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Bill Osmunson DDS, MPH

President, Washington Action for Safe Water
1418 - 112" Ave NE

Bellevue Washington 98004

425.466.0100

hill@teachingsmiles.com

June 14, 2010

National Freedom of Information Officer
U.S. Environmental Protection Agency
1200 Pennsylvania Avenue, NW (2822T)
Washington, DC 20460

(202) 566-1667 FAX (202) 566-2147

E.mail: hg.foia@epa.gov

Re: Freedom of Information Act Request

Dear Sir or Madam:

This is a request under the Freedom of Information Act for the following information to
be provided to me:

#1, A digital copy of the EPA’s equivalent of the FDA’s New Drug Approval process
for the fluoridation drug when used at 0.8 ppm to 1.2 ppm in public water, to include
EPA’s required documentation for chemistry, nonclinical pharmacology and toxicology,
human pharmacokinetics and bioavailability, clinical microbiology, clinicals, safety,
statistics, case report tabulations, patient information on any patient claims, patient
certification, establishment descriptions, and required drug legend.

#2, A digital copy of records, reports, papers, meeting minutes, correspondence or
clarifications of the MOU 225079-2001

hitp://www. fda.pov/AboutFDA/PartnershipsCollaborations/MemorandaofUnderstanding
MQUs/DomesticMOUs/uem116216.htm between the EPA and FDA. And any records
further clarifying the intent of the MOU 225079-2001 or another MOU as to whether the
EPA is permitted to approve the sale and use of substances defined as drugs by the
FD&C Act, when the substance is added to public water.

#3.  Records the EPA has of Congressional Authority which ¢xempts drugs when
added to public water from the New Drug Application regulatory process and FD&C Act
and provides the EPA with authority to approve drugs when they are added to public
water,

In order to help to determine my status for purposes of determining the
applicability of any fees, you should know that I am the President of Washington Action,
not for profit, and I request a waiver of all fees for this request.
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Disclosure of the requested information to me is in the public interest because it is
likely to contribute significantly to public understanding of the operations or activities of
the government and is not in our commercial interest. The information will be used in
creating new regulations for water safety in Washington State.

If fees cannot be waved, please provide a list of documents and the costs
associated with each.

I request that the information I seck be provided in electronic format, and I would
like to receive it on a personal computer disk or a CD-ROM or email to
bill@teachingsmiles.com or US postal service to the address below,

Thank you for your consideration of this request.
Sincerely,

Bill Osmunson DDS, MPH

President, Washington Action for Safe Water
1418 - 112" Ave NE

Bellevue Washington 98004

425.466.0100

bill@tcachingsmiles.com

c¢ Ned Therien, WBOH ned.therien@doh.wa.gov
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Mr. Bill Osmunson

President

Washington Action for Safe Water
1418 112" Avenue, N.E.
Bellevue, Washington 98004

Re:  Freedom of Information Act Request HQ-FQI-01418-10
Dear Mr. Osmunson:

This is in response to your Freedom of Information Act request of June 14, 2010,
| wish to advise you that the Office of Water has no records responsive to your request.
This is not a denial.

You may appeal this no records response to the National Freedom of
Information QOfficer, U.S, Environmental Protection Agency (EPA), FOIA and Privacy
Branch, 1200 Pennsylvania Avenue, N.W, (2822T), Washington, DC 20460 (U.S.
Postal Service Only), FAX: (202) 566-2147, E-mail: ha.fola@epa.gov. Only items
mailed through the United States Postal Service may be delivered to 1200
Pennsylvania Avenue, NW. If you are submitting your appeal via hand delivery, courier
service or overnight delivery, you must address your correspondence to 1301
Constitution Avenue, NW, Room 6418J, Washington, DC 20004. Your appeal must
be made in writing, and it must be submitted no later than 30 calendar days from the
date of this letter. The Agency will not consider appeals received after the 30 calendar
day limit. The appeal letter should include the FOI listed above. For quickest possible
handling, the appeal letter and its envelope should be marked “Freedom of Information
Act Appeal.”

The Safe Drinking Water Act prohibits the deliberate addition of any substance
to drinking water for health-related purposes other than disinfection of the water.
Decisions on whether or not to fluoridate drinking water are made at a state or local
level and are not in viclation of the EPA Maximum Contaminant Level for fluoride (4
mg/L). The certification of fluoridation chemicals for use in National Public Drinking
Water Systems is conducted by independent organizations aceredited by the American

Intemet Address (URL) & hitp//www.opa.gov
Rocyclod/Recyelablo & Printad with Vagetabla Ol Based Inks on 100% Postconsumor, Pracoss Chisdne Froo Resyclad Paper
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National Standards Institute (ANSI) to certify drinking water additives against NSF
International Standards/ANSI Standard 60: Drinking Water Treatrment Chemicals:
Health Effects, The states require that the chemicals used by drinking water treatment
facilities be certified against Standard 60. These requirements are independent of the
U.S. EPA,

Sincerely,

blsoj2a10

Elizabeth Behl, Acting Chief
Health and Ecological Criteria Division
Office of Science and Technology
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Bill Osmunson DDS, MPH

President, Washigton Action for Safe Water
1418 - 112™ Ave NE

Bellevue Washington 98004

423.460.0100

bill@teachingsmiles.com

June 14, 2010

CDC/ATSDR

Attn: FOIA Office, MS-D54
1600 Clifton Road, NE
Atlanta, GA 30333

Fax 404-498-1575
FOIARequests@cde.gov

Re: Freedom of Information Act Request

Dear Sir or Madam:

The Washington State Board of Health references the Centers for Disease Control as
recommending the use of fluoride in public water for the prevention of dental decay,

This is a request under the Freedom of Information Act for the following information to
be provided to me:

#1.  Because the FDA has not approved the fluoridation drug, [ am requesting a digital
copy of the CDC’s approval process for fluoridation, equivalent to the FDA’s New Drug
Approval process, to include CDC’s records such as chemistry, nonclinical pharmacology
and toxicology, human pharmacokinetics and bioavailability, clini¢al microbiology,
clinicals, safety, statistics, case report tabulations, patient information on any patient
claims, patient certification, establishment descriptions, total individual exposure for both
the average population and subgroups shove the 95" percentile, and drug legend.

#2.  Fluoride when ingested with the intent to prevent decay is defined by the FD&C
Act as a drug. Please provide records the CDC has which authorizes the CDC to
recommend unapproved, illegal drugs?

#3.  What supporting empirical data and randomized controlled trials on both safety
and/or efficacy does the CDC have to support recommending public tap water be
fluoridated to an “optimal” target concentration of 0,7-1.2 ppm to help prevent cavities?
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#3.  What scientific evidence of randomized controlled trials does the CDC have to
support the statement that fluoridation is one of the ten great public health achievements
of the 20” Century?

#4,  William Bailey, DDS, MPH of the CDC told Ned Therien of the Washington
State Board of Health that “CDC is continually reviewing data regarding the “optimal”
level and safety of tap water fluoridation.” Please provide me a copy of the empirical
evidence, randomized controlled trials, evidence based analysis, and/or references the
CDC has on each of the following:

a. total median exposure and exposure levels for the 99" percentile of the
population,

recommended dosage levels for all age groups,

efficacy exposure levels for all age groups,

recommended safety for thyroid,

safety levels for infants with minimal iodine intake,

carcinogenicity studies for all age groups, genders and age groups,
bone fracture safety for the elderly,

tooth fracture safety,

IQ safety,

dental fluorosis safety,

kidney safety,

Downs syndrome safety,

Pharmacokinetics safety,

dates, times, names of participants and minutes from the meetings of these
ongoing reviews of safety

costs of dental treatment savings with fluoridation.
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#5.  The Washington State Board of Health has stated, “CDC states that the 2006
National Research Couneil report supports CDC’s recommended “optimal” fluoridation
levels as being safe.” What records does the CDC have that the NRC 2006 supports the
addition of fluoride at 1 ppm when they concluded, “In light of the collective evidence on
various health end points and total exposure to fluoride, the committee concludes that
EPA’s MCLG of 4 mg/L should be lowered” and several studies of harm were at
fluoridation levels,

#6,  The CDC claims the compounds used for fluonidation are high purity, Please
provide records the CDC has on the purity of the compounds, names of countries fluoride
comes from for use in our public water and name of their product and company, and
records of purity test results of these compounds.

In order to help to determine my status for purposes of determining the
applicability of any fees, as President of Washington Action for Safe Water a not for
profit company, I request a waiver of all fees for this request.
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Disclosure of the requested information is in the public interest because it is likely
to contribute significantly to public understanding of lhe operations or activities of the
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| ’
creating new regulations for water safaty.

If fees cannot be waved, please provide a list of documents and the costs
associated with each.

—

I request that the information I seek be provided in ¢lectronic format, and I would
like to receive it on a personal computer disk or a CD-ROM or email to

bill@_ teachingsmiles.con'l or US postal service to the address below.

Thank you for your consideration of this request.

Sincerely,

Bill Osmunson DDS, MPH
1418 - 112" Ave NE
Bellevue Washington 93004
425,466,0100
bill@teachingsmiles.com

cc Ned Therien, WBOH ned.therien/@doh.wa.pov
¢e William Bailey wdb9(@ede.gov
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Sarvice

Centers for Disease Contral
and Pravention (CDC)
Atlanta GA 30333

June 16, 2010

Bill Osmunson
1418 112th Ave NE
Bellevue, WA 98004

Dear Mr, Osmunson:

This letter is in response to your Freedom of Information Act (FOIA) request of
June 15, 2010.

Your Freedom of Information Act request has been received by the Centers for Disease
Control and Prevention (CDC)/Agency for Toxic Substances and Discase Registry
(ATSDR) and will be sent to the area(s) which may have pertinent records, Program
officials will initiate a search, and we will provide a copy of all releasable agency records
as quickly as possible. The cut-off date for your request will be the date the search for
responsive records is initiated by program staff. All requests are handled on a first-in,
first-out basis.

We will address your request for a fee waiver when we ascertain from program staff that
the cost of the billable FOIA services will exceed the Agency’s threshold,

Your request has been assigned #10-00870-FOIA. You may check on the status of your
case by going to our FOIA webpage at hitp://www2a.cde.gov/od/foiastatus and entering
this number. The fiscal year is the first two numbers and the request ID is the second set
of numbers.

Sincerely,

Freedom of Information Act Office
Office of the Chief Information Officer
(404) 498-1580

Fax ling (404 498-1575

Re: water flnoridation
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Bili Osmunson DDS, MPH

President, Washington Action for Safe Water
www.washingtonsafewater.com

1418 - 112" Ave NE

Bellevue Washington 98004

425.466.0100

bill@teachingsmiles.com
June 14, 2010

F

Frederick J. Sadler

Director, FOI Staff

5600 Fishers Lane (HFI-30)

Rockville, MD 20857 telephone number: (301) 827-6567 fax number; (301) 443-1726

Re: Freedom of Information Act Request
Dear Sir;

This is a request under the Freedom of Information Act for the following information to
be provided to me:

#1.  Records (digital if possible) of the e-mail exchange on or about May 21, 2010,
between Ned Therien and John V, Kelsey, DDS, MBA, Dental Team Leader, Division of
Dermatology and Dental Products, FDA. These emails appear to indicate that the “FDA
has relinquishcd any authority it might have for regulating fluoride levels in tap water
under the memorandum of understanding with EPA.” (WBOH)

#2,  Records, reports, papers, meeting minutes, correspondence with dates and names
and/or clarifications of the MOU 225079-2001

http://www.fda, gov/AboutFDA/PartnershipsCollaborations/MemorandasfUnderstanding
MOUs/DomesticMOUs/ucm 116216.him between the EPA and FDA,

#3.  Records available providing Congressional approval for the FDA to relinquish
drug regulatory approval (NDA) for fluoride in drinking water when the substance is
intended to prevent disease and defined by the FD&C Act as a drug.

#4.  Records the FDDA has available providing Congressional approval for the EPA to
assume jurisdiction and authority for the responsibility of substances intended to prevent
disease when sold in public water systems. Which action by the EPA would appear to be
in stated violation of the Safe Drinking Water Act.

#5. Records of whether the MOU 225079-2001 is intended to only apply to
substances (0 make water safe and for foods as stated in the MOU, or whether the MQU
includes drugs, substances used with the intent to prevent disease.
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#6.  To include any records, action, minutes of meetings, reports, conclusions, lists of
literature research, names of senior FDA toxicologists, past and current, assisting the
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MOU related to toxicological decision. In other words, records that the following MOU
terms of agreement have and are being met, MOU “IIL Terms of Agreement; (B)(2)(a, b,
¢)" providing “assistance in conducting literature searches related to toxicological
decision making. ¢) To provide a senior toxicologist to help EPA devise new proceduras

and protocols to be used in formulating advice on direct and indirect additives to drinking
water™.

#7.  Records the FDA has of Congressional Authority which exempts drugs when
combined with public water from the New Drug Application regulatory process and
FD&C Act and authorizes the FDA to relinquish drug regulatory jurisdiction.

#8.  Records of whether the MOU 225079+2001 was between the Food section or
Drug section of the FDA and the EPA.

In order to help to determine my status for purposes of determining the
applicability of any fees, you should know that I am the President of Washington Action
for Safe Water, not for profit, and I request a waiver of all fees for this request.

Disclosure of the requested information to me is in the public interest because it is
likely to contribute significantly to public understanding of the operations or activities of
the government and is not in our commercial interest, The information will be used in
creating new regulations for water safety in Washington State.

If fees cannot be waved, please provide a list of documents and the costs
associated with each, I request that the information I seek be provided in electronic
format, and I would like to receive it on a personal computer disk or a CD-ROM or email
to bill@teachingsmiles.com or US postal service to the address below,

Thank you for your consideration of this request.
Sincerely,

Bill Osmunson DDS, MPH

President, Washington Action for Safe Water
www,washingtonsafewater,com

1418 - 112" Ave NE

Bellevue Washington 98004

425.466.0100

bill@teachingsmiles.com

Faxed to FDA 301-443-1726 or 301-443-1719
cc Ned Therien, WBOH ned.therien@doh.wa.gov

John V. Kelsey, DDS, MBA, FDA john kelsey@fda.hhs.gov
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Regulation of Bottled Water

Statomant of

Jgshuwa M, Shaefsteln, M.D.

Priagipal Deputy Commissioner of Food and Drugs
Food and Drug Adrministration

Departrment of Health and Human Sarvices

before

the Subcommittes on Qverslight and Investigutians
House Cormmittes on Energy and Commerce

July 8, 2009

INTRODUCTION

Good morning Me. Chairman and Members of the Subcormmittes. I am Joshua Sharrsteln, Principal Deputy Commissioner of Foed and Drugs af the
Faod and Drug Administration (FOA or the Agengy), which Is part of the Department of Health and Human Services (MHS). Thank you for the
opportunity to discuss with you today the cequlation of battled waoter.

Battled water 15 an (ncreasingly popular beverage, According Lo the Beverage Marketing Corporation, the amount of bottled wister consumed in the
United States has doubled over the past 10 yoars, Specifieally, Bebween 1998 and 2008, the average per caplta consumption of bottled watir hasg

increased from 14.7 to 28.5 galions,

A nossIbie indicator of bottied watcr's popularity is the volume of guestions about bottled water caming Inte FIAA's regulatary and cansumer
informution staff, People frequently contact us to ask questions such as: Who regulates hottled water? How i3 it requiated? I bottled water
tested and (nspected? My testimany will summarize FDA's approach to regulating battied water. 1 wlll caver such topics as our legal authority to
regulate bottied water, what regulations and guidance are in place, and Inspections,

FDA REGULATION OF BOTTLED WATER

In the United States, bottled watar and tap water are regulated by two different agencies: FDA regulates bottled water and the Environmental
Pratection Agency (EPA) regulates tap watar, alsa referred to a5 munlelpal water or publlc drinking water. EPA's Office of Ground Water and
Drinking water has Issued extensive regulations on the production, distribution and quailty of pubkc drinking water, (ncluding regulations on source
water protection, aperatien of drinking water systems, contaminant levels, and reparting requiremaents,

Undar pur statutory authorlty, FDA reguiates bottled water as o food, The Federal Food, Drug, and Cosmetie Act (FDAC Act or the Act) pravides
FDA with broad regulatory authority aver food that is Introduced ar delivered Into interstate commerce. Under the FREC Act, manufocturers are
responsible for producing safe, wholesarne and truthfuily labeled food products, including bottled water products, 10 is o violation of the law to
introduge into interstate commerce adulterated or misbranded products that violate the various provisions of the Act.

FDA has establishied speeifle regulations for bottled water in Title 21 of the Code of

Federal Regulations (21 CFR). These regulations Include standard of ldentlty regulstions in 21 CFR § 165.110(a), that define different types of
bottled water, such a5 spring water and mincral water, and standard of quality regulations In 21 CFR § 165.110(b), that establish allowable lavels
for chemical, physical, micrablal and radiclegical contaminsnts In bottled water. FDA also hag estbblished currént Good Manufacturing Practice
{cGMP) rogulations for the processing and bottling of bottled drinking water In 21 CFR part 129, Labeling regulations (21 CFR part 101) and ¢GMP
regulations (21 CFR part 110) for foods In genaral also apply to bottled water.

Current Good Manufacturing Practice Rogulations -- These regulations require thit bottied water be safe and that it be processed, bottied,
held and transparted under sanltary conditigns. Processing practices addressed in the cGMP regulations Include protection of the water source
{rom contamination, sanitation at the bottling facillty, quallty contral to ensure the bacteriological and chemical safaty of tha water, angd sampling
and testing of source water and the fingl product far microblological, enemical, and radiological contaminants, Bottlers are raquired to maintain
source approval and testing rocords to show to goverament inspectars. Checking adherence te part 129 regulations |15 an important part of FDA
inspections of bottled water plants,

Standard of Identity Regulations -- Under the standards of identity regulation at 21 CFR 165,110(a), FRA defines bottled water as water that is
intended for numan cenrsUMpPLen and that Is sealed In bottles or other contalners, with no added ingredients except that it may contain safe and
sultable antimigrebial agents, Fluaride atss may be added within the limits sat by FDA. The name of the food (s "bottled water” or "drinking
water." FDA slso has defined various other types of bottled water, such 8% "artesian water," "arteglan wall wator,” "ground watee," "minars
water," "purified water," "sparkling bothled water," and "spring waker,”

Bottled water labeled with any of these terms must moet the sppropriste definitlons cndar the standard af identity or It will be cansiderad
mishranded pnder the FDRC Act, For example, a bottle [abeled a5 containing "mineral water” must meet the follawing ceiterlo, amang ethers: the
waler tmust contain no less than 250 parts per million (ppmy} total dissalved sollds; 1€ must came from & geologically and ghysically protected
underground water Source; and it must contain no acded minerals, "Mineral water” also moest have a constant level and relative proportions of
minerals and trace elements at the polat of emergence from the source, with due account belng taken of ratural fuctLation cycles. FDA
astablished Its definltions for different types of bottlod water In 1998, These preempted state definltions existing at that time, some of which
varied from state to state, We have pravided, In an appendix to our testimeny, a table which provides several of these definitions.

Standard of Quolity Regulatlons -« Under the standard of quality regulation at 21 CFR 165.110(b), FRA cstablishes allowatie levals for
contaminants in botted water, There sre midroblatoglcal standards that set allewable coliform lgvels; physical standards that sot allowable lovels
for turbidity, color and odor; and radiploglcal standards that set fevels for radium-226 and radium-228 activity, alpha-particle activity, beta particle
and photon radioactivity, and uranlum. The standard of quallty also Includes allowable levels for more than 70 different chamical contaminants,

Section 165,110(b) nlgo lsts methods that FDA will use to determing whether bettlod water samples comply with the quallty sthndard, Boettlers are
not required to use these methods In thelr own facliitlies; alternate mathods are acceptable. Whatever method they use, bottlers are responsible

http://www.fda,gov/NewsEvents/Testimony/uem170932,him 6/22/2010



2010-07-12 11:0 963 »>» 425 776 8081 P 12/19

T i

for ansuring that their bottled water can pass the tests wsed by FDA In ite own iaboratories, should testing be performed by FDA.

wnat happens if bottled water contalng o substance st b level greatar than that allowed undar the quality standard? Sectlan 165.110{c) states that
when the micrablolagleal, physical, chemical ar racdislagical quality of bottied water |s below that prescritied in the quality standard, the label of the
bottied water bottlé must contain & staterment of substandard quallty such a3 "Containg Excessive Bromate," "Contains Excassive Bacterfa," or
"Excessively Radicactive." Such labels solely Indicate to the consumer that & quality standard hag net boen met,  We are not awbare of lirms that
currently are avalling themselves of thelr option to use such a disstaimer on the label. Bven If such 8 labaling statement |5 used, labels cannot be
used to ameliorate foad safety deficlencies. Regardless of whother bottled water bears a statemeant of substandard guallty, it is consldered
adulterated IF It centains a substande at & level consldered Injurious to health under section 402(a)(1) of the FD&C Act.

Anether natewoethy point about sectlon 165,110 is that it allews for the use of safe and sultable antimlcrobisl agents such as ozong, FDA does nat
specifically require that bottlers use anlimicrablal agents in bottled water as long as the water s gafe for human consumption.

Inapection of Bottled Wator Plants

FOA menltors and inspects bottied water products and processing plants as part of Ity gonerat food safety program. Because FDA's experience
gver the yoars has shawn that bottied woter has o good safety record, bottled water plants generally are assigned a retatively low priority for
inspactlon. The Apancy, howevar, ingpects vialative firms more frequently, depending en the number, significance and recurrence of viglations, In
addition, FOA's flald afflces follow up on cansumer and trade complaints and othor leads, as appropriate, on potentlally violative bottled water
praducts.

In Flseal Yoars (FY) 2007 snd 2008, FDA and state agencies under contract to FOA conducted 412 and 468 Inspections of bottled water facllitles,
respectively. In the first nine months of FY 2009, FRA and state contract agencies have conducted 253 Inspections,

Infermation about what FDA Inspectors ook for durlng inspoctlons gerarally s faund In the Investigations Operations Manual published by FOA's
Office of Regulatory Affairs (ORA), and mare detalled infermation about Inspections of hottled water facilitics is found in the Guide to Inspections of
Munulacturers of Miscellaneous Food Products, Velume 11, Spocifie terms maentloned In the Inspectlon gulde for bottled water citablishments
includa: 1) verlfying that the plant's product water and operational water supply are obtained from an approved source; 2) chacking whether any
soyurce claims on the label comply with the definitions in 21 CFR 165,110(a); 3) Inspecting wazhing and sanitizing procedures; 4) Inspecting the
filling, capping, and sealing cperations; and 5) determining whether the firms analyz2e their source water and product water far the chemical and
micrablalogicat contaminants listed (n 21 CFR 165,110(b), agcording to the required schodules.,

Sampling ond Tosting

Az with other types of food, FDA perlodieally callacts and analyzes ssmples of bottled water, Samples come from sevaral different sources, Somo
sampies are collected durlng inspections If the inspector's observations warrant collectlon to test for contaminants or if the bottled water facility
has a previous history of contarmination, Other samples are collected In respanse ta trade or consumer complaints, Finally, samples of farelgn

bottled water products offered for entry Into the United States may be collected and tested ta determine if thay are in compliance with all
applicable 1).5. laws and FDA regulations.

FDA laboratories may test the water for microblological, radiological or chemical contamination, Individual samples arg not tested for all possible
contaminants cited in the quality standard, but far selected contaminants, depending on the reason for the sampling, Far example, suspectad
micrablological contamination may result In microbiclogical analysls. (Mowever, as noted, battlers are required to maintaln testing records to show
to government inspectors for all the contaminarits in the quality standard.) FOA also may raview the labeling on bottled water samples.

State and Local Rogulations

1n addition to FRA, stato and local governments Blso regulate bottled water, FDA relles on state and iocal government agencles to apprave water
sources for safety sad sanitary quality, as specifled in part 129.3(a), The International Bottlod Water Asgoclation (IBWA) also has doveloped &
model code of regulations that Its marmbers must fallow.

Developing Now FOA Rogulations
It 15 Important to note that under sectian 410 of the FDRC Act, FIA must follow specifie instructions on establishing quality standard reguistions for
batticd water in rosponse 1o regulatery developments at EPA concerning public drinking water.

Under section 410, when EPA establishes now maximum ¢ontaminant [evels (MCL) or treatment teehnlgues far conthrminants in public drinking
water as part of & Netional Primary Drinking Water Regulation (NPDWR), FRA |5 required to establish a standard of quality requlation for the same
contaminants in bottled water, or to make o finding that such a regulation IS not negessary to protect the public health because the centaminant is
not prasent In water used for battled drinking water, For treatment techniques, section 410 requires that bottled water be subject o requirerments
no less pratective of the public health than these applicable to water from public water systems using the technigues required by EPA's NPDWRS.
If FDA udepts an allowable level under the quality standard regulations, the evel in hottled water must be no less stringent than EPA's MCL for
drinking woter: FRA's regulation must have the same effactive date as EPA'S regulation and be published no fater than 180 days before the
effeetive date,

FDA has generally adopted EPA's MCLs for contaminants In public drinking water as allowable lavels for Lhe same contaminants in the quallty
standard regulations for bottled water, Howsver, In some cases, FDA standards for bottled water differ from EPA standaecds far public drinklng
wator, Lead is an example, 1n 1991, EPA adopted a requirement that public water systems treat thelr water to reduce lead when lead levels
consistently exceed 15 parts per billion (ppb), The 15 ppb level took Into sccount the fact that lead appears in public driniking whter from corresion
of publle water distribution systerms and residential plumbling. However, leaching of lead from distribution systems [s not a facter for bottled water
and, based on Its survey dota, FRA concluded that bottlers can reqadily produde bottled water products with lead lovels below 5 pplb, In 1994, FDA
adopted an allowable lovel for lead st & ppb as 4 bottled water guality standard reguiation. This actlen was consistent with FDA's goal of reducing
consumers' axposure ta lead In drinking water to the extent practicable,

Rocont Rogulatory Actlvitios

In recent years, FOA has promulgated 8 number of guallty standard regulationz for bottled water In response to EPA regulatory activity, 1n March
2001, FDA adopted EPA'S MCLs and maximum residual disinfectant levels (MRDL) for four disinfection bypreducts {bromate, chiorite, halgacetic
aclds and total trinalgmethanes) and for three disinfectants {chloramine, chlortne and chlorine dioxide), respectively, as allowable levels in Its
standard of guality rogulations for battlad water, with the same effective date as that for EPA's regulations for the same contaminants in public
drinking watar,

[n Mareh 2003, FDA 1ssued & final rule that amendad Its quality standard for bottled water by adopting EPA's MCL far ursnlum public deinking water
as the allowable level for the same ¢ontaminant in bottled water,

In June 2005, FIA )ssued a final rule thet amended Its bottled water quality standard regulatiens by revising the existing nllowable level for the
contaminant arsenic, The rovised allowable level for arsenic In bottled water 15 the same as EPA’'S MCL for arsenlc In publle drinking water,

This yoar, on May 29, 2009, FDA published a final rule In the Federal Reglster (74 FR 25664), to require that bottled water manufacturers test
source water for total collform, and to require, If any coliform organisms are detected, that bottled water manufacturess determine whether any of

http://www.fda.gov/NewsEvents/Testimony/ucm170932, htm 6/22/2010
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Food and Drug Adminlstration
Silver Spring MD 20893

Bill Osmunson, DDS, MPH 6/30/2010
President, Washington Action for Safe Water In Reply refer to:
1418 112" Ave, NE FOI# 2010-4601

Betlevue, WA 98004

Dear Requester!

——

This is in response 10 your request for record(s) from the Food and Drug Administration pursuant to the Freedom of
Informuntion Act regarding:

ITEM 3 - RECORDS RE: CONGRESSIONAL APPROVAL FOR FDA TO RELINQUISH DRUG
REGULATORY APPROVAL FOR FLOURIDE IN DRINKING WATER

ITEM 4 - RECORDS RE: CONGRESSIONAL APPROVAL FOR EPA TO ASSUME JURISDICTION AS
RELATED TO PUBLIC WATER 5YSTEMS

ITEM 7-RECORDS RE; CONGRESSIONAL AUTHORITY WHICH EXEMPTS DRUGS WHEN COMBINED
WITH PUBLIC WATER FROM NDA REGULATORY PROCESS

A search of our system for the requested record(s) was conducled and no records were located. Therefore, we have
no regsponsive records,

Please note - Some of the information you have requested {i.e. Legislative History re: Safe Water Drinking Act, and
subsequent Amendments, are publically available; most likely through the Library of Congress.) As for Regulatory
authority, please reference the Code of Federal Regulations (CFR) as they relate to the Safe Water Drinking Act,
Last, with regard to MOU 225-79-2001, please see: www,FDA rov for more information,

While we believe that an adequate search of appropriate files was conducted for the records requested, you have the
right to appeal this finding that no records exist. Your appeal should be mailed within 30days from the date of this
letter, to the Deputy Assistant Secretary for Public Affairs (Media), Room17A-46, 5600 Fishers Lane, Rockville,
Maryland 20857. Clearly mark both the envelope and your letter - Freedom of Information Act Appeal.

Reproduction—50.008¢arch=546,00 Review=30,00 Fiche=50,00 Other=30.00 Total=500,00

The above total may not reflect final charges for this request, and you may receive responses from other parts of the
Agency, Please do not send payment unless you receive an invoice,

All communications concerning this request should be identified with the reference number above and addressed as
follows:

Food and Drug Administration
Freedom of Information Staff, HFI-33
5600 Fishers Lane (Room 6-30)
Rockville, MD 20857

C-:'-"—‘-“» “Sincerely Yours 3
m

Critetlenrikson
Office of Legislation
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Regulation of Bottled Water
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the colifprm organisms are Escharichia coli (B, coll), an Indicator of fecal contamination, £DA's final rule also amends [ts bottled water regulations
to require, If any coliform organisms are detected In finished bottled water products, that bottled water manufacturers determine whether any of
the coliform erganiams are E. coll.

Bottled water contalning £, ¢eli will Be censldaersd aculterated, and source water contatntng E. coll will nat be considered to be of a safg, sanitary
quality and wlil be prohibited from use In the produckion of sottled water, FDA |5 also requiring that, before & bottler can use Source water from &
source that has tested positive for £, ¢oll, the bottler must take appropriate measures Lo rectify or eliminate the cause of £, coll contamination of
that source, and that the bottler must keep records of such actions, Existing regulatery provislons require bottled water manufacturers to keep
records of new tasting required by this rule. The rule I5 etfective on December 1 of this year,

15SUES REGARDING FDA'S REGULATION OF BOTTLED WATER

Gonaral Accountabllity Office (GAQ) Repart

FOA has worked with GAO to provide Information and assist with thelr investigation into bottled water regulation, and we have provided respanses
to their draft report. FOA Is aware Lhat the forthcoming GAG report highlights & number of challenges that the Agency faces In requlating bottled
water,

whilg FDA has nat seen the final version of the report, we understand that key concerns Include that FDA currently does not have the abillty to
require the gubmission to the Agency of resuits from the testing conducted by and an behalf of bottled water manufacturars, and that FDA does not
have speciflc authority to mandate the use of certified taboratores, These concerns are al least partially addressad by recent and pending
leglslation, as we discuss lator below,

while GAO found FDA’s standard of quality regulations generally eguivalent to EPA regulations, 1t neted that FRA has net yot set & standard for di
(2-ethyinexyl)phthalate (DEFP). GAQ alsq faund that FDA labeling regulations for hattled water pravided for Jess Information abaut the sources
and quality of water than that required by EPA for municlpal systerns. On these two Issues, we understand that GAQ will recommend that the
Secretary of HHS dirpet the Cornmissioner of FDA to: ‘

» Issue a standard of guallty regulation for DEHP or publish In the Federal Register the Agency's reasons for nat doing o within 180 days of
the conclusion of Its task force study on the 1ssue.

» Implerment FDA'S findings on metheds that are feasible for conveying Informatlon about battled water to customers, such s, at a minimum,
reduiring that companles pravide on the label contact Information directing customers how o obtaln comprehensive information. Should
FDA determine It acks the necassary autharlty to Implement it Mradings, it should seek leglslation to abtaln such authorty.

DEHF

In the cage of DEHP, FDA propased In a 1693 Faderal Register notice to adopt EPA'S msximum contaminant lavel for this chemical In tap witer a8
the allowable levet In the bottled water quallty standard regulations, A comment to this propasal pointad out that this ehemical 1s permitted under
the FOAC Act for use in certaln types of food contalners and closures, The comment ralsed the concern that lawtul uses right result In levels of
DEHP that would cxceed the allowable lavel, Therefore, FDA's final rule published on March 26, 1996, stated that the Agency was ¢eferring finat
actlon gn the proposed allowable level for DEHP in bottled water,  FLA agrees with GAQ that It should make & decislon regarding establishing a
level for DEHP In bottlied water, At this time, therelore, FOA has decided to move forward on making such a decislon and has begun the dedision
making protiss,

Eottiod Water Foosibllity Study on Additlonal Dlsclosures to Consumers

under the Safe Drinking Water Act Amendments of 1996, sectlan 114(b), FDA was reauired to publish for natice and commient & stucly on the
feasibility of approprinte methods ef infarrming Gensumers about the contents of bettled water. FOA published a notlce requesting comments on
this Issue in November 1997 and a deaft feesibllity study in February 2000, Based on these comments, FRA pubtished o firal stucy report on
August 25, 2000 (65 FR 51833). The final study report avaluates Informatien recelved from the commaents ang Identifies apprepriate and feasible
methods for convaying [nfarmation sbout the contents of bottled water to gonsumers, FDA belleves It is feasible for bottled water manufaciurers to
provide consumers with additlonal Informatien on battled water comparable to the data provided by municipal water systems, HMowever, the FORG
Act does not provide FIA with the sutharity te require bottled water manufacturos Lo disclose sueh information,

Food Safoty Enhancoment Act (FSEA)

FDA believes that the tegislation currantly belng developed by the Energy and Cammorse Cemmittee takes some positive steps (n providing
adgitional authority that wili help to fill some of the gaps identlfied by GAQ, Specifically, section 102 pravides for food safety plans, hazard
analyses and preventative contrals that will complement FRA's ¢GMPs far bottled water facliities, For forelgn-produced bottled water, FIEA
roquiros irmportees to Fegister with FLA and Lo comply with pood Importer practices, and glves FDA the authority to require cortification as o
eandition of impartation, (n Zartain instances.,

FSEA also provides FDA with the autharlty te establish sclence-based performance standards in section 103, toutine sceess to records (sectien
106}, and stronger criminal and civil panaltes for violations of the FD&C Act (sections 134 and 135).

Finally, we nota that upan implementation of the Reportable Food Reglstry pravisions of the Food and Drug Administration Amendments Act of
2007 (PL 110-85), which FDA anticlpates in early fall, bottlaes will be required to repert the results of tests showing that products In comrmerce
pose a threat of serlous adverse hanlth consequences or death,

GONCLUSION

FOA repulates bottled water as a foed under the FRERG Act and |s respenslble for ensurlng that bottled waker 1§ safe and truthfully (abeled, Specific
FOA regulations for bottled water cover cGMPS for bottled water production and standards of Identity and quality. Recent regulatory activity
includos adoption of maxlmum sllowable levels for critical contaminants, insluding certaln disinfestants and glsinfection byproducts, uranium,
arsenic, and the sgoptlan of testing and remediation requirements for the preventlon of £.coff contamination,

FoA wiil carcfully conslder the conclusions of the GAQ repart and factor thelr findings into our future regulatory decisions, We will alsa continue to
work with the Committae in your effarts to craft a bill that enhances food safety.

Thank you far the opportunity to testify,

http:/fwww.fda.gov/NewsEvents/Testimony/ucm170932 . htm 6/22/2010
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APPENDIX
Table 1, Various types of bottled water,
TYRE DEFINITION
Artesian  Watar from a well tapping a confined aguifer In which the water lovel stands at sorne height Bhove the top of the
water aquifer.

Mineral Water  WaLeF containing not less than 250 ppm total dissolved salids that orginates from a geologlcally and physically
protected undariround water source, Minoral water |5 charactorized by constant levels and relative proportions of
minerals and trace elements at the source. No minerals may be agded to mineral water,
Purified Water Water that is produced by distlllation, delenization, reverse a5smasis or other sultable processes and that meets the
definltion of “purtfied water" In the U.S, Pharmacapeia, 23d Revislon, Jan, 1, 1895, As pppropriate, alsg may be
colled “damineralized water,! “delonized water,” "distilléd water," and "reverse osmogls water,”
tparkling Water that, after treatment and possible replacement of carbon diexlde, contalns the same amount of carbon dioxide
Bottled Water that It had at emergence frorn the source,
Spring Water  Water derlved fram an underground formatian fram which water flows naturally to the surface of the earth at an
Identified location. Spring walker may be coliected al the spring oF through a bore hole tapping the underground
formation feeding the spring, but there are additlonal reguirements for Lse of 2 bore hole,
(For camplete reguiatory definitions, see 21 CFR 165.110(a)(2).)
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;f, UG, Deprartmont of Health & Human Services

m U.S. Food and Drug Administration

Home » About FOA » Partoershins. & Collaberations » Memaranda of Wnderstanding (MOus)

About FDA
MOU 225.79-2001
Memorandum of Understanding

Batwesan
The Environmental Protoction Agency

and
The Food and Brug Administration

1. Purpose;
This Memorandum of Understanding establishes an agreement betwaen the Environmental Protectlon Agency (EPA) and the Food aad Drug
Administration (FDA) with regard to the contral af direct and indirect additives to and substances in drinking water,

EPA and FOA agree:

A. That contamination of drinking water from the use and application of dirgek and indirect additives and other substances poses a potentlal pubic
health problem;

&, That the scope of the additives prablam In terms of the health signifigance of these contaminants In drinking water is net fully known;

C, That the possitility of overlapping jurisdiction between ERA and FDA with respect to cantro! af drinking water additives has been the subject of
Congressional as well as public concern;

D. That the authority to control the use and application of direct and indirect additives o and subsstances In drinking water should be vested in a
single requlatory agency to avoid duplicative and Inconsistent regulation;

E. That EPA has been mandateg by Cangress under the Safe Drinking Water Act (SDWA), as amended, to assure that the public is provided with
safe drinking water;

F, That EPA has been mandated by Cangress under the Toxic Substances Control Act {TSCA) to protett againgt unreasonable risks to health and
the environment from toxle substances By raquiring, Inter iy, testing and necessary restrictions on the use, manufacture, processing, distribution,
and disposal of chemical substances and mixturas)

. That EPA has heen mandated by Congress under the Federal Insecticicle, Funglcida, and Rodenticide Act (FIFRA), as amended, to assure, inter
alla, that when used properly, pesticides witl perfarm thelr Intended function without cauging unreasonable agverse effects on the environment;
and,

H, That FDA bas been mandated by Congress under tha Federal Food, Drug, and Cosmetle Act (FFOCA), as amended, to protect the public from,
inter allg, the adulteration of fasd by food additives and polsgnous and deleterious substonces,

It is the Intant of the parties that!

A. EPA will have respansibilty for dirsct and Indirect additives to snd other substances in deinking water under the SOWA, TSCA, end FIFRA; and,

8, FOA will have cospansibllity for water, and substances In water, used |n food and for food processing and rosparsibility for bettied drinking water
under the FFDCA.

I1. Background:
A, FOA Legal Authority

"Food" means articles used for foed or drink For man or other animals and compenents of such articles, (FFDCA Section 201(f)). Under Section
402, inter alia, a tood may hot cantaln any ndded peisanous or deleterious substance that may render & Injurious ta health, or be prepared, packed
or handled under unsanitary conditions. Tolerances may be set, under Sectlon 406, Imiting the quantity of any Substhnce which is required for the
sroduction of food or cannot be avolded in food. FDA has the authority under Section 409 to issue foad additive regulations appreving, with or
withaut conditlans, or denylng the use of a "food additive,” Thet term |5 defined In Section 201(s) to 1nclude any substance the intended use of
which results or may reasonable be expected to result, directly or indirectly, In Its becoming a component of otherwise affecting the characterlstics
of any foad, If such substonce is not ganerally recegnized as safe.

in the past, FDA has consldernd drinking waoter to be a foad under Section 201{1), However, both parties have deterrnined that the passage of the
SDWA In 1574 (mplicltly repealed FDA'S nuthorlty under the FFRCA over water used for drinking water purposes, Under the axprass provisiens of
Saction 410 of the FFOCA, FDA retalns autharity aver bottled drinking water, Furtharmors, &)l watar used In food remains a food and subject to the
pravisions of the FFDCA, Watsr used for food processing is subject to applicable provisions of FFDEA. Mareaver, bll substances in water used In

http://www.fda.gov/AboutFDA/PartnershipsCollaborations/MemorandaofUnderstandingM... 6/17/2010
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food are added substances subject to the provisions of the FFOCA, but no substances added to a public drinking water system befora the water

enters a foed processing establlshment will be consldered a food additive.

B. EPA Legal Authority

The SDWA grants EPA the suthority to contral contaminants In drinking water which may have any adverse offect on the public health, threugh the
ostabllskment of maximum contaminant levals (MCLs) or trentmént technlques, under Section 1412, which are applicable to owners and operators
af public water systems, The expressed intent of the At whs to give EPA excluslve controt over the safety of publlc water supplles, Publlc water
systems may also be required by regiation to conduct monitoring for unreguiated contaminants under Section 1445 and 1o issue public netification
of such levels under Sectlon 1414(c).

EPA's direct authority to control additlves to drinking water apart from tho existence of maximum contarminant levels or treatment technigues Is
limited to Its emargency powers under Section 1431, However, Section 1442(b} of the Act autharlzes EPA to "collect and make avallable
Infarmation pertaining te researgh, Investigations, and demonstrations with respect o providing & dependably safe supply of drinking water
together with appropriate recommendations therewlth,"

TSCA glves EPA authority to regulate chemical substances, mixtures and wunder somg circumstangos, artlicles centalning such substanges or
mixtures, Section 4 permits EPA to require testing of a chemigal substance or mixture pased on possible unreasanable rigk of infury 19 haalth or the
envirgnment, or on sighificant or substantlal human or environmental exposure while Section 8 enables ERA to require submission of datd showing
substantial risk of Injury to bealth ar the environment, axisting health and safety studles, and other data, For new chemlcal substances, and
significant now pies af existing ehemical substances, Section 5 requires manufocturers to provide EPA with pre-manufacturing notice, Under
Sectlon 6 the manufacture, processing, distributlon, use, and disposal of a chemical substnge of mixture determined te be harmful may be
restricted or banned. Although Section 3(2)(B) of TSCA excludes from the definition of "chemical substunce” food and food additives as defined

under FFDCA, the Impliclt repeal by the SDWA of FDA's authority ever drinking water enables EPA to regulate direct and Indirect additives to
drinking water a5 chemical substances 2nd mixtures under TECA,

The FIFRA requires EPA to set restrictions on the use of pesticldes to assure that when used properly, they will not cause unreasonable adverse
offacts on the environment, £RA may reguire, inter alia 1abaling which spocifles how, when, and where a pesticide may be legally used. In additen,
EEPPA has, under Section 409 of the FFDCA, required FIFRA reglstrants at times to obtain & feod additive tolerance before ustng a pesticide in or
arpund a drinking water source, Such tolerances establish further restrictions on the use of a pesticide which are enforceable agatnst the water
supplier 35 well as the reglstrant of the pesticide,

II1. Terms of Agreemaent:
A EPA's rosponsibllities are as follows:

1. To establish appropriate regulations, and to take appropriste moasures, under the SOWA angfor TSCA, and FIFRA, 1o contral direct additives to
drinking water (which encompass any substances purposely added to the wator), and Indirect additives {which encompass any substance which
might leach from paints, coatings or other matarials ds sn incidantal result of drinking water contact), and ather substances,

2. To establish appropriate regulations under the SDWA ta limit the concontrations of pasticldes in drinking water) [he limithtiong on concentrations
and types of pesticides in water are presently set by EPA through tolerances under Section 409 of the FFRCA,

3. To continue to provide technlcal asslatance in the form of Informal advisory opinlons on dreinking water additives under Section 1442(b) of the
SOWA,

4, To conduct and require research and monitoring and the submilssion of data relative to the problorm of direct and indireet additives in drinking
water In grder to atcumulate dats concerning the health risks posed by the presence of these contaminants in drinking water.

B. FDA'S regpansibilltios are as follaws:

1. To take appropriate requlatary action under the authority of the FFRCA Lo contral bottled dirinking water and water, and substanges in water,
used In food and for food processing,

2. To provide assistance to EPA to facllitate the transitlon of respansibllities, Including:
#) To revigw exlsting FDA appravals In order to identify their applicabllity to additlves In drinking water,
b) To provide a mutyatly agroed upan loval of assistance in sonducting litarsture searches related to toxleofoglcal deelsian making.

) To provide a senior toxicelogist to halp EPA devise naw procadures and protosols to be used in formulating advice on dirgct and Indirgct
additives to drinking water,

IV. Duration of Agrasment:

Thiz Memarandum of Understanding shall continue In offeet unless mod(fled by mutusl consent of both partios or terminated by cither party upon
thirty (30) days advande weitten notice to the athar,

This Memorandum of Understanding witl become effective on the date of the last signature,

Approved and Accapted Approved and Accepted

far the Enviranmental Protection Agency for the Food and Drug Adminlstratlon
Signed by: Douglas P, Costie Signed by: Donald Kennedy
Administrator Administrator

Etvirgnimental Perotection Agency Feod ard Drog Adminigtration

Date: June 12, 1979 Date! June 22, 1979
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