rnm{;lilm. 
Ag/may. 

Daled: Jun~.22, 19i'IJ . 

Don~1d i<cnlll!dy, 
Al'{m,·nlllU'tlll>r. Fac.d IJltd DrU.1I 
Aanl/nistralirm. 

... pJillicahhe pt'Dvi .. l(ln6 of I'PDCA, M~"D""r. 
nil :rubataol'il5 ill WII,III1' Q6fd It! food At'll 
added lIum.hmfms $ubjellilo the provlalon& of 
the FFDCA. but nn I!.!Ibs!ancea IIdtl~ to It 
public drto "'lng water lI}'~tem before the 
water I!ntem 9 food processing ealll.blilfhmeni 
will be IlDl'(lrldert!d a rood addill've. 

(3). EPIt LRgQ' .... uth"dly. 111. SDWA 
granl1'l EPA the authority to GOlltrol 
"<,In t .... llrlnanl~ to drinlo:ltIJI water whI(!h m~y 
have any advU!l1I effect 011 tne public bellith. 
Ihroush tim elllabllsbm.eni of maximum 
canlantinomt levtlll {MCLsI or treatmlmt 
lec:lmiquell. unrler SectiDn 14ll!, which 8M 
oPJIllcahle to ownerB and opBraron ofl'ublle 
walllr EJY!IhlmII.. 'The I!3tpnl;;ed ;nllln1 of IhR 
Acl tva" In RIve: EPA excltIGive control over 
the. na.fety "(public water IJUpplic •• PQbJIr. 
wa""r .. y~l.elll!l may 01&0 1M! n!ql>ired by 
regnlaliOOla conduct manllnrlns I'm 
ulU"l!gulat~d onnll'lminnnla unrlru- Secllon 1445 
and to lsllue public notification Qf ~ou::h Imm'" 
undet SactiD/11414(c). 

11/. Tenn. of ASl'tmmenl . 

(A) EPA',. ~"pl>ll..lbilili"" an> H$ fDll"W~~' 
{lJ To estllbllsb .II!'Pl1Ipna:t€ raguhnlonl!. 

find 10 IIlk" nPP",pri"ta lIIetlB>rre ... undar the 
BOWA and!Dr TSCA, and PlFRA. 10 c"nlml 
dIMC! addrth,eB to drinking wu!'.t (wl:lch 
I!nCQmJtIlH any 8uiJslllncIIIII pllrpOllE!ly lidded 
to ill~ watllr), lind :indireci addilives (whlell 
"neompan any ,uDltaftCII!J which n:dGhlleach 
from pllints, coat!ngs or othp.r maferill!s Ell lin 
inmdenlOlJ re!lutt of drlnltiTl!! W!l1P.f e'",Illet). 
llJ1rlll ther aabntmce". 

lIXIpll!mrmlarion PtAn 

. EPA is oonoo.rned that direot !llld 
indirect additive" may be adding 
barlmtLlt.l'2u; chemJcal contaminanll/. 
inlo tllll' Natia-n'lI drinking waler during 
treatm.ent, storllgl! 1100 rliA1l'ihulicn. 
Dirllr.t additivp.s include SUGh cheml1;aJs 
aa ehlorina, lime, /lbm:l. and ooaguia.ul 
sidell. Wll.ith am added M !he Waif:f . 
treabneot plant.Allhaugb the~e 
ebemlea1.lI thSmDelVIlR may be hannlepI'I, 
they lIJQy eOllta.in Bmall amallnle of 
harmful <lhemkals if thl!ir quality is -not 
contmlled, IndirMt a.ddl:Uvc. Includta 
thole contamJna~o whicll eol"jo 
dJ:oinkins water through leaching, £foro 
pipes, tankll ant.! ollier equipment, nnd 
their IISS0cilltl1!d paints and cDntingn, 
Thb nDtic:e is- being publ!ahad in the 
Fede-fal :R:.egl.aterttlsolicll public 
comment cn EPA'n Implementaticn :plan 
to aBSeilS Rnd r,onil'll! direct nnd indirect 
additives In drlnklng water. 

EPA'n dh:e.c:1 autbQr\1y In c.pnlmladwtivaR 
kI <h:Inklq water .plld:&llm the .i:otlJilom<:r: of 
mvdmum oontamiDant IlIVm Qt ~a:tmant 
le~qu"",, is llinitOld to 111;1 nm"~ pClWP.T!l 
unctur SeOltion 1431..HoweV!f. Serilc/i :t442{b) 
of ~be ad rrnfuorillcll EPA 1<1 "noDeniaDd 
make available. iDlonuUrux pl!rtaiJllI:I:a tn 
r_aroh, inlle!ltigIn'illnll, and dem.onall'attanll 
with rC"P"cl tt> ptrJViding a tlepen.dahly .... fe 
~ul'ply of drinkins: .... Ie~ InptII<!!I'.....slh 
appmprlnte raam:altendatfOWI tharawitb." 

TSCA, 8i~,,,.:£PA lOuthorlty to regnl,.l1I 
cblml1cal aub!tam:ea. mfxttlr9 and under 
aome rnrcumll!llOCl!ll, Bl'Hrue. nontninine p •• mlt 
8ubll lanlll!il .oT mbdute ... Section. pennSllt 
EPA lI:l require ('"aling aCa chnrniam 
slIblllancp. or mixture bued an posafbkt 
UIll:"RQOllllbl~ riak nf In}nty to hellitb or thl! 
enYlronment, oran D1,!!niflmnt or IITIhlllflllliQ[ 
humOUl of"nV/mJU'lIl!nlaI 1!Jq!(lfl>.lrewhll .. 
SI:<':!.iDn.8 snllbl" EPA to n:qtJir8 .ubmiliBion 
of £lain I.IhawinglluhnfllntlaJ risk oimiury II> 
beaUh Dr u.. -erIviromnent. exi.ting health 
.. nd sar.a1;l1 Il:rudletJ. lind othp.r .:lata. For DIl'" 
r.h"rolO.,j Imb~t....,1'C!A, lIDd IIlgmfitmul new 
usea of c"rlliing cbernil'BlsubataIU:IlI, Section 
!O r"'ll.1.lra~ n; .. mufacn,re.nr. 10 prDvide EPA with 
premanllfnchlTlng norlGe.1Jnder s"lItion R th" 
menw"ctu ..... pr.meulI!ng. di~bi .... tiDIl, "lie, 

and dl"P'GJI.IIl of. clllim;eal !rub.buI"" "r 
mixlure dell!rmilllu:1 to be hannfgl may Ia 
r"Mrio;lted or h,,(Jf!I!'1. Allhnneb Soollon S[21(B) 
cfTSCA Ilxc!udu frD~ the d.finltlon of 
"d ... mical s\Jbshmcc" fOod and rood 
additives "s doE!fin~ u.\l&!r FfDCA, the 
implicit rl!-p""J by the SDWA of rnA'" 
sutborliy over drlnktng waler en~ble, EPA I" 
regulate dlrP.CI and indirect IIddillw!B to 
drinking w~Il!CIUI cllemlClllllubfll~ncen and 
ml)<tl.l~ under ')'SCA. 

The Pl'FRA mqnlref EPA ta eal rf'.ftrlctiong 
on the U&!! ofpl!llth::ldeR to RaBUN:. Ih,,' when 
naed pt'O!Jerly, tbfl), will not caUl.e 
t.mre:lIOJtabln allver'lle effallts on the 
mlvironllleni. £PAm." raquil'll, Ji.tI1ra/JQ. 
hbellnlf which !!peGifielil how, whll1l, IUld 
wllera II fJI!1Itidde maY be "'JI'IIliyuad, In 

[2] To e'tebllsh s:ppJ:'Dpriateragulations 
under the SDWA In Umit til" mnllenll'Dti01lS 
af p~li<;idllf W. drlr.kL ... S WIII"r. tbe. . 
Ilmim tionl an "onCl'nl.flldon~ >md types of 
pealicldmr in watl>r Qr~ Pl'I?IJl!ntly Rid byEPA 
through. tolemncefl under Ser.llon 4tllI of tm­
FFDCA. 

(.1J Til continue f£I provide te~hniCIII 
8ulolanllJ! In the rOm! Dflnfomal adwDty 
opfnlnnR on drinJd.us water addllill4lB undor 
SectlOft 1.4U(b) of the SDWA.. 

C4J 1' .. Qmdunt snd lI'lquintnJelll'cb and 
lIIml:Dring tWl the DubmlAAItm. at dulB 
""Jat! .... to the pl'ObltD1 of direct RnJ;! jftdl,~ 
adrlm",,~ '" rlrlnkfnr. _till' In nrrl.a!rtD 
aCllllmwnt,; date ooru:t!rtling W Qelllib.ri~b 
poe:ad by lh1I prcl)enoo of IhIlBII eontam1n1Ul1II 
in drinkinG watl!r. 

(B). FDA·'reIl.porurillillLi"g a"",", follows:} 
(1) To tIl.ka approprlato reguJ~tor.Y nntian 

under Ihe nuthor:lty I)f the FFDCA to eoutl'ol 
bDllIed drlnldtt.g ",,,,I,,,. lind water, IUId 
8ubSIanceR In ~felo, nBcd In lood I!.nd tOt 
fond procuring, , 

[21 To prllvlde ulllst""CI! ttl P.PA In 
rnnili".tc the iTllnoitio)'l of responulbilltle .. , 
Including: 

(al Til Tflvlew E!xi .. li~g FDA approvllis In 
!II,dmr tn identi!Jr !halr app!i"abi!il.y tD 
additive" In drlnkrn~ WIIIP.T'_ 

(hI To-provide a mutually aIV"ed IIpon 
!evn! rtf ...... 19tanee In_ ~ondn~tinsliU!ralllff' 
Baarehes mlnlod 10 trtx1ool6gicsl dl!cl~lon 
mak!ng. _ 

[el Ttl provide a Mnlor 1"' ..... ieQloglst 10 help 
EPA d"v1se new prccedureo and prtlt<lc"l! to 
be uiicd In formu!lItlng ndllice OJ) direct and 
indlrcct oddltiVl'i'1l- (a drinking water. 

IV. Dumlif", "f Acrnm:rnmt 

'In;, M~morand\trn of Underlll"Jlrllng shill! 
oonlinllu in ~ffecl unl1l89 madtnm! by .. 111111111 
QO(U~ol oJ both p"rfle~ ef If!fmin.lecl b1/ 
ellhur party "poo lhlriy raOl dllyu advance 
wTitll!n Mt!~J! IOlhu 111her. 

ThIs Memmalldllm ofUnderBln,ndlnlt. will 
bllcoml! effl!f:l{vl! rrn the dille alit.! la.l 
iJBnatllra. 

Legal AuthorllisR 

EPA IIDd Iha FMd atO,d D.tug 
Adminilltratlon (FDJ\) l'If.gned II. 
Memorandum o.f UndeNlIan-dihg whh:& 
recognl:cea that regllJatnry Gontrol 0V'eI: 
direct &:nd Indirerrt IIdditlvee in drlnkfn 
watuiR placadin m'A. The two 
sgencie$ Ilgreed ilia t the Safe Dclnking 
WilIer Act'u p8Usge In 19::'4. implicltly 
replfflJed FDA'II Jurladh::Uon avE!r 
drinking waler QII" 'food' uod"'r the 
fAdeI'D! PDOd, Drug and CosmeLic Acl 
CFFDCA.). Under tne Hgraemmlf • .EPA 1 
now retains exdualve jurisdiction over 
drinking wAter SP.tVl!d byp!.lblic wnlr;r 
SUPPUII!!!I. including Any Ilddlli",es III 8l'ch 
water, FDA ma.inII jurisdiction over 
bDttl~d d!inJting Wl!:terunder SeeUOD 4tO 
oI tile FFDCA and "vet water (and 
SUb911lutes in walp.r) used In fOlla or 
food proce~lIInH once it enillfS Ihe. lnod 
pwcesalng establishment. 

ln lmplamenUng its new 
responsib i lities.l1J'AmIlY utlHze a 
variely Df lIIatutory lIuthorities, £15 
QPpropril5le. Th-e authorities arE! 
identified In AppandiJ( A. 

Und"r the SIt!e Drlnlt;itm Water Act.. 
EPA hiM authority 10 get and enforce 
maximum eontamfnen! levels and 
tl'll-Iltmenl techniques in dl'inkinS water 
for ubiqnftollB GontQmintinla, to condur.1 
reflearch, 10 r.ffef technical J1f1l1i91Ilnc8 II} 
States and to prottml sgllina! Imminent 
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Fodood 

hB.~Drd8 shllmd ~uch slhlallono rui~e, 
Untmt the Tilxic Sp.balannea Conb'nl 
Act, £PAhaa autb.nrllY to'revlew all 
new ahemla.ltlll. proposed fur U/ie mjaled 
to drlnking water, to mandate 
IO~h:olosical,telting tlf exi.llting and new 
ilhamlcahr wbel'e there fa evide:m::e that 
rmeb materiels may palle an 
urrreasonable rillk to heslth and Ibe 
environment ail well as authority to limit 
aome or aU Ullell o£ harmful chemicals. 
Poetil'lide UBe la l'8gu.lated by EPA under 
the Federal Ineecticide, Flmgiclde Ilnd 
Rodl!ntioirie Act. Thull, EPA believp.R It 
has adaqualB autharity to deal With 
addll!vQ5 to drinkmg w8.f~whml they 
may pose a prflblem. 

Po!;( Actions 

For Dlote fhl'ln len yearll, the Public 
Health Serviae and other organizations 
which have become part ofEP,.a. havtl' 
provided advisory opinions Oil the 
tOldcologic.o.l safet.;, ::Jlll variety of 
additives to drinldng water. Tb.eoe 
WSlorinal inIonnl1.l opinions reflect II 
va!'i.ety of information prov:lded by 
mtinmacl:Ul:f!rfI and reflea(: r.banglng 
tox.!colog!cal com:em/l ovl!r the g'1!a.rJl, 
All IIUCh. they will requirl! detailec1 
review over the next few years. 

General Appl"Qac.h 

EPA intend. to begln Its :reu.ponslbillty 
OVIlr additives to driDldngwalerwtlh II 
Barilla of aDB.!ytica1 awdicl to datmnine 
the compollfUOn and lJijplificance Gf!he 
bealth rlaks paaed by oontaminantR 
rel~ted 1:0 direlll amf rnrl:ireot addltlVl!9 
to drlnldng water. A first BteJiin thi9 
proce!l& will be monitormg Iltudip.u of the 
ccntam!nant&. actually Jetting inlo 
drlnklr.Ig water £rom generic categnrle~ 
ofaddiUveB like bulk chemica.!s, painlR 
and coatings, pipe. and equipment. 

In the initial six to twelve months, 
EPA win develop iDterlm. adminlB1l'lItive 
procedures, Jeat1.ng prototola, and 
decilljon tlriteria for future to:dcoiogical 
advisodeR to the StBte~. Thellc will be 
dis1rlbuted for puhlfo comment OIlCI! 
they are develClJled. All existing 

l./'roblem De/lnftian.-EPA will 
DonuHot Sor in gUa Monltar1n!! to 
detennlne use PllttertUI arid the 
conlrlbutlon artrae!! eontammanl'll to 
dJ:"Inklns wallH' from; 

a. bulk ehemtca.11I. 
b. generic clasl\Ii!s of paints and 

coatings. 
c. pipeI' and equipment. 

. d. coagulant aida. 
EPA has already oontt'aelll'ld wifh the 

Natlonal Academy nfSci.anceR to 
develop'a CODEX system of qualUy 
con/tQ1 $tand8l'ds far chemic.!s (dll'ecl 
additives) uBed.lh the treatm.ent of 
d:rinldng water. Thi.rl effort will lake 
about three yearn 10 comp1ete, When 
flnIllhed. the CODEX 81181&m, Modehld 
on the.ex!8t1ngPDA.lnllp!~d CODEX. 
system. for, chemical. used In proceamng 
food, will be largelYillilf.enforcins. 
. For the indlrem addft!vesl19led in 

itemu b and (l above, J;oDlliderable e-ffort 
will he mcpended to identify the trace 
contanrlnantD lll:volved before the 
related bealth l'Iab can be fully 
evaluated and appropriate . 
recommendation& fot future nse can be 
BSieRBed. 

2. Review (Ilks! AdvisorJes._ The 
IRma dala baae derh'ed from in situ 
mQniwrfllg wilillervc as a baslJl. for a 
atructured reassessrQent of pMt 
toxicological advtsories whloh wlIl he 
conducted by generlo olarull!lI of Me e,g .. 
painb, cOll8ll1aJ:lt ""idea, etc. PIINt 
oplnlona will be reviewed to inuUJ:e 
conformance Witb and 8utillfaotion of 
new lC$t prolocols and dRciainn .:aitmia 
that wilt he developed. 

3. }'alum TcxicologicflJ AdvisariM.­
Once initial ptoccduns, lest protocols 
snd dP.Gjll\on mileda Bre developed, EPA 
will rerrume offering toxicological 
opln:\ona to the Stales. 

Gemual FaJiey 

I;Iplniotls will remllin ill effect untJla 
general review of palJt Gpiulons can be 
undertaken nalng the new procedure!!. 
During this development phllOP., no new 
opinions will be rendered unlflM'a 
proPQsed product ~n he IJhown to be 
virtulllly idenlical to a FroduCf fDr wblch 
lin opfnlon hila already been rendered, 
on Ihlt basIl of cbemlC1ll tcrmullltion and 
prnductloJl procell!. New product! or 
new u.s. of a:od.tins product. which are 
prapo.ed for WIle in drink!"s water wlil 
be flUhject to the pre-manufacture nollce 
PJ'IIlcetfU1'eS oITSCA. 

In .RIIflMliing addilivu 10 drinking 
water, EPA will be 8Uldad by a policy 0' 
reducing publlc h.ea!1h risks to the 
degrell It is fe89ible to do 90. In Bueh 
detemrlnations, EPA will evaluate the 
rlske and benefit!! associated with the 
malarlsls of conce1'll. snd their 
SlIbllUtllteR. E~nomju fmpactB of agency 
aotiona Win also bl! IInaly.zlld. 

No1wllhlltandlng thea!! Pl'Ooedll~, 
EPA would use Its lIutborities 10 prot!!ct 
egalnst any direct or inttiTer.t additive 10 
rlrinkJng waler when data lind 
Information Indicate thai the \I~e of any 
IIddillve: me:ypolJe an undue rlRk 10 
puhllG hNllth. 

A more detaIled outline of the uleplIlo 
be taken by BPA follow •. 

Implementation 

. To fuJii/ltbls progrQ!n, reaOllrCl!1I from 
lhe ornot:: oJ Drinking Willer, 1he Office 
or RlI1Iellrllh lind Development, and th .. 

Notices 

Office ofTmdcSubBtHm:eB will be·uRed. 
In addit!oll, EPA looka foryvtU"d to !:he 
cooperatiDII of FDA and other Pedel'fll 
regulatol'3' bodies, EPA i11l:£nds to 
involve IntereatAd indllatry 81'oupa. 
h)dependent testil18 gl'DuP$, Siale 
regu[lIto.ty boc:Ues, intere~te:d membefll 
of the public, &nd I.ndusixy standBrdH 
groups, in II continueod eoffort to ensure 
the safllt)! of the Nll.tiou·a drinking • 
waler: 

FlneUy, EPA nmyraoomnlfllld 
apacfaU:zed legI8!a.tive Jluthorlty tD 
regulatP.c IIddllivl!-B to drinkln8 wate:r 
should II sfblal!on arI/l.e for Whillh legal 
authorities prove inadequate. 

Lead responsibility fur !his nllw 
FedP'Ml lnillalive will be In EPA.'s Offioe 
ofD\'iJ1kiqWatet.Pub1iccommentll on 
any or all aupects of tha propoBDd 
program are requested, and Rhould be 
directed fa tbe adlke!a gfven in the 
opening G:ectJona of this noticl!. 

[JJltedl rllly ill. 1970, 
Thomes C, Im/lng. 
Amlu/llnt Admlnktmwr for Wot .. rr:md Was/./! 
Mallogeml'.Ilf. 

AppandixA 

So!s Dri.nkil!8 Watar Act 

SaGtion 14:t.2--establIBhment of 
lIational primary dr:inkIrtg wafer . 
regnlal:i0Il8 applicable to publicwatlr 
syati!m.s '10 eontrol contamlnantfl in 
dl1nldll8 WQter w~ch may hAVe. Ilny 
silverAe diem on human health. Thill 
may include maximum. coniamirranl 
levers. trealJlleni techniques, monitcr:ms 
requJl"emllD.lII, lind q.ua}i1y control and 
trmting proCl!durea. 

Sectionl431-use af emersency 
POWllt'B where 8 conlsminan1 whicb ill 
present in water, or II likely to enter a 
public water sy&tem, may preQent an 
imminent afl~ BuballIhtial endan.iennellt 
to the health dpet'9ona. 

SecUan lM5-eAtu:blfahmenl of 
manHDring lind reparl1n,g1equitemenla 
applicable to public waler nystems. 

Saction 14M--autbority 10 pre"lJor{be 
such X'f!81l1~t!0lt1' AS .are ne('.tSlIlU'l' oJ;" 
appropclale to carry cut the 
Adminllltrator's .funCIiOD.~ Ilnder the Act. 

Toxic Subslanoes Cantrc/ Aot 

Seclinn 4-lell"ling of chilmlcsi 
atlbslanneB and mixlurp.f1. 

Seclton 8-pre-manufec1ure twlice 
required far new chemicals or 
aignll1ellnt new ulles. 

Saction fl....-rcgullltton t1f h,02D.rdoulI: 
chE!uUJ;QlauhQIAncel .a;nd mj~'u~8 
whIch p01l1! Hrl llIU'Ilaaonahle risk of 
lnJury to health or the ent1ronnlent. 
IncludlnB Icftlr:lctlon/l on manura(.1nre. 
prouefl"!l\ng, clIBf:ribulion. and u~e . 

8 J'I 



Fool....! 

Sed;lOll 7-' .. i:rrunlmmt hazardll 
authority incllldb!g seinre and 'Other 
relief through civil court aclion.' 

Sectioll fJ..-ftportinl and retention or 
Infhrmatlon 0.1 required by the 
Administrator. includinB health and 
safety Iltudies and aaUlle to the 
AdminjstratoI' ofsubgtllutial rfBb. 

Section :tD-resesrcn and 
develnpm~nt Developm.enf (Ifsystems 
for storing, retrieving and disaominat:lng 
deta .. 

Section U-Inape~licml 81Ii1 suhpetl:1I:8 
and other enforcMn.Bnt and geneml 
acUninfstrllilion pmvillinns. thercin. 

FeCleral InsecticirlR. FllngiG/de and 
&denticideAct 

Section ~gfltration oipestlcidp..fl, 
incl~ imposition ohest:rictionsllnd 
labeling requirements. 

Section 6-fluspenBtinn and 
cancellation procedures. 
!!'R IJ<Jc:. 71>-=>-F~OI!~"'_""._""'1 
1'I1u.nta COIlIi lSN-IIl..u 
Il",UJ,IQ r:ooI; ~llGom-N 

[Repent No. ,\-1.] 

l"ederc1 
WmiamJ. 
:iecrNary. 
IFR DD~ , ., 

"'~U/Mll 

I, 

I. 

nme 0' employees In'olotved In 
CoflKtkre, BargalnlnQ 

Federal Lullor Refntfons 

8UMM""'I'!This natica llriocipally relatea 
to the inklrprets:tion of seetion 1131 of 
the FiUleral Service Labor-MMllgemetll 
Relalions 8Ml.lte (9Z,Stat. U'l4] on the­
que9tiolHl ofwhea.e~ amp/oreeo wbo 
are on officIal time Wider Ibis l'Ie(:liolJ 
while I't!IpUleJltms lUI exclusive 
mpre!entatlve in the negDllatiOD of I. 
coUectiw bargaining alil'8emsnt 1.1"8 

entitled to PJlYITIenbi frol'Uagendu CDI' 
their travel and per diem expJnses, Bnd 
wltet&er tnlf,oft'Ic1A1 time proriBions of 
$e'trtion 7131{a) of the Stllhrt2 enCDmpllll& 
all negollattoll!l between lin exclusive 
representative lind.an Il'gertcy, 
rqlU'tileB of whether ilillili DllgoHatiDnIl. 
pertain 10 the .negotiation cr 
renegotiatl!m- of a beme conectlV& 
bargaining agreement. The Dotfcn further 
Jilvites fllterested peMotuIlD addten the 
impact., ifllllY. of oootioll 7135(aJ(lJ of 
tbe Sta.Me (92 8to,t. 1::>,:15) on such 
interpreilltill.ll, and Ituubmit Written 
commants OOII.cemlng thee~ JDAlters. 

DATE,Written cOmlllenfll mltGt hI! 
au'bmilted by the closl'! ofbll&ine~s OD 
AUgElst :>04, 1979. to be conmile~ed. 
ADDRESS: Slll'ld written commen1s to the 
Federal ubr:lr Relo.ti ons A uth orlty, 1900 
F. Street. N\V .. WaBhington.D.C. 20424. 
1"01'1 FUR"1'MER INFO"RUATlbN 1%ONTACr.: 
Huold D. KeMler, Deputy Exellilliva 
Dlrector.18O/l E Srnfll. NW .. 
Washington, D.C. 2D4Z4. (202) 632 
SUPPLlIU!N'tARY INFORMATfO~ The 
Federal Labor Relationa. Authority 
eatabfiAhed by Reol'8anlDtiOl'l: PI 
.:: of 1978. effeotivc January 1, 1 
FR (6037). Since January 11.19 
..... utborilyho.o Qo,ndllcted He. 0 
undetl the Federal Service 
Msnagemeot Relatione 8m 
1191). 

Upon rBllelpt oheque 
consideration thereof. 
rielcnnim~d', in act::o~d 
24-1o.3{a) (197BJ Bna.s tloll.!ll1D5 and 
71S'B{b) of the StatuI (02 Slat. 1'100. 
1<:15), that an lnt elation i~ 
warl'Bnted ~onc ng !If!lltion 7131 of 
the Statute (Q2 5 t, 1214). Inferested 
peJ:"sons are lllv· ed to expl'flllB their 
views in writ! on thi.!l matler. as more 
fully c:(plaln in the Authority's notice 
set forth be 

To Heads t Agencje9, PrelridH1.l!l nf 
Lohar 0 anl:mlions Rud Other 
Interag ParacDs 

Notices 

ill dis n;wmaD!IlI Of a coJll'!cdve 
bargain:lng agreal'lmnt are entitled 
paymenls!ram sgencieD for thl!iJ:" Elvfll 
IiDd per diem expenBe.!I under offiatal 
fune provlBiol'1~ (If ,'Jct;ian '7131 fthe 
Federal Service LlIbor-Mana ani 
Relatlon~ Stablte (9Z Stat. 4). 
Adcllttllllally, the NatianBl derali'm of 
Federal Emplcyml5 4S 
regUeBIed II m~or pol1ey; tatement liS in 
the appllcQlion iJl ilia 0 ela! time 
provilljOllll of B~ct!ll;a taJ af the 
Statu!C (92' Stat. 1Z1 D all !:u~gotiaUonlJ. 
between an exclllm repre&entaUvp. 
find an agenc.y, ~e dlen 01 whether 
such nl".gotlatlll artaln to tlte 
negDlis;tion or 118DI:!atlon of a bas{1l 
collet:tive bar agreement. APGE 
has milled Ii IU' ilmle in ital'eq\llilBt. 

The Auth ty hereby dllterminea. in 
conformity. t:h 5 em. :241O.3(a) (1978] 
and Beelf 1tS5{b) or the Statute {92: 
Stat. U , aa WflU M. section 7105 of the 
StEltute Z Stst, tlfHlJ. that an 
l.nterp • tian of the Statu,te fB 
WlIIl' ted on the follOwing! 

( VVhether (!I!]pluyees who are ot! 
'a.1 time untklr BecHon nal of tl:w 

tilfe wbilerepraaenling an extlluslvQ 
regentative In the negotiation of a 

colll!QtivE' bat,Bainlng alP"'emellt ate 
I'Inlitlp.d to. PQ;vmeDtR from agenci ell for 
their trll.velalld perdieDlllll:penseR. 

(2] Whe:lhc~ the offi:cial Iiro.ti 
provillio.ns oilJectiDn 7131(a] or lhe 
Statute Mcolllpaaa.ali negotiatiCIDJ; 
between an excJuBwe ropmentative 
Qnd liD agenoy, l'e!!ardlelilll oi'whether 
aucb negDfiatilJtl8 pertalD to the 
negotiation or renegotiation III B baslr: 
colleotive bargaining agreement. 

Befom 1aauin8 an interprets.tion o~ the 
above.'the Authorlty, pur.rullnl til 5 Q'R 
&Cl,D.S (l97a) and Befltion 713S[b) of tbe 
Statute (92 Slat 1215], RolicllR yonr 
lIiewa In, writing. YDU are MlheT invited 
10 addren the Impllct, Ii any. of Set:liDn 
7135(8){lJ Df lhe SI81ute (92 Stat. 1215] 
on the abl'lVe mBtters and 10 s'ubmll yrJ1\r 
vleWll aD to whether oral arg1ml...u\ 
should be granted. To receive 
consid.e-r8.t.icn, slIch views must be 
BubmJUed to Ihe Aulhorlry by the clo!;1l 
of businesa on Allgust 21;, 19:79:. 

!SIlUP.rl, W~9h;1'I8h;". D,C .• July 13. 197'!1. 
F~dern! LnI:J!Ir Reinlln"., Anth(lril]'. 
Ronald W. Haught01l, 
CIlQirouj)l. 

uthcrily h.!ll! received Il requllal 
e Amerlr.an Federallon of 

mmllnl Employees rAFGE) rOl' a 
ernant of policy IInrl guid"nce 

'b .. ~y H, Ff-~II:illl' UI. 
Up.m/;8r. 

c ~emjllJ'l whe!hot employellR 

t~!t Dnr_ ""'"':14~" !'Ih·lI, .,\l-lII; R,u ""'I 
BI~u .. " " .... " ... $-<>, .... 
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. . F d d D J" " .i{:" U.s. 00 ~n mg A{ mllliSU'::ltion '-;r-e:" 

MOU number: 225-79--2001 

Memorandum of Understanding 

Between 
The Environm~ntal Protection Agency 

and 

The Food ~nd Drug Administration 

f. ElJ[Qose; 

This Memorandum of Understanding establisl1e<l an a sment between the Environmental 
Protectfon Aflency (EPA) and lile Food and Drug Ad lnistration (FDA) with regard to the 
control of direct and indirect additives to <!Ind sub!'ltan ·In drinking water. 

EPA and FDA agree: : I . 

A. That mntamination of drinkfng wa~erfrom Ille 1e and application of direct and 
indirect addilives :=mrl other substa~i!s poses a Pftential pllblic health problam; . 

B. That the scope of the additives PITlblem in teml of the health significance of these 
contaminants in drinking water is not /tilly known; 

c. That the possibility of overlapping jurisdiction been EPA and FDA with respect to 
coritrol of drinking wafer additiVes has been the IS bject of Congressional <Is well as 
public concern; 

D. ThaI the authority 10 control the us~ and applio tjon of direct and indirect additives 
to and sullstances in· drinking wefer s~ouJd be vested fn a sing/I:! regulatory agency to 
avoid dUp~c9flVe and inconsistent regulation; J . 
E. That EPA has been mandated by ~ongres"S ~ !;rthe Safe Drinking Water Act 
(SDWA), as amended, to assure thai !he public is ~rovided with safe drinking water; 

F. T))at EPA has been mandated by Congress nndL the Toxip Substances Control Act 
{TSCA) to protect against unreasqnable ri.sks to hekllh and the environment from toxit;: 
substancp..s by requiring, inter *, testing and neclsary reslriclions on the use, 
manufacture, pror.e5sing, disfrtb!Jtlon, and dispMai of chemical substances and 
mixtures; 

G, That EPA has been mandated by Congress und r the Federal Insecticide, 
Fungicide, and Rodenticide Ad (FfFRA), as amend d, to asgun~, inter cdia, that when 
used properly, pestiCides will perform their intendedl function wltholJf cOIusing 
unreasonable adverse effects on the environmrmt; ~nd, 

H. That FDA has been mandated by Congress und r the Federal Food, Drug, and 

http~//www. fQa.gov/oc/moull/domestic/225-79-2001 . httn] 10/912006 
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Cosmetic Act (FFDCA), as !::lmended, to profect the plJblic from, Inter.!i!li§, Ihe 
adulteration of food by food additives and poisonolls and deleterious substances. 

It is the intent of the parties tHal; 

A_ EPA will have responsibility fur direct and indirectaddllives to and other substar:'ces 
In drinking water under [he SDWA, TSDA, and FIFRA; and, 
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B. FDA wirt hava responsibility for waler, and 5ubstanqas in water, used in food and for 
food processing ano responsIbility for boUled drinking water under Ih.e FFDCA 

IL Bac!sgrouOO: 

A. FDA Legal AutfJQIiW 

"Food" means articles uMd for food or drink for man or other animals and components 
of such articles. (FFDCA Section 201 (f)). Under Seo1:lon 402,"i..a.mr.~, a foc.d may 
not contain any addAd poisonous or deleterious substance that may render il injuriOUS' 
to health, or be prepared, packed or handled under unsanitary conditions. Tolerances 
may be set, under Section 406, limitIng the quantHy of any substance which is required 
for the prodl.Jclion of food or cannot be avoided in food. FDA has tne aulhoriJy'under 
SectIon 409 to issue food additive regulations apprOving. with or wllhout condillons, or 
denying the use of a "food additive." That term Is defined in Section 201(5) to include 
any substance lhe intended use of which results or may reasonable be expected to 
result, direcUy or indirectly, in ils becoming a component or olher..visB affect1ng the 
characteristics of any food, if such substance is not generally recognized as safe, 

J In the pas~, FDA has considered drinking water 10 be a food under Section 201 (f). 
However, both 'parties have determined that the passage of1he SOWA in 1974 
implicitly repealed FDA's authority under the FFDCA over water used for drinking water 
pi Itposes. Under the express provisions of Section 410 of·lhe FFD\i;A, FDA retains 
authority over bottled drinking water. Furthernore, all water used in food remains a 
food and .subject to the provisjons of the FFOGA Water used for food processing is 
subject to applicable prOvisions of FFDCA. Mcreover, all substances in wa1Br used In 
food are added substances subject to the proviSions af the FFDCA, but no substanDAs 
added to a public drinking water system before the water enters a food processing 
establishment win be considered a food adrlftive. 

The SDWA grants EPA the authorilyto control contaminants in drinking wa!erwhioh 
may have any adverse effect on the public health, through the estaMshml'lnt of 
maximum contaminant leve!s (Mels) or treatment techniques, under Section 1412, 
which are applicable to owners and operators of public water systems, The expressed 
intent of the Act was to give EPA exclusive control over the safety of public water 
supplies. Public water systems may also be required by regulation to condtloi 
monitoring for unregulEted contaminants under Section 1445 and to issue public 
notification of such levels under SectiorJ 1414(-::.). 

EPA's direct authority to control additives to drnking water apart from the existence of 
maximum c;ontaminant levels or treatment techniques is limited to Its emergency 
powers under Section 1431. However, Section 1442{b) nf lhe Act authorizes EPA to 
"collect and make available information pertaining to research, investigations, and 
demonstrations with respect to provJding a dependably safe. SUPply of drinking water 
together with appropriate recommendations therewith." 

TSCA gives EPA aut110rity to regulate· chemical substances, mIxtures and under some 
circ;um:.>tances, artl.cles containing such substancBs or miXl:ul'E'.$. Seciian 4 permifs EPA 

h ttp:1 twww.fda.gov/oC/mous/domesticJ225-79-200 1 .htrnl 101912006 
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to require testing of a chemical substance or mixture based on possIble unreasonable­
risk of injury to health or the environment, or on significant or substantial human or 
environme.ntal exposure whUe Section 8 enables EPA to require submission of data. 
showing substantial risk of injury to health or the snvironment, eXisHng health and 
safely srudies, and other datE!. For new chemical substances, and signiflcant nllW uses 
of e:xisting chemical substances, Section 5 requires manLff'actt;rers to provide EPA with. 
pre-manufacluring nolice, Under Section 6 the manufactl~re. processing, distribution, 
use, and disposal ofa chemical· substam.:e or mixture determined to be harmful may be 
restricted orbanned. Although Section 3(2)(8) ofTSCA excludes from the definition of 
"chemical subs1ance~ food and food additives as defined under FFDCA, llle implicit 
repeal by the SDWA of FDA's authority over drinking water enables EPA \0 regulate 
diract and indirect additives to drinking water as chemica! substances and mixtures 
under TSCA. 

The F1FRA requires EPA to set restrictions on the use af pesticides to assure Ulat 
when used properly, they wIll flol cause unr~asonable adverse effects on the 
environment .EPA may require,.iD1ru: .afia1abl'lrtng which "spedfies how, when, and 
where a pestioide may be legally used. In addition, EPA has, under Ser.1ion 409 of the 
FFDCA, required FIFRA regi!':trants at times to obtafn a food adl1llive tolerance before 
using a pesticide in or around a drinking water source. Such. tolerances establish 
further restrictions on the use of a peslicide wllictl are enforceable againsl the water 
supplier as weI! as the registrant of the pestlcirie. 

III. Terms of j\greemeQt 

A. EPA's responsibilities are GS follows: 

1. To establish appropriate regula!lans, and to tak(;! appropriate measure.s, under 
the .SDWA 9T.ldfor TSCA, and F]FRA, to oontrol direct addi1ives to drinkirlg werter 
(which encompass any substances purposely added to the water), and indIrect 
additives (which encompass any substam:e which might leach from paints, 
coatings or other materials <'15 an -incidental result of drinking water contact), and 
other substances. 

2. To estab\lsh appropriate regulations under Ihe SDWA'to limil the concentrations 
of pesticides in drinking waler; the limil81iol15 on concentrations and types of 
pesticides in water are presently set by EPA through tolerances under Section 409 
of the FFDCA 

3. To continue to provide technical assistance in the form of informal advlsory 
opinions on drinking water additives under Section 1442(b) Of Ihe SDWA. 

4. To conDUct and require research and monitoring and the submission of data 
relative to the problem of direct and Indirect ad"dilives in drinking water in order to 
accumlliate data concerning the health riskS posed by the presence of these 
contaminants in dr[nklng WOller. 

B. FDA's responsil:iilities are as follows: 

1. To take appropriate regulatory action under the authority of the FFOCA to 
control bottled drinking water and water, and substances in water, used In food 
and for food proceSSing. 

2. To provide assistance to EPA to faci!ltale tne transition of responsibillUes 
including: ' 

a) To review existing FDA approvals in order to Identify their applicablll\y to 
additiVes [11 drinking weIer. " 

J:lttp:llwww.fda.gov!oc/mmJS!domestjc/2?5 R 79-2001 . him 1 10/912006 
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b) To provide a mutually agreed upon Jevel of assistanGEl in conducting 
literature searches related to ~oxlcologiC8t decision making_ 

c) To provide a senior toxicologist to help EPA devise new procedures and 
protocols to be used in formulating advice ,on dl(ec! and il"ldirect additives to 
drinking water. 

IV. DuratJon of Agreement 

This Memorandum of Understanding shall continue In Affact unless modified by mutual 
consent of both parlles or terminated by either party upon thirty (30) 'days advance written 
notice to the other. 

Page4of4 

This MemorandulTl of Understanding wi!! become effective on the date ofth~ lasl"signa'fure_ 

Approved and Accepted 
for the Environmental Protection Agency 

Signed by: Douglas P. Castle 
Adrnini~trator 

Environmental Protection Agency 

Date: June 12, 1979 

Approved and Acceptp..d . 
for the Food and Drug Admrnistratlon 

Signed by~ Donald Kennedy 
Administr~tor 

Food alld DrlJg Administration 

Dare: June 22,1979 

,FDA Home pagQ I ~h FDA SUa I r;OA A 'z Ind&X ,.c.D.ntact FDA I Ednc.y I AY.Cl:.~ 

nttp:llwww.fda.gov/oc/mousfdomestic/2.25-79-2001_html 10/9/2006 
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§ 321. Definitions; Generally. 

Archive 

united States StatuteS 

Title 21. Food and Drugs 

Chapror 9. FEDERAL FOOD, DRUG, AND COSMElIC ACT 

subchapter II. DEFINITIONS 

CUli'Bnt Iflrough P.L 111--290 

(a) 

(b) 

§ 321. Definitions; Generally 

For the purposes of this chapter-

(1) 

f section 372 (a) of this title, means any state 
The term "state", except as used in th~ last se~~ce ~a and the Commonwealth of Puerto Rico. 

T ·t ry of the united StateS, the DIstrict of urn I , 
or ern a 0°51: Oct of 

. ossession of the united States, including the 1 n 
(2) The term "Territory" means any Terntory 1~lr ~f Puerto Rico and the Canal Zone. 

Columbia, and excluding the Comrnonwea 1 

The term "lnterstate commerce" means 

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

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

(c) The tenn nDepartment" means Department of Health and Human Se:-vices. 

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

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

(f) The term "food" means 

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

(2) chewing gum, and 

http://www.aol.lawriter.net/Case Viewoaspx?scd=FRD&DoeId=24250& Tndcx=%5c%5c I 900. 6/1412011 
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(g) 

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

(1) The term "drug" means 

(A) 

(B) 

(C) 

(D) 

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 

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

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

articles intended for use as a component of any article specified in clause (A), (B), or (C). A 
food or dietary supplement for which a claim, subject to sections 343 (r)(l)(B) and 343 (r) 
(3) of this title or sections 343 (r)(1)(8) and 343 (r)(5)(D) of this title, is made in 
accordance with the rertlJir~ments of section 343 (r) of this title is not a drug solely because 
the label or the labeling contains such a claim. A food, dietary ingredient, or dietary supplement 
for which a truthful and not misleading statement is made in accordance with section 343 (r) 
(6) of this tille is not a drug under clause (C) solely because the label or the labeling contains 
such a statement. 

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

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

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

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

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

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

13 '1/ 
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(dd) 

(ee) 

(ft) 

For purposes of sections 335a and 335b of this title, the term "drug pr?duct" means a drug subject 
to regulation under section 355, 360b, or 382 of this title or under section 262 of tltle 42. 

The term "Commissioner" means the Commissioner of Food and Drugs. 

The term "dietary supplement"-

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

(A) a vitamin; 

(8) a mineral; 

(C) an herb or other botanical; 

(D) an amino acid; 

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

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

(2) means a product that-

CA) (i) is intended for ingestion in a form described in section 350 (c)(1)(8)(i) of 
this title; or 

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

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

(C) is labeled as a dietary supplement; and 

(3) does-

(A) include an article that is approved as a new drug under section 355 of this title or 
licensed as a bioiogic under section 262 of title 42 and was, prior to such approval, 
certification, or license, marketed as a dietary supplement or as a food unless the 
Secretary has issued a regulation, after notice and comment, finding that the article, 
when used as or in a dietary supplement under the conditions of use and dosages set 
forth in the labeling for sur:h dietary supplement, is unlawful under section 342 (0 of 

http://www.aol.lawriter.netICasc View .aspx?scd=FED&Docl d=24250&lndex=%5c%5c 19 ... 6/12/2011 
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this title; and 

(B) not include-

(;) 

(ii) 

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

an article authorized for investigation as a new drug, antibiotiC, or biological for 
which substantial clinical investigations have been instiruted and for which the 
existence of such investigations has been made public, 

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

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

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

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

(ii) The term "compounded pOSitron emission tomography drug"­

(1) means a drug that-

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

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

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

hup:llwww.aoLlawriter.net/Case V iew,aspx?scd=FED&DocId=24250&Tndex-'%5c%5c 19 ... 6/12/2011 
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DEPARTMENT Of HEALTH &. HUMAN SERVICES 

The Honorable Ken Calvert 
Chairman 

DEC 21 2000 

subcommittee on Energy and Environment 
committee on Science 
House of Representatives 
Washington, D.C. 20515-6301 

Dear Mr. Chairman: 

Public Health Service 

Food and Drug AdminlSttation 
Rockville MD 20857 

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 responding to you. 

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

1. Xf' health ola~. are made ror fluoride-containing 
product. (e.g. that they reduce dental carie. incidence 
or reduce pathology from. aat:eoporosis), do such claim. 
mandata that the tluoride-containing produot ba 
considered a druq~ and thus subject. the procluct. to 
applioable regulatory oontrols? 

Fluoride, when used in the diagnosis, cure, mitigation, 
treatment, or prevention of disease in man or animal, is a 
drug that is subject to Food and Drug Administration (FDA) 
regulation. FDA published a final rule on October 6, 1995, 
for anticaries drug products for over-the-counter (OTC) human 
use (copy enclosed). This rule establishes the conditions 
under which OTC anticaries drug products are generally 
recognized as safe and effective and not misbranded. The rule 
has provisions for active ingredients, packaging conditions, 
labeling, and testing procedures that are required by 
'manufactUrers in order to market anticaries products. A new 
drug application (NDA) may be filed for a product containing 
fluoride that does not meet the provisions stated in the final 
rule. ~s you know, the Environmental Protection Agency 
regulates fluoride in the water supply. 
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2. Are there any New Drug Applications (NDA) on file, that 
have been approved, or that' have been rejeot&d, that 
involve a fluoride-oontaining produot (including 
fluoride-containing vitamin produots) intended for 
ingestion with the stated a~ of reducing dental oaries? 
If any such MOA's have bean rejeoted, on what grounds 
were they rejected? If any such NDA have b .. n approved, 
pl •• s. provide the data on safety and efficacy that FDA 
found persuasiva. 

No NDAs have been approved or rejected for fluoride drugs 
meant for ingestion. Several NOAa have been approved for 
fluoride topical products such as dentifrices and gels. 
Fluoride products in the form of liquid and tablets meant for 
ingestion were in use prior to enactment of the Kefauver­
Harris Amendments (Drug Amendments of 1962) to the Food, Drug, 
and Cosmetic Act in which efficacy became a requirement, in 
addition to safety, for drug3 marketed in the United States 
(U.S.). Drugs in use prior to 1962 are being reviewed under a 
proCess known as the drug efficacy study implementation 
(DESI). The DESI review of fluoride-containing products has 
nnt been completed. 

3, Do •• FDA con.ider dental fluorosis a sign of over 
exposure to ~luoride? 

Dental fluorosis is indicative of greater than optimal 
ingestion of fluoride. In 1988, the U.S. Surgeon General 
reported that dental fluorosis, 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. Doe. FDA have any action-laval or other regulatory 
ra.triotion or policy statement on ~luoride exposure 
a~ at minimizing chronic toxicity in adults or 
ohildren? 

The monograph for OTC anticaries drug products sets acceptable 
concentrations for fluo~ide dentifrices, gels and rinses (all 
for topical use only), This monograph also describes the 
acceptable dosing regimens and labeling including warnings and 
directions for use. FDA's principal safety concern regarding 
fluoride in OTC drugs is the incidence of fluorosis in 
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children. Child.ren under two years of age do not have control 
of their swallowing reflex and do not have the skills to 
expectorate toothpaste properly. Young children are most 
susceptible to mild fluorosis as a result of improper use and 
swallowing of a 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 limits. 

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

Enclosure:! 

Si ~CerelY~' C0~ 

Melinda K. Plaisier 
Associate Commissioner 

for Legislation 

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

Wi?b sUe admlntstmtor's note: 
1b perform query to access ibis document 
Enter:bttp://Www.access.gpo.gov/suJlocs/at:es/aces140.btml 
Enter:cbeckmarkfor 1995 VOJumil!' 60 
Enter: On' 10/06/95 
Enter; Searcb terms: tmttcarles 
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Fluorosilicic Acid 
(Hydrofluorosilicic Acid, HFS, FSA) 
Technical Data Sheet 

CHEMICAL ANALYSIS SPECIFIC="-":r",IO=N~ __ --,TY,-,-,-P"IC"-A=L-,-A:::N:.;A,,LY,,S:::'S=--_ 

H2SiFa, % 
Heavy Metals (as Pb), % 
HF, % 
Color, APHA 
P20b' % 

23-25 23.5 

1.0 max 
100 max 

< 0.02 
0.5 

<20 
< 0.2 

Product meets ANSI/AWWA 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 PROPERT�ES'-___________________ _ 

Physical Description 

Molecular Weight 

Aqueous solution, water white to straw-yellow, corrosive 
acid, irritating to skin and having pungent odor. 
144.08 

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~SiF6 

CONTAINERS 

1.212 
221"F (Decomposes) 
5"F (approx.) 
~4°F 

1.2 

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

DOT AND FREIGHT DESCRIPTION 

40,000 Ib (approx.) 
196,000 Ib net (approx.) 

Hazardous Material Descript~io-n------:F~'u-o-r-o-si~lic~i-c-a-C~id;----------

Haz. Mat. Class, 1.0.#, Packaging Group 8, UN 1778, PG II 
Freight Classification HydrofluoroSilicic Acid 
Principal CAS Number 16961-83-4 
RQ None 
Placard Corrosive 
Label Corrosive 

CBHiJ3323 HFS-0205 Revised 0707 
Copyright 2.007, Solvay FlUOrides, llC 
All Rights Reserved. 
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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 knowleQ:je today, half a century following the first installation in Grand 
Rapids, Michigan. Approximately 170 million people in over three thousand communities are now 
drinking fluoride-treated water from water purification plants where fluoridation is currently 
practiced. Fluoridation is concerned with the controlled introduction to water of the fluoride ion. 
Other materials in the fluoride compound simultaneously introduced into the water with the fluoride 
ions are carriers which provide no benefits and are nontoxic. The addition of one part per million 
of fluoride requires that the product be soluble, of definite concentration and have high purity 
standards. In conformity with the American Watsr Works Association standard 8703-94, 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 fluoride and economics of their use were 
investigated. F!uorosilicic acid is a high purity source of fluoride. It is simpler to use than any 
other chamical approved for water fluoridation purposes, primarlly because it is a liquid and 
can therefore 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 labor. Today most of the large cities and many small ones 
are fluoridating with fluorosilicic acid. It is readily available in tank cars or tank trucks and can 
also be supplied in 15-gal!on carboys and 55-gallon drums. The addition of fluorosilicic acid 
to a water supply can be readily controlled to give a total fluoride (F) level of one part per million 
which has been established as effective for reducing tooth decay. It should be used in accordance 
with proccdures approved by each state's department of health. 

Acid Characteristics: 
Fluorosillcic acid is a transparent, clear to straw-colored, corrosive liquid having the chemical 
formula of H£SiF6• It is manufactured in modern rubber-lined eqUipment producing an acid of high 
commercial purity. Commercial water solutions of the acid are available, having concentration 
of between 23% and 25% H2SiFa. Fluorosilicic acid is generally believed not to exist in the vapor 
phase, but only in solution. Upon vaporizing, it decomposes into hydrofluoric acid (HF) and silicon 
tetrafluoride. This equilibrium exists at the 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 solution level. For this reason, it is generally shipped in polyethylene containers 
rather than glass carboys. A 23% f1uorosilicic acid-water solution weighs 10.1 pounds per gaJlon 
at 75Q F, and has a fluoride (F) content of 18.20%. 

C(;H#3323 HFS-0205 Revised 0707 
Copyrigl,! 2D07, Solvay FlUOrides, LLC 
All Rights nesetVed. 
www.solvaVchemlcals.us1.BOO. 765.8292 
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Fluorosilicic Acid 
(Hydrofluorosilicic Acid, HFS, FSA) 
Technical Data Sheet 

Installation: 
In a typical large plant Installation, rubber-lined 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 levsl gauges, feed the acid through plastic piping or tubing to the dosage 
unit. Feeding is regulated by controlled votJme pumps. Metering is used for accurate flow records. 
Fluorosilicic acid may be handled In rubber-lined, saran or other available cormsiv8-resistant 
equipment as suggested below: 

Pipes and lines 
Pumps 
Valves 
Tanks 

rubbar, saran or polyethylene 
Lucite, saran or Hastelloy 
rubber-lined or polyethylene-lined 
rubber-lined, saran or polysthylene-lined 

Acid should be pumped by positive diaphragm proportioning pumps. 

Operation 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 
volume, but for small pumping rates, the dosags may be more satisfactorily regulated by periodic 
weighing of the drum. Whenever a drum of fluorosilicic acid is replaced on the scale, the time and 
wsight 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 inlonnation contained herein Is accurate as 01 the dElte 01 this document. However, neither 
Solvay Fluorides, LLC nor any of its affiliates make~ any warranty, express or Implied, or accepts any liability in connection 
with this Infonnation or its use, This Information is for use by technically skilled persons at their own discretion and risk 
and does not relate to the lise of this product In co'Tlblnation with any other substance or any other process, This Is not 
a license under any patont or other proprietsl)' ri!=lh', The user alone must finally determine suitability of any information 
or material for any contemplated usc in compliance with applicable law, the manner of use end whether any patents are 
infringed. This Information gives typical properties ooly and ~ not to be used for spectfication purposes. Solvay FIl.IOridos, LLC 
reserves the right to make additions, deletions or modifications to the information at any time without prior notification. 

Trademarks: Trademarks and/or other Solvay Fluorides, LLC products referenced herein are eitht:1r trademarks or registered 
trademarks 01 Solvay Fluorides, LLC or Its affiliates, unless otherwise indicated. 

CGR#3323 HFS-020S Revised 0707 
Copyright 2007. Solvay Fluorides, LLC 
All Rinhl~ Reserved. 
www.solvaychemicBlsus 1.aOO.7Iln.B292 



Shanghai Milltchem Development Co.,Ltd. 

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 U.S-NO 2826110010 

Character: White crystal or powder. Relative Density 2.558. It's ooorlcss. SohIble in water and HF. 

Insoluble in ethanol Mellting point 993!!C and boiling point 1695!!C. Non flammable but toxic. 

Chemical Parameters' 

NO. Technological Specification Granular Slandal'd% Powder Standard% 

1 NaF purity 98.S%min 9B.S%min _. 
2 Sodium Carbonate O.S%max. O.S%max. 

3 Na2SiF6 1.5%max 1.5%max 

4 Silicon Dioxide O.S%max. D.S%max. 

5 Sulphate D.3%max. O.3%max. 

6 HF O.l0f0max, O.1%max, 

7 H20(moisrure) O.5%max. O.S%max. 
-

8 Heavy Metal(As Pb) O.04%max. O.04%max. 

9 Available Fluoride 43.8%min. 43.8%min. 

10 Water Insoluble matter 0.6%max. 0.6%max . 
. -

11 -LD mesh 98%min +80 mesh 4%max 

12 Particle Size +100 mesh SO%min +200 mesh 25%max 

13 -325 mesh 

C 
APPLICATION: ItlS mainly used as fluxmg agent, timber preservative and water treatment etc. 

PACKAGE: Packing in plastic weaved bag 25kg each, TRANSPORTATION: DG, Class 6.1, UN 1690 
MANUFACTURER: SHANGHAI MINTCHEM DEVELOPMENT CO., LTD 

) 

UjFr\i~ln-1;,;tti ,,,' 1 H'H'i} B') ot,:, 4 ?,- 602 +: 
Rb02.4#.A'lNllng. Mudan Road Puoong 
Sh~l1ghai. China 

l:,i::); rh-:'ijiiJilEl'a 108 ~- KtVf\j it. I M.'~'l:rfr HX lfr 707 :j1~ 

HX'107 ,1081! L;lOdDllg Rn<ld West ChangshJ, 
Hlm~n.r.hina IJ ~ R() 
Tel: OOllG 731 H552 ')244/8552 924!1/ A;,;,2 924G {j IJ' 
Gax: 0086 731 ~l5S18167/8S:;Cl 0 767 

Tel: 0086 21 61HS IS'll 
Gax: UtHi6:n 681'; 097'{ ... www.mlnlchcm.~[lrll ... 
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mid 1980's" (Evun~ RW, Stamm JW., 
lU91). A(;fOSS all age groups morl;l than 
90% off1uoroBi~ case.~ were very mild 
or milu. (Evans RW, Stamm jW" 1fj91). 
The study (lid nol inr.lude m!'laSllfes of 
fluodd!'l inlake. Concurrently, dentlll 
cilries pr!'lvalence did not incre~,se. (Lo 
ECM At 01, 1990). AlthclUgh not fully 
genero\i::>,able to the current U.S, 

water flnoridation in nil temperflturc 
zont'l~ o[thp.l]nitcd States. 

dentfll caries find fluorosis in the U,S., 
ann current dato on fluid intake in 
uhildnm, aged 0 to 1.0 yflar~, across 

. . tflmp!;lratuTfl gradients in thP. U.S. 
HIlS recommends fln optlmill flUOTJnfl Conchlsiolls Wflre rCflchfld al}d aTe 

cOlwlusjrJns 

r:oncentT~tion of 0.7 mglJ. for sllmntari::>.Ad along with their rationale 
comm~lI)lt;y waler ~ystflms bfl~p.d on the in thi.~ pruposAn guidanr.e document. 

contflXt, these findings, along with those 
from the 1986-B7 survey of U.S. 
schoolchildren, sllggest lhat risk of 
flnoro~is can he reduced ano caries 
prevention mllintained [ow;ml the lower 
end (i.e., 0.7 mg/L) ufthf:1952 USI'HS 
recommenrlations for fluoride 
concentralions fcw cOlDmlmity wah::r 
~ystems, 

followmg lllfc:rmatJon: . . . ~ThiS F\uidance will be advisory, not 
• Commulllty wa.ter fluoTJdatlon IS rl;lgulatory, in nAtUre. Glli dance will be 

thA.mo~l co~t-ef.[ectJve mElhorl of . submilted to the Federal Reg1l'1ter and 
dehvenng nuonde for thfl preventlOn of will11nrle~o pUhlic and Rtakeholnt'lr 
tooth decn~;. '. comment for 3U day~, after which HHS 

• In additlOn .tu drmklD/\ watflr, other will review commenb and ~onsider 
~ources of fluundA AXpUSUTA have chan es 
contributed to the prevention of nen1.lil g . 
carles andan increase in dental Da.ted:jonuBry 7, :un1. 
fluorosi~ prevalencp.; Kathleen Sehelius, 

• Significant carip.s prcwmtive SncrfJtary. 
hAnefits call be achie"Arl and ri~k of 
nuoro~js rednct'ln at 0.7 mg/L, lhe 
lnwe9t conr.en\ratiOD in the range oft,he 
USPflS recommend~tion. 

Relationship offluiu intake and 
amhient temperature among children 
and anolescenti<l in the United StatA.<;: 

ThA 1952 USPHS recommendatinns 
~tated that community drinking wa~cr 
shollh] cont~in 0.7-1.2 mg/L [ppm1 
fluurine, depenning on the ~mbient ~ir 
tempCT~ture uf the area. TheSA 
tp.mperattlTA"related gllideJinos were 
basAd Oil studies condlH~ted ill Iwn 
communities in CaliforniR In tb(; early 
1950's. fi'indings innicated th~t a lower 
flnnriue concentration was appropriate 
fur communitifl~ in warmAT climates 
be(:ausA children nnmk more ti'!p wHlcr 
on warm rlAy~ (Galagnn nJ, 1953: 
Glllagan DJ and VArmillj0l1 JR, 1957; 
Galagan OJ et aI, 1957J. Sodal and 
environmental changes, including 
inr:reased l1~e of aif conditioning ann 
more ~edentary lifestyles, havA occ"Ul'lud 
since [he HI!iO's, and thu~, the 
assumption lhat children living in 
warmer regions drink more tap watAr 
than children in cooler rcgion~ may no 
longer he valid. -

Stndies eQndlH~ted sinCE :WO'l suggest 
that flnin intake in children does not 
increese with increases in flmbient air 
temperature (Sohn W, e! aI, 20n1; 
BelLran"Agllilar ED, ef aI, 20101). OnA 
Iltlldy condllctedamong cbilnren u~ing 
nationaiJy l'epre";Antative uato from 1988 
to 19.q4 did not find fin assodo.tion 
hetween tll1id intake and flmbient <lir 
temperature (Sohn W, et aJ, 2001). A 
similar ~tlldy u~ing natinnfllly 
representalive datfl from 1009 to 2004 
also fonnd no assoc.iation between f11lio 
int.ake and nmbient temperatun'l amung 
chIldren or adolescents (13eltnln-Aguilar 
ED, et al, 2010b]. These reccnt finnings 
demOnMTating II iilck of An a3.~ucifltion 
"hetweel1 fluid intake among children 
and floolescenls und ambienl 
tempArature support lJSfl of a Single 
targeL cOncflntration fUT commnnity 

'Fluoro~i, pr~"alenr,n ,<",gad ftnm 64% (SE ~ 
4, I) I" ~7~ (STl = 4.S1 hr\,,< •• ) on Ihe upper .i~hl 
r.nnl,g\ onn.,," nnly_ 

• Recent datA do r,ut s how a 
convincing relationship between fluid 
intake and ambient air tAmperatllre. 
TInts, there is no nt'le-d for different 
recommendations for watEr fhlOride 
r:oncentratinns in differAnt temperature 
zonAS. 

SUlVciJlance Activities 

CDC and tllA National Institute of 
Dental find Craniofar:ial Research 
(NmCR), in coordination with otber 
Federal flgli'"ciC!.~. will enhancl'l 
. qllrveillance of dental caries, dental 
f1uorosi~, flnd fluoridA intakc with a 
f'OCIIS on youngflr populations al11igher 
risk of fluorosis to obtain the best 
aVflilable and mo~t r.un-cnt informalion 
to :inpport flffe{;live efforts to impTovfl 
oral health. 

I'roCHSS 

The U.S. Department of Health And 
Human SATVices (HHS] ~onvened a 
J7p.neral inter-nApartmental, intflr-agency 
ponel of ~cienlisls (Appendix A) to . 
review scientific e"'idencA fAlated to Lhe 
19f)2 USPHS Drinldng Waler StAnnard..~ 
relaten to recoDlmendations fur fluorine 
COncenl.ration~ in crinking water in the 
United Stales Bnn to upuate thesA 
proposfld recmllmendatiollS. P<lJlelists 
includod representatives from the 
Ccnter~ for Discase Control and 
I 'revenLion, the National Institute.~ ur 
HP.Alth, thl;l Food a:ln Urul-\ 
Administration, the Agency for 
Hcalth~flre Research and Qnl;llity, thA 
office uf the A~~iRtant SecretAry for 
Health, the U.s. Environmental 
ProteG\ion Agency, and the lLS. 
llflpartment of Agriclllture. 'Tho 
paneliRts evaluated existing 
recommenrlfltions for fluorirlA in 
drinking water, systematic reviewR of 
I.he ri~k~ and benefits from fluoride ill 
drinking water, the epidemiology of 
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STATE OF WASHINGTON 

WASHINGTON STATE Bo.ARD OF HEALTH 
PO 80", 4799{) .. Olympia, Wa!;Nngton .985fH-?9.90 

November I tii, 20 I 0 

Mr. William Osmunson, DDS, MPH, President 
Washington Action for Safe Water 
1418- 1121b AveNE, Suite 200 
Bellevue. WA 98004 

Dear'Dr.Osmunson: 

This ,etter provides formal notice that the Washington State Board of Health has denied Yol:lr petition for 
nile making received on October 7. 2010 to add an intent ~tatement in two pl&:es in WAC 246-290-460, 
regarding water f1uorldation. The suggested sta.tement was "with the ,intent to prevent dental caries." This 
was the fifth petition for rule making you submitted to the Board this year regarding this rule. 

'The Board's intent for setting an "optlmar' fluoride concentration in 'IV AC 246-290-460 is part of its 
requirement to "adopt rules for group A. public water systems .•. to assure safe and reliable public drinking 
water and to protect the public health" under RCW 43.20,OSO(2)(a). The Board follows guidelines of the 
Centers for Disease Control and Prevention (CDC) regarding setting an appropriate level of fluoride in 
drinking water if the directors nf a water system decide to fluoridate under the authority of RCW 
57.08.012. The CDC pl'omotes community water fluoridation as one of the t.en great public: health 
achievement'! of the tlNentieth century. It says fluoridation is the single mO.~t effective public health 1. 
measure to prevent tooth decay. The Boal'd supports this-and other positions ofthe CDC. The Boord 
considers it self evident that the purpose of water fluoridation is to help prevent'tooth decay. The Board 
does not consider it efficient use of public resources·'to Initiate and complete a rule making process to add 
to the rule the language requested by the petitioner. 

The Board handled your request as a Petition for MIle making under RCW 34.05.330 and Board PolJcy 
2005~OOl. Responding to Petitions fOr Rule Making. The statute requires the Board to respond within 60 
days of receipt. RCW 34.05.330(3) allows a person to appeal a petition's denial to the Governor within 30 
days. TIle Board's policy allows the Board Chair to respond to a petition for rule ma.king without the 
petition being placed on a meeting agenda for full Board consideration. If you have questions about this 
decision, ,please contact Craig McLaughlin, Executive Director of the Board, at 360-236-4106 or 
graig.mclaughlj n@.dph.wil.gOV. 

./L ' Si~.reIY' 

K.it igma"~?--­
Chair 

cc: Michelle Davis, Department of Health 
Gregg Grunenfeldel', Department of Health 
State Board of Health Members 
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Recommendations for Using Fluoride to Prevent 
and Control Dental Caries in the United States 

Summary 
Widespread use of fluoride has been a major factor in the decline in thfJ 

prevalence and sever/tyof dental caries (/.e., tooth decay) in the ~nited States and 
oth19r economically developed countries. When used appropriately, fluoride Is 
both safe and effective in preventing and controlling dental carles. All U.S. 
residents ara likely 8xposed to some degree to fluoride, which is available from 
multiple sources. Both health-care professionals and the public have sought 
guidance on selecting the best way to provide and receive fluoride. During the late 
19908. CDC convened 8 work group to develop recommendations for using 
fluoride to prevent and control dental caries in the United States. This rspan 
includes these rec;ommendatlons, as well as a} critical analysis of the scientific 
evidence regarding the efficacy and effectiveness of fluoride modalities in 
preventing' and controlling dental caries, b} ordinal grading of the quality of the 
evidence, and c} assessment of the strength of each rec;ommendation. 

Because frequent exposul'9 to small amounts of fluoride each day will best 
reduce the risk for dental carles 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 risk for dental 
cariSll. additional fluoride measures might be needed. Measured use of fluoride 
modalities is panicularly appropriate during the time of anterior tooth enamel 
development O.s., age <6 years}. 

The recommendations in this report guide dental and other health-care 
providers, public healrh officials, policy makers, and the public In the use of 
fluoride to achieve maximum protection against dental caries while using 
resources efficiently and reducing the likelihood of enamel fluorosis. The 
recommendations address public health and professional practice. self-care, 
consumerproduct industries and healrh agencies, andfunh8rresearch. Adoption 
ofth8S8 recommendations could funher rtKJuce dental caries in the United States 
and save public and private resources. 

1 

INTRODUCTION 
Dental caries (i.e .. tooth decay, is an infectious, multifactorial diSBase afflicting most ] 

persons in industrialized c::ountries and some devetoping countries (1). Fluoride reduces 
the incidence of dental caries and slows or reverses the progre9Sion 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 inc::luded fluoride use. Today, all u.s. residents are 
exposed to fluoride to some degree. and widespread use of fluoride has been a major 
factor in the decline in the prevalence and severity of dental caries in the United States 
and other economic::ally developed countries (1). Although this decline is a major public 
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Fluoridated Drinking Water and Processed Beverages 
and Food 

9 

Fluoridated drinking water contains a fluoride concentration effective for preventing 
dental caries; this concentration can occur naturally or be reached through waterfluor!­
dation, which isthe controlled addition offluoride to a public water supply. When fluorI­
dated water is the main source of drinking water, a low concentration of fluoride is 
routinely introduced 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 offluoridated 
drinking water and beverages and food processed in fluoridated areas maintains the 
concentration offtuoride in the mouth. 

Estimates offluoride 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 for both children. and adults in 
fluoridated areas has remained relatively constant for several years (11). 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 ( 11). In a survey of fOUr.s- cities with different f1uori~e concentrations in the 
drinking water (range: 0.37-1.04 pm), children aged 2 years mgested 0.41-0.61 mg 
fluoride per day and infants age 6 months ingested 0.21-0.54 mg fluoride per day 
181,821. 

In the United States, water and rocessed beverages (e.g., soft drinks and fruit juices) 
can provide approximately 75% 6f a person's fluoride intake (83). Many processed 
beverages are prepared in locatio~s where the drinking water is fluoridated. Foods and 
ingredients used in food processingvary in their fluoride content ( 11). Asconsumption of 
processed beverages by children increases, fluoride intake in communities withoutf1uo~ 
ridated water will increase whene~er the water source for the processed beverage is 
fluoridated (84). In fluoridated ar~~s, dietary fluoride intake has been stable because 
processed beverages have been s1bstituted for tap water and for beverages prepared 
in the home using tap water (11 ).1 

A study of Iowa infants estima ed that the mean fluoride intake from water during 
different periods during the firs~9 onths of life, either consumed directly or added to 
infant formula or juice, was 0.2 .38 mg per day, although estimated intake for some 
infants was as high as 1.73 mg p r 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 Iowa 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 (88,89). 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 1946, when the fluoride concentration was 



Significant Amendments to the FD&C Act 

~ u.s. Food and Drug Administration 
.t!il!:!li, Rgau!atorllatOOZlatlon ,~> Fedrnl fo(>d, DMI, Md eoometlc!\ct lEOIi( Ml 

Requlatorv Information 
Significant Amendments to the FO&C Act 

SigniflcantAmandmants to the FD&C Act: "" _ _ 
Since ~960, Il~t"d cllfonologkally; d~t" shuwn IS wilen the Public 1.111'1 \''''~ aDDroved. Summary mdk"te>; hn~ 
to a summary of U'c Taw; Other IInk~ are to full te~l. proViSions of these P"bIlE law,; are 'nco'imr~ted Into the 
m&CAct. 

• 1nfant formula Aot of 1960 (summary) 1 
P"bIlC Law (Pl.) %-359 (Oct. 7~, 1960) 

• Orphan Drug Att 2 
PL 91-4 t~ (Jan. 4, 1983) 

• Drug Price Comp~tltlon and Patent Term Restoration ALt of 1964 (summary) 
PI. ~8-417 (S~pt. 24, ~964) 

• prescrlptlnn Drug Marketing tlet of 1987 4 
PL 100-293 (Apr. 22, 19Rfl) 

• Generic Animal Druq and Patent Term R~stor~tion Act of lqllB (summ~ry)" 
PL 100-/i70 (NOV. 16. 19RB) 

• NUtrition Labeling and Education Act of 19'10 (summary) 6 
PL ln1-~35 (Nov. 8, l.QQO) 

• Safe MedlCIII Oevlces Act of 1990 (summary)"/ 
PL .101-629 (Nov. 211, 1990) 

• Medical D~vlce Am~ndme:nts of 19'1Z (summary) a 
PI. 102-300 (June 16, 1992) 

; 

• Prescr1ptlon Drug Amendments nf 1992; Prescription Drug user Fee Act Of 1.9929 
PL 102-571 (oct. 29, 1992) 

.. Animal M~dlClnal Drug Use Clarification Act (AMDUCA) of 1994 LO 
PL 103-396 (Oct. 22, 1994) 

• Dietary Supplement H~alth and Education Act of 1994" 
PI 1(]3-417 (Oct. 25, 1'1'14) 

• FDA E)(port Reform and Enhancement IIct of 199612 
PI. 104-134 (April 2/i, 1'196) 

• FOOd Quality ProtectiOn Act of 1996 u 
PL 104-170 (Aug. 3, 1996) 

• Anlmlll Drug Availability Act nf 1996 1~ 
PL 104-250 (Oct. 9, 1996) 

• FOOd and Druq Administration Modernization Act (FDAMA) Of 199715 
PL 105-115 [Nov. 21, 1997) 

• [lest Pharmaceuticals for Children Act \0 
PL 107-Hl9 (Jan. 4, 2002) 

• Medical Device User Fee and MOdeml~atioo Act (MDUFMA) Of 200217 
PL HiJ-250 (O~t. 26. 2002) 

• Mlmal Drug User fe~ Act (If 2003 1a 
PI 108-130 (Nov. 18, 200-') 

• Pediatric Re~ean:h Equity Act of 200),9 
Pl lOS-iSS mer.. 3, 2U03) 

• Minor U"", lind Minor Sp~cles Anlm~1 HAAlth Act of 200420 
PL 108-2.82 (Aug. 2, 2004) 

• DI~tary Supplement and Nonpr~5crlptlon Drug Consumer Protectlnn I'Ict II 
Pl 11)9-462 (DeC. 22, 2006) 

• Food and Drug Administration Amendments Act (fDAAA) of 2.007 n 
PL 110··85 (Sept. 27. 20(7) 

• FAmily Smoklllg Prevention and Tobacco Cootrol Act (Public I.aw 111.31)?~ 
PL 111-31 (June 22, 7nn'l) 

• FDA Food Safcly M<ldernization Act24 
PL 111"353 (l~n. 4, 2011) 

Links on this page: 

1. http://thomas.loc.9ov/C9i-l)in/bclquery/Zi'd096:HR06940, @@@LITOM;/bSS/d096Query. html l'l""'lmTnary 

2. IRegulatoryrnformatlon/Leg'Slat,on/FederalfoociDrUgandCi)sillCti(AClfDCAct/SlqnlficantAml'ndmentstorhpFDCACt/OrphenOrl'gActJ()cfault.11t m 

http://www.fda.govlRegulatoryInfot111ationJLegislation/FederaIFoodDrugandCosmeticAct. .. 1lI112011 
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J. http://tl1ornas.loc.gOY/c91-bln/hdquery/zrd098:SN01538:@(&@D&Summ2~m&ITOM : / Dss/d09Rqllery .html) 

4. /Relllllatorylnform<ltion/Leglslatlon/FedcraIFnndOrugandCosrneticActl-OCAct/SlgnifjcantAil1f'ndmentstotheFDCAcrjprescriptlonOru(JMar\<.eting 
Ar:tof1987/dcfi'lolt. hhn 

5. /Re91JIatorylnformation/Le<jlslation/Feder"IFOodl)rugandCosmetkAcLFDCActjSlgnlficantAmendmentstotheFDCAr..VucmJ'171J5.htm 

6. http://thomas.loc .>lov /cgi-blll/bdqucry /z?d' 01 : HR03562:@@@1l&Summ2=3&)TOM : /b~5/ dl 0 lquery .Iltml) 
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DEPARTMENT OF REALTH ANP RYMAN SgRYICES 

Septemher 14,2010 

In Response Refer to File: 20JO-fi89() 

Eloise W. KaiJjn, MD 
P,O. Box 2418 
Sequim, Wa.~hinglon 98382 

Dear Requestor, 

Public Health Service 
Food and Drug Administration 
Division of Freed(Jm of Tn/nrmnti(}II 
5600 Fishers Lane. HF1~3.'i 
Rockville, MD 20857 

This is in response to your letter dated August) 1,2010, in which you requested any documents awarding FDA's 
permission to the City of Forks, Washington, zip code 98331-8" 18 or the City of Port. Angeles, Washington 98362 to 
manufacture, dispense or distribute any legend or over the counter drug. You also requested any documents from 
either of these municipal entities requesting anew drug application (either NDA or ANDA) fol' a legend drug or over 
the Coullte,r drug. 

A .~earcb of the reeords of the Center for Dlug Evaluation and Research did not [ocate any permission from the FDA 
for City of Forks, Washington, zip code 983:n ·861 8 or t.he City of Port Angeles Wa.~hillgton 98362 to manufacture, 
dispense of distribute any legend or over the (".Oul"lter drug. 

A search of the records of the Cen1.l;.',r for Drug Evaluation and Research did not locate any-approved new drug J 
application of an approved abbreviated new drug application fluorosilicic acid or sodium fluoride. 

The following charges may he included in a monthly invoice: 
Reproduction $ 0.00 Search $1 , 50 Review $00,00 Other $0.00 TOTAL $11.50 

The above I:otal may not reflect final charges fOf this request. 

PLEASE DO NOT MAKE ANY PAYMENT UNTIL YOU RECETVE AN INVOTCE 

If there are any prohlems with this respon!le, please notify us in writing ofyont specific problem(s) at the above 
address. Please refere.nce the abOve file numher. ' 

This completes the response for the Center for Drug Evaluation and Research. 

Roy Castle, MS,PD 
Office of Regulat.ory Policy 
Division of Information Disclosure Policy 
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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 ANSIINSF Standard 60 
certified fluoridation pmducts (checkmarked) along 
with company addresses (marked with vertical lines) 
and facility identifications (marked with *). 



NSF Certified Products - Public Water Supply Treatment Chemicals Page 1 of31 

(NsEJ Live safer,· 

,-.-/ 
- ---

NSF Product and Service Listings 

ll1ese NSF Official Listings are current as of Wednesday, November 23,2011 at 12:15 a.m. Eastern 
Time. Plea<;e contact NSf International to confirm the status of any Listing, report errors, or make 
suggestions. I 

Alert: NSF is concerned about fraudulent downloadin~ 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/PwsChemicalslListings.asp?ProductFunction=Fluoridation& 

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

ACCO Unlimited Corporation 
5300 NOlthwest 55th Avenue 
Johnston,lA 50131 
United States 
800-548-2226 
515-278-0487 

• Facility: Johnston, IA 

Fluosilicic Acid 
Trade Designation 

" ACCO HFS-L 
Product Func1ion 
Fluoridation 

Alexander Chemical Corporation 
1901 Butterfield Road 
Suite 120 
DOVfllcrs Grove, IL 60515 
United States 
800-445-9458 
6JO-955-6050 

Max Use 
6mgIL 

Cj 

http://www.nsf.org/CertifiedlPwsChemicalslListings.asp?CompanyNamc=&TradcName'-... 11/23/2011 



NSF Certified Products - Public Water Supply Treatment Chemicals, 

.. Facility: Kingsbury, IN 

Hydrofluosilicic Acid 
Trade Designation 
Fluosilicic Acid - Water Treatment Grade 
Hydrofluosilicic Acid - Water Treatment 
Grade 

American Development 
Corporation 
1456 Stale Camp Road 
P.O. Box 385 
Vanceboro, NC 28586 
United States 
800-842-0764 
252-244-0782 
Visit this company's website 

it Facility: Vanceboro, NC 

Fluosilicic Acid 
Trade Designation -I .. Fluosilicic Acid 

~ HFSAcid 
" Hydroflusoilieie Aeid 

American Development 
Corporation 
821 William D. Jones Boulevard 
P.O. Box 620 

. Fayetteville, TN 37334 
United States 
888-542-8561 
931-438-0653 
Visit this company's website 

k Facility: F ayctteville, TN 

Fluosilicic Acid 

Product Function 
Fluoridation 
Fluoridation 

Product Function 
Fluoridation 
Fluoridation 
Fluoridation 

Max Use 
6mg/L 
6mg/L 

Max Use 
4mgfL 
4mgfL 
4mg/L 

Page 2 of3l 
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NSF Certified Products - Public Water Supply Treatment Chemicals 

Trude Designation 
., Fluosilicic Acid 
., HFS Acid 
W Hydrofluosilicic Acid 

BHS Marketing LLC 
2320 West Indiana Avenue 
Salt Lake City, UT 84104 
United States 
801-973-8232 

J\ Facility: Southgate, CA 

Fluosilicic Acid 
Trade Designation 

4 Pluosilicic Acid 
;.tUydrofluosilicic Acid 

~ Facility: Stockton, CA 

Fluosilicic Acid 
Trade Designation 

,.J. Fluosilicic Acid 
'I Uydrofluosilicic Acid 

Product Function 
Fluoridation 
Fluoridation 
Fluoridation 

Product Function 
Fluoridation 
Fluoridation 

Product Function 
Fluoridation 
Fluoridation 

't-- Facility: Distribution Center - Henderson, NY 

Fluosilicic Acid 
Trade Designation 

" Fluosilicic Acid 
" Hydrofluosilicic Acid 

Product Function 
Fluoridation 
Fluoridation 

.. Facility: Distribution Center - Seattle, W A 

Fluosilicic Acid 
, Trade Designation 

.. Fluosilicic Acid 
;J Hydrofluosilicic Acid 

Product Function 
Fluoridation 
Fluoridation 

Max Use 
6mgfL 
6mgfL 
6mgfL 

Max Use 
6mgfL 
6mg/L 

Max Usa 
6mg/L 
6mg/L 

Max Use 
6mg/L 
6mgfL 

Max Use 
6mg/L 
6mg/L 

Page 3 of31 
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NSF Certified Products - Public Water Supply Treatment Chemicals 

Brenntag Great Lakes LLC 
4420 North Harley Davidson Avenue 
Wauwatosa, WI 53225 
United States 
262-252-3550 
Visit this company's website 

.. Facility: Ft. Wayne, IN 

Fluorosilicic Acid 
Trade Designation 

.". Hydrofluorosilicic Acid 23% 

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

4 Facility: Orlando, FL 

Fluosilicic Acid 
Trude Designation 

" I1ydrolluosilicic Acid[ 1] 

Product Function 
Fluoridation 

Product Function 
Fluoridation 

Max Use 
6mgiL 

Page 4 of31 

Max Use 
6mgiL 

[1) Certification i I::; based upon maximum product concentration of 2S% fluosiJ i cic ae 

NOTE: All T~isted products at this facil:it_y are NSF Certified, whether or not they b 
Mark. 

" Facility: Indianapolis, IN 

Hydrofluosilicic Acid 
Trade D(!signalion 

,(Hydrofluosilicic Acid 
Product Function 
Fluoridation 

Max Use 
6mg/L 

h1tn:/lwww.nsf.onz/Certified/PwsChemicals/Listings.asp?CompanyName=&TradeName=... 11/23/2011 



NSF Certified Products - Public Water Supply Treatment Chemicals Page 5 of31 

NOT~: All Listed products at t.hi!::! facility are NSF Certified, whether or: nul they b 
Mark • 

• Facility: Henderson, KY 

Fluosilicic Acid 
Trade Designation 

." Hydrofluosilicic Acid 
Product Function 
Fluoridation 

_Max Use 
6mgIL 

NOTE: AJ I Li~led products i'lt this f21cility are NSF Certified, whelher or not they b 
Mi'lrk. 

* Facility: St. Louis, MO 

Fluosilicic Acid 
Trade Designation 

VI Fluorosilicic Acid 
• Fluosilicic Acid 
-IHexailuorosilicic Acid 
~ Hexafluosilicic Acid 
V Hydrofluorosilicic Acid 
YHydrofluosilicic Acid 

Brenntag Pacific, Inc. 
10747 Patterson Place 
Santa Fe Springs, CA 90670 
United States 
323·562·9500 

\. Facility: Richmond, CA 

Hydrofluosilicic Acid 
I Trade Designation 

Wfiluosilicic Acid 
Y/HFSAcid 
• Hydrofluosilicic Acid 

Jt Facility : South Gate, CA 

Hydrofluosilicic Acid 

Product Function 
Fluoridation 
Fluoridation 
Fluoridation 
Fluoridation 
Fluoridation 
Fluoridation 

Product Function 
Fluoridation 
Fluoridation 
Fluoridation 

Max Use 
6mgIL 
6mgIL 
6mgIL 
6mg/L 
6mg/L 
6rog/L 

Max Use 
6rog/L 
6mg/L 
6mgIL 

C5 

httn://www.nsf.of!!/CertifiedlPwsChernicais/Listings.asp?CompanyName=&TradeNarne=... 11/23/2011 



NSF Certified Products - Public Water Supply Treatment Chemicals 

1,ade Designation 
..t;. Fluosilicic Acid 
!If HFS Acid 
~ Hydrotluorosilicic Acid 23%-25% 
" IIydrofluosilicic Acid 

Brenntag Southwest 
Route 2, Box 352-200 

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

• Facility: Sand Springs, OK 

Hydrofluosilicic Acid 
Trade DesiWlafion 

" Hydrofluosilicic Acid 

Canada Colors and Chemicals 
Limited I 

6605 Hurontario Strcct 
Suite 400 
Mississauga, ON L5T OA3 
Canada 
905-454-6900 

.. Facility: Elmira, Ontario, Canada 

Hydrofluosilicic Acid 
Trade Designation 

., Fluosilicic Acid 
-., Hydrofluosilicic Acid (PWTG) 

Carus Corporation 
315 FilTh Street 
P.O. Box 599 
Pem, IL 61354-0599 

Product Function 
Fluoridation 
Pluoridation 
Fluoridation 
Fluoridation 

Product Function 
Fluoridation 

Product Function 
Fluoridation 
Fluoridation 

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

Mux Use 
6mgIL 

Max Use 
6mgIL 
6mgIL 

Page 6 of3l 
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NSF Certified Products - Puhlic Water Supply Treatment Chemicals 

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

4c Facility: # I La Salle, IL 

Hydrofluosilicic Acid 
Trade Designation 

"F1ouride, 25% 
~ Hydrofluosilicic Acid, 25% 

Product Function 
Fluoridation 
Fluoridation 

Max Use 
6mg~ 
6mg/L 

Page 7of31 

[PO] The finished drinking wat:er shall be moniLo.ced to ensu.cc that levels of mangan 

do not exceed 0.05 mg/L. 

II Facility: # 5 USA 

Hydrol1uosilicic Acid 
Trade Designation 

" Fluoride, 25% 
., HYDROFLUOROS1LTCTC ACID 24% 
~ Hydrofluosilicic Acid, 25% 

ClearTech Industries Inc. 
2302 Hanselman Avenue 
Saskatoon, SK S7Y. 5Z3 
Canada 
306-664-2522 

.. Facility: Calgary, Alberta, Canada 

Hydrofluosilicic Acid 
Trade Designation 

'tII"'Hydrofluorosilicic Acid 

Pr duct Function 
; Fluoridation 
i Pluoridation 
i Fluoridation 

Product Function 
Fluoridation 

Max Use 
6mg~ 
6mg/L 
6mgIL 

Max Use 
6mg/L 

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

I Davis Supply, Inc. 
il2454 Palm Avenue [1 

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



NSF Certified Products - Public Water Supply Treatment Chemicals 

Fort Myers, FL 33916 
United States 
800-749-5967 
299-931-6700 

.. Facility: Quincy, FL 

Hydrofluosilicic Acid 
Trade Desi;znation 

V"HydroFluosilicic Acid 23% 

DPC Enterprises 
300 Jackson Hill 
HOllston, TX 77007 
United States 
281-457-4888 
Visit this company's website 

j Facility: Mobile, AL 

Hydrotluosilicic Acid 
Trade Designation 

~ Hydrofluosilicic Acid 

Product Function 
Fluoridation 

Product Function 
Fluoridation 

Max U<;e 
6mg!L 

Max Use 
6mgIL 

Page 8 of31 

NOTE: All Listed products from this facil ity are NSF CeLtiLi.ed, whether or not they 
NSF Mark. 

'*' Facility: Festus, MO 

Hydrofluosilicic Acid 
l'rade Designation 

~ydrofluorosilicic Acid 
Product Function 
Fluoridation 

Max Use 
6mgIL 

NOTE: All. T,i_steo products from this f!acility are NSf' Certified, wheLheL or not they 
NS~' Mark. 

DPC Industries, Inc. 
300 Jackson Hill 
P.O. Box 130410 
Houston, TX 77219-0410 

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



NSF Certified Products - Public Water Supply Treatment Chemicals 

\ 

United States 
281-457-4888 
Visit this company's website 

.. Facility: Rosemount, MN 

Hydrofluosilicic Acid 
Trade Designation 

~ Hydrofluosilieie Acid 
Product Function 
Fluoridation 

Max Use 
6mgIL 

Page90f31 

NOTE: All Listed product3 from this facility are NSF Certified, whether or not they 
NSF Mark . 

.. Facility: Omaha, NE 

Hydrofluosilicic Acid 
~rade Designation 

~ydrof1uosilicic Acid 
Product Punction 
Fluoridation 

Max [J"e 
6mg/L 

NOTE: 1\11 Listed products from this facility are NSF Certified, whether or not they 
NSF Mark . 

... Facility: Cleburne, TX 

Hydrofluosilicic Acid 
Trade Designation 

". IIydrofluosilicic Acid 24-30% 
Product Function 
Fluoridation 

Max Use 
6mgIL 

NO'l'~: All .Listed products from this fi3.cility i3.n~ NSF Cf!rti_fip.O, whp.ther aT not they 
NSl:' Mar:-k. 

DPC Industries, Inc. 
p.o. Box 24600 
Houston, TX 77229-4600 
United States 
281-457-4835 

.. Facility: # 1 Houston, TX 

Hydrofluosilicic Acid 
Trade Designation Product lunction MaxU"e C5 

http://www.nsf.org/CertifiedlPwsChemicals/Listings.asp?Company N ame=&TradeName=... 11123/20 I I 



NSF Certified Products ~ Public Water Supply Treatment Chemicals 

tI IIydrolluorosilicic Acid 

DXI Industries, Inc. 
300 Jackson Hill 
P.O. Box 130410 
Houston, TX 77219-0410 
United States 
281-457-4888 
Visit this company's website 

, Facility : Houston, TX 

Hydrofluosilicic Acid 
Trade DesiRnalion 

r"Hydrofluosilicic Acid 

Fluoridation 

Product Function 
Fluoridation 

Page 10 of3l 

6mgIL 

Max [he 
6mgIL 

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

DXI Industries, Inc. 
P.O. Box 24600 
Houston, TX 77229-4600 
United States 
281-457-4888 * Facility: # 1 USA 

Hydrofluosilicic Acid 
Trade Designation 

V"Hydrotluorosilicic Acid 

General Chemical, LLC 
Water Treatment Chemicals 
1421 Willis Avenue 
Syracuse, NY 13204 
United States 
315-478-2323 
Visit this company's website 

Product Function 
Fluoridation 

Max Use 
6mgIL 

{ /0 

http:/ Iwww.nsf.org/CertifiedlPwsChemieais/Listings.asp?CompallyName=&TradeN ame=... 11/23/2011 



NSF Certified Products - Public Water Supply Treatment Chemicals 

~ Facility: Indianapolis, IN 

Hydrofluosilicic Acid 
1,ade Designation 

~Hydrofluorosilicic Acid 
Product Function 
Fluoridation 

NOTE: Only T,isted products beadng the NSF Mark are. C<2rtified. 

George S. Coyne Chemical Co., 
Inc. 
3015 State Road 
Croydon, P A 19021 
United States 
800·523·1230 
215·785·3000 
Visit this company's website 

of Facility: Croydon, PA 

Hydrofluosilicic Acid 
Trade Designation 

w' Hydrofluosilicic Acid 23% 
Product Function 
Fluoridation 

Page 11 of31 

Max Use 
6mgIL 

Max Use 
6mgIL 

NO'T'E: All Listed products from Lhis filCility are NSF CertiIied, whether or not they 
NSF Mark . 

.ft Facility: Fairless Hills, PA 

Hydrofluosilicic Acid 
Trade Designation V" Hydrofluosilicic Acid 23% 

~ Facility: Reading, PA 

Hydrofluosilicic Acid 
Trade Designation 

~ Hydrofluosilicic Acid 23% 

Product Function 
Fluoridation 

Product Function 
Fluoridation 

Max [he 
6mgIL 

Max Use 
6mgIL 

CIl 

httn:/ /www .nsf.org/CertifiedlPwsChemicais/Listings.asp?CompanyName=&T radcN arne""'... 11/23/2011 



NSF Certified Products - Public Water Supply Treatment Chemicals 

H. Krevit & CO., Inc. 
73 Welton Street 
New Haven. CT 06511 
United States 
800-922-6626 
203-772-3350 
Visit this companis website 

.. Facility: New Haven, CT 

Fluosilicic Acid 
Trade Designation 

V' HYDROFLUOSILICIC ACID 23-25% 
Product Function 
Fluoridation 

NOTE: OnLy prod1J(:ts bearing the NSI' Mark are NSY eeL-tiLied. 

Harcros Chemicals Inc. 
5200 Speaker Road 
P.O. Box 2930 
Kansas City. KS 66110 
United States 
913-621-7844 

~ Facility: Tampa. FL 

Rydrofluosilicic Acid 
.. , Trade Designation 
~Fluorosilicic Acid 
• ~Fluosilicjc Acid 

"~iOlluoro:SiliciC Acid 
t7~~dro!1uosilicic Acid 

It Facility: Thomasville, NC 

Hydrofluosilicic Acid 
Trade Designation 

"Fluosilicic Acid 23% 
"Hydrofluosilicic Acid 23% 

Product Function 
Fluoridation 
Fluoridation 
Fluoridation 
Fluoridation 
Fluoridation 

Product Function 
Fluoridation 
Fluoridation 

Page 12 of31 

Max [lye 
6mgIL 

Max Use 
6mg/L 
6mgIL 
6mgIL 
6mgIL 
6111g/L 

Max Use 
6mgIL 
6mgIL 

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



NSF Certified Products - Public Water Supply Treatment Chemicals 

Haviland Products Co. 
421 Ann Street NW 
Grand Rapids. MI 49504 
United States 
800-456-1134 
616-361-6691 

• Facility: Grand Rapids, MI 

Hydrofluosilicic Acid 
Trade Designation 

"""'Hydro!1uosilicic Acid 

Hawkins, Inc. 
3100 East HCIllicpin Avenue 
Mhmcapolis, MN 55413 
United States 
612-331-6910 

_ Facility: # 15 USA 

Hydrofluosilicic Acid 
Trade Designation 

" Hydrotluosilieie Acid 

Hydrite Chemical Co. 
300 N. Patrick Boulevard 
Brookfield, WI 53045 
United States 
262-792-8759 

itFacility: Milwaukee, WI 

Hydrofluosilicic Acid 
Trade Designation 

Y Hydrofluosilieie Acid 

Product Function 
Fluoridation 

Product Function 
Fluoridation 

Product Function 
Fluoridation 

Page 13 of31 

Max Use 
6mg/L 

MaxU<;e 
6mg/L 

Max Use 
6mgIL C 13 

http://www.nsf.org/CertifiedlPwsChemieals/Listings.asp?CompanyName=&TradeName=... 11123/2011 



NSF Certified Products - Public Water Supply Treatment Chemicals 

Ideal Chemical and Supply 
Company 
4025 Air Park Street 
P.O. Box 18698 
Memphis, TN 38181-0698 
United States 
901-363-7720 

t Facility: # 1 Memphis, 1N 

Fluosilicic Acid 
Trade Designation 

" Fluosilicic Acid 
f/HFS 
"- IIydrofluosilicic Acid 
V' Sodium HydroFluoflilicic Acid 23 
"Sodium HydroFluosilicic Acid 25 

J_ R. Simplot Company 
999 Main Street, Suite 1300 
Boise, ID 83702 
United States 
208-336-2110 
Visit tills company's website 

.1f. Facility: Rock Springs, WY 

Fluosilicic Acid 
Trade Designation 

'" Fluorosilicic Acid 
"- Pluosilicic Acid 
tI Hydrofluosilicic Acid 

Mark's Chemical, LLC 
118 East North Avenue 
Monticello, WI 53570 
United States 
608-938-4633 

Product Function 
Fluoridation 
Fluoridation 
fluoridation 
Fluoridation 
Fluoridation 

Product Function 
Fluoridation 
Fluoridation 
Fluoridation 

Page 14 of31 

Max Use 
6mgIL 

6mg/L 
6mgIL 
6mgIL 
6mgIL 

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

httn:1 Iwww.nsf.org/CertifiediPwsChemicals/Listings.asp?Company Namc=&TradeN ame= ... 11/23/2011 



NSF Certified Products - Public Water Supply Treatment Chemicals 

,J. Facility: Monticello, WI 

Fluorosilieie Acid 
_..J. Trade Designation 
.' Fluosilicic Acid 
" Hydrofluosilicic Acid-23% 

Martelle Water Treatment Inc, 
2275 Royal Oaks Drive 
Janesville, WI 53548 
United States 
608-314-9371 
Visit tins company's website 

It Facility: Janesville, WI 

lIydrofluosilicic Acid 
Trade Designation 

~ fluoride, 25% 
~ Hydrofluosilicic Acid, 25% 

Monson Companies 
154 Pioneer Drive 
Leominster, MA 01453 
United States 
888-295-8585 

78-534-1425 
isit this company's website 

• Facility: South Portland, ME 

Hydrofluosilicic Acid 
Trade Designation 

,f'Hydrofluosiiicic Acid Solution, 23% 

, 

Product Function 
Fluoridation 
Fluoridation 

Product j?unction 
Fluoridation 
Fluoridation 

~roduct Function 
Fluoridation 

Page 15 of31 

Max Use 
6mg/L 
6mg/L 

Afax Use 
'6mg/L 
6mg/L 

Max Use 
6mgIL 

http://www.nsf.org/CertiftedlPwsChemical~/[ .istings.asp?Company Name~&TradeNam~... 11/23/2011 



NSF Certified Products - Public Water Supply Treatment Chemicals 

NAPCO Chemical Company, 
Inc. 
p.o. Box 1239 
Spring, TX 77383-1239 
United States 
800-929-5976 
281-651-6800 

~ Facility: Spring, TX 

Hydrofiuosilicic Acid 
Trade Designation 

.f.. HFS 23% 
, Hydrofluorosilicic Acid 

Onoda Chemical Industry Co., 
Ltd. 
NIPPON BLDG. 6-2 
Ohtemacm 2-Chome, Chiyoda-ku 
Tokyo 100.0004 
Japan 
81 3 6214 1023 

'*' Facility: K itakyusyu City, Japan 

Sodium Fluoride 
Trade Designation 

., Sodium Fluoride 

PCS Sales (USA), Inc 
1101 Skokie Boulevard, Suite 400 
P.O. Box 3320 
Northbrook, IL 60062 
United States 
847-849-4301 

ft Facility: Aurora, NC 

Fluosilicic Acid 

Product Function 
Fluoridation 
Fluoridation 

Produc t Function 
Fluoridation 

Page 16of31 

Max Use 
6mg/L 
6mg/L 

Max Use 
2.3 mglL 

C /6 
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NSF Certified Products - Public Water Supply Treatment Chemicals 

Trade Designation 

" Fluosilicic Acid 

PENCCO, Inc. 
p.o. Box 600 
San F clipe. TX 77473 
United States 
800-864-1742 
979-885-0005 

ProducJ Function 
Fluoridation 

I 

,JkFacility: Distribution Center - Richmond, CA 

Hydrofluosilicic Acid 
Trade Designation 

"Pluorosilieie Acid 
" Fluosilicic Acid 
~ydrofluosilicic Acid 

Product Function 
Fluoridation 
Fluoridation 
Fluoridation 

"'Facility : Distribution Center - South Gate, CA 

I-Iydrofluosilicic Acid 
Trade Desif{nalion 

" Pluorosilicic Acid 
tI. Fluosilicic Acid 
~Hydrotluosilicic Acid 

Product Function 
Fluoridation 
Fluoridation 
Fluoridation 

tFacility : Distribution Center - Willow Springs, IL 

Hydrofluosilicic Acid 
Trade Designation 

~ Fluorosilicic Acid 
ilFluosilicic Acid 
If Hydrofluosilicic Acid 

Product Function 
Fluoridation 
Fluoridation 
Fluoridation 

~FaCilitY : Distribution Center - Allston, MA 

Hydrofluosilicic Acid 
Trade Designation 

tfHydrofluosilicic Acid 
Product Function 
Fluoridation 

Page 17 of31 

Max Use 
6mg/L 

Max Use 
6mgIL 
6mg/L 
6mgIL 

Max Use 
6mgIL 
6mg/L 
6mgIL 

Max Use 
6mgIL 
6mgIL 
6mg/L 

Max Use 
6mgIL C17 

http://www.nsf.org/CertifiedlPwsChcmicals/Listings.asp?CompanyName=&TradcName"""'... 11/23/2011 



NSF Certified Products - Public Water Supply Treatment Chemicals 

oJ Facility: Distribution Center - Elizabeth, NJ 

Hydrofluo.dlicic Acid 
Trade Designation 

" Hydrolluosilicic Acid 
Product Function 
Fluoridation 

-Ie Facility: Distribution Center - Painesville, OH 

I-Iydrofluosilicic Acid 
Trade Designation 

~ Hydrofluosilicic Acid 
ProduCf Function 
Pluoridation 

• Facility: Distribution Center - Spartanburg, SC 

Hydrofluosilicic Acid 
Trade Designation 

~ Hydrofluosilicic Acid 
Product Function 
Fluoridation 

j Facility: Distribution Center - Sealy, TX 

Hydrofluosilicic Acid 
Trade Designation 

tl FIuorosilicic Acid 
if ..,Fluosilicic Acid 
"Hydrofluosilicic Acid 

Product Function 
Fluoridation 
Fluoridation 
Fluoridation 

• Facility: Distribution Center - waxahachiel TX 

Hydrofluosilicic Acid JI 
tI 

Trade Designation Pr 'duct Fundion 
J FLUOROSILICIC ACID Flubridation 
., )"LUOSTLIC1C ACID Fluoridation 
"-HYUROFLUOROS1LIC1C ACID Fluoridation 
tfHYDROFLUOS1LlC1C ACID Fluoridation 

+PVS Nolwood Chemical 

Page 18 of31 

Max Use 
6mg/L 

Max Use 
6mgIL 

Max Use 
6mgIL 

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

Max Use 
6mgIL 

.6mgIL 
6mg/L 
6mgIL 

C I! 
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NSF Certified Products - Public Water Supply Treatment Chemicals 

10900 Harper A venue 
Detroit, MI 48213-3389 
United States 
800-284-9735 
313-925-0300 
Visit this company's website 

... Facility: Detroit, MI 

Fluosilicic Acid 
Trade Designation 

~ Fluorosilicic Acid 
~ Fluosilicic Acid 
"J-lexafluosilicic Acid 
Vt-Iydrofluosilicic Acid, 23% 

Product Function 
Fluoridation 
Fluoridation 
Fluoridation 
Fluoridation 

.... -~.~ ......................... -.~~ 

Reliable Industrial Supply Ltd, 
50 Mumford Road 
Lively, ON P3Y lL2 
Canada 
705-692-2959 

"Facility: Lively, Ontario, Canada 

Hydrofluosilicic Acid 
Trade Designation 

tI Fluorosilicic Acid 
if Hydrotluosilicic Acid 

--~ .......... . 

Rotem Amfert Negev Ltd, 
Shazar Boulevard 3 
P.O. Box 125 
Beer Shcva 84101 
Israel 
972 8 6598871 
Visit tills company's website 

, Facility: Araya, Israel 

FluosiIicic Acid 
Trade Designation 

Product Function 
Fluoridation 
Fluoridation 

Product Functiun 

Page 190f31 

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

Max Use 
6mgIL 
6mg/L 

Max Use 
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NSF Certified Products - Public Water Supply Treatment Chemicals 

~luoroSiliciC Acid 25% 

SAL Chemical Company, Inc. 
Half Moon Industrial Park 
3036 Birch Drive 
Weirton. WV 26062 
United States 
800-879-1725 
304-748-8200 

" Facility: # 1 USA 

Fluorosilicic Acid 
Trade Designation 

~ Fluorosilicic Acid 
~ Hydrotluorosilicic Acid 

Sierra Chemical Company 
2302 Larkin Circle 
Sparks, NY 89431 
United States 
800-777-8965 
775-358-0888 

• Facility: Stockton. CA 

Fluorosilicic Acid 
Trade DesiKnation 

" Fluorosilicic Acid 
~ IIFS Acid 
tfHydrofluorosilicic Acid 

Fluoridation 

Product Function 
Fluoridation 
Fluoridation 

Product Function 
Fluoridation 
Fluoridation 
Fluoridation 

Page 20 of31 

6mgIL 

Max Use 
6mgIL 
6mgIL 

Max Use 
6mgIL 
6mgIL 
6mgIL 

NOTE: AI I Listed products from tbis facility are NS~' Certified, whether or not they 
NSI' Mark. 

~
SOIVay Fluor Mexico S.A. de 
C.V. 
Can·. Panamerica Km 23.5 

0.0 

htto:/ /www .nsf.org/Certified/PwsChemicals/Listings.asp?CompanyName=&T radcName:-... 11/2312011 



NSF Certified Products - Public Watcr Supply Treatment Chemicals 

Cd. Juarez, Chihuahua 
C.P.32690 
Mexico 
52 16330300 

¥ Facility: Chihuahua, Mexico 

Fluosilicic Acid 
Trade DeSignation 

~ Fluosilicic Acid 23%-25% 
Product Function 
Fluoridation 

Page 210[31 

Max Use 
6mgIL 

NOTE: NSF has not conducted production control audits al this facility. Product. J~i 

based on type Lesting [ISO/IEC Gllide 2: 1996 (E/F/R) 14.51. 

Solvay Fluorides, LLC. 
3333 Richmond Avenue 
HOllston, TX 77098 
United States 
800-325-3332 
713-525-6500 

! Facility: Distribution Center - Southgate, CA 

Fluosilicic Acid 
Trade DesiKnation r Fluosilicic Acid 

...,Hydrotluosilicic Aeid 

Product Function 
Fluoridation 
Fluoridation 

.. Facility: Distribution Center - Stockton, CA 

Fluosilicic Acid 
Trade Designation 

~Fluosilicic Acid 
~Hydrofluosi1icic Acid 

• Facility: A lorton, IL 

Fluosilicic Acid 
Trade Designalion 

'-- Fluosilicic Acid 
~ IIydrofluosilicic Acid 

Product Function 
Fluoridation 
Fluoridation 

Product Funclion 
Fluoridation 
Fluoridation 

Max Use 
6mgIL 
6mg/L 

MaxUve 
6mgIL 
6mg/L 

Max Use 
6mgIL 
6mgIL CJ.I 

httn:llwww.nsf.onzICertified/PwsChemicals/Listings.asp?CompanyName=&TradeName=... 11/23/2011 



NSF Certified Products - Public Water Supply Treatment Chemicals 

Sodium Fluoride 
~rade Designation 
~ Sodium Fluoride 

Product Function 
fluoridation 

~ Facility: Distribution Center - East Chicago, IN 

FluosiIicic Acid 
Trade Designation 

., Fluosilicic Acid 
Product Function 
Fluoridation 

.. Facility: Distribution Center - Boston, MA 

Fluosilicic Acid 
Trade Designation 

ttl. Fluosilicic Acid 
" Hydrofluosilicic Acid 

Product Function 
Fluoridation 
Fluoridation 

.j. Facility: Distribution Center - Buffalo, NY 

Fluosilicic Acid 

"

Trade Designation 
~luosilicic Acid 

Hydrolluosilicic Acid 

Product Function 
Pluoridation 
Fluoridation 

• Facility: Distribution Center - Philadelphia, PA 

Fluosilicic Acid 
Trade Designalion 
Fluosilicic Acid 
Hydrofluosilicic Acid 

Product Function 
Fluoridation 
fluoridation 

t Facility: Distribution Center - Beauhamois, Quebec, Canada 

Fluosilicic Acid 
Trade Des;gnation 

VFluosilicic Acid 
.., Hydrofluosilicic Acid 

Product Function 
Fluoridation 
Fluoridation 

Page 22 of3l 

Max Use 
2.3 mg/L 

Max Use 
6mgIL 

Max Use 
6mgiL 

·6mglL 

Max Use 
6mgIL 
6mg/L 

Max Use 
6mgIL 
6mg/L 

Max Use 
6mgiL 
6mgIL 

http;/ /www .nsf.org/CertifieJlPwsChemieals/Listings.nsp?CompanyNarne=&T radeN ame=... 11/23/2011 



NSF Certified Products - Public Water Supply Treatment Chemicals 

Solvay Fluorides, LLC. 
3333 Richmond Avenue 
Houston. IX 77098 
United States 
800·325·3332 
713·525·6500 

:J Facility: # I Japan 

Sodium Fluoride 
Trade Designation 

"" Sodium Fluoride 
Product Function 
Fluoridation 

Sowega Chlorinator Company, 
Inc. 
505 9th Avenue 
P.O. Box 3006 
Albany. GA 31706 
United States 
800·230·1415 
229·436·8512 

.. Facility: Albany, GA 

Hydrofluosilicic Acid 
Trade Designation 

t/ IIydrofluorosilicic Acid 

Su1co Chemicals Limited 
60 First Street East 
Elmira. ON N3B 2Z5 
Canada 
519·669· 1332 

% Facility: Elmira, Ontario, Canada 

Hydrofluosilicic Acid 
Trade DeSignation 

Product Function 
Fluoridation 

Product Function 

Page 23 001 

Max Use 
2.3mglL 

Max Use 
6mg/L 

Max Use 

C !{3 

hti1"l~//www.nsf.onI/Certified!PwsChemicals/Listings.asp?CompanyName=&TradeName=... 11/23/2011 



NSF Certified Products - Public Water Supply Treatment Chemicals 

J Fluosilicic Acid 
~ Hydrofluosi1icic Acid (PWTO) 

Surry Chemicals, Inc. 
241 Hickory Street 
P.O. Box 1447 
Mount Airy. NC 27030 
United State:;; 
800-800-2791 
336-786-4607 

.. Facility: Mount Airy. NC 

Hydrofluosilicic Acid 

., Trade Designation 
HFS 23% 

"HYDROFLUOSILISIC ACID 23% 

The Mosaic Company 
13830 Circa Crossing Drive 
Lithia. FL 33547 
United States 
813-671-6223 
Visit this company's website 

Fluoridation 
Fluoridation 

Product Function 
Fluoridatiun 
fluoridatiun 

"Facility : Distribution Center - Binningbam, AL 

FluorosHicic Acid 
_I Trade Designation 
y_Fluosilicic Acid 
flJlFS 
IfHydrofluorosilicic Acid 
"Hydrofluosilicic Acid 

.. Facility: Riverview, FL 

Fluosilicic Acid 
Trade Designation 

, Fluorosilicic Acid 
~Fluosi1icic Acid 

Product Function 
fluoridation 
Fluoridation 
Fluoridation 
Fluoridation 

Product Function 
Fluoridation 
Fluoridation 

Page 24 of31 

6mgIL 
6mg/L 

Max Use 
6mg/L 
6mgIL 

Max U';;e 
6mg/L 
6mgIL 
6mgIL 
6mgIL 

Max Use 
6mgIL 
6mgIL 

c 1.'/ 

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



NSF Certified Products - Public Watcr Supply Treatment Chemicals Page 25 of31 

~ Hydrofluorosilicic Acid 
if Hydrofluosilicic Acid 

Fluoridation 
Fluoridation 

« Facility: Distribution Center - East St. Louis, IL 

Fluorosilicic Acid 
Trade Designation 

~ Fluosilicic Acid 
fl. HI'S 
" Hydrofluorosilicic Acid 
, Hydrofluosilicic Acid 

j(Facility: Uncle Sam, LA 

Fluosilicic Acid 
Trade Designation 

../' Hydrofluosilicic Acid, Commercial Grade 

Product Function 
Fluoridation 
Fluoridation 
Fluoridation 
Fluoridation 

Product Func:l·on 
Fluoridation 

\t Facility: Distribution Center - Baltimore, MD 

Fluorosilicic Acid 
I Trade Designation 

"'_ Fluosilicic Acid 

" IIJ1S ;J IIydrolluorosilicic Acid 
" Hydrofluosilicic Acid 

Product Funct :on 
Fluoridation 
Fluoridation 
Fluoridation 
Fluoridation 

t Facility: Distribution Center - Allston, MA 

Fluorosilicic Acid 
_~ Trade Designation 
~ Fluosilicic Acid 
.. HFS 
,tHydrofluorosilicic Acid 
"Hydrofluosiiicic Acid 

Product Func ·on 
Fluoridation 
Fluoridation 
Fluoridation 
Fluoridation 

... Facility: Distribution Center - Elizabeth, NJ 

FluorosiIicic Acid 

6mg/L 
6mgiL 

MaxU" 
6mg/L 
6mgiL 
6mgiL 
6mgIL 

Max Use 
6mgiL 

AJax Use 
6mgiL 
6mgiL 
6mgiL 
6mgiL 

Max Use 
6mgIL 
6mgIL 

.6mg/L 
6mg/L 

Trade Designation Product Func .ion Max Use 

http://www.nsf.org/Certified/PwsChemicals/Listings aSP?C01tanYName~&TradCName~ ... lJ/23/2011 



NSF Certified Products - Public Water Supply Treatment Chemicals 

, Fluosilicic Acid 

"- HFS 
" Hydrofluorosilicic Acid 
" Hydrofluosilicic Acid 

Fluoridation 
Fluoridation 
Fluoridation 
Fluoridation 

.. Facility: Distribution Center - Cincl111lati, OR 

Fluorosilicic Acid 
Trade Designution 

~ Fluosilicic Acid 
.. HFS 
~ Hydrofluorosilicic Acid 
, I-Iydrofluosilicic Acid 

Product Function 
Fluoridation 
Fluoridation 
Fluoridation 
Fluoridation 

.. Facility: Distribution Center - Clevl'land, OR 

Fluorosilicic Acid 
'" Trade Designution 

Fluosilicic Acid 

" HFS 
JRydrofluorosiiicic Acid 
ifHydrofluosiiicic Acid 

Product Function 
Fluoridation 
Fluoridation 
Fluoridation 
Fluoridation 

}tFacility : Distribution Center - Saginaw, TX 

Fluorosilicic Acid 
Trade Designation 

" Fluosilicic Acid 

" HFS 
tt!~Hydrofluorosilicic Acid 
.. Hydrofluosilicic Acid 

Univar Canada Ltd. 
noo Van Home Way 
Richmond, Be V6X IW5 
Canada 
604-273-1441 

.. Facility: Edmonton, Alberta, Canada 

Product Function 
Fluoridation 
fluoridation 
Fluoridation 
Fluoridation 

6mgIL 
6mgIL 
6mgIL 
6mg/L 

Page 26 of31 

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

Max Use 
6mgIL 
6mg/L 
6mg/L 
6mg/T , 

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

http://www.nsf.org/CertifiedlPwsChemicals/Listings.asp?CompanyNamc=&.l·radeNrune=...11/23/20 1 1 



NSF Certified Products - Public Water Supply Treatment Chemicals 

Hydrofluosilicic Acid 
Trade Designation 

, Pluorosilicic Acid 
t'Hydrofluosilicic Acid 25% 

Product Function 
Fluoridation 
Fluoridation 

Page 27 of31 

Max Use 
6mgIL 
6mg/L 

NOTE: A-I IT,; stp.o products from this facility a.L-e NSF Certified, whether or not Lhey 
NSF Mark . 

• Facility: Vallcyfield, Quebec, Canada 

Hydrofluosilicic Acid 
Trade Designati{)n 

., Hydrofluosilicic Acid 25% 

Univar USA Inc, 
17425 NOliheast Union Hill Road 
Redmond, WA 98052 
United States 
425-889-3400 

11 Facility: Jacksonville, FL 

IIydrofluosilicic Acid 
Trade Designation 

"" Fluorosilicic Acid 
~ IFluosiiicic Acid 
YHFSAcid 
~ydroflousilicic Acid 

_Facility: Norcross, GA 

Hydrofluosilicic Acid 
J'rade Designation 

\fHydrofluosilicic 

Product Function 
Fluoridation 

Product Function 
Fluoridation 
Fluoridation 
Fluoridation 
Fluoridation 

Product Function 
Pluoridation 

Max Use 
6mgIL 

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

Max Use 
6mgIL 

NOTE: Only products bearing the "NSF 60" cesignation are Certified by NSF Internati 

• Facility: st. Louis, MO (1.7 

hltp:llwww.nsr.org/Cerlilied/PwsChemicais/Listings.asp'lCompanyNamc~&TractcNamc~... 11/2312011 



NSF Certified Products - Public Water Supply Treatment Chemicals 

Hydrofluosilicic Acid 
Trade Designation 

"- Fluocilicic Acid 
it HFS i Hydrofluosilicic Acid 

Product Function 
Fluoridation 
Fluoridation 
Fluoridation 

Page 28 of31 

Max Use 
6mgIL 
6mg/L 
6mgIL 

NOTE: Only product~ bearing the "NSF 60" designation are Certified by NSF Internati 

• Facility: Cincinnati, OH 

Hydrofluosilicic Acid 
Trade Designation 

"HFS Acid 
Product Function 
Fluoridation 

Max Use 
5.9mglL 

NOTE: Only products bearing the "NSJ:' 60" designation are Certified by NSF Internati 

f Facility: Bunola, PA 

Fluosilicic Acid 
Trade Desi~nation 

v'Hydrofluosilicic Aeid 
Pruduct Function 
Fluoridation 

Max Us'! 
6mgIL 

NOTE: Only products beari.ng the "NSF 60" de~ignation are Certified by NSF Internati 

.. Facility: Middletown, PA 

Fluosilicic Acid 
Trade Designation 

'" Hydrofluosilicic Acid 
Product Function 
Fluoridation 

Max Use 
6mg/L 

NOTE: Only producLs beal'lng the "NSF 60" designation are Certified by NSF Internati 

~ Facility: Houston, TX 

Hydrofluosilicic Acid 
Trade Designation 

"HydrofluQsiiic Acid 
Product Function 
Fluoridation 

Max Use 
6mgIL 

C ).8 
NOTt;: Only products bearing the "NSF 60" liesiqnat.i.on are Certified by NSF Tnt:ernat:i 

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



NSF Certified Products - Public Water Supply Treatment Chemicals 

... Facility: Suffolk, VA 

Hydrofluosilicic Acid 
Trade Designation 

~ Hydrolluosilicic Acid (23-25%) 
IfHydrofluosiiicic Acid (37-42%) 

Product Function 
Fluoridation 
Fluoridation 

Page 29 onl 

Max Use 
6mgIL 
3mgIL 

NOTE: Only products beaL-ing l.h,,=, "NSF 60" designation are Certified by NSF Internati 

, Univar USA Inc. (fonnerly Basic 
'Chemical Solutions) 

525 Seaport Boulevard 
Redwood City, CA 94063 
United States 
800-411·4BCS 
Visit this company's website 

• Facility: Distribution Center - Redwood City, CA 

Hydrofluosilicic Acid 
Trade Designation 

.,J Hydrofluosilicic Acid 23% 
Product Function 
Fluoridation 

~Facility : Distribution Center - Grantsville, UT 

Hydrofluosilicic Acid 
Trade Designation 

.,. Hydrotluosilicic Acid 23% 

Vertex Chemical Corporation 
11685 Manchester Road 
St. Louis, MO 63131 
United States 
314-471-0500 

.. Facility: Dupo. IL 

Fluorosilicic Acid 

Product Function 
Fluoridation 

Max Use 
6mg/L 

MliX Use 
6mgIL 

http://www.nsf.org/Certified/PwsChemicalslListings,asp?CompanyName~&TradeName~... 11/2312011 



NSF Certified Products - Public Water Supply Treatment Chemicals 

Trade Designation 
"- Fluosilicic Acid 23% - 25% 
ilHydrofluosilicic Acid 
trHydrofluosilicic Acid 23% 

Product Function 
Fluoridation 
Fluoridation 
Fluoridation 

Page 30 of31 

. Max Use 
6mgIL 
6mgIL 
6mg/L 

NOTE: lI.II Listed products from this faciLty are NSF Certified, whethp.y or nol they 
NSF Mark. 

Viking Chemical Co. 
1827 18lh Avenue 
P.O. Box 1595 
Rockford, IL 6111 0 
Uniled States 
815-397-0500 

• Facility: Rockford, IL 

Fluosilicic Acid 
Trude Designation 

" Fluosilicic Acid 
Product Function 
Fluoridation 

Max Use 
6mg/L 

[1J Manganese sulfate is used in combi n."lti on with potassium (or sodium) perm."lngan."lt 
produce hydrous manganesp. oxides (HMOs) whieh are used to arisorb positively eha 
ions, such as radillm. 

Water Guard, Inc. 
1903 Herring Avenue 
P.O. Box 2226 
Wilson, N C 27893 
United States 
252-237-5205 

~ Facility: Wilson, NC 

Fluosilicic Acid 
Trade Designation 

~ Fluorosilicic Acid 
.. HFSAcid 
rHydrolluosilicic Acid 

Product Function 
Fluoridation 
Fluoridation 
Pluoridation 

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

htlp:/lwww.nsf.org/CertifiedlPwsChernicals/Listings.asp?CompanyName=&TradeNarne= ... 11/23/2011 



NSF Certified Products - Public Water Supply Treatment Chemicals 

Webb Chemical Service 
Corporation 
2708 Jarman Street 
Muskegon Heights, MI 49444 
United States 
231-733-21RI 
Visit this company's website 

.. Facility: Muskegon Heights, MI 

Hydrofluosilicic Acid 
~ Trade Designation 
.. FSA 
~ Fluosilicic Acid 
~ Fluosilicic Acid, 23-40% 
"HFS 
~Hydrofluosilicic Acid 

Number of matching Manufacturers is 53 
Number of matching Products is 207 
Processing time wa~ 0 seconds 

Search Listings 

• NewsRoom I 
• AboutNSF I 
• Careers I 
• NSF Mark I 
• Client Log-In 

• Privacy Policy 
• Site Map I 
• Request T nfo I 
• Contact Us , 
• Copyright © 2004 NSF International. 

Product Funcfion 
Fluoridation 
Fluoridation 
Fluoridation 
Fluoridation 
Fluoridation 

Page 31 of31 

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

CJI 

http://www.nsf.org/CertifiedlPwsChemicals/Listings.asp'!CompanyNarne=&TradeNml1e=... 11/23/2011 



WQA Gold,eal Cerlilied Produc(, 

Water Quality Association 
11/23/2011 

Pagc 1 01"24 

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 
contaminantsl 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 
requirements for drinking water treatment chemicals. 

Alpha Chemical Limited 
40 Petti pas Drive 
Dartmouth, NS (Canada) B3B lK2 
Phone: (902) 481-2532 
http://www.alphachemical.ns.ca 

Facility: Dartmouth Nova Scotia 
Chemical: Aluminum Sulfate 

Trade Designation 

Aluminum Sulfate 

Chemical: Polyaluminum Chloride 

Polyaluminum Chloride 

Chemical: Sodium Hydroxide 

Sodium Hydroxide, 50% 

Chemical: Sodium Hypochlorite 

Alpha 12.5% 

Sodium Hypochlorite 12.5% 

Aqua-Chem, Inc 
104 Cunningham Road 
Bellevue, NE 68005 
Phone: (402) 292-0242 

http://www.wqa.org/goldscaI/6.html 

Maximum Use (mg/L unless 
otherwise indicated) 

400 mg/L 

250 mg/L 

100 mg/L 

80 mg/L 

80 mg/L 

C 3)" 

11123/2011 



WQA Goldseal Certified Products 

Chemical: Sodium Hypochlorite 

Trade Designation 

Aquachlor 

Brenntag Northeast, Inc. 
81 West Huller Lane 
Reading, PA 19605 
Phone: 610-926-4151 
bttp:/lwww.brenntagnortheast.com/enl 

Chemical: Ferric Chloride 

Trade Designation 

Ferric Chloride 40% 

Chemical: Hydrofluorosilicic Acid 

tI'" Fluorosilicic Acd 23% 

~ HFS23 

, Hydrof[uorosilicic Acid 

Chemical: Hydrogen Peroxide 

Hydrogen Peroxide 50% 

Chemical: Phosphoric Acid 

Phosphoric Acid 85% 

Chemical: Sodium Hydroxide 

Sodium Hydroxide 50% 

Chemical: Sodium Hypochlorite 

Sodium Hypochlorite 10% 

Brenntag Southeast Inc. 
2000 East Pettigrew Street 
P.O. Box 1491 
Durham, NC 27703 
Phone: (919) 596-0681 
http://www.brenntagsQutheast.com 

.. Facility: Charlotte NC 
Chemical: Aluminum Sulfate 

Trade Designation 

Aluminum Sulfate Liquid 26.8% 1 2 

Chemical: Ammonium Hydroxide 

httn://www.wQa.ondgoldscaIl6.html 

Maximum Use (mgjL unless 
otherwise indicated) 

105 mg/L 

Maximum Use (mgjL unless 
otherwise indicated) 

250 

6 

6 

6 

2.1 

12 

200 

50 

Maximum Use (mgjL unless 
otherwise indicated) 

150 mg/L 

Page 2 of24 

( J3 
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WQA Goldseal Certified Products Page 3 of24 

Ammonium Hydroxide 15% 14 mg/L 

Ammonium Hydroxide 19% 10 mg/L 

Ammonium Hydroxide 26 deg. 17 mg/L 
Baume 

Chemical: Ferric Chloride 

Liquid Ferric Chloride 250 mg/L 

Chemical: Fluosillslc Acid 

tJ' Hydrofluosilicic Acid 23% 3 4 6 mg/L 

Chemical: Phosphoric Acid 

Phosphoric Acid 36-85% 5 13.8 mg/L 

Chemical: Sodium Hydroxide 

Sodium Hydroxide 25% 400 mg/L 

Sodium Hydroxide 50% 3 200 mg/L 

Sodium Hydroxide Rayon 50% 3 200 mg/L 

Chemical: Sodium Hypochlorite 

Sodium Hypochlorite Solution 15 3 6 84 mg/L 

Chemical: Sodium Permanganate 

Carusol 20 7 176 mg/L ., 
Facility: Durham NC 
Chemical: Aluminum Sulfate 

Trade Designation Maximum Use (mgjL unless 
otherwise indicated) 

Aluminum Sulfate Liquid 26.8% 1 2 150 mg/L 

Chemical: Ammonium Hydroxide 

Ammonium Hydroxide 15% 14 mg/L 

Ammonium Hydroxide 19% 10 mg/L 

Ammonium Hydroxide 26 deg. 17 mg/L 
Baume 

Chemical: Ferric Chloride 

Liquid Ferric Chloride 250 mg/L 

Chemical: Fluosilisic Acid 

r-HydrofluosiliCiC Acid 23% 34 6 mg/L 

Chemical: Sodium Hydroxide 

Sodium Hydroxide 25% 400 mg/L 

Sodium Hydroxide 50% 3 200 mg/L 

Sodium Hydroxide Rayon 50% 3 200 mg/L CJf 

htto:llwww.wqa.org/goldseal/6.html I J 12312011 
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Chemical: Sodium Hypochlorite 

Sodium Hypochlorite Solution 15 3 6 84 mg/L 

Chemical: Sodium Permanganate 

Carusol 20 7 176 mg/L 

Chemical: Sulfuric Acid 

Sulfuric Acid 66 Be 5 50 mg/L 

Facility: Garden City GA 
Chemical: Sodium Hydroxide 

Trade Designation Maximum Use (mg/L unless 
otherwise indicated) 

Sodium Hydroxide 25% 400 mg/L 

Sodium Hydroxide 50% 3 200 mg/L 

• Facility: Greensboro NC 
Chemical: Aluminum Sulfate 

Trade Designation Maximum Use (mg/L unless 
otherwise indicated) 

Aluminum Sulfate Liquid 26.8% 1 2 150 mg/L 

Chemical: Ammonium Hydroxide 

Ammonium Hydroxide 15% 14 mg/L 

Ammonium Hydroxide 19% 10 mg/L 

Ammonium Hydroxide 26 deg. 17 mg/L 
Baume 

Chemical: Blended Corrosion Inhibitor 

AquaPure 3601 5 25 mg/L 

AquaPure 3627 5 25 mg/L 

AquaPure 3628 5 25 mg/L 

AquaPure 3637 5 25 mg/L 

AquaPure 3646 5 25 mg/L 

AquaPure 3655 5 25 mg/L 

AquaPure 3664 5 25 mg/L 

AquaPure 3672 5 25 mg/L 

AquaPure 3673 5 25 mg/L 

AquaPure 3682 5 25 mg/L 

AquaPure Ortho 36 5 13.8 mg/L 

AquaPure SH-36 5 25 mg/L 

AquaPure zop 437 5 28 mg/L C]S 

httn·/ fWVolW W(uLoTP"fl!nldseaI/6.html 1lI23/Z011 



WQA Goldseal Certified Products 

AquaPure ZOP 7878 5 

AquaPure zop 8080S 5 

AquaPure ZOP 824 5 

AquaPure 3610 5 

AquaPure 3691 5 

AquaPure ZOP 1237 5 

AquaPure ZOP 721 5 

AquaPure ZOP 737 5 

Brennfloc ZOP 437 5 

Chemical: Ferric Chloride 

Liquid Ferric Chloride 

Chemical: Fluosilisic Acid 

",.,. Hydrofluosilicic Acid 23% 3 4 

Chemical: Sodium Carbonate 

Soda Ash Dense 

Soda Ash Lig ht 

Chemical: Sodium Hydroxide 

Sodium Hydroxide 25% 

Sodium Hydroxide 50% 3 

Sodium Hydroxide Rayon 50% 3 

Chemical: Sodium Hypochlorite 

Sodium Hypochlorite Solution 15 3 6 

Chemical: Sodium Permanganate 

Carusol 20 7 

Facility: Wilmington NC 
Chemical: Sodium Hydroxide 

Trade Designation 

Sodium Hydroxide 50% 3 

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 mg/L 

100 mg/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 

1: The finished drinking water shall be monitored to ensure that levels of copper do not exceed 1.3 mg/L. 

Page 5 of24 

2: Based on evaluation of health effects data, the level of aluminum in the finished drinking water shall not exceed 2 mg/L. 

3: The residual levels of chlorine (hypochlorite ion and hypochlorous acid), chlorine dioxide, chlorate lon, chloramine and 
disinfection by-products should be monitored in the finished drinking water to ensure compliance to all applicable regulations. 

4; The maximum use level corresponds to a fluoride ion concentration of 1.2 mg/L. 

S; For use with potable water only. 

6: The Certification of this product has been restricted to a maximum usc level that is less than the 10 ppm "typical use level" of 
chlorine specified for hypochlorite products under NSF/ANSI Stand,Hd 60. 

C JC 7; The finished drinking water should be monitored to ensure that levels of manganese do not exceed 0.05 mg/L 

http://v.rv.rw . wq a. orgl goldseal/6 .html 11123/2011 
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Aquaculture 1 

StormKlear LiquiFloc Classic 
Strength 1 

Chemical: Sodium Alginate 

5eaKIear PRS Stage 2 1 

1: Use level should not exceed 1 ounce per 5,000 gallons. 

Hawkins, Inc. 
3100 East Hennepin Avenue 
Minneapolis, MN 55413 
Phone: (612) 331-6910 
http://www.Hawkinsinc.com 

Chemical: polyamines 

Trade Designation 

Aqua Hawk 4917A 

Facility: #1 St. Paul MN 

Chemical: Hydrochloric Acid 

Trade Designation 

HydrochloriC Acid 

Hydrochloric Acid, 25% 

Muriatic Acid, 25% 

Chemical: Sodium Hydroxide 

Liquid Caustic Soda 

.. Facility: #2 St. Paul MN 
Chemical: Aluminum Sulfate 

Trade Designation 

Alum 

Aluminum Sulfate 

Liquid Aluminum Sulfate 

Chemical: Blended Corrosion Inhibitor 

LPC-31 

LPC-4 

LPC-5 

Chemical: Chlorine 

Liquid Chlorine 

Liquid Chlorine 

hUp://www.wqa.org/goldseal/6.html 

1.6 mg/L 

1.6 mg/L 

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 mg/L 

150 mg/L 

150 mg/L 

36 mg/L 

33 mg/L 

27 mg/L 

30 mg/L 

10 mg/L 

Page 11 of24 

ell 

11123/2011 



WQA Goldseal Certified Products 

Chemical: Ferrie Chloride 

Ferric Chloride Solution 

Chemical: Hydrofluorosilicic Acid 

"'Hydrofluosilicic Acid 

250 md/L 

6 mg/L 

Chemical: Miscellaneous Corrosion Chemicals 

Aqua Hawk 307 

Chemical: Polymer Blends 

Aqua Hawk 4007 

Chemical: Sodium Hydroxide 

Caustic Soda 30% 

Caustic Soda SO% 

Chemical: Sodium Hypochlorite 

Azone 

Azone-15 

Sodium Hypochlorite (10%) 

Sodium Hypochlorite (12.5%) 

Chemical: Sulfuric Acid 

Sulfuric Acid 

Sulfuric Acid 40% 

Sulfuric Acid 66° 

Sulfuric Acid 93% 

Chemical: Zinc Orthophosphate 

LPC-9 

Facility: #3 USA 
Chemical: Tripolyphosphate 

Trade Designation 

Feed-Rite #5 

Facility: Billings MT 
Chemical: Sodium Hypochlorite 

Trade Designation 

Azone-1S 

.Facility: Black Hawk SD 
Chemical: Hydrofluorosilicic Acid 

Trade Designation 

httn://www.WQa.org/goldseai/6.htrni 

7 mg/L 

158 mg/L 

166 mg/L 

100 mg/L 

105 mg/L 

84 mg/L 

105 mg/L 

84 mg/L 

50 mg/L 

50 mg/L 

50 mg/L 

50 mg/L 

15 mg/L 

Maximum Use (mgjL unless 
otherwise indicated) 

12.9 mg/L 

Maximum Use (mg/L unless 
otherwise indicated) 

84 m9/L 

Maximum Use (mgjL unless 
otherwise indicated) 

Page 12 of24 
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WQA Goldseal Certified Products Page 13 of24 

~ydrofluosilicic Acid 6 mg/L 

Chemical: Sodium Hypochlorite 

Azone-15 84 mg/L 

Facility: Centralia IL 
Chemical: Sodium Hypochlorite 

Trade Designation Maximum Use (mg/L unless 
otherwise indicated) 

Azone-15 84 mg/L 

Facility: Columbia MO 
Chemical: Sodium Hypochlorite 

Trade Designation Maximum Use (mg/L unless 
otherwise indicated) 

Azone-15 84 mg/L 

Facility: Eldridge IA 
Chemical: Sodium Hypochlorite 

Trade Designation Maximum Use (mg/L unless 
othefWise indicated) 

Azone-15 84 mg/L 

Sodium Hypochlorite 10.0% 1 105 mg/L 

Sodium Hypochlorite 12.5% 1 84 mg/L ,., Facility: Fargo ND 
Chemical: Hydrofluorosilic:ic Acid 

Trade Designation Maximum Use (mgjL unless 
otherwise indicated) 

,f Hydrofluosilicic Acid 6 mg/L 

Chemical: Sodium Hypochlorite 

Azone-15 84 mg/L 

Sodium Hypochlorite (12.5%) 84 mg/L 

«Facility: Fond du Lac WI 
Chemical: Hydrofluorosilicic Acid 

Trade Designation Maximum Use (mg/L unless 
otherwise indicated) 

~-'Hydrofluosilicic Acid 6 mg/L 

Chemical: Sodium Hydroxide 

Liquid Caustic Soda 100 mg/L 

Chemical: Sodium HypOchlorite 

(J9 Sodium Hypochlorite 10.0% 1 105 mg/L 

htto://www.wQa.org/goldseal/6.html 11123/2011 



WQA Goldse.1 Certified Products 

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 

Ammonium Hydroxide (19% 
Ammonia) 

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/goldseal/6.html 

84 mg/L 

42 mg/L 

Maximum Use (mg/L unless 
otherwise indicated) 

150 mg/L 

150 mg/L 

150 mg/L 

15 mg/L 

11 mg/L 

50 mg/L 

5 mg/L 

10 mg/L 

163 mg/L 

1 mg/L 

415 mg/L 

150 mg/L 

150 mg/L 

27 mg/L 

36 mg/L 

33 mg/L 

27 mg/L 

36 mg/L 

34 mg/L 

31. 7 mg/L 

23 mg/L 

30 mg/L 

Page 14 of24 
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WQA Guldseal Certified Products 

Chemical: Ferric Chloride 

Aqua Hawk 1000 

Aqua Hawk 1007 

Aqua Hawk 1047 

Ferric Chloride Solution 

Chemical: Hydrochloric Acid 

Hydrochloric Acid 

Hydrochloric Acid, 25% 

MurIatic Acid, 25% 

Chemical: Hydrofluorosilicic Acid 

\I' Hydrofluosilicic 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 307 7 mg/L 

Chemical: Miscellaneous Treatment Chemicals 

TonkaZorb 3 mg/L 

Chemical: Phosphoric Acid 

LPC-36 27 mg/L 

Chemical: Polyacrylamide 

Aqua Hawk 117 160 mg/L 

Aqua Hawk 9937 3.5 mg/L 

Chemical: Polyaluminum Chloride 

Aqua Hawk 607 2 250 mg/L 

Chemical: Polyamlnes 

Aqua Hawk 6947 20 mg/L 

Chemical: Polymer Blends 

Aqua Hawk 107 80 mg/L 

Aqua Hawk 2757 150 mg/L 

Aqua Hawk 2787 125 mg/L 

Aqua Hawk 2887 100 mg/L 

Aqua Hawk 2987 40 mg/L 

Aqua Hawk 4007 158 mg/L 

Aqua Hawk 427 256 mg/L 

Aqua Hawk D2707 286 mg/L 

Chemical: Sodium Aluminate 

Sodium Aluminate 38% 40 mg/L 

Sodium Aluminate 45 % 40 mg/L 

Chemical: Sodium Bisulfite 

htlp://www.wqa.urg/guldseal/6.hlml 

Page 15 of24 
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WQA Goldscal Certified Products 

Sodium Bisulfite 38% 

Sodium Bisulfite 40% 

Chemical: Sodium Hydroxide 

Caustic Soda 30% 

Liquid Caustic Soda 

Chemical: Sodium Hypochlorite 

Azone 

Azone-iS 

Chemical: Sodium Permanganate 

Sodium Permanganate 20% 

Chemical: Sodium Silicate 

Sodium Silicate 

SS #5 

Chemical: Sulfuric Acid 

Sulfuric Acid 

Sulfuric Acid 40% 

Sulfuric Acid 66° 

Sulfuric Acid 93% 

Chemical: Zinc Orthophosphate 

LPC-9 

Facility: Peotone IL 
Chemical: Sodium Hypochlorite 

Trade Designation 

Azone-iS 

Sodium Hypochlorite 10,0% 1 

Sodium Hypochlorite 12,5% 1 

Facility: Roca N E 
Chemical: Sodium Hypochlorite 

Trade Designation 

Azone-IS 

t Facility: Sioux Fails SD 
Chemical: Aluminum Sulfate 

Trade Designation 

Alum 

httD:llwww.wQa.org/goldseal/6.html 

46 mg/L 

46 mg/L 

166 mg/L 

100 mg/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 
otherwise indicated) 

84 mg/L 

105 mg/L 

84 mg/L 

Maximum Use (mgjL unless 
otherwise indicated) 

84 mg/L 

Maximum Use (mg/L unless 
otherwise indicated) 

150 mg/L 

Page 16 of24 
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Aluminum Sulfate 

Aluminum Sulfate CAL) 

liquid Aluminum Sulfate 

Chemical: Blended Corrosion Inhibitor 

LPC-31 

LPC-4 

LPC-5 

Chemical: Hydrofluorosilicic Acid 

~ Hydrofluosilicic Acid 

Chemical: polymer Blends 

Aqua Hawk 2757 

Chemical: sodium Hydroxide 

liquid Caustic 

Sodium Hydroxide 30% 

Sodium Hydroxide 50% 

Chemical: Sodium Hypochlorite 

Azone-15 

Sodium Hypochlorite (12.5%) 

.Facility: Slater IA 
Chemical: Hydrofluorosilicic Acid 

Trade Designation 

tI' 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% 

Chemical: Sodium Hypochlorite 

Azone-15 

t Facility: Washburn ND 

http://www.wqa.org/goldseaI!6.html 

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 mgjL 

166 mg/L 

100 mg/L 

84 mg/L 

84 mg/L 

Maximum Use (mgjL unless 
otherwise indicated) 

6 mg/L 

166 mg/L 

84 mg/L 

Maximum Use (mgjL unless 
otherwise indicated) 

6 mg/L 

100 mg/L 

84 mg/L 

Page 17 of24 
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WQA Goldseal Certified Products 

Chemical: Hydrofluorosilicic Acid 

Trade Designation 

.,. HydrofluosiJicic Acid 

Chemical: Sodium Hydroxide 

Caustic Soda 50% 

Chemical: Sodium Hypochlorite 

Azone-15 

Maximum Use (mg/L unless 
otherwise indicated) 

6 mgfL 

100 mgfL 

84 mgfL 

Page 1801'24 

1: The residual levels of chlorine (hypochlorite ion and hypochlorous acid), chlorine dioxide, chlorcte ion, chloramine and 
disinfection by-products should be monitored in the finished drinking water to ensure compliance to all applicable regulations. 

/., 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 299323309 
http://www,coo!erc!ean.com 

Chemical: Hydrogen Peroxide 

Trade Designation 

CoolerCIp.an Rinsp. 

CoolerClean Spray 

Industrial Chemicals Inc 
1125 Roberts Industrial Drive 
Birmingham, AL 35216 
Phone: (205) 978-0450 
http://www.industrialchem.com 

~Facility: Birmingham AL 
Chemical: Aluminum Sulfate 

Trade Designation 

Aluminum Sulfate Solution 1 2 

Chemical: Ferric Chloride 

Ferric Chloride Tech 37-42% 

Chemical: Ferric Sulfate 

Ferric Sulfate Solution 50% 

Chemical: Hydrofluorosilicic Acid 

.;' Hydrofluorosilicic Acid 3 

http://www.wqa.org/goldseal/6.html 

Maximum Use (mg/L unless 
otherwise indicated) 

2S mgjl 

25 mgfL 

Maximum Use (mg/L unless 
otherwise indicated) 

150 mgfL 

250 mgfL 

600 mgfL 

6 mgfL 

11123/2011 
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Chemical: Hydrogen Peroxide 

Hydrogen Peroxide 35% Solution 4 5 

Hydrogen Peroxide 50% 6 5 

Chemical: Phosphoric Acid 

Phosphoric 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: Jonesboro GA 
Chemical: Aluminum Sulfate 

Trade Designation 

Aluminum Sulfate Solution 1 2 

Chemical: Ferric Chloride 

Ferric Chloride Tech 37-42% 

Chemical: Ferric Sulfate 

Ferric Sulfate Solution 50% 

Chemical: Hydrofluorosilicic Acid 

", Hydrofluorosilicic Acid 3 

Chemical: Hydrogen Peroxide 

Hydrogen Peroxide 35% Solution 4 5 

Hydrogen Peroxide 50% 6 5 

Chemical: Phosphoric Acid 

Phosphoric Acid 75% 

Phosphoric Acid 81-85% 

Chemical: Sodium Carbonate 

Soda Ash Dense 

Chemical: Sodium Hydroxide 

Sodium Hydroxide 25% Solution 

htto;//www.wqa.org/go!dsea1J6.html 

3 mg/L 

3 mg/L 

12 mg/L 

12 mg/L 

100 mg/L 

100 mg/L 

100 mg/L 

84 mg/L 

50.0 mg/L 

Maximum Use (mg/L unless 
oth~lwi5e indicated) 

150 mg/L 

250 mg/L 

600 mg/L 

6 mg/L 

3 mg/L 

3 mg/L 

12 mg/L 

12 mg/L 

100 mg/L 

100 mg/L 

Page 19 of24 
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Rowell Chemical Corporation/Mil port Enterprises 
15 Salt Creek Lane SUite 205 
Hinsdale, IL 60521 
Phone: (630) 920-8833 
http;l/www.rowellchemical.com/ 

.. Facility: Milwaukee WI 
Chemical: Ammonium Hydroxide 

Trade Designation 

Ammonia Solution 

Chemical: Chlorine 

Chlorine 1 

Chemical: Fluorosilicic Acid 

W"'FluorosiliC;C Acid 

Chemical: Sodium Hydroxide 

Caustic Soda 50% 

Chemical: Sodium Hypochlorite 

Sodium Hypochlorite 1 

"Facility: Willow Springs IL 
Chemical: Ammonium Hydroxide 

Trade Designation 

Ammonia Solution 

Chemical: Chlorine 

Chlorine 1 

Chemical: Fluorosillclc Acid 

"'Fluorosilicic Acid 

Chemical: Sodium Hydroxide 

Caustic Soda 50% 

Chemical: Sodium Hypochlorite 

Sodium Hypochlorite 1 

Maximum Use (mg/L unless 
otherwise indicated) 

14 mg/L 

30 mg/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 

Page 22 of24 

1: The reSidual levels of chlorine (hypochlorite Ion and hypochlorous acid), chlorine dioxide, chlorate lon, chloramine and 
disinfection by-products should be monitored in the finished drinkmg water to ensure compliance to all Olpplicable regulations. 

Southwestern Paint & Supply 
3765 E. Avirton Hwy 
Tucson, AZ 85713 
Phone: 520-747-1573 

http://www.wqa.org/goldseaI/6.html 1112312011 
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Peroxolyte All-Purpose 200 mg/L 

Disclaimer: 
Listing in these directories does not constitute an endQrsement, guarantee, or 
warranty of any kind by Water QUDlity Association or Its m~mbers of <my of tile 
products contained In them. 
Every effort has been made to verify thE accuracy of i'lll listings In this 
dire.ctory. ThE:! association can assume no liability for CITors or omissions. 

Water Qual!ty Association: 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 630 505 9637 
info@wga.org, www.wga.org 

Disclaimers 

hltp:llwww.wqa.org/goldscaV6.html 11/2312011 



FDPH.MH26173 - Drinking Water Treatment Chemicals Page 1 of 1 

-® ONLINE CERTIFICATIONS DIRECTORy 

FDPH.MH26173 
Drinking Water Treatment Chemicals 

page Oottom 

Drinking Water Treatment Chemicals 

See General Information for Drinking Water Treatment Chemicals 

I BONDED CHEMICALS INC 

2645 Ci-IARTER ST 

COLlJMBUS, OH 43228 USA 

'f' Plant at: Columbus, OH 

Trade DSg 

Ferric Chloride Solution (37%) 

ANSI/NSF STANDARD 60 

Category 

Coagulation and Flocculation Products 

MH26173 

Ma. Use 
Lavel 

{mg/L} 

400 

Sodium Ilydroxide Solution (50% CorrosiOIl and Scale Control, Softening, Sequestering, Precipitation and pH 200 
Tech) adjustment 

HypochlOrite Solution 12-15% Disinfection and Oxidalion 80 .,. 
Fluorosilicic Acid Miscellaneous Treatment Application Products 6.0 

Last Updated em 2009-02-18 ._ ... 
··~~~~~m' 

QlJestH1ns? Print this page Notice Of Disclaimer Page Top 

.~ 

Copyright@ 2011 Underwriters Laboratorieslnc.@ 

The appeMance of a company's name or product In this database does not In itselr assure that products 50 identifi",ri have been manufactured 
under UL's Follow-Up Service. Only those products bearing the UL Mark should be r:on~ldered to be Listed and covered under UL's Follow-Up 
Service. Always look for lhe Mark on the product. 

UL pe1Tl1its the reproduction of the material contained in the Online Certification Directory subject to the fOllOWing connltions: 1. The Guide 
information, Designs andlor Listings (files) must be presented In their entirety and in a non-misleading manner, without any manipulation of the 
data (or drawings). 7. ThE' statement "Reprinted from the Online Certifications Directory with permission from Under.writers Laboralories Inc." must 
appear ~djacent to the extracted material. In ilddltlon, the reprinted ITICiterlal rnusl include a copyright notice In the' following format: "Copyright@ 
2011 Underwriters Laboratories Inc.®" 

Ar ·n(fepfll'lp.lt DrQani:.it·oli N,'~lr" tor a ,~:"r ""i IIJ wi:I, ir,:"", Iy, ;'ft,,'i~" ",;1 '''''''''''''(1[1" 

http://database.ul.comlcgi-binIXYV/ternplate/LISEXT/lFRAME/showpage.html?name= ... 1l!23/2011 
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-® ONLINE CERTIFICATIONS DIRECTORY 

FDPH.MH26042 
Drinking Water Treatment Chemicals 

Page Bottom 

Drinking Water Treatment Chemicals 

See Generallnlormatlon for Drinking Water Treatment Chf'mlCllls 

I BRENNTAG CANADA INC 

43 JUTLAND RD 

TORONTO, ON M8Z 2G6 CANADA 

Plilot at; Calgary, Alberta. Canada 

Trade Dsg 

Phosphoric Acid 75% 

" Plant at: Concord, ON 

Trade Dsg 

Ferric Sulfate 

rerrlc Sulfate 

30% Sodium Hydroxide 

50% Sudium Hydroxide .,. 
Hydrofluosllicic ACid, 25% 

""Planl;;l. Cornwall, ON 

Trade Dsg 

Citric Acid 

Watercare DP05 

FerriC Sulfate 

Ferric Sulfate 

Poly Aiumillum Chloride 

Aluminum Sulfate 

Sodium Silicate 

Phosphoric Acid 75% 

Phosphoric ACid 85% 

Citric Awl 

30% Sodium Hydroxide 

50% Sodium Hydroxide 

Anhydrous Ammonia 

ANSI/NSF STANDARD 60 

Category 

Corrosion and Scale control 

Category 

Coagulation and Flocculation 

pH fldjustment 

pH Adjustment 

Miscellaneous Treatment flp[llication PrOducts 

Category 

I Disinfection and Oxidaticln 

Coagulation and Flocculation 

Coagulation and Flocculation 

CoagulatIOn and flocculation Prodllcts 

Coagulation and Flocculation Products 

Cnrmsinn and Scale contml 

Corrosion and Scale contml 

Disinfection and OxidatIOn 

pH Adjustment 

pH Adjustment 

Disinfection and Oxidation 

Page 1 of3 

MH26042 

Max Use 
Level (mg/L) 

, 3.8 

Max Use 
Level (mg/l) 

600 

157 

100 

6.0 

Max Use 
Level (mg/L) 

NfA 

600 

250 

>50 

42 

n.R 

" 
NfA 

167 

100 

5 

http://database.ul.com/cgi-binIXYV/template/LlSEXT/1FRAME/showpage.html?name~.. . 11123/2011 



FDPH.MH26042 - Drinking Water Treatment Chemicals Page 2 of3 

Aqua Ammonia - 20.65 Degrees B~ume Llisinfectiorl and Oxidation 50 

Aqu~ Ammonia - 26 Degrees Baume Disinfection and OXidation 35 

Sodium Hypochlorite 12% Disinfection and OxidiltiCln 80 

Sodium Hypochlorite 15% Disinfection and Oxidation 66 

Chlntine DISinff'ction and Oxidation 30 

Sodium Bisulfite 38% Corrosion and Scale control 18 

25% Sodium Hydroxide pH Adjustment 200 

Hydrofluosilicic Acid, 25% Misc<=lIaneous Treatment Application Products 6.0 

Sulphur Dio)(ide Miscell;;neou5 Treatment I\r"!phcation Products W 

Plant at. Langly, BC 

Max Use 
Trade Dsg Category Level (mg{L) 

Citric Acid 

Watercare DPOS DISlnfectloo and Oxidation NfA 

Alumiollm Sulfate Coagulation and Flocculation Products 150 

PliOSphoric ACid 85% Corrosion ard Scale control " 
Citric Acid Dlslnfectioo and OXidation NfA 

30% Sodium Hydroxide pH Ari]ustment 167 

50% Sndium Hydroxide pH AdjustmEnt 100 

Anllydrous Ammonia Disinfection and Oxidation 5 

Aqua Ammonia - l6 Degrees Baume Disinfection and Oxidation " 
Sodium HypoclllonLe 1,,% DISinfection and OxldCltlo[l " 
Sodium HYPochlorite 15% DISinfection and Oxidation 66 

Chlor1ne DiSinfection and Oxlrlatinn 30 

25% Sodium Hyrlroxide pH Adjustment 200 

Plant at. Leduc, AB 

Max Use 
Trade Dsg Category Level {mg/L} 

30% Sodium Hydroxide pH Adjustment 167 

50% Sodium Hydroxide pi-I Adjustment 100 

Sodium Bi~ulfite 38% Corrosion and Scale control 18 

25% Sodium Hydroxide pH AdjlJstment 200 

Plant al: Toronto, ON 

Max Use 
Trade Dsg Category Level (mg{L) 

Ferric Sulfate 

FerriC Sulfate Coagulation and Flnr:culation 600 

30% Sodium Hydroxide pH Adjustment "7 
50% Sodium Hydroxide pH Adjustment 100 

25% Sodium Hydroxide *' Plant at. Trois Rlvreres,QC 

pH AdJlJstment 200 [50 

http://databasc.ul.comlcgi-binIXYV/template/LISEXT/lfRAME/showpage.html?namc= ... 1112312011 
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I I Max Use 
Trade Dsg category Level (mg/L) 

Sodium Carbonate 

Sonil Ash pH Adjustment WO 

Hydrofluosillcic Acid, 25% 
.,. 

.Plant at. Winnipeg, MB 

Miscellaneous Treatment Application Products 6.0 

Max Use 
Trade Dsg Category Level (mg/L) 

Citric Acid 

Watercare DP05 Disinfection and Oxidation JN/A 

Polyaluminum Chloride 

Watercare A55010 C.oagulatlon and Flnccul~tIOn 293 

Phosp~Ioric Add 75% Corrosion and Scale control J 3.8 

Phosphoric Acid 85% Corrosion and SLdic Lontrol " 
Citric Acid Disinfe~tiull .;Ind Oxidation 'fA 

30% Sodium Hydroxide pH Adjustment "7 

50% Sodium Hydroxide pi-I Adjustment 100 

Sodium Hypochlnrite 1 ~% DI~infei:tlnn ami OXidation 80 

sodium Hypochlorite 15% DiSinfection and Oxidation 66 

Chlorine Disinrcclion and Oxidation " 
Sodium Metablsulphlte 38% Disinfection and Oxidatloll 47 

25% Sodium Hynmxide pH Adjustment 200 

Hydrofluosilicic Acid, 2.5% Miscellaneous Treatment Application Products 6.0 

Last Updated on 20U-08-24 

QlJestions? Print lhis page Notic", of Disclairner P"g", Too 

Copyright © 20U Underwriters Laboratories Inc.® 

The appearance of a company's name or product in this database does not in itself assure that products so identified have been milnufilctur",rl 
under UL'S Follow-Up Service. Only those products be"rinQ the UL Mark should be considered Lo be LisLed and covered lJnder UL's Follow-Up 
Service. Always look for the Mark Oil the product. 

UL permits tile reproduction or tile material contain",d in the Online C",rtification Directory subject to the following conditions: 1. The GUide 
Information, DeSigns and/or Listings (files) must he presented rn their entirety and in a non-mrsleadrng manner, Without "ny manipulation of the 
data (or drawings). 2. The statement "Reprlnted from the Online Certificati~ns Directory with permission from Underwriters LilboratoCies Tnc." must 
appear adJacent to the extracted maLerial. In addilion, tile reprirrLcd mdteriai must illclud",,, copyright notice in the following form"t: "Copyright © 
2011 Underwriters Laboratorles Inc.®" 

An "'u~p"fI"e'l (Jlqanrz<."u" \'I.I(k','g :'!r ~ ,:IIB' w'J,ld wi:h i"'",,r;I\', prec;sl"'1 .ll,d ~lInwl~cga 

C !if 
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--® ONLINE CERTIFICATIONS DIRECTORY 

FDPH.MH46303 
Drinking Water Treatment Chemicals 

Page E1ottom 

Drinking Water Treatment Chemicals 

See General Inlormalion for Drinking Waler Treatment Cllcmicals 

MH46303 

ANSI/NSF STANDARD 60 

.. Plant at: Plant 1 USfI 

Trade Dsg Category 

Ammonium Sulfate 

liS 1000 Disinfectron and Oxidation " 
AS 4000 DISinfection and OxidaL,on 60 

Blended Phosphates 

PTl025 Corrosion and Scale Control 37.0 

PTlO34 Corrosion and Scale Control 2B.O 

PT1224 Corrosion and Scale Control 38.0 

PT1233 C.nrro5lnn and Scale Control 29.0 

PT1524 Corrosion and Scale Control 3R.O 

PT1532 Cnrmsion and Scale Control 29.0 

1'12024 Corrosion and Scale Control 37.0 

PT2032 Corrosion and Scale COntrol 28.0 

PT252.3 Corrosion and Scale Control 38.0 

PT2536 CorrOSion and Scal!" Cnntml 32.0 

PT3024 Corrosion and Scale Control 36.0 

PTJOJO Cnm.,s,on and Scale Control 40.0 

PTJ032 Corrosion and Scale Control 2.7.0 

PT3031 Corrosion and Scale Control 2.8.0 

PT4030 Corrosion and Scale Control 48.0 

PT4036 Corrosion and Scale Control 32.0 

PT5024 Corrosion and Scale Control 32.0 

PT':I027 Corrosion and Scale Control 28.0 

PT5032 Corrosion and Scale Control 2.5.0 

PT5036 Corrosion and Scale Control )).0 

PT6030 Corrosion and Scale Control 5:>'.7 

Page I of4 

Max Use 
Level (mg/L) 

http://databa<e.ul.com/cgi-binIXYV/template/LISEXT/IFRAME/showpagc.html?namc~... 11123/2011 
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PT6036 Corrosion and Scale Control 40.0 

PT7035 Corrosion and Scale Control 23.0 

PT7036 Corrosion and Scale Control 35.0 

PT7528 Corrosion and Scale Control 47.0 

f>T7'i~9 CClrm~inn ilnd Srillf' Contml ~I\.n 

PT7541 Corrosion and Scale Conlrol 18.0 

PT8028 Corrosion and Scale Control 25.0 

PT8031 Corrosion and Scale Control 56.3 

PTS037 Corrosion and Scale Control 19.0 

PT8529 Corrosion and Scale Control 23.0 

PT8539 Corrosion and Scale Control 18.0 

PT9030 Corrosion and Scale Control no 
PT9031 Corrosion and Scale Control 21,0 

PT9040 Corrosion and Scale Control 17.0 

PT9041 Corrosion and Scale Control 16.0 

Dry DrthDPhDsphates 

Or5757C Corrosion and Scale Control 16.0 

OT6565C Corrosion and Scale Control 15.0 

Dry Polyphosphate 

PT5757C CClrm~lon ;md Scale Control 17.4 

PTll71C Corrosion and Scale Control 14.0 

PT7777C Corrosion and Scale Cnntrol 17.9 

PI8585C Corrosion and Scahc Control 12.0 

PT8989C Corrosion and Scale Control 10.7 

Fluosillcic Acid 

!iFS 2300 FlUOridation 5.) 

I IFS 4000 f'luoridatlon , 
Miscellaneous Blended Phosphates 

OT1414T Corrosion and Scale Control :':'.0 

OT2525 COllusion and Scale Conlrol 20.0 

OT2727T Corrosion and Scale Control 30 

OT3535 Corrosion and Scale Cnntrol 20.0 

OT3737 Cnrro51on and Scale Control 20.0 

PT1717 Corrosion and Scale Control 65.6 

PT2727 Corrosion and Scale Control 40.0 

PT3029T Corrosion and Scale Control 30 

PT3434 Corrosion and Scale Control 32.4 

PT3S3S Corrosion and Scale Control 28.9 

PT3737 Corrosion and Scale Control )5.4 

PT5033 Corrosion and Scale Control 30.0 

PTl030 Cnrrosion and Scale Control '" 
(51 

f'T703) 

http://database.ul.com/cgi.binIXYV/template/I.1SEXT/IFRAME/showpage.html?l1ame~ ... 11123/2011 



, 

FDPH.MH18026 - Drinking Waler Treatment Chemicals 

-® ONLINE CERTIFICATIONS DIRECTORY 

FDPH.MH18026 
Drinking Water Treatment Chemicals 

Page Bottom 

Drinking Water Treatment Chemicals 

See Gene@1 Information for Drinking Water Treatment Chemlr:als 

lCI lONES CHEMICALS INC 

SUlT!" 1100 

1819 MAIN 5T 

SARASOTA, FL 34236 USA 

Plant at: Darberton, OH 

Trade Dsg 

Sodium Hydroxide 14-5% 

Sodium HydrOXide 25-15% 

Sodium Hydroxide 49-26% 

Sodium Hydroxide 50% 

Sunny Sol (r) 100 

Sunny Sol (r) 100 Plus 

Sunny Sol (r) 150 

Sunny Sol (r) Bleach 

Sunny Sol (r) Chlorine (AJ 

Plant at: Beech Grove, IN 

Trade Dsg 

Sodium Hydroxide 14-5% 

Sodium Hydroxide 25-15% 

Sodium Hydro)(ide 49-26% 

Sodium Hydroxide 50% 

Sunny Sol (r) 100 

Sunny Sol (r) 100 Plus 

Sunny Sol (r) 150 

Sunny Sol (r) Blf'i'lr:h 

ANSI/NSF STANDARD 60 

Category 

pH Adjustmert 

(1H Adjustmf'rt 

pH AdJustmerl 

pH Adjustmert 

Di"infcdion <lnd Oxiclalion 

Disinfection and Oxidation 

DisinFection and Oxidation 

Dl5lnff'ctlon and Oxidation 

Disinlection and Oxidation 

Category 

pH Adjustment 

pH Adjustment 

pH Adjustment 

pH Adjustment 

Disinfection and O)(ldatlon 

Disinfection and O)(ldatlon 

Disinfection and Oxidation 

Dlsmfectlon and O)(ldation 

.. Planl al: Caledonia, NY 

Trade Dsg Category 

Sodium Hydroxide 14-5% pH Adjustment 

Page 1 0[5 

MH18026 

Max Use 
Level (mg/L) 

700 

200 

>00 

wo 

'" 
100 

80 

190 

30 

Max Use 
Level (mg/L) 

700 

200 

>00 

100 

108 

100 

80 

'" 

Max Use 
Level {mg/L} Cf¥ 

700 

http://database.ul.com/cgi-binIXYVltemplateILISEXT/1FRAME/showpage.hlml?name~... 11/23/2011 
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Sodium Hydroxide 25-15% pH Adjllstment lOO 

Sodium Hydroxide 49-26% pH Adjustment 100 

SnrlllJm Hydroxide 50% pH Adjustment '00 

Sunny Sol (rl 100 Disinfection and Oxidation 108 

Sunny Sol (r) 100 PillS Disinfection al"ld OxidatiOn '00 

Sunny Sol (r) l~O DISinfection and OXldalion 80 

5UrlrlY Sol (r) Bleach Disinfection and Oxidation '90 

Hydrofluorosilic Acid Fluoridation L2 

Sulfur Dioxide Miscell,meous 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 Adjustment 700 

Sodium Hydroxide 119-26% pH AdjtJslment 100 

Sodium Hydroxide 50% pH Adjustment '00 

Sunny Sol (rl 100 Disinfection and OXidation 108 

Sunny Sol (rJ 100 Plus Disinfection and Oxidation "0 

Sunny Sol (r) 150 Disinfection anrl Oxidation 80 

Sunny Sol (r) Bleach Disinfection and OXidation '90 

Plant ilt: Jasksonville, FL 

Max Use 
Trade D5g Category Level (mg/L) 

Sodium Hydroxide 14-5% pH Adjustment 700 

Sodium Hydroxide 25-15% pH Adjustment 200 

Sodium Hydroxide 49-26% pH Adjustment '00 

Sodium Hydmxlrl .. 50% pH Adjustment "0 

Sunny Sol (rl100 Disinfection and Oxidation '"' 
SUllny Sol (rJ 100 Plus Disinfection and OXidation ''0 

Sunny Sol (rl J 50 Disinfection and Oxidation 80 

sunny Sol (r) Bleach Disinfection !Ind Oxidation '90 

Plant at: Merrimack, NH 

Max Use 
Trade Dsg Category Level (mg/L) 

Sodium Hydroxide 14-5% pH Adjustment 700 

Sodium Hydroxide 25-15% pH Adjustment 700 

Sodium Hydroxide 49-26% I'lH I\rlJustment "0 

Sodium Hydroxide 50% pH Adjustment "0 

Sunny Sol (r) 100 Disinfection and Oxidation ,os (55 
Sunny Sol (r) 100 Plus Disinfection and OXidation '00 

http://database. uLcom/cgi-binlXYV Itcmplate/LISEXT IIFRAME/showpage.html?name= ... 11123/20 II 
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Max use 
Tflilde D5g Category Level (mg/L) 

Sodium Hydroxide 111-'1% pH Adjustment 700 

Sodium Hydroxide 25-15% pH AdjUstment 200 

Sodium Hydroxide 49-26% pH AdjtJslllleflt '"" 
Sodium Hydroxide 50% pH Adjustment >00 

Sunny Sol (r) 100 Di~infE'ction <lnr! Oxidation 108 

Sunny Sol (r) 100 Plus Disinfection and Oxidation 100 

Sunny Sol (r) 150 Disinfection and Oxidation 80 

Sunny Sol (r) Bleach Disinfection aod OXidation 1," 

..,.. Plant at: Warwick, NY 

Max Use 
Trade Osg Category Level (mg/L) 

Sodium Hydroxide 14-5% pH Adjustment 700 

Sodium Hydroxide 25-15% pH Adjustment 700 

Sodium Hydroxide 49-26% pH AdjlJstment 100 

Sodium Hydroxide 50% pH Adju~tm"'nt 100 

Sunny Sol (r) 100 Disinfection .;'Inc! Oxidation '08 

Sunny Sol (r) 100 Plus Disinfection and Oxidation 100 

Sunny Sol (r) 150 Disinfection and OXldatiOl1 80 

Sunny Sol (r) Ble~ch Disinfection and Oxidation >90 

Sodium Bisulfite 25% Dechlorinotor "nd Antio){id~nl " 
Sodium bisulfite 38-40% Dechlorlnator and Antioxidant 18 

Hydrofluorosillc Acid Fluorlliation L2 

Hydrofl uoroslliclc Miscellaneous Treatment Application Products -

(II) - The fln;shf'd rJr;nk;ng water 5hould be 1l1onltored to ensure complience With all applicable regulations 

(r) - Registered lrademark 

Last Updated on 2011-02-23 

Questions? Print this page Notice of Disclaimer Page Top 

CooYright © 2.011 lInderwriters Laboratories Inc.® 

The appearancp of a company's name or product in this daLabase does not in ibclf a~sure Ulat prouucts 50 identified have been manufactured 
under UL's Follow-Up Service, Only those products bearing the UL Mark shnlJld be considered to be Listed and CDverl'rJ under UI 's Follow-Up 
Service. Always look for t!le Mark un th,-, product, 

UL pennits the reproduction of the material contained In the Online Certification Directory subject to the following conditions: 1. The Guide 
Information, Designs and/or Listings (fries) 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 Underwriters Lahoratories Inc." must 
"ppear adjacent to the extracLed material. In addition, the reprinteu material must include a copyright notice in the following fonnat: "Copyright © 
2011 Underwriters Laboratories Inc.®" 

eft 
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FDPH.MH17829 - Drinking Water Treatment Chemicals 

--® ONLINE CERTIFICATIONS DIRECTORy 

FDPH.MH17829 
Drinking Water Treatment Chemicals 

Pag .. Bottom 

Drinking Water Treatment Chemicals 

See General Information for Drinking WaterTrealment Chemicals 

KC INDUSTRIES L L C 

2420 OLD HWY 60 

PO BOX 646 

MULBERRY, FL 33860 USA 

'* Plant al: om 

Hydrofluosili<.: Acid~ 

Sodium Silicofluoride'" 

.#.. Plilot at: Ilunan, CHINA 

ANSI/NSF STANDARD 60 

Trade Dsg Category 

FluoridatIOn 0.0 

fluoridation 2.0 

MH17829 

Max Use 
Level (mg/L) 

M .. x Use 

Page 1 of! 

Trade Dsg C .. tegory Level (mg/L) 

SnnilJm fluoride (a) Miscellaneous Treatment AppliC<ltion Products 2.3 

(a) This maximum liS!' '",vel corresponds to a maximum Fluoride concentration of 1.2 mg/L 

* "The maximum use level is equiv"lerit to a nuoride concentration of 1.2 mq/L 

Last Updated on 2011-09-09 

QIIE'sti()ns? Print this page Notice of Disclilimer Pdge Top 

Copyright (f) 2011 Underwriters Laboratories Inc.® 

The <lppearancc of a company's I)ame or product il) this database dOE'5 nol in ii:<;f>lf ~S<;lJr~ thi'lt I"lroducts s() H1~ntlfled have been manufacturerl 
under UL's Follow-Up Service. Only those products bearing the UL Mark should be conSidered to be Listed ,md covered under UL's Follow-Up 
Service. Always look for the Mark on the product. 

UL permi15 the reproduction of the matenal contamed in the Online C .. rtiflcation Directory subject to the following conditions: 1. The GUide 
Information, DeSigns and/or 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 Cerlilications Directory with permission from Underwriters Laboratories Inc." must 
appear adjacent to the extracted matenal. In arldrtl(}n, th .. r~rmnted milterlal must include a Copyright notice in the following format: 'Copyright © 
2011 Underwriters Laboratories Inc.OO" 

A" '''"''pl·"d""t "lfJ')"'i<""~I' ,' .. "r-,,' J '",'', ",·,,··1,1 ,.,., "., '.·Ie,'!lj' ()1~(;:SfUII <1.,(1 knQ{'·(·I!~le 

Cfl 
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-® ONLINE CERTIFICATIONS DIRECTORY 

FDPH.MH47618 
Drinking Water Treatment Chemicals 

Page Rottom 

Drinking Water Treatment Chemicals 

See General lnfnrmiltinn for Drinking Watf>rTreatment ChemiCals 

I KEY CHEMICAL INC 

9503 DOVEWOOD PL 

WAXHAW, NC 2.8173 USA 

MH47618 

ANSI/NSF STANDARD 60 

., Plant at: Bakersville, NC 

Max Use 
Trade Osg Category Level (mg/L) 

Hydrofluosilicic A~id 20-25% (Fluosilicic Acid) Fluoridation 6.0 * Plant at; Spruce Pine, NC 

Max Use 
Trade Dsg Category Level (mg/L) 

t"'"' HyrlrnflLl()~llirlr Arlrl 7n-7~% (FlJJn~ilirir Arirl) FhlmJrl"tinn 0.0 

I asL Updated on 7010-02-01 

PnestlonS? Print thl~ page Notie" of Dlsrlaimer Pi'lge Top 

Copyrig~lt @2011 UmJerwriters Lilboriltorieslnc.® 

nle appe .. ran~e of a COmpilny'S name or produ~t in this database does not In Itself assure that products 50 Identified have been manufactured 
under UL's Follow-Up Service. Only those products bearing the UL Mark ~hould be consider"rl tn h" lI~t"rl "nrl mvered under 1.11'5 Follow-Up 
Service. Always look for the Mark on the product. 

UL permits the reproduction of the material contained In the Dnlinp. ("..ertlfication Dlrertory SUhject to the following conditions: 1. I he GUide 
Information, Designs ~nd/or Listings (files) must be presented In their entirety and In a non-misleading manner, without any manipulation of the 
data (or drawings). 2. The stalemenL "Reprinted from the Online Certifications Directory with permission from Underwriters Laboratories Inc." must 
appear adjacent tn the extracted milterial. In additIon, the reprinted matenal must include a copyright notice In the following format: "Copyright © 
2011 underwriters Laboratories lnc.®" 

Ar l"d,'p"')fl"~'1 ,'rJj~"'~hl,')1) ,to:"i>1(1 ill: ,1 ",.r"1 1\;,,1(1 Wi!;l 1;,!"pJi;V ;!",G"lioti ",;c) <nol":~GO~ 

(58 
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~JOUNUL~INruE~C~EKBJUI~EUIC~AUT~IO~NruSLUDUIRuE~CuT~O~B~Y __________________________________________ __ 

FDPH.MH45496 
Drinking Water Treatment Chemicals 

Page Bollom 

Drinking Water Treatment Chemicals 

See General Information for Drinklnq Water Treatment Cllemicals 

I lC BLENDING INC 

3301 CARBIDE DR 

SULPHUR, LA 70665 USA 

., Plant at: lJSA 111 

Trade DSg: 

Ammonium Hydroxide 

Ammonium Hydro)(id~ - 29% 

Ammonium Sulfate 

40% Ammonium Sulfate Solution 

30% Ammonium Sulfate Solution 

Sodium Hydroxide 

AqLJaPro - C25 

AquaPro - C~O 

LCa 2000 

LC[} 4000 

Sodium Hypochlorite 

AquaPro - BI0 

AquaPro- Rl;> 

LCB 1017 

LCB 1020 

LCflllllllM 

LCB 1117 

LCB 1120 

LCB 1136 

Lea] I'll 

LeB 11~~ 

LCB 1200 

LCB 1213 

LeB 1224 

LCa 1230 

ANSI/NSF STANDARD 60 

Category 

I DI~lnfectlon and Oxidation 

DIsinfection and OXidation 

pH Adjuslment 

pH Adjustment 

j'lH Adjustment 

pH Adjustment 

pH Adjustment 

Disinfection and O~idiltion 

Disinfection and OXidation 

COrn)<;iCln ,md st:ale cnntrol 

COrrClSiCln O'lnrl ~t:ale control 

Corrosion and scale mntrol 

Corrosion anrl scale contml 

COrrOSion and sc .. le control 

Corrosion and scale control 

Corrosion and scale control 

C.orrosion and SCO'lle mntrol 

CorrOSion and scale control 

Corrosion and scale control 

COrrosion and scale control 

Corrosion and scale control 

MH45496 

Max Use 
Level (mU/L) 

14 

62.5 

62.5 

'00 

100 

200 

100 

100 

80 

20.0 

20 

91.5 

18.2 

19.4 

35.0 

18.0 

18.2 

15.0 

16.7 

32.0 

52.7 (f9 
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Corrosion and scale control 18.0 

ZO 265 Corrosion and scale control J 5.0 

ZP 184 Corrosion <1nd sC<1le control 35 

zr 184A Corrosion and scale control 32.0 

Z5-120 Corrosion and scale control 16 

ZS-355D Corrosion and scale control 5 

Sulfuric ACid pH Adjustment 50 

LC82100 Disinfection and Oxidation 100 

LCa 2200 DiSinfection and D~ldation 80 

LCB 7878A Corrosion and scale control 12.6 

Aquapro 55100 Dechlorinatlon/antloxld<1nt 22 

A<llJapro 55330 Dech lorl nation/antioxidant 00 

Aqu~pro C5-2S Miscellanf'olJs Trf'iltment Application Produd~ 1 

Hydrofluosllicic Acid 23% Miscellaneous Trf>atment Application Products 3 

HydrofllJoslllclc ACid 40% Miscellaneous rreatlw~nt Application Products 3 

Max Use 
Trade Dsg Category Leval (mg/L) 

Dry Ammonium Sulfate Disinfection and OXidation " 
Last updated on 2011-11 01 

Questions' Print thiS oage Notice of Disclaimer page Top 

Copyright © 2011 Underwriters Laboratories Inc.@ 

The appearance of a company's name Or ]1mrlllct In this database does no: In itself assure that products so Identified have been manufactured 
under UL's Follow-Up Service. Only those products bearing the UL Mark soould be conSidered to be Listed and covered under UL's Follow-Up 
Service. Alway5100k for the Mark on the product. 

UL permits the reproduction ofthf' material contained in the Online Certification DirecLory subject to thf' following conditions: 1. The Guide 
InfOrmation, Designs and/or listings (files) must be presented In their entirety and rn a non-misleading manner, witilOul any manipulation of the 
data (or drawings). 2. The statGmcnt "Reprinted from the Online Certifications Directory with permission from Underwriters I.ahoratories Inc." must 
appe .. r adjac<?nt to the extracted material. In addition, the reprinted materi,,1 must InciLldf' a copyright notice in the following format: "Copyright © 
2011 Underwriters l<lbor"toric5 Inc.®" 

Ar :o,Jel)~"(le:'t orgao;",:;,·;, ,·;"rk,,,\! 'o, a r,~t"' \·,~·Id ·,'il:1 i"'~~f'[~·. 0'''01310'' "1".,1 ""n'Y'''''\J" 
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FDPH.MI-IlOI16 - Drinking Water Treatment Chemicals 

--® ONLINE CERTIFICATIONS DIRECTORY 

FDPH.MH10116 
Drinking Water Treatment Chemicals 

Page Bottom 

Drinking Water Treatment Chemicals 

See General Information For Drinking Wilt!'r Treatment Chemicals 

MAIN POOL & CHEMICAL CO INC 

110 COMMERCE RD 

DUPONT, PA 18641 USIi 

ANSI/NSF STANDARD 60 

Page1of1 

MHlO116 

.. Plant at: Avoca, PA 

Max Use 
Level 

Trade Dsg Category (mg/L) 

Aluminum Sulfate Coagulation and Flocculation Produds 156 

Polyaluminum Chloride COilgulation and rlocculatlon Products 250 

45% Potassium Corrosion ann Srale Control, Softening, SeqUestering, PrlOcipilalion and pH >00 
Hydro)(ide adjustment 

Sodium Hydroxide (Z5%) Cormsion lind SCi'lle Control, Softening, SeqUestering, Precipitation and pH 200 
adjustment 

Sodium Hydroxide (50%) CorroSion and Scale Control, Softening. SequeslerlnQ, PI-eclpltation ilnc1 pH 100 
adjustment 

Soc1lum Hypochlorite Disinfection and Oxidation 80 

~ Sodium Fluoride Miscellaneous Treatment Application Prollucts 2.3 

Lasl Updated nn 2008-02-04 
~~. - ---- - --- ----

QU€5tions? Print this page Notice of Disclaimer Page Top 

Copyright © 2011 Underwriters Laboratories Inc.@ 

The appearance of a company's name or product in lIlis database does not in It<;elf a~~ure that products so Identified have been marllJfactured 
under UL's Follow-Up Service. Only those products bearing the UL Mark ~holJld be considered to be Listed ,md covered under UL's Follow-Up 
Service. Always look for the Milrk on the product. 

UL permits the reproduction of tile malerial contained In the Online Certificat,nn Directory subject to the following conditions: L The Guille 
Information, Designs and/or Listlng5 (f'le~) must be presented in their entirety and In a non-misleading manner, wilhoul any manipulation of the 
riMa (or rirawmgs). 2. The statement "Reprlnted from the Online Cr.:rlific<ltions Directory with permiSSIon from Underwriters Laboratories Inc." must 
appear adjacent to tile ~"tracLed material. In addItIon, the n>rmnted mat .. rial must include a copyright notice in the following forrn<'lt: "Copyright@ 
lOll UndE'rwrit .. r~ LaboratOries Inc.®" 

A,; ,odellel1,I"-;! ~r(Jan';,1T,on w,'r~II;~ '!)r a ,~'"r '",Oil!] wi:I, ;r,I",,',ly P'~c'"in" ",ct kot{,loo.e. 

{tf 
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-® ONLINE CERTIFICATIONS DIRECTORy 

FDPH.MH17874 
Drinking Water Treatment Chemicals 

Page Bl'lttom 

Drinking Water Treatment Chemicals 

See Generallnformalion for Drinkmg Water Treatment Chemicals 

\ 

MOMENTIVE PERFORMANCE MATERIALS QUARTZ INC 

4901 CAMPBELL RD 

WILLOUGHBY, OH 4409/1 USA 

'* Planl at: Willoughby, 01-1 

Trade Dsg 

I-lydrofluorosillcic Acid 

LlIst U[!dated on 2005-05-03 

Questions? Print this page 

ANSI/NSF STANDARD 60 

Category 

Fluoridation 

Notice of Di<;r.ii'limer 

0.2 

Page 1 of 1 

MH17874 

Max use 
Level (mg/L) 

page Top 

Copyrighl (Q 2011 Underwriters I ahoratories Jnc.® 

rhe appearance of a company's name or product in this database does not in itself assure that products so Identified have beer! manufactured 
under UL's Follow-Up Service. Only those products heilring the UL Mark stould be considered to be Lisled and covered unr1er llL's Follow-Up 
Service. Always look for the Mark on the product. 

UL permits the reproduction of the materiAl contained In the Online Certlfl·:ation Direclory subject to the follOWing conditions: 1. The GUide 
Informallon, Oesigns ilnd/or listings (files) must be presented in their entirely and in a non-misleading manner, without any manipulation of the 
data (or drawings). 2. The statement "Reprinted from the Online CertiflCMions Directory with permission from Underwrilers Laboratories Inc." must 
appear adjacent to the extracto>r1 milteri~1. In addition, the reprinted material must include a copyright notIce in the following format: "Copyright © 
2011 Underwriters Laboratories inc.®" 

,.:,fJ' e," Ie) ,.,"" I~'~[,r:t~·. ~l";;r"1011 "",0 "nnW!tdg~ 

{ 6/1. 
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~~OUNULnIN~E~C~EB~TUI~EliIC~AcrT~IOruN~SL[DliIBUE~C~T~OBB~Y __________________________________________ __ 

FDPH.MH26736 
Drinking Water Treatment Chemicals 

Page Flottom 

Drinking Water Treatment Chemicals 

See General InformatlQn for Drinking Water Treatment Chemicals 

\ 

PRAVONSA 

RUE JOSEPH WAUTERS 144 

~ 130 ENG IS, BELGIUM 

• Plant at: Prayon N.V. 

Trade Dsg 

Phosphoric Acid LS-7S+ Liquid 

PhosphQric ACid LS-8S+ Liquid 

Phosphrmc ACid P5-75 Liquid 

Pilosphoric ACid PS-85 Liquid 

Sodium rluorlde" 

sodium Fluosilicate" 

ANSI/NSF STANDARD 60 

category 

Corrosion and SCi'IIf' mntml 

Corrosion ~nd ScalE' control 

Corrosion ~nd Scale control 

Corrosion and Scale cootrol 

FlUOridation 

Fluorid<ltion 

.. - The maximum use level IS equ,vi'llf'nt to a fluoride concentration of 1.2 mg/L 

Last Updated nn 2010-01-07 

Questions? Print this page Notice of Disclaimer 

MH26736 

Max Use 
Level (mg/L) 

18.3 

13.8 

13.8 

13.8 

2.6 

2.0 

Page Ton 

Copyrruht © 2011 Underwriters Laboratories Inc.® 

The appearance of a company's name or product in this dawb~5e dot's not in Itself assure thilt products 50 identified have been manufactured 
under UL's Follow-Up Service. Only those products bearing the UL Mark should be cOrlsldered to be Listed and covered under UL's follow-Up 
Servicp.. Always look for the Mark on the product. 

UL pennits the reproductloll of the material contained in the Online Certificiltion Directory subject to the following conditions: 1. The Guide 
Iflform6tion, Designs and/or listings (files) must be presentE'd In their entirety and in a non-misleading manner, without any manipuliltion of the 
daLa (or drawings). 2. The statement "Reprinted from the Online Certifications Directory wittl permission from Underwriters Laboratories Inc." must 
appear adjacent to the extracted material. In addition, the reprinted material must IrlCludE' a (opyright notice in the following fonnat: ''Copyright © 
2011 Underwriters Laboratorie5In~.®" 
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FDPH.MH18629 - Dri1lking Water Treatment Chemicals 

-® ONLINE CERTIFICATIONS DIRECTORY 

FDPH.MH18629 
Drinking Water Treatment Chemicals 

Pilae Bottom 

Drinking Water Treatment Chemicals 

See General Information for IJrmking Water Treatment Chemicals 

PVS-NOLWOOD CHEMICALS INC 

10900 HARPER AVE 

PO BOX 135900 

DETROIT, Ml48213 USA 

ANSI/NSF STANDARD 60 

Page 1 of 1 

MH18629 

~ Plant at: Dislributlon Center" Detroit, MI 

Max Use 

" 
Trade Dsg Category Level (mg/L) 

Hdrofluorosillcic Acid (HFS) Miscellarteous Treiltmertt Application Products 6 

Last Updated on 2005-05 04 

Questions' prjnt this page Notrce of IJI~daimer page Top 

Copyriql1t © )011 LJnd",rwrlters Laboratories Inc.® 

The appeamnce of a company's name or product In thiS diltabase does not in Itself assure that produ",ts so idenljfied have been manufilctlJred 
under UL's Follow-Up ServIce. Only those products bearing the UL Mark should be conSidered to be LIsted and mvered 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 Certifi:"tion Directory suhjec.t to the following conditions: 1. The Guide 
Information, Designs "nd/or LisLings (files) must be presented in their entirety and In a non-misleading manner, withoul any manipulotion of the 
dot" (or drawrngs). 2. The statement "Reprinted from the Online Certificotlons Direclory wilh perrnisslon from LJnderwnters Laboratories Inc." must 
appear adjacent to the extrocted m<lteri"l. In addilion, the reprrnted matenal must Include a copyright notice In the following form<lt: "Copyright © 
2011 Underwrrter5 I ahoratnries Inc.(B)" 

A~ 'nnilp",I1d,ot "rq"",,~II',n ,,0,1<:11;1 rnr a ,\i,t~r world l'Ii:l) I;,:~gr:ti·. ~'e;;;3Ion ~"J ;;"nw:~,!~" 
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~JOUNUL~IN~E~C~E~RTUI~EnICUAUInIOwN~S~QllIBUE~CuI~O~B~Y __________________________________________ __ 

FDPH.MH28896 
Drinking Water Treatment Chemicals 

Page 80ttom 

Drinking Water Treatment Chemicals 

See General Information for Driokiog Water Treatment Chemicals 

\ 

SHANGHAI MINTCHEM DEVELOPMENT CO LTD 

ROOM 602 4 

89 NONG MUDAN RD 

PUDONG ZONE 

200000 SHANGHAi, CI-IINA 

~ Plant al: ZhU7hnu City, China 

" " 
Trade Dsg 

Sodium Fluoride 

Sodium FluorOSlllcate 

Last updated on 2007-03-12 

Quest!Q,,~7 

ANSI/NSF STANDARD 60 

Category 

Miscellaneoll~ Treatment Application Products 

MisceilaneOU5 Trf'iltment Application Products 

Print this page Notice of Disclaimer 

MH28896 

Max Use 
Level (mg/L) 

2.n 

2.0 

Page Top 

Cooyright © 2011 Uoderwnters Laboratories lnc.® 

The appearance 01 a company's name nr j"lroduct in this database does no: In itself assure that products 50 ideotlfierl have heen manufactured 
under UL's Follow-Up Service. Only those products bearing the UL Mark should be coo51c1erecl to h~ Listed and covered under UL's Follow-Up 
Service. Always look for the Mark on the producL. 

UL permit:; the reproduction of the material contained in the Ooline Certification Directory subject to the following conditiOos: 1. ThF' Guide 
loformation, Desigos and/or Listings (files) must be presented in lheir entirely and In a oon-ml~leading manoer, without any manipulation of the 
data (or drawings). 2. Th" stalement "Reprinterl fmm thf' Online Certifications Directory with permission from UnderwriL-crs Laboratories Tne." must 
appear adjacF'nt to the extracted material. In addition, the reprinted m<lteri<llinust include a coPYright ootice In the followiog format: "Copyright © 
20] 1 lJnderwrlters Laboratories Inc.®" 
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FDPHJvII-I17003 - Drinking Water Treatment Chemicals 

-® ONLINE CERTIFICATIONS DIRECTORy 

FDPH.MH17003 
Drinking Water Treatment Chemicals 

Page Bottom 

Drinking Water Treatment Chemicals 

See General InformAtion for Drinking WatsrIC€i!tment Chemicals 

,

_ ;~A~T~~:IRU~~ RD 

PO BOX V~07 

SALI LAKE CITY, UT 84127 USA 

ANSI/NSF STANDARD 60 

Plant at: Bu~keye, AZ 

Trade Dsg Category 

I-Floc 1410 Coagulation and Flocculation 

I-Floc 1417 Coagulation and Flocculation 

I-Floc 1419 Coagulation ilnd Flocculation 

I-Floc 1420 Coagulation and Flocculation 

Alum!l1um Sulfate Flu,-~ul"UQn 

TI-2903 Corrosion and Scale Control 

TI-2.904 Corrosion and Scale Conlrol 

11-2906 Corrosion and Scale Control 

11-2907 Corrosion aM Scale Control 

11-2908 Corrosion "nd Sule Control 

II-J021 Corrosion and Scale Control 

Citric Acid Solution (1) Membrane Cleaner 

Citric Acid Solution pH Adjustment 

Sodium Hydroxide 18% pH Adjustment 

Sodium HydrOXide 20% pH Adjustment 

Sodium Hydroxide 2~% [lH Adjustment 

Sodium HydroXide 30% PH Adjustment 

Sodium HydrOJ<lde 33% pH Adjustment 

Sodium HydrOXide 50% pll Adjustment 

Sullurlc Acid 2.0 - 39% pH Adjustment 

Sulluric ACid 40 - 59% pH Adjustment 

Sulfuric Acid 60 - 79% pH Adjustment 

Sulfuric Acid 80 - 93% pH Adjustment 

SulfuriC ACid, 98% pH Adjustment 

Sodium Chlorite, 18.75% Disinfection and Oxidiltion 

Page 1 of5 

MH17003 

Max Use 
Level (mg/L) 

50 

100 

50 

25 

'SO 

27.5 

33 

" 
15':'-

27.5 

28 

'/A 

2.50 

278 

250 

2CO 

'" 
152 

100 

J)I) 

80 

03 

" 
50 

37.3 

http://database.ul.com/cgi-binIXYV/tempiateILISEXT/lFRAME/showpage.html?name= ... 11123/2011 



FDPH.MH17003 - Drinking Water Treatment Chemicals Page 2 of5 

Sodium Chlorite, 25% Disinfection and Oxidation 28 

Sodium Chlorite, 30% Disinfeclion and O)(ldation 23.3 

Sodium Chlorite, 31 % Disinfection and Oxidation 22.6 

Sodium Chlorite, 31.25% Disinfeclion arid Qxidatlnn 22.4 

Sodium Chlorite, 37% Disinfection and Oxidation 18.9 

Sodium ChlOrite, 7.5% Disinfection and OxidatiOn 93.3 

Plant at: Deland, FlOrida 

Max Use 
Trade Osg Category Level {mg/L} 

n-3031 

TI-3031 Corrosion and Scale Control 27.8 

Compliance GT Coagul~tjon and Flocculation 43 

Ferric Sulfate, 10 - 13% Iron Coagulation and FlOCculation 500 

Sodium Aluminate Coagulation and Flocculation 43 

Aluminum Sulfate FIOCi:ulation >50 

Citnc Acid Soilition (1) Membrane Cleaner N/A 

Citric Acid Solution pH Adjustment 250 

Ammonium Sulf<lte, 40% 

","Plal1l at. Herlderson, NV 

Dislnfectlorl and Oxidation fi2.5 

Max Use 
Trade Dsg Category Level (mg/L) 

Aluminum Sulfate flOcculation >50 

Zinc Orthophosphnte Corrosion and Scale Control 20 

Citric Acid Solution (1) Membrane Cleaner N/A 

Citric ACid Solution pH Adjustment 250 

Sodium Hypochlontf' DISinfection and Ox dation 80 

Hydrofluosilic ACid Fluoridation 0.0 

Plant at: Missoul<i, MT 

Max Use 
Trade Dsg Category Level (mg/L) 

Aluminum Sulf"tP rlocculatlon >50 

D-3021 Corrosion and Scale Control " 
11If Plant at: Salt Lake City, UT 

Max Use 
Trade Dsg Category Level (mg/L) 

T-rloc 1410 Coagulation and Flocculation 50 

T-Floc 1411 Coagulation and Flocculotion 100 

T-Floc 1419 Coagulation and Flocculation 50 

T-Floc 1420 Coa'lulntion and Flocculation 25 

T-FLOC 2202 CoagulaUon and flocculation 650 07 

http://databasc.ul.com/cgi -hinlXYV ItemplatelLISEXT II FR A ME/showpage.html ?namc= ... 11123/2011 



FDPH.MH17003 - Drinking Water Treatment Chemicals Page 4 of5 

Corrosion Imd Scale Control 16 

TI-3021 Corrosion and Scale Control 28 

Zinc Orthophosphate Corrosion and Scale Control 20 

Citric Acid Solution (lJ Membrane Cleaner N/' 

Citric ACid Solution pH Adjustment 20O 

Soda ash [IH Adjustment 100 

Sodium HydroXide 18% pH Adjuslment 278 

Sodium Hydroxide 20% pH Adjustment 250 

Sodium Ilydroxide 25% pH Adjustment 2" 

Sodium Hydroxide 30% pH Adillstmellt '" 
Sodium Hydroxide 33% pH Adjustment m 

Sodium Hydroxide 50% pH Adjustment 100 

Anhydrous I\mmonia Disinfection and OXldalion 5 

Aqua Ammonia 25% Disinfection and Oxidation 40 

Aqua Ammoni~ 28% Disinfection and Oxidation 35 

Chlorine IJISinf~ction and OXidatIon " 
Sodium Hypochlorite Disinfection and Oxidiltlon 50 

SodIum BIsulfite Chlorine Removal, Misc. 18 

j·lydrofluosilic Acid Fluorldiltion 6.0 

t Plant ilt; WIlliamson, NY 

Max Use 
Trade Dsg Category Level (mg/L) 

Compliilnce GT Coagulation and Flocculation " 
Sodium I\luminilte Coagulation ,md Flocculallon 43 

Aluminum Sulfate Flocculation 150 

Zinc OrthophosphaLe CorroSion and Scale Control 16.5 

Citric Acid Solution (lJ Memhrane Cleaner N/A 

CitriC Acid Solution pH AdjustmcnL 250 

HydroflUOSlllr Acid FlUoridation 6.0 

(1) - These products are designed to bf' used off-line and flushed out prior to using the system for drinking water, following the manufacturer's lise 
instructions. The pH or other water chemistry of the influent and enluerlt lViltcr should be monitorf'd to f'nsure that all traces of the product have 
been removed before pl~cing into service. 

Last Updated on 2011·10 21 

Questions? Print this page Notice of Disclaimer Pilge Top 

Copyrlght@ 2011 Underwriters L~boriltOrieS inc.® 

The appearance of a company's name or product in this database does not in itself assure that pmdur.t~ so Identified have been manufactured 
under UL's Follow-Up Service. Only those products bearing the IJI. Milrk sl"ould be considered 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 material contained in the Onl1Of' Certif,:ation Directory subject to the following conditions: 1. The GUldf' 
information, Designs and/or Listings (files) must be presented in their entirety ilnd in il non-mi~leading 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 
apl"lear adjacent to the extracted milteri~1. In addilion, the repnnted material must include a copynght notice in tile follOWing format: "CopYrlght@ 
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FDPH.MH25246 - Drinking Water Treatmenl Chemicals 

-® ONLINE CERTIFICATIONS DIRECTORy 

FDPH.MH25246 
Drinking Water Treatment Chemicals 

Page Bottom 

Drinking Water Treatment Chemicals 

See General InFormation for Drinking Water Treatment Chemicals 

UNIMIN CORP 

CRYSTAl PLANT 

136 CRYSTAL DR 

SPRlICE PINE, NC 28777 USA 

ANSI/NSF STANDARD 60 

Page 10f1 

Mrl25246 

C Plant at: Baker5vlile, NC 

Max Use 
Trade D!ig Category Level (mg/L) 

Hydrofluosillcic Acid ;J0-2'i% (FIlJosiliclc Acid) Filloriniltion 6.0 

.Plant at: Spruce Pine, NC 

Max Use 
Trade Dsg Category Level (mg/L) 

" HydrofllJoslliclc ACid 20-25% (Fluosilicic Acid) Fluoridation 6.0 

Last Updated on 2005-05-04 

pnnt this page NotH-:e of Disclaimer Page Top 

CoPYright © ;J011 Underwriters LabQ@torles Inc.® 

The apPF'arance of a company's name or product in this database does not in itself assure that products so idenliFied have been manufactured 
under UL's Follow-Up Service, Only those products bearing the UL Mark sholJld be considered to be listed and covererlllnner UL'S Follow-Up 
Service. Always look for the Milrk on the product. 

UL permits the reproduction of tile material contained In the Online Certification Directory subject to the follOWing conditions: 1. The Guide 
Information, Designs and/or I istings (fries) must be presented In their entirety and in a non-misleading manner, without any manipulation of the 
data (or nrawlngs). 2. The statement "Reprinted from the Online Certlfication<; Directory with permission from Under:writers Laboratorres Inc." must 
appear adjacent to lIle extracted material. In addition, the reprinted material must include a copyrrgllt notice In the following format: "Copyright © 
2011 Underwrrter~ Laboratorres Inc.®" 
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~,~O~NUL~I~NE~C~EnBLIIUE~IC~AUT~IO~N~S~D~IR~E~CuT~O~BuY __________________________________________ __ 

FDPH.MH17854 
Drinking Water Treatment Chemicals 

page Boltom 

Drinking Water Treatment Chemicals 

See General Information for Drinking Water Treatment Chemicals 

'

WAUSAU CHEMICAL CORP 

2001 N RIVER DR 

WAUSAU, WI 54403 USA 

.. Plant at: Wausau, WI 

Trade Dsg 

Clar+lon 700 Activator .,. 
23% HydrofluosillCic Acid 

50% Liquid Caustic Sod~ 

Ilypo-Chlor 

Lest Updllted on 2011 02 11 

Questions? print this page 

MH1J854 

ANSI/NSF STANDARD 60 

Max Use 
Category Level (mg/L) 

Coagulation and nocculation 10 

l-!uorld",tlOn 66 

pH Adjustment 100 

Disinfection and Oxidation 80 

Notice of plsclalmer paae 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 Identified have been manufactured 
under UL's Follow-Up Service. Only Lhose producLs bearing lile UL Mark should brc considrcred Lo brc Lisled and covered under UL's Follow-Up 
ServIn'. Always look for the Mark on the product. 

UL permits the reproduction of the material contained in tllf' Online CertificaLion Directory subject to the following conditions: 1. The {';"ide 
Information, Designs and/or 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 fmm thf' Onlmf' Cf'rtifirations Dirf'ctnry with pf'rmiS510n fmm lJnderwntf''-'; LahOfatorie5 Tnc." must 
appear adjacent to the extracted material. In addition, the reprinted materal must Include a copyright notice In the following format: "Copyright © 
2011 Underwnters LaboratOries Inc.Q!l" 
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FDPH.MH47183 - Drinking Water Treatment Chemicals 

-® ONLINE CERTIFICATIONS DIRECTORY 

FDPH.MH47183 
Drinking Water Treatment Chemicals 

Pilge Bottom 

Drinking Water Treatment Chemicals 

See General lnformiltlon for Drinking Water Treatment Chemicals 

1 ZHUZHOU MINGSHENG ZINC CHEMICAL CO LTD 

TAOSHUI YOU COUNTRY 

ZHlI/HOU, HUNAN 412303 CHINA 

¥ Planl at: Huniln, CHINA 

Trade Dsg 

ANSI/NSF STANDARD 60 

category 

Sodium fluonde (a) Miscellaneous Treatment AppllLation PrOducts 

(aj - This m~ximum use level cnrr(>sponds to a maximum Fluoride concentration of 1.2 mg/'-

Last Updated on )011-06-01 

Questjonsl Print thi5 page Notice of Disclaimer 

Page I of! 

M1147183 

Max Use 
Level (mg/L) 

2.3 

Page Top 

Cooyrlght © 2011 Underwriters Laboratories Inc.@ 

The appearance of a comr>any's name or product In this database does not in itself a55ur" thilt products so identified have been m<lnufactured 
IJnder UL's rollow-Up Service. Only those products DearinQ the UI Milrk should be conSidered to be Listed and covered under UL'S Follow-Up 
Service. Always look for the Mark on the pmduct. 

UL permits the c€'pmdur.tion of the material contained In the Online Cerlificalion Directory subject to the following conditions: 1. The Guide 
Information, Designs and/or Listings (files) musl be presented rn their entirety and in a non-misleading manner, withoul any manipulation of the 
data (or drawings). 2. The statement "H.epnnted from the Online Certlflca~ons Directory with permission from undelwnters Laboratories Inc." must 
ilppear adjacent to the extracteo1 material. In addition, the reprinted material must include a copyright notic!" In the following format: "Copyright © 
7011 Unr1erwritecs Laboratories lnc.®" 
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