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REGULATION OF BOTTLED WATER

WEDNESDAY, JULY 8, 2009

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON COMMERCE, TRADE,
AND CONSUMER PROTECTION,
COMMITTEE ON ENERGY AND COMMERCE,
Washington, DC.

The subcommittee met, pursuant to call, at 10:04 a.m., in Room
2123 of the Rayburn House Office Building, Hon. Bart Stupak
[Chairman of the Subcommittee] presiding.

Members present: Representatives Stupak, Christensen, Walden,
Burgess, Blackburn and Barton (ex officio).

Staff present: David Rapallo, General Counsel; Theodore
Chuang, Chief Oversight Counsel; Stacia Cardille, Counsel; Anne
Tindall, Counsel; Scott Schloegel, Investigator; Jennifer Owens,
Special Assistant; Ken Marty, HHS-OIG Detailee; Lindsay Vidal,
Special Assistant; and Jen Berenholz, Deputy Clerk.

OPENING STATEMENT OF HON. BART STUPAK, A REPRESENT-
ATIVE IN CONGRESS FROM THE STATE OF MICHIGAN

Mr. STUPAK. This meeting will come to order.

Today we have a hearing titled “Regulation of Bottled Water.”
The chairman, the ranking member and the chairman emeritus
will be recognized for 5-minute opening statements. Other mem-
bers of the subcommittee will be recognized for 3-minute opening
statements. I will begin.

Food safety is an extremely important issue that this committee
has held nearly a dozen hearings on over the past 2 years. Time
and again we hear from individuals who want more information so
they can make wise decisions about what they eat and drink. My
constituents are no exception. Today’s hearing on bottled water hits
close to home. My vastly rural district in northern Michigan con-
tains more shoreline than any other Congressional district except
Alaska but we have a keen awareness of water quality issues.
Michigan is also home to a large bottled water facility in Mecosta
County that has not been without controversy over the years.

In 2008, Americans consumed 8.6 billion gallons of bottled water.
Bottled water is a billion-dollar-a-year industry with sales up more
than 83 percent this decade. Many Americans believe that the
water they drink from a bottle is healthier than the water that
comes from their faucets. The Water Research Foundation found
that nearly 56 percent of bottled water drinkers cite health and
safety as the primary reason they choose bottled water over tap
water. As a result, Americans are willing to pay top dollar for bot-
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tled water, which costs up to 1,900 times more than tap water and
uses up to 2,000 times more energy to produce and deliver.

Over the past several years, however, bottled water has been re-
called due to contamination by arsenic, bromate, cleaning com-
pounds, mold and bacteria. In April, a dozen students at a Cali-
fornia junior high school reportedly were sickened after drinking
bottled water from a vending machine. Consumers may not realize
but many of the regulations that apply to municipalities respon-
sible for tap water do not apply to companies that produce bottled
water. I would like to put up a chart that outlines some of these
differences.

[Chart.]

For example, municipal tap water suppliers are required to tell
their consumers within 24 hours if they find dangerous contami-
nants that exceed federal levels but this requirement does not
apply to bottled water companies. Certified laboratories must be
used to test tap water but bottled water has no similar require-
ment. Tap water suppliers provide their customers with annual
consumer confidence reports that detail the sources of their water,
any contamination found, the likely cause of contamination and
any potential health effects. Bottled water distributors are not re-
quired to provide this report to consumers. Instead, bottled water
consumers rely on limited information found on labels and in some
cases on company Web sites.

Some companies exacerbate this problem by exaggerating claims
about the health benefits of their products. For example, Poland
Springs explains the history of its water by saying, “When Joseph
Ricker was revived from his deathbed, reputedly by drinking the
spring’s water and lived another 52 years, the water’s health bene-
fits became legendary.” Mountain Valley Water Company provides
similar accounts of its water, stating “Clinical tests at hospitals in
New York, St. Louis and Philadelphia demonstrated improvements
in the health of patients suffering from kidney and liver disorders
and rheumatism as a result of drinking Mountain Valley Water.”
Aquamantra spring water explains that the words written on its la-
bels, mantras such as “I am healthy” and “I am loved” permeate
the liquid, influencing the taste and beneficial properties of water.
The company also claims that Aquamantra uses the design of its
label to affect the molecular structure of the water.

Today the subcommittee will receive two new reports that raise
questions about why the regulations governing bottled water are
weaker than those governing tap water, as well as widespread pub-
lic perception that bottled water is healthier than water from the
tap. The first is a report by the Government Accountability Office
that was originally requested by our former colleagues, Hilda Solis
and Al Wynn. In this report, GAO examines whether federal and
State authorities are adequately ensuring the safety of bottled
water and the accuracy of claims regarding its purity and health
benefits. The second report is by the Environmental Working
Group, which conducted an 18-month survey of bottled water labels
and Web sites and concluded that just two of the 188 bottled water
companies surveyed provided consumers with information on the
source of their water, the manner in which it is treated and any
contaminants present. Given these findings by GAO and Environ-
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mental Working Group, the subcommittee is sending today to a
dozen bottled water companies letters requesting information on
the source of their water, their treatment methods and results of
their contaminant testing for the past 2 years.

Even when water is treated at municipal facilities and then bot-
tled, there still may be questions about contaminants such as phar-
maceuticals that may be present in the treated water. Environ-
mental Working Group reports an estimated 25 percent of bottled
water brands that rely on tap water are drawing from supplies that
collectively contain 260 pollutants. According to Associated Press,
drugs have been found in municipal water samples across the coun-
try. Officials in Philadelphia discovered 56 pharmaceuticals or by-
products in treated drinking water. Anti-epileptic and anti-anxiety
medications were detected in the treated drinking water for 18.5
million people in southern California. And drinking water here in
Washington, D.C., and surrounding areas testified positive for six
pharmaceuticals. For these reasons, I have introduced H.R. 1359,
the Secure and Responsible Drug Disposal Act of 2009, which will
provide for proper disposal through drug take-back programs so in-
dividuals are not simply flushing their medications down the toilet
into our water systems. I am also proud to be the original cospon-
sor of the Food Safety Enhancement Act of 2009, which passed out
of this committee last month and which is again ready for Floor ac-
tion, and which provides FDA with much-needed authority to as-
sessing testing records of food and water supplies.

I look forward to today’s hearing, and I ask for unanimous con-
sent that reports issued today and the other documents in the
binder prepared by staff be entered into the official record. Without
objection, they will be entered in the record and will be used
throughout the hearing.

Mr. STUPAK. I next would like to turn to my friend, Mr. Walden
from Oregon, for his opening statement, please.

OPENING STATEMENT OF HON. GREG WALDEN, A REPRESENT-
ATIVE IN CONGRESS FROM THE STATE OF OREGON

Mr. WALDEN. Thank you, Mr. Stupak.

My home State of Oregon and the 2nd Congressional district
which I represent is home to a number of water bottlers including
those located in the small central Oregon community of Culver,
EARTH20, and the eastern Oregon town of Cove with Artesian
Blue, and in the northern portion of my district in The Dalles, H2
Oregon. These successful businesses are in many cases providing
much-needed job opportunities in areas of Oregon that have been
hard hit by today’s weak economy. In fact, Mr. Chairman, our un-
employment rate is second only to yours in Michigan.

Today’s hearing raises some valid questions regarding the dif-
ferences in regulation between the Food and Drug Administration
and the EPA regarding bottled water. However, I should note, con-
cern that with all of the life-threatening health priorities facing the
FDA including numerous foodborne illness outbreaks, complica-
tions with acetaminophen and swine flu pandemic, this issue does
to me seem a little secondary in terms of the FDA’s overwhelming
workload on other issues.
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We should also put this hearing in context. The two reports that
are the focus of today’s hearing point out a few noteworthy findings
but do not assess the safety of the bottled water itself. Neither the
Government Accountability Office, GAO, nor the Environmental
Working Group, EWG, conducted any testing of the bottled water
or the bottles themselves while completing their reports. The regu-
lations for bottled water do differ from those promulgated for tap
water, mostly because bottled water is considered a food product
and is therefore regulated by the Food and Drug Administration,
whereas tap water is regulated by the Environmental Protection
Agency. However, FDA does require that the standards of quality
for bottled water must be no less protective of public health than
the EPA standard. Under the FDA regulations, bottlers must follow
current Good Manufacturing Practices, also known as GMPs.

FDA actually requires more safeguards from water bottlers than
other food processors. The GMPs for bottled water are commodity
specific. Under these GMPs, bottlers must, among other things,
test their source of water once a week for microbiological contami-
nants and test finished bottled water weekly for microbiological
contaminants. Now, some of the water bottlers in my district follow
a practice of testing their water every hour in order to meet the
requirements of purchasers of their products, so they are doing
hourly water testing.

I do have a few questions for FDA. One discrepancy between
EPA and FDA is in the case of a chemical substance called DEHP.
This is a phthalate, a substance added to plastics to change their
physical characteristics, and I am sure you are familiar with it.
FDA has yet to establish a standard for this contaminant in bottled
water, even though the EPA did over a decade ago. An FDA
taskforce is supposedly examining the information surrounding
DEHP and I want to ask the deputy commissioner when we can
expect a ruling from your agency. And the question that I will
speak to in a minute is about recycled bottles themselves. I have
some tell me that the use of recycled bottles perhaps produces more
leaching or whatever it is that comes out of the plastic than first-
time use, and I would be curious to know if that is the case.

Conducting inspections is one way the FDA ensures the bottlers
are following GMPs. Concerns have been raised on how frequently
the plans are inspected and what access FDA inspectors have to
plant records regarding testing and other important information
during the inspection, and I would be curious to know the legisla-
tion passed unanimously out of the full committee that expands
FDA’s inspection process, if that would apply in these cases and
therefore you will get new authority if the House and the Senate
Act. T would like to hear from the deputy commissioner as well on
how the agency can improve the inspection process and if you do
need any additional authorities. Congress needs to act. We need to
know exactly what the agency needs and why. Currently, bottlers
are not required to disclose the source of their water, the treatment
process used or the detection of any contaminants. The question is,
should they, and I look forward to your response on that.

Mr. Chairman, I would conclude by thanking you for this hearing
but I would also like to raise the issue that July 8th has come and
gone. A number of us on this side of the aisle have raised questions
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of the Environmental Protection Agency regarding bottled-up
science, and we expect the EPA to respond to our inquiries regard-
ing Dr. Allen Garland and his report that is not allowed to be con-
sidered in the endangerment finding process, and if the EPA is un-
willing to respond in a timely manner, which may well be the case,
I do hope that our request of this subcommittee to have an over-
sight hearing on what appears to be the bottling up of science and
debate on the whole carbon issue will be granted an opportunity for
a hearing and a full investigation. So we will be coming back to you
on that issue, and I thank you for your time.

Mr. STUPAK. Thank you, Mr. Walden.

Ms. Blackburn, opening statement, please.

OPENING STATEMENT OF HON. MARSHA BLACKBURN, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF TEN-
NESSEE

Mrs. BLACKBURN. Thank you, Mr. Chairman, and I do want to
welcome our witnesses and thank them for being with us today.

As you have heard, we all are concerned about bottled water, the
product that is there. We are also concerned about tap water and
the work the EPA does there. And I will submit a written state-
ment. Mr. Chairman, I want to take my time to just say I would
prefer that we be spending this time to look at other issues that
are important to our constituents that the FDA and EPA deal with.
There are other committee issues that we could be looking at such
as the options for reducing health care costs for our constituents
and looking at how you do that through patient-driven, consumer-
driven, patient-centered health care. We should be looking at the
Medicare trust fund and the pressures that are on that trust fund,
the ballooning costs of Medicaid if we move to a public option as
we move into health care reform or even from my State, the lessons
that should have been learned from TennCare, which was the test
case for Hillary Clinton health care back in 1994. My State still
has this. It is the greatest public health care in the country. That
would be a great opportunity for us to look at what is affecting us
with health care. Certainly there are more pressing issues. We are
appreciative of your time to be before us today, and while we all
are concerned with leaching chemicals that come from plastics into
bottled water, we are indeed very concerned with what we see as
sequestering evidence from EPA employees. We are concerned with
what we see, health care issues that are affecting all of our con-
stituents and a lack of willingness to address those in a patient-
centered, consumer-driven manner, and I yield back my time.

Mr. STUPAK. Thank you. Let me just respond that, you know, we
had a hearing just before we broke here not even 2 weeks ago on
health insurance on rescissions where companies rescind health
care to people who have it, and next week is scheduled all week
in committee for the health care markup bill, so I am sure we will
have plenty of opportunities to speak of health care.

Mr. Burgess for opening statement, please.
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OPENING STATEMENT OF HON. MICHAEL C. BURGESS, A
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS

Mr. BURGESS. Thank you, Mr. Chairman, and maybe I should
take a second to respond to your response, and isn’t it a shame that
we have a Subcommittee on Health within the Committee on En-
ergy and Commerce and we are to have no markup on what is
going to be the greatest change in the delivery of health care in
America since the institution of Medicare in 1965. Certainly the
people who were in Congress in 1965 likely could have never fore-
seen what Medicare would become, at least as far as the price of
that federal program, and wouldn’t we all be in better shape today
if perhaps a little more care was taken back in 1965 and the object
lesson for us today is, we need to take good care and exercise due
caution as we structure this major fundamental change to Amer-
ican health care.

We also could have had a hearing on medical devices in this sub-
committee, which I have asked for for some and has yet been forth-
coming, so there are ways we could have made use of this time
today, Mr. Chairman, but here we are and we are going to talk
about bottled water this morning, and that is important. Normally
I have a bottle of water here so that if I get parched in the hour
that I have to address the committee, but now we are stuck with
D.C. water which there used to be a little sign in my office in the
Longworth Building that said do not drink the tap water. I don’t
know if that has changed but I am a little reluctant to drink what
is before us today.

A pretty broad definition of food would be one that included bot-
tled water, and the tremendous breadth and depth of the responsi-
bility entrusted to our good friends at the Food and Drug Adminis-
tration is this $11 billion industry known as bottled water. The av-
erage American consumer is unlikely to think that the FDA would
be the primary regulator of bottled water but it is. The regulatory
responsibility of bottled water is split between the Environmental
Protection Agency and the federal Food, Drug and Cosmetic Act
with the Food and Drug Administration overseeing the process of
taking public water in its natural form in the environment into a
convenient plastic container for sale to the American consumer.

Now, as much I appreciate the collegiality, the intelligence and
the willingness of Dr. Sharfstein to appear here today as a rep-
resentative of the Food and Drug Administration, it does seem odd
to only have the Food and Drug Administration here to answer
tough questions and to not have the Environmental Protection
Agency to answer questions that would fall into their jurisdiction
about the standards for municipal water versus bottled water. Cur-
rently, bottled water requires a higher threshold of testing than
municipal water. Municipal water is required to be tested every 4
years, bottled water every year. In fact, bottled water is currently
one of the few stand-alone industries with its own Code of Federal
Regulations regarding Good Manufacturing Processes. From the
definition of water to the testing and sampling of products, from
the length of time the records must be kept, currently 2 years, and
how they should be available to the Food and Drug Administration
as well as the role of the Environmental Protection Agency, the
State and local government agencies in helping to ensure the safety
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and sanitation and quality of water, this burgeoning industry has
seemingly existed in a compliance-oriented manufacturing system
rarely, if ever, producing bad actors. It would seem that this indus-
try is an example of the ingenuity and innovation of the market-
place to create a product which had, if you will pardon the pun, an
unquenchable need for a convenient, transportable water and this
good idea has been met with significant market success.

We must ensure that the trust and faith of consumers and that
the government places in the bottled water industry are not mis-
guided. More Americans drink bottled water than milk or beer
combined, so if there is any step in this multilayer process to de-
liver this food product where the trust and faith is misallocated,
then certainly I look forward to having the science point to a solu-
tion. Furthermore, any deficiencies in the regulation of bottled
water, any potential fraud in the process of producing bottled water
and any alleged environmental issues of draining of our natural re-
sources and the burdensome transportation costs of moving the end
product, we will certainly look forward to seeing what is sure to be
voluminous evidentiary proof.

Thank you, Mr. Chairman, for your indulgence. I will yield back
the balance of my time.

Mr. STUPAK. No problem. I didn’t want you to get parched. As
you know, in the Health Subcommittee, you guys did hold a hear-
ing on medical devices last month and the 510K approval process,
so those hearings are being taken. This hearing——

Mr. BURGESS. But I would submit the investigatory part of that
has not been completed, as least to my satisfaction, and I think
this subcommittee would be the appropriate place to have that. In
addition, we have got the whole question of biosimilars out there
that would probably just roll into this health care bill and we have
not had the FDA in to talk to us about the science of biosimilars.
So there is stuff we could be doing, is the point I am trying to
make.

Mr. STUPAK. Absolutely, and this committee has been very ac-
tive, as you know, for the last 2 years and we hold many, many
hearings, and this one with the two reports being released today,
it really dovetails into everything we have been doing for the last
couple of years in food safety, and whether it is BPA or the PET
that we talked about here, or as Mr. Walden brought up, the
DEHP, why has it taken 15 years to put out regulations for that,
certify labs’ test results, all that is contained in this hearing so it
is not just strictly bottled water, false advertising. That is what
this whole thing is about, sort of wraps up everything we have
been doing for the last few years, and we do have these two reports
coming out today so we thought it was appropriate to have the
hearing today. Very good.

Mr. Barton, opening statement, please.

OPENING STATEMENT OF HON. JOE BARTON, A
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS

Mr. BARTON. Thank you, Mr. Chairman. Let me say before I give
my prepared statement how much I personally appreciate you, so
don’t take some of what I am about to say too personally.
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But I think it does say something, given the serious issues which
you have traditionally tackled as your subcommittee chairmanship
along with Ranking Member Walden that today’s hearing does not
rank at the top of that list, and it shows when you look on your
side how much support there is. They may all be here but they are
disguised as empty chairs, if they are.

Mr. STUPAK. Well, you know, most of the committee is down in
the Consumer Protection because we are putting a new adminis-
trator in there and that is where most of them are. In fact, that
is why we started a little late because I am also on that sub-
committee and I had to stop by there.

Mr. BARTON. Well, Greg and I will take over if you want to go
down there.

Mr. WALDEN. Could we have a vote on that right now?

Mr. BARTON. Anyway, Mr. Chairman, today’s hearing does exam-
ine several interesting questions surrounding the differences be-
tween bottled water and tap water. These differences arise in regu-
latory approaches as well as in processing, treatment and public
perception. Several of the witnesses today including the Govern-
ment Accountability Office and the Food and Drug Administration
will discuss and possibly debate ways in which bottled water regu-
lations should be changed and possibly improved. Other witnesses
including the Environmental Working Group and the International
Bottled Water Association will discuss ways industry can be more
transparent and responsive to consumer inquiries. I don’t have a
problem with transparency, in fact, I am pushing transparency in
the upcoming health care debate, and as you well know, I am cer-
tainly pushing transparency at the Environmental Protection Agen-
cy where Mr. Walden and I have asked the EPA to release their
documents concerning their suppression of the EPA report within
its own agency debating whether there really is an endangerment
finding with regard to CO..

So those of us on the minority are concerned whether this par-
ticular hearing is the best use of our limited oversight hearing
times. We have confronted the issue of swine flu pandemic. We
have confronted safety of products like Tylenol. As I said a minute
ago, Mr. Chairman, this one just doesn’t seem to be up to that
standard of excellence which you have established for your over-
sight. I hope that after this hearing you will consider supporting
Mr. Walden and myself on getting information about the EPA’s
suppression of the document which we call Carbon Gate regarding
the CO; and the endangerment finding. We also hope that you will
work with us, as I talked with you yesterday informally about
doing more hearings and doing some action times on the auto-
mobile dealer closure issue. I know that is something that is very
important to you personally. We await your response and Mr. Wax-
man’s response.

So Mr. Chairman, we always appreciate when you hold a hear-
ing. We always participate and we are looking forward to going on
to a little bit more intense issues in the future. Again, thank you
for holding this hearing.

Mr. StupAK. Well, thanks, Mr. Barton. And, you know, one of the
reasons why we are having this hearing because I think as we have
seen on your side a little bit, maybe we assume because it is in a
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bottle like this it is healthy, it is clean, it is pure, and that is an
assumption I think we erroneously are making, so we are doing a
hearing to try to get to the issues here because I don’t think we
have to wait for a deadly outbreak of disease in bottled water like
we have seen in salmonella in peanut butter last year, and we can’t
say there is zero risk here. Between 2002 and 2008, there were 23
recalls of bottled water. Now, that is about one every quarter. Most
of them stemmed from an elevated level of contaminants such as
arsenic and bromate, both of which cause cancer. Over the past 6
years the FDA has issued three warning letters to bottled water
companies for violating safety regulations, and that is in addition
to dozens of other problems found in the EPA inspections at water
bottling facilities.

In 2007, the FDA issued a press release against drinking mineral
water imported from Armenia because the arsenic level was 50
times greater than the federal standard. And then, like I said, last
month in southern California, we have girls sick at a high school
who were buying bottled water out of a vending machine. So these
are problems the FDA has uncovered and they only have about two
or three employees devoted to it, and like I said earlier, I think just
because it comes in a bottle, we assume it is healthier for us. That
is what most Americans assume. We find that is not the case and
that is the reason for the hearing, and all the other things we have
done this year on salmonella, institutional review boards, dual use,
so we have got a lot going on here.

Mr. Walden, go ahead.

Mr. WALDEN. Well, Mr. Chairman, just two points, one I didn’t
mention in my testimony but I know that water is also an ingre-
dient in many other drinks, and I guess the question I would have
for our panel is, well, just because it is clear and in those bottles,
how is that treated or monitored versus if it is colored and sugared
and perhaps carbonated. Does somebody check the water that goes
into that as well? Are there different standards there? The second
point I would make on, I think it is Santa Clara, the junior high
students, my understanding is that the FBI may be involved in in-
vestigation there so it might be more of a tampering issue. Is that
correct?

Mr. StupAK. They are involved but no one has reached a conclu-
sion whether it is tampering.

Mr. WALDEN. Right. I understand. I wasn’t trying to jump to a
conclusion. Thank you, Mr. Chairman.

Mr. StupAK. OK. You bet. That is a good segue into our first
panel. Let me introduce our first panel of witnesses with Mr. Jo-
seph Stephenson, who is director of National Resources and the
Environment at the Government Accountability Office. We have
Dr. Joshua Sharfstein, who is the principal deputy commissioner at
the U.S. Food and Drug Administration, Ms. Jane Houlihan, who
is the senior vice president for research at the Environmental
Working Group, and Mr. Joseph K. Doss, who is the president of
the International Bottled Water Association.

It is the policy of this subcommittee to take all testimony under
oath. Please be advised that you have the right under the rules of
the House to be advised by counsel during your testimony. Do you
wish to be represented by counsel? Mr. Stephenson.
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Mr. STEPHENSON. No.

Mr. STUPAK. Dr. Sharfstein, Ms. Houlihan? No. OK. Then I am
going to ask you to please rise and raise your right hand to take
the oath.

[Witnesses sworn.]

Mr. STuPAK. Let the record reflect that the witnesses have re-
plied in the affirmative. You are now under oath. We will now hear
5-minute opening statement from our witnesses. You may submit
a longer statement for the record and would be included in today’s
hearing. Mr. Stephenson, we will start with you.

TESTIMONY OF JOHN STEPHENSON, DIRECTOR, NATURAL RE-
SOURCES AND THE ENVIRONMENT, GOVERNMENT AC-
COUNTABILITY OFFICE; JOSHUA M. SHARFSTEIN, DEPUTY
COMMISSIONER, U.S. FOOD AND DRUG ADMINISTRATION;
JANE HOULIHAN, SENIOR VICE PRESIDENT FOR RESEARCH,
ENVIRONMENTAL WORKING GROUP; AND JOSEPH K. DOSS,
PRESIDENT, INTERNATIONAL BOTTLED WATER ASSOCIA-
TION

TESTIMONY OF JOHN STEPHENSON

Mr. STEPHENSON. Thank you, Mr. Chairman and Mr. Walden. I
am pleased to be here today to discuss the quality and safety of
bottled water and its environmental impacts.

Over the past decade, the per capita consumption of bottled
water in the United States has more than doubled from 13.4 gal-
lons per person in 1997 to 29.3 gallons per person in 2007. That
is over 200 bottles a year for every man, woman and child and an
$11 billion plus market. With this increase come several questions
and concerns over bottled water’s quality and safety. My testimony
is based upon the report that we are issuing to the committee
today which is going to be publicly released.

In summary, we found that FDA’s safety and consumer protec-
tions are less stringent for bottled water than comparable EPA pro-
tections for tap water. While FDA’s standards for bottled water
generally mirror the standards for nearly all of the 88 contami-
nants covered by EPA’s national primary drinking water regula-
tions, there is one notable exception, DEHP, which is a plasticizer
used to soften plastic, which has been linked to reproductive and
liver problems and increased cancer risk. It has been regulated by
the EPA in tap water since 1992 but FDA deferred action on DEHP
in a rule published in 1996 and has yet to either adopt a standard
or publish a reason for not doing so, even though the statutory
deadline for acting was more than 15 years ago. Since DEHP is
used in food packaging as well as bottled water, this is a broader
issue that FDA is still studying. Nevertheless, our report rec-
ommends that FDA expeditiously promulgate a DEHP standard for
bottled water.

More broadly, we found that FDA, unlike EPA, does not have the
statutory authority to require bottlers to use certified laboratories
for water quality tests or to report test results, even if violations
of the standards are found. Most tests are done by the bottlers
themselves. Several states have requirements to safeguard bottled
water that exceed those of FDA but are still less comprehensive
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than for tap water. In addition, while FDA bottled water labeling
requirements are similar to labeling requirements for other foods,
they provide consumers with far less information about the source
and quality of water than what EPA requires of public water sys-
tems under the Safe Drinking Water Act. For example, public
water systems must annually provide consumer confidence reports
that summarize water quality information about the water sources,
detected contaminants and compliance with national primary
drinking water regulations as well as information on the potential
health effects of certain contaminants. FDA does not require bot-
tled water companies to provide similar information. In a study
mandated by the 1996 amendments to the Safe Drinking Water
Act, FDA concluded that it was feasible for the bottled water indus-
try to provide the same type of information to consumers that pub-
lic water systems must provide. However, the agency was not re-
quired to act on its findings and has yet to do so.

A survey of 50 States and the District of Columbia showed that
consumers have misconceptions about bottled water, believing that
it is safer and healthier than tap water. We also found that infor-
mation comparable to what public water systems are required to
provide to consumers of tap water was available for only a small
percentage of the 83 bottled water labeled we examined, companies
we contacted or company Web sites we reviewed. We believe that
consumers would benefit from better information on the quality
and safety of bottled water, and our report also recommends that
FDA implement the results of this study to accomplish this.

In examining the environmental effects of bottled water, we
found that only about 25 percent of water bottles are recycled and
that the remaining 75 percent are discarded in municipal landfills
where they never decompose and essentially remain forever. While
this is over 900,000 tons of plastic annually, it represents less than
1 percent of municipal waste.

Another issue is the amount of energy used to manufacture and
transport bottled water. Another study estimates the energy use at
5.8 megajoules per liter. At the current rate of consumption, this
is the equivalent of the energy used by 4.7 million households for
a year and is 1,000 to 2,000 times the energy used for tap water.
We also found that groundwater extraction for bottled water facili-
ties in selected areas and that Michigan and other States have
passed laws to minimize the impact of stream levels and wetlands.

Finally, I would note that some of our bottled water findings are
indicative of FDA’s overall food safety oversight problems that led
to GAO’s designating it a high-risk area in January 2007 and again
in 2009 when we called for a fundamental reexamination of the
federal food safety system. We believe that FDA’s lack of authority
and resources to effectively regulate bottled water should be part
of that reexamination.

Mr. Chairman, that concludes the summary of my statement and
I will be happy to answer questions at the appropriate time.

[The prepared statement of Mr. Stephenson follows:]
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July 8, 2009
Mr. Chairman and Members of the Subcomumittee:

1 am pleased to be here today to discuss the quality and safety of bottled
water and its environmental impacts. Over the past decade, the per capita
consumption of bottled water in the United States has more than
doubled-—from 13.4 gallons per person in 1997 to 29.3 gallons per person
in 2007. With this increase have come several concerns, raised by public
interest groups in recent years, over bottled water's quality and safety. For
example, water quality testing conducted by some of these groups, and
others, has shown that bottled water does not necessarily have lower
levels of contamination than tap water. Furthermore, bottled water’s
potential environmental impact has also come under scrutiny. Several
organizations have raised concerns about a low recycling rate for plastic
water bottles, the amount of energy used to manufacture and transport the
product, and the impact of groundwater extraction on local resources. My
testimony is based on our June 2009 report,’ which is being publicly
released today and addresses three issues: (1) the extent to which federal
and state authorities regulate the quality of bottled water to ensure its
safety, (2) the extent to which federal and state authorities regulate the
accuracy of labels or claims regarding the purity and source of bottled
water, and (3) the environmental impacts of bottled water.

To address these questions, we reviewed relevant Food and Drug
Administration (FDA) documents, policies, and guidance, as well as
related laws and regulations pertinent to the oversight of bottled water at
the federal and state levels; analyzed data from the FDA databases that
track inspections, import examinations, and recalls; conducted a survey of
all 50 states and the District of Columbia; and conducted interviews with
Environmental Protection Agency (EPA) and FDA officials and a variety of
experts from nonprofit organizations and industry associations. We also
examined bottled water labels and contacted companies to determine
what information they provide to consumers.” Finally, we interviewed

'GAO, Bottled Water: FDA Safety and Consumer Protections Ave Often Less Stringent
Than Comparable EPA Protections for Tap Water, GAO-(9-610 (Washington, D.C.:
June 22, 2009).

*A total of 83 unique bottled water labels were examined after removing duplicate labels, or
labels that were not for bottled water. Labels were collected from GAO staff in each of our
11 field offices and at headquarters.

Page 1 GAO-09-861T
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experts and other knowledgeable officials and reviewed the literature
regarding the environmental impacts of bottled water. A full description of
our scope and methodology is included in appendix I of our report.

We conducted this performance audit from June 2008 to June 2009, in
accordance with generally accepted government auditing standards. Those
standards require that we plan and perform the audit to obtain sufficient,
appropriate evidence to provide a reasonable basis for our findings and
conclusions based on our audit objectives. We believe that the evidence
obtained provides a reasonable basis for our findings and conclusions
based on our audit objectives.

Mr. Chairman, the following summarizes our findings on each of the three
issues discussed in our report:

Federal and state regulation of the quality of boltled water. FDA's bottled
water standard of quality regulations generally mirror EPA’s national
primary drinking water regulations under the Safe Drinking Water Act, as
required by the Federal Food, Drug, and Cosmetic Act (FFDCA) as
amended, although the case of DEHP (an organic compound widely used
in the manufacture of polyvinyl chloride plastics) is a notable exception.
Specifically, FDA deferred action on DEHP in a final rule published in
1996, and has yet to either adopt a standard or publish a reason for not
doing so, even though FDA's statutory deadline for acting on DEHP was
more than 15 years ago. More broadly, we found that FDA's regulation of
bottled water (including its implementation and enforcement), particularly
when compared with EPA’s regulation of tap water, reveals key
differences in the agencies’ statutory authorities. Of particular note, FDA
does not have the specific statutory authority to require bottlers to use
certified laboratories for water quality tests or to report test results, even
if violations of the standards are found. Among our other findings, the
states’ requirements to safeguard bottled water often exceed those of
FDA, but are still often less comprehensive than state requirements to
safeguard tap water.

Federal and state regulation of the accuracy of labels or claims of purity.
FDA and state bottled water labeling requirements are similar to labeling
requirements for other foods, but the information provided to consumers
is less than what EPA requires of public water systems under the Safe
Drinking Water Act. Public water systems must annually provide
consumer confidence reports that summarize local drinking water quality
information about the water's sources, detected contaminants, and
compliance with national primary drinking water regulations as well as
information on the potential health effects of certain drinking water
contaminants. FDA does not require bottled water companies to provide

Page 2 GAO-09-861T
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this information. Rather, as in the case of other foods, bottled water labels
are required to list ingredients and nutritional information and are subject
to the same prohibitions against misbranding. In 2000, FDA concluded that
it was feasible for the bottled water industry to provide the same types of
information to consumers that public water systems must provide.
However, the agency was not required to conduct a rulemaking requiring
that manufacturers provide such information to consumers, and has yet to
do so. Nevertheless, our work suggests that consumers may benefit from
such additional information. For example, when we asked cognizant
officials in a survey of the 50 states and the District of Columbia whether
their consumers had misconceptions about bottled water, many replied
that consumers often believe that bottled water is safer or healthier than
tap water. Their responses were consistent with a 2002 EPA-sponsored
Gallup survey, which found that the main reason consumers either filtered
tap water or purchased bottled water was due to health-related concerns.
We also found that information comparable to what public water systems
are required to provide to consumers of tap water was available for only a
small percentage of the 83 bottled water labels we reviewed, companies
we contacted, or company Web sites we reviewed.

The environmental impacts of bottled water. Among the environmental
impacts of bottled water are its effects on U.S. municipal landfill capacity
and U.S. energy demands. Regarding its impacts on landfill capacity, we
found that about three-quarters of the water bottles produced in the
United States in 2006 were discarded and not recycled, on the basis of
figures compiled by an industry trade association and an environmental
nonprofit organization.” Regarding the imapact on U.S. energy demands, a
recent peer-reviewed article noted that while the production and
consumption of bottled water comprises a small share of total U.S. energy
demand, it is much more energy-intensive than the production of public
drinking water.*

Our report released today recommends that the Secretary of Health and
Human Services direct the Commissioner of FDA to issue a standard of
quality regulation for DEHP, or publish in the Federal Register the
agency's reasons for not doing so 1 year after the conclusion of its task
force study on the issue. FDA generally concurred with the
recommendation, agreeing that if should reassess whether to issue the

*The two organizations are the American Beverage Association and the Container
Recycling Institute.

*p. H. Gieick and 1. 8. Cooley, Pacific Institute, “Energy Implications of Bottled Water,”
Environsental Research Letters, vol, 4, no. 014009 (2009).

Page 3 GAO-09-861T
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regulation for DEHP as soon as possible after the conclusion of the task
force study on phthalates.” The report also recommends that FDA
implement its findings on methods that are feasible for conveying
information about bottled water to customers. FDA agreed that bottled
water should be labeled with contact information allowing consumers to
more easily contact the manufacturer to obtain comprehensive
information about the product, and said it intends to pursue this issue with
bottled water manufacturers.

Despite the concerns our report raised regarding FDA's regulation of
bottled water under the FFDCA (particularly in comparison with EPA’s
regulation of drinking water under the Safe Drinking Water Act), we
concluded that its observations must be viewed in the context of the legal
limitations placed by the act on FDA, and the constrained resources that
have affected FDA’s overall capabilities in recent years. The legal
limitations arise because while the Safe Drinking Water Act authorizes
EPA to require water samples to be tested by certified laboratories, and
violations of national primary drinking water regulations to be reported
within certain time frames to EPA or the state agency with primary
enforcement responsibility, the FFDCA does not grant FDA similar
authority. Rather, the FFDCA requires FDA to regulate bottled water as a
“food.” As such, it does not specifically authorize FDA to require that
bottled water be tested by certified laboratories or that violations of the
standard of quality be reported to FDA.

In addition to these legal constraints, bottled water’s status as a food has
subjected it to many of the same problems more generally affecting FDA
oversight of food safety. As we noted in January 2007, for example, when
we designated federal oversight of food safety as a “high-risk” area
affecting public health and the economy, federal oversight of food safety is
fragmented, with about 15 agencies having food safety roles, We
specifically cited FDA’s resource constraints, noting in 20087 that while the
number of domestic firms under FDA's jurisdiction increased from fiscal

*Phthalates are a class of chemical compounds primarily used as a plasticizer, added to
plastics to increase flexibility, transparency, durability, and longevity and found in a variety
of food containers and packaging.

GAO, High-Risk Sevies: An Update, GAO-DT-310 (Washington, D.C.: January 2007).

"GAO, Food Labeling: FDA Needs to Better Leverage Resources, Improve Oversi
Effectively Use Available Data fo Help Conswmers Select Healthy Foods, GAO-
(Washington, D.C.: Sept. 9, 2008).
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years 2001 through 2007 from about 51,000 firms to more than 65,500, the
number of firms inspected declined from 14,721 io 14,566 during the same
period. We cited resource constraints as a contributing factor, noting that
the nmumber of full-time-equivalent positions at FDA devoted to food safety
oversight had decreased by about 19 percent from fiscal years 2003
through 2007.

Ultimately, as our January 2007 report reconumended, a fundamental
reexamination of the federal food safety system will be needed to look
across the activities of individual programs within specific agencies with
responsibilities related to food safety. Toward that end, we had previously
recommended in 2001 that the Congress, among other things, enact
comprehensive, uniform, and risk-based food safety legislation and
commission the National Academy of Sciences or a blue-ribbon panel to
analyze alternative organizational food safety structures in detail.” We
continue to believe that such a fundamental reexamination is needed, and
believe that FDA’s lack of authority and resources to effectively regulate
bottled water should be part of it.

Mr. Chairman, this concludes my statement. I would be pleased to respond
to any questions you or other Members of the Subcommittee may have.

Contacts and
Acknowledgments

(861107

For questions about this staterment, please contact John Stephenson at (202)
512-3841 or stephensonj@gao.gov. Individuals who made key contributions
to this testimony include Steve Elstein, Assistant Director; Brian M.
Friedman; Nathan A. Morris; Kelly A. Richburg; and Jeanette Soares.

SGAQ, Food Safety and Security: Fundamental Changes Needed to Ensure Safe Food,
GAO-02-47T (Washington, D.C.: Oct. 10, 2001).
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Mr. StuPAK. Thank you, Mr. Stephenson.
Dr. Sharfstein, would you like to make your opening statement?

TESTIMONY OF JOSHUA M. SHARFSTEIN

Dr. SHARFSTEIN. Thank you very much. We appreciated the GAO
report, and I especially appreciate that he finished with exactly 2
seconds left. I was watching. I have never seen that before.

Good morning, Mr. Chairman and members of the subcommittee.
I am Dr. Joshua Sharfstein, the principal deputy commissioner of
the Food and Drug Administration of the Department of Health
and Human Services. I want to thank the committee for your work
on a wide range of health issues and for the opportunity to discuss
FDA'’s regulation of bottled water today.

As has been mentioned, bottled water and tap water are regu-
lated by two separate agencies. FDA regulates bottled water while
the EPA regulates tap water, also referred to as municipal water
or public drinking water. EPA has regulations on the production,
distribution and quality of public drinking water including source
water protection, operation of drinking water systems, contaminant
levels and reporting requirements.

The Food, Drug, and Cosmetic Act provides FDA with regulatory
authority over food and as part of that, bottled water that is intro-
duced into interstate commerce. Under the Food, Drug, and Cos-
metic Act, manufacturers are responsible for producing safe, whole-
some and truthfully labeled food products. It is a violation of the
law to introduce into interstate commerce adulterated or mis-
branded products.

FDA has established specific regulations for bottled water in the
Code of Federal Regulations. These regulations include standard
identity regulations that define different types of bottled water
such as spring water versus mineral water and standard quality
regulations that establish allowable levels for chemical, physical,
microbial and radiological contaminants. FDA has established Good
Manufacturing Practice regulations for the processing and bottling
of bottled drinking water. Labeling and GMP regulations for foods
in general also apply to bottled water. Federal law requires FDA
to set similar standards for bottled water as exist for municipal
water or explain why they should not apply. FDA has established
such standards for more than 90 contaminants and in some cases
such as for lead or copper, the FDA limits are stricter for bottled
water than for municipal water. And another point to make in this
regard is that the way that the testing is done is different. For ex-
ample, take the lead standard. Any test that is high is violative
when that is done on FDA-regulated bottled water; for the munic-
ipal water only a percentage of the samples is above a certain level.
The municipal water supply failed that. So they are allowed to
have certain failures and not have it as a failure for the municipal
water supply. So it just illustrates that there is a different ap-
proach that is taken in a few contexts.

FDA monitors and inspects bottled water products and proc-
essing plants as part of the general food safety program. Inspec-
tions occur approximately once every 1 to 3 years. The agency in-
spects violative firms more frequently, depending on the number,
significance and recurrence of violations. FDA’s field offices follow
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up on consumer and trade complaints and other leads on poten-
tially violative bottled water products. As for other types of food,
FDA periodically collects and analyzes samples of bottled water.
Samples of foreign bottled water offered for entry may be collected
and tested to determine if they are in compliance with the laws
and regulations, and labs may test the water for microbial, radio-
logical or chemical contamination.

In recent years, FDA has promulgated a number of quality
standards for bottled water in conjunction with EPA. Most re-
cently, on May 29, 2009, FDA published a final rule to require that
bottled water manufacturers test source water and finished bottled
water products for total coliform organisms and to prohibit dis-
tribution of products containing any E. coli, an indicator of fecal
contamination. FDA is also requiring that before a bottler can use
source water from a source that has tested positive for E. coli, the
bottler must take appropriate measures to rectify or eliminate the
cause of the problem, and the bottler must keep records of such ac-
tions.

In general, FDA’s oversight of bottled water, I think can be de-
scribed as successful. The agency is aware of no major outbreaks
of illness or serious safety concerns associated with bottled water
over the past decade. FDA is aware the GAO report released today
highlights a number of issues that the agency faces in regulating
bottled water. FDA has worked with GAO to provide information
and assist with their investigation.

Let me address some of the issues that GAO has raised, and let
me say that while I do believe that FDA’s oversight has been gen-
erally successful, I also believe that there is room for improvement.
First, GAO found that FDA has not yet set a standard for the
phthalate known as DEHP. This was contemplated in 1996 but the
Administration at the time did not pursue this because of a legal
issue we could discuss further if you want known as prior sanction.
We are now revisiting this decision and intend to pursue a DEHP
standard as anticipated under the law.

Second, GAO found that FDA labeling regulations for bottled
water provided for less information about the sources and quality
of water than required by FDA for municipal systems. FDA has
found that it would be feasible for manufacturers of bottled water
to provide such information to consumers. However, the Food, Drug
and Cosmetic Act does not provide a mechanism to require bottlers
to make that information available so Congress would have to take
additional action.

Third, GAO expressed concern that FDA cannot require the sub-
mission of results to the agency on tests conducted by bottled water
manufacturers. This is a fair point and a part of the oversight of
water and food in general that should be strengthened. In fact, it
would be strengthened by the food safety legislation that the com-
mittee is showing so much leadership on.

Fourth, GAO has pointed out that FDA does not have specific au-
thority to mandate the use of certified laboratories. This is also a
reasonable point, and FDA does require the use of methods that
are at least as sensitive as FDA’s methods but the food safety legis-
lation passed by the committee would also be extremely helpful
here.
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I would also mention that the food safety legislation provides for
food safety plans, hazard analyzes and preventive controls that will
complement FDA’s Good Manufacturing Practices for bottled water
facilities and generally strengthen the system of oversight for bot-
tled water, and for foreign-produced bottled water, the Act would
require importers to register with FDA, comply with Good Importer
Practices and give FDA the authority to require certification as a
condition of importation.

So we will continue to work with this committee on the legisla-
tion, which we think is very important, and I am pleased to be here
and look forward to your questions.

[The prepared statement of Dr. Sharfstein follows:]
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Good morning Mr. Chairman and Members of the Subcommittee. 1am Joshua Sharfstein,
Principal Deputy Commissioner of Food and Drugs at the Food and Drug Administration, which
is part of the Department of Health and Human Services (HHS). Thank you for the opportunity

to discuss with you today the regulation of bottled water.

Bottled water is an increasingly popular beverage. According to the Beverage Marketing
Corporation, the amount of bottled water consumed in the United States has doubled over the
past 10 years. Specifically, between 1998 and 2008, the average per capita consumption of

bottled water has increased from 14.7 to 28.5 gallons.

A possible indicator of bottled water's popularity is the volume of questions about bottled water
coming into the Food and Drug Administration's (FDA or the Agency) regulatory and consumer
information staff. People frequently contact us to ask questions such as: Who regulates bottled
water? How is it regulated? Is bottled water tested and inspected? My testimony will
summarize FDA's approach to regulating bottled water. I will cover such topics as our legal

authority to regulate bottled water, what regulations and guidance are in place, and inspections.

FDA REGULATION OF BOTTLED WATER

In the United States, bottled water and tap water are regulated by two different agencies: FDA
regulates bottled water and the Environmental Protection Agency (EPA) regulates tap water, also
referred to as municipal water or public drinking water. EPA's Office of Ground Water and

Drinking Water has issued extensive regulations on the production, distribution and quality of
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public drinking water, including regulations on source water protection, operation of drinking

water systems, contaminant levels, and reporting requirements.

Under our statutory authority, FDA regulates bottled water as a food. The Federal Food, Drug,
and Cosmetic Act (FD&C Act or the Act) provides FDA with broad regulatory authority over
food that is introduced or delivered into interstate commerce. Under the FD&C Act,
manufacturers are responsible for producing safe, wholesome and truthfully labeled food
products, including bottled water products. It is a violation of the law to introduce into interstate

commerce adulterated or misbranded products that violate the various provisions of the Act.

FDA has established specific regulations for bottled water in Title 21 of the Code of

Federal Regulations (21 CFR). These regulations include standard of identity regulations in 21
CFR § 165.110(a), that define different types of bottled water, such as spring water and mineral
water, and standard of quality regulations in 21 CFR § 165.110(b), that establish allowable levels
for chemical, physical, microbial and radiological contaminants in bottled water. FDA also has
established current Good Manufacturing Practice (¢cGMP) regulations for the processing and
bottling of bottled drinking water in 21 CFR part 129. Labeling regulations (21 CFR part 101)

and ¢cGMP regulations (21 CFR part 110) for foods in general also apply to bottled water.

Current Good Manufacturing Practice Regulations -- These regulations require that bottled water
be safe and that it be processed, bottled, held and transported under sanitary conditions.
Processing practices addressed in the cGMP regulations include protection of the water source

from contamination, sanitation at the bottling facility, quality control to ensure the
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bacteriological and chemical safety of the water, and sampling and testing of source water and
the final product for microbiological, chemical, and radiological contaminants. Bottlers are
required to maintain source approval and testing records to show to government inspectors.
Checking adherence to part 129 regulations is 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), FDA defines bottled water as water that is intended for human consumption and that
is sealed in bottles or other containers, with no added ingredients except that it may contain safe
and suitable antimicrobial agents. Fluoride also may be added within the limits set by FDA. The

name of the food is "bottled water" or "drinking water." FDA also has defined various other

"o L] "on

types of bottled water, such as "artesian water," "artesian well water,” "ground water," "mineral

"on won

water,” "purified water," "sparkling bottled water," and "spring water."

Bottled water labeled with any of these terms must meet the appropriate definitions under the
standard of identity or it will be considered misbranded under the FD&C Act. For example, a
bottle labeled as containing "mineral water" must meet the following criteria, among others: the
water must contain no less than 250 parts per million (ppm) total dissolved solids; it must come
from a geologically and physically protected underground water source; and it must contain no
added minerals. "Mineral water" also must have a constant level and relative proportions of
minerals and trace elements at the point of emergence from the source, with due account being

taken of natural fluctuation cycles. FDA established its definitions for different types of bottled

water in 1995. These preempted state definitions existing at that time, some of which varied
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from state to state. We have provided, in an appendix to our testimony, a table which provides

several of these definitions.

Standard of Quality Regulations -- Under the standard of quality regulation at 21 CFR
165.110(b), FDA establishes allowable levels for contaminants in bottled water. There are
microbiological standards that set allowable coliform levels; physical standards that set
allowable levels for turbidity, color and odor; and radiological standards that set levels for
radium-226 and radium-228 activity, alpha-particle activity, beta particle and photon
radioactivity, and uranium. The standard of quality also includes allowable levels for more than

70 different chemical contaminants.

Section 165.110(b) also lists methods that FDA will use to determine whether bottled water
samples comply with the quality standard. Bottlers are not required to use these methods in their
own facilities; alternate methods are acceptable. Whatever method they use, bottlers are
responsible for ensuring that their bottled water can pass the tests used by FDA in its own

laboratories, should testing be performed by FDA.

What happens if bottled water contains a substance at a level greater than that allowed under the
quality standard? Section 165.110(c) states that when the microbiological, physical, chemical or
radiological quality of bottled water is below that prescribed in the quality standard, the label of
the bottled water bottle must contain a statement of substandard quality such as "Contains
Excessive Bromate," "Contains Excessive Bacteria," or "Excessively Radioactive." Such labels

solely indicate to the consumer that a quality standard has not been met. We are not aware of
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firms that currently are availing themselves of their option to use such a disclaimer on the label.
Even if such a labeling statement is used, labels cannot be used to ameliorate food safety
deficiencies. Regardless of whether bottled water bears a statement of substandard quality, it is
considered adulterated if it contains a substance at a level considered injurious to health under

section 402(a)(1) of the FD&C Act.

Another noteworthy point about section 165.110 is that it allows for the use of safe and suitable
antimicrobial agents such as ozone. FDA does not specifically require that bottlers use

antimicrobial agents in bottled water as long as the water is safe for human consumption.

Inspection of Bottled Water Plants

FDA monitors and inspects bottled water products and processing plants as part of its general
food safety program. Because FDA's experience over the years has shown that bottled water has
a good safety record, bottled water plants generally are assigned a relatively low priority for
inspection. The Agency, however, inspects violative firms more frequently, depending on the
number, significance and recurrence of violations. In addition, FDA's field offices follow up on
consumer and trade complaints and other leads, as appropriate, on potentially violative bottled

water products.

In Fiscal Years (FY) 2007 and 2008, FDA and state agencies under contract to FDA conducted
412 and 468 inspections of bottled water facilities, respectively. In the first nine months of FY

2009, FDA and state contract agencies have conducted 253 inspections.
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Information about what FDA inspectors look for during inspections generally is found in the
Investigations Operations Manual published by FDA's Office of Regulatory Affairs (ORA), and
more detailed information about inspections of bottled water facilities is found in the Guide to
Inspections of Manufacturers of Miscellaneous Food Products, Volume II. Specific items
mentioned in the inspection guide for bottled water establishments include: 1) verifying that the
plant's product water and operational water supply are obtained from an approved source; 2)
checking whether any source claims on the label comply with the definitions in 21 CFR
165.110(a); 3) inspecting washing and sanitizing procedures; 4) inspecting the filling, capping,
and sealing operations; and 5) determining whether the firms analyze their source water and
product water for the chemical and microbiological contaminants listed in 21 CFR 165.110(b),

according to the required schedules.

Sampling and Testing

As with other types of food, FDA periodically collects and analyzes samples of bottled water.
Samples come from several different sources. Some samples are collected during inspections if
the inspector's observations warrant collection to test for contaminants or if the bottled water
facility has a previous history of contamination. Other samples are collected in response to trade
or consumer complaints. Finally, samples of foreign bottled water products offered for entry into
the United States may be collected and tested to determine if they are in compliance with all

applicable U.S. laws and FDA regulations.

FDA laboratories may test the water for microbiological, radiological or chemical contamination.

Individual samples are not tested for all possible contaminants cited in the quality standard, but
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for selected contaminants, depending on the reason for the sampling. For example, suspected
microbiological contamination may result in microbiological analysis. (However, as noted,
botilers are required to maintain testing records to show to government inspectors for all the
contaminants in the quality standard.) FDA also may review the labeling on bottled water

samples.

State and Local Regulations

In addition to FDA, state and local governments also regulate bottled water. FDA relies on state
and local government agencies to approve water sources for safety and sanitary quality, as
specified in part 129.3(a). The International Bottled Water Association (IBWA) also has

developed a model code of regulations that its members must follow.

Developing New FDA Regulations
It is important to note that under section 410 of the FD&C Act, FDA must follow specific
instructions on establishing quality standard regulations for bottled water in response to

regulatory developments at EPA concerning public drinking water.

Under section 410, when EPA establishes new maximum contaminant levels (MCL) or treatment
techniques for contaminants in public drinking water as part of a National Primary Drinking
Water Regulation (NPDWR), FDA is required to establish a standard of quality regulation for
the same contaminants in bottled water, or to make a finding that such a regulation is not
necessary to protect the public health because the contaminant is not present in water used for

bottled drinking water. For treatment techniques, section 410 requires that bottled water be
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subject to requirements no less protective of the public health than those applicable to water from
public water systems using the techniques required by EPA's NPDWRs. If FDA adopts an
allowable level under the quality standard regulations, the level in bottled water must be no less
stringent than EPA's MCL for drinking water; FDA's regulation must have the same effective

date as EPA's regulation and be published no later than 180 days before the effective date.

FDA has generally adopted EPA's MCLs for contaminants in public drinking water as allowable
levels for the same contaminants in the quality standard regulations for bottled water. However,
in some cases, FDA standards for bottled water differ from EPA standards for public drinking
water. Lead is an example. In 1991, EPA adopted a requirement that public water systems treat
their water to reduce lead when lead levels consistently exceed 15 parts per billion (ppb). The 15
ppb level took into account the fact that lead appears in public drinking water from corrosion of
public water distribution systems and residential plumbing. However, leaching of lead from
distribution systems is not a factor for bottled water and, based on its survey data, FDA
concluded that bottlers can readily produce bottled water products with lead levels below 5 ppb.
In 1994, FDA adopted an allowable level for lead at 5 ppb as a bottled water quality standard
regulation. This action was consistent with FDA's goal of reducing consumers' exposure to lead

in drinking water to the extent practicable.

Recent Regulatory Activities
In recent years, FDA has promulgated a number of quality standard regulations for bottled
water in response to EPA regulatory activity. In March 2001, FDA adopted EPA's MCLs and

maximum residual disinfectant levels (MRDL) for four disinfection byproducts (bromate,
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chlorite, haloacetic acids and total trihalomethanes) and for three disinfectants (chloramine,
chlorine and chlorine dioxide), respectively, as allowable levels in its standard of quality
regulations for bottled water, with the same effective date as that for EPA's regulations for the

same contaminants in public drinking water.

In March 2003, FDA issued a final rule that amended its quality standard for bottled water by
adopting EPA’s MCL for uranium public drinking water as the allowable level for the same

contaminant in bottled water.

In June 2005, FDA issued a final rule that amended its bottled water quality standard regulations
by revising the existing allowable level for the contaminant arsenic. The revised allowable level

for arsenic in bottled water is the same as EPA’s MCL for arsenic in public drinking water.

This year, on May 29, 2009, FDA published a final rule in the Federal Register (74 FR 25664),
to require that bottled water manufacturers test source water for total coliform, and to require, if
any coliform organisms are detected, that bottled water manufacturers determine whether any of
the coliform organisms are Escherichia coli (E. coli), an indicator of fecal contamination.
FDA'’s final rule also amends its 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 organisms are £. coli.

Bottled water containing £. coli will be considered adulterated, and source water containing £.

coli will not be considered to be of a safe, sanitary quality and will be prohibited from use in the
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production of bottled water. FDA is also requiring that, before a bottler can use source water
from a source that has tested positive for £. coli, the bottler must take appropriate measures to
rectify or eliminate the cause of . coli contamination of that source, and that the bottler must
keep records of such actions. Existing regulatory provisions require bottled water manufacturers
to keep records of new testing required by this rule. The rule is effective on December 1 of this

year.

ISSUES REGARDING FDA’S REGULATION OF BOTTLED WATER

General Accountability Office (GAO) Report

FDA has worked with GAO to provide information and assist with their investigation into
bottled water regulation, and we have provided responses to their draft report. FDA is aware that
the forthcoming GAO report highlights a number of challenges that the Agency faces in

regulating bottled water.

While FDA has not seen the final version of the report, we understand that key concerns include
that FDA currently does not have the ability to require the submission to the Agency of results
from the testing conducted by and on behalf of bottled water manufacturers, and that FDA does
not have specific authority to mandate the use of certified laboratories. These concerns are at

least partially addressed by recent and pending legislation, as we discuss later below.

While GAO found FDA'’s standard of quality regulations generally equivalent to EPA

regulations, it noted that FDA has not yet set a standard for di(2-ethylhexyl)phthalate (DEHP).
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GAO also found that FDA labeling regulations for bottled water provided for less information
about the sources and quality of water than that required by EPA for municipal systems. On
these two issues, we understand that GAO will recommend that the Secretary of HHS direct the

Commissioner of FDA to:

« Issue a standard of quality regulation for DEHP or publish in the Federal Register the
Agency’s reasons for not doing so within 180 days of the conclusion of its task force study on

the issue.

« Implement FDA'’s findings on methods that are feasible for conveying information about
bottled water to customers, such as, at a minimum, requiring that companies provide on the
label contact information directing customers how to obtain comprehensive information.
Should FDA determine it lacks the necessary authority to implement its findings, it should seek

legislation to obtain such authority.

DEHP

In the case of DEHP, FDA proposed in a 1993 Federal Register notice to adopt EPA’s maximum
contaminant level for this chemical in tap water as the allowable level in the bottled water quality
standard regulations. A comment to this proposal pointed out that this chemical is permitted
under the FD&C Act for use in certain types of food containers and closures. The comment
raised the concern that lawful uses might result in levels of DEHP that would exceed the
allowable level. Therefore, FDA’s final rule published on March 26, 1996, stated that the

Agency was deferring final action on the proposed allowable level for DEHP in bottled water.
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FDA agrees with GAO that it should make a decision regarding establishing a level for DEHP in
bottled water. At this time, therefore, FDA has decided to move forward on making such

a decision and has begun the decision making process.

Bottled Water Feasibility Study on Additional Disclosures to Consumers

Under the Safe Drinking Water Act Amendments of 1996, section 114(b), FDA was required to
publish for notice and comment a study on the feasibility of appropriate methods of informing
consumers about the contents of bottled water. FDA published a notice requesting comments on
this issue in November 1997 and a draft feasibility study in February 2000. Based on these
comments, FDA published a final study report on August 25, 2000 (65 FR 51833). The final
study report evaluates information received from the comments and identifies appropriate and
feasible methods for conveying information about the contents of bottled water to consumers.
FDA believes it is feasible for bottled water manufacturers to provide consumers with additional
information on bottled water comparable to the data provided by municipal water systems.
However, the FD&C Act does not provide FDA with the authority to require bottled water

manufactures to disclose such information.

Food Safety Enhancement Act (FSEA)

FDA believes that the legislation currently being developed by the Energy and Commerce
Committee takes some positive steps in providing additional authority that will help to fill some
of the gaps identified by GAO. Specifically, section 102 provides for food safety plans, hazard
analyses and preventative controls that will complement FDA’s cGMPs for bottled water

facilities. For foreign-produced bottled water, FSEA requires importers to register with FDA

12
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and to comply with good importer practices, and gives FDA the authority to require certification

as a condition of importation, in certain instances.

FSEA also provides FDA with the authority to establish science-based performance standards in
section 103, routine access to records (section 106), and stronger criminal and civil penalties for

violations of the FD&C Act (sections 134 and 135).

Finally, we note that upon implementation of the Reportable Food Registry provisions of the
Food and Drug Administration Amendments Act of 2007 (PL 110-85), which FDA anticipates in
early fall, bottlers will be required to report the results of tests showing that products in

commerce pose a threat of serious adverse health consequences or death.

CONCLUSION

FDA regulates bottled water as a food under the FD&C Act and is responsible for ensuring that
bottled water is safe and truthfully labeled. Specific FDA regulations for bottled water cover
c¢GMPs for bottled water production and standards of identity and quality. Recent regulatory
activity includes adoption of maximum allowable levels for critical contaminants, including
certain disinfectants and disinfection byproducts, uranium, arsenic, and the adoption of testing

and remediation requirements for the prevention of £.coli contamination.

13
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FDA will carefully consider the conclusions of the GAO report and factor their findings into our
future regulatory decisions. We will also continue to work with the Committee in your efforts to

craft a bill that enhances food safety.

Thank you for the opportunity to testify.
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APPENDIX

Table 1. Various types of bottled water.

TYPE DEFINITION

Artesian || Water from a well tapping a confined aquifer in which the water level
Water | stands at some height above the top of the aquifer.

Mineral | Water containing not less than 250 ppm total dissolved solids that
Water ' originates from a geologically and physically protected underground

| water source. Mineral water is characterized by constant levels and

+ relative proportions of minerals and trace elements at the source. No

minerals may be added to mineral water.

Purified | Water that is produced by distillation, deionization, reverse osmosis or
Water | other suitable processes and that meets the definition of "purified water" |
. in the U.S. Pharmacopeia, 23d Revision, Jan. 1, 1995. As appropriate, |
| also may be called "demineralized water," "deionized water," "distilled
. water," and "reverse osmosis water."

Sparkling | Water that, after treatment and possible replacement of carbon dioxide,
Bottled | contains the same amount of carbon dioxide that it had at emergence
Water | from the source.

Spring | Water derived from an underground formation from which water flows
Water | naturally to the surface of the earth at an identified location. Spring

' water may be collected at the spring or through a bore hole tapping the
| underground formation feeding the spring, but there are additional

| requirements for use of a bore hole.

(FOR COMPLETE REGULATORY DEFINITIONS, SEE 21 CFR 165.110(A)2).)
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Mr. StuPAK. Thank you, Doctor.
Ms. Houlihan, would you pull that mic over.

TESTIMONY OF JANE HOULIHAN

Ms. HOULIHAN. Mr. Chairman and members of the sub-
committee, I am Jane Houlihan, senior vice president for research
at Environmental Working Group. We are a nonprofit research and
advocacy organization in Washington, D.C. Thank you for holding
this hearing.

Today we are releasing an 18-month survey of labels and Web
sites for 188 bottled waters. Here is what we found. Consumers
spent about 1,900 times more for bottled water than for tap water
yet they often have no way to learn essential facts about what is
actually in the bottle. Only two of 188 bottled waters make public
three basic facts routinely disclosed by local tap water utilities.
These are the specific name and location of the water source, puri-
fication methods and chemical pollutants that remain in the water
after treatment. These two brands are Ozarka Drinking Water and
Penta Ultra-Purified Water, the only two of 188 doing so.

Bottled water companies are not required to make these basic
facts public, and here is the reason: they enjoy a regulatory holiday
under the federal Food, Drug and Cosmetic Act with near-complete
latitude on what, if any, information to share with consumers. In
contrast, every one of the Nation’s 52,000 municipal water sup-
pliers produces an annual water quality report giving its water
source and pollutant testing results as required under the Safe
Drinking Water Act. EPA calls these reports the centerpiece of con-
sumers’ right to know about water quality.

This double standard is unfair to consumers who have a right to
know what is in the water they buy. Surveys show that over half
of bottled water drinkers choose it because they are worried about
the safety of their tap water. They believe it is free of contami-
nants. They do it for their health. But in too many cases, con-
sumers have no way to check if the purity they are looking for is
what they are actually getting.

So where does the water come from? Our survey found that 30
percent of bottled waters provide no information whatsoever about
their water source on the label but 37 percent fully divulge both
the name and location of their water source, and the remaining 33
percent give generic information like spring or deep aquifer. If you
could look at figure 1 in your packet, please, this is a brand that
is doing the right thing. It is Great Value. It is called in your figure
a smaller brand. It is not in the top 10 but it is actually distributed
by Walmart. You will see on the label the source clearly indicated
as municipal supply, Fort Worth, Texas, so you know exactly where
this water comes from. You will also see the treatment method on
this label, reverse osmosis. Let us look at the next figure by way
of contrast. On the other end of the spectrum is Dasani. On this
label, you will see that the product is pure and it is crisp and it
has a fresh taste but nowhere on this label will you find the source
of that water. Dasani is one of 30 percent of the brands not giving
any information on source along with Whole Foods, Food Lion,
CVS, Kroger store brands and many other brands.
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How is bottled water purified? Bottled water companies are not
required to disclose what, if any, methods they use to purify their
water. Municipal water suppliers aren’t required to disclose this in-
formation either but most of them do. We found that 44 percent of
bottled waters provide no treatment information on labels. One-
third provide no information on labels or Web sites.

If you look at figure 2 in your packet, you will see a label for
Ozarka. This is a Nestle brand that is actually doing the right
thing. You will see on this label the water comes from the Houston
municipal water supply, but it doesn’t stop there. It is further
treated by reverse osmosis, carbon filtration, microfiltration and
ozonation. Now, for contrast, let me read to you what you will see
on a Fiji label. “The purest water comes from the purest clouds.
Our rainfall is purified by trade winds as it travels across the Pa-
cific Ocean to the islands of Fiji,” and that is all the information
you will see on treatment on that label, and Fiji is one of the 60
percent of bottled waters that print marketing claims of purity
from among those waters that don’t label their treatment methods.
Consumers have no way to know if the claims are true.

What pollutants are in bottled water? Every tap water utility
publishes an annual water quality report listing all their results for
the year but only 18 percent of bottled waters do the same. Those
that do include all eight domestic Nestle brands. Those that don’t
include Aquafina, which is a Pepsi brand, and figure 3 of your
packet. Without data, consumers are left with marketing claims,
and these are extensive. You have heard Poland Springs, a man
who lived 52 additional years after drinking the water. Mountain
Valley Springs became known as a remedy for the treatment of
gout, rheumatism and other diseases. Evian claims its water is a
symbol of health, general well-being. Valdix water is extremely
pure but they don’t publish a test report. And finally,
Aquamantra’s water resonates with the energy and frequency of
well-being. When you pay a premium price for bottled water, you
deserve more than just claims. We recommend that bottled water
labels and Web sites disclose the same information that the law re-
quires of municipal water utilities and that this disclosure be man-
datory. Consumers have a right to know where their bottled water
comes from, how or if it is treated and the pollutants it contains.

Thank you for your time.

[The prepared statement of Ms. Houlihan follows:]
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Mr. Chairman and distinguished Members of the Subcommittee: My name is Jane Houlthan, and I am
the Senior Vice President for Research at Environmental Working Group (EWG), a nonprofit research
and advocacy organization based in Washington, DC, Ames, Iowa, and Oakland, California. I thank
the members of the subcommittee for holding this important hearing and for the opportunity to
testify.

Today, EWG is releasing our 18-month survey of bottled water labels and websites, including top
domestic and imported brands. This is what we've found: consumers spend 1,900 times more for
bottled water than for tap water, yet they rarely know basic information about exactly what's in
their water bottle.

Our survey shows that far too often consumers have no simple way to learn three essential facts: 1)
where their bottled water comes from, 2) how or if it's treated, and 3) what chemical pollutants it
contains.

We analyzed labels and websites from 188 bottled water brands to learn which bottlers voluntarily
disclose the same information required of community water suppliers. We found that many choose
to disclose no information at all to their customers on water source and purity. Instead, they simply
make claims of purity and health benefits not backed by public data.

We also found:

» Just 2 of 188 bottled waters ~ Ozarka Drinking Water and Penta Ultra-Purified Water - list
specific water sources and treatment methods on their labels, and offer a recent water quality
test report on their websites,

*  Many large bottled water brands obscure basic data about their products. None of the top 10
U.S. domestic bottled water brands (BMC 2007) label both their specific water source and
treatment method for all their products. Yet some of these brands claim their products are
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"pure," "crisp," and "perfect.” These claims are potentially misleading and imply an absence of
contamination not possible for the drinking water industry to achieve.

* 100% of community tap water systems publish water quality test results annually. Only 18% of
bottled waters do the same, publishing on their websites current bottled water quality reports,
including contaminant testing results, for each of their products.’

1. Consumers have a right to know where their bottled water comes from,

Unlike community tap water suppliers, bottled water companies enjoy a regulatory holiday from
FDA. This double standard is unfair to consumers, who have a right to know what's in the water
bottle they buy. Bottled water brands are not required to disclose the source of their water or the
results of water quality testing. In contrast, all 52,000 community tap water supptiers nationwide
produce an annual water quality report detailing for all their customers both their water source and
their pollutant testing results, as required under the federal Safe Drinking Water Act. An estimated
58% of these reports also describe water treatment methods.

The Environmental Protection Agency (EPA) considers mandatory annual tap water quality reports to
be “the centerpiece of the right-to-know provisions in the 1996 Amendments to the Safe Drinking
Water Act.” Both EPA and the states have authority to take enforcement action against water
systems that fail to comply with the reporting requirements "to ensure that consumers' right-to-
know is respected by all water suppliers" (EPA 2006).

Federal law requires community tap water suppliers to publish the name and location of their water
sources. Bottled water companies are not required to do the same. Companies that package water
from a municipal treatment plant without further purifying it must tabel the water as “from a
community water system” or, atternatively, “from a municipal source.” Because most water bottlers
conduct some additional treatment, they escape this regulation. In those cases they can use terms
such as "purified," "deionized" or "distilled" on the label -— which often mean little to consumers.
The bottom line is that the FDA does not require clear source identification on bottled water labels.
Consumers need much more.

We investigated whether or not bottled waters are choosing to label where their water comes from.
We found that 37% of bottled waters fully divulge the name and location of their water source,
while 30% provide no information whatsoever. The remaining 33% give generic information like
"spring" or "deep pristine crystalline rock aquifer.”

Community water systems must report to their customers any potential sources of pollution the
water sources. Bottled water companies don't. Instead of referencing a rigorous assessment, Fiji
claims its Natural Artesian Water is "untouched by man" and “far from pollution."

Without basic data on bottled waters, consumers are forced to rely on marketing claims to inform
their purchases. Labels from some brands with undisclosed, mysterious sources claim the water is
“"essential," "pure” or "crystal-fresh.” Possibly, but consumers may just be paying for tap water.

* ' Bottled waters that publish test results include Poland Spring, Nestlé Pure Life, Arrowhead Mountain Spring Water
and Perrier, Products that don't include Culligan Purified Drinking Water, Refreshe Purified Drinking Water and Giant
Acadia Filtered Drinking Water.



43

Testimony — Jane Houlihan

“The Regulation of Bottled Water”
July 8, 2009

page 3 of 5

2. Consumers have a right to know how their bottled water is treated.

The government does not require bottled water companies to disclose the methods used to purify
their water, or even to state if their water has been treated in any way. While community water
suppliers are not required to disclose treatment methods to their customers, they often do. Our
survey of 2008 annual water quality reports found that 58% of 55 water utilities from 48 states and
Washington D.C. told their customers how they treat the water. FDA regulations allow water bottlers
to label their products with ambiguous descriptions such as "purified water" or "demineralized
water,” as long as they treat the water with a "suitable process” (FDA 2008a).

Unfortunately for consumers, the regulations fall short of requiring companies to disclose exactly
what (if any) treatment processes they employ. This matters, because not all treatment methods
are equal. Consumers need to know which ones are used to make informed decisions about their
drinking water. Disclosing treatment methods is critical for bottled water companies, because
people who buy their products may believe that the water is purer than tap water. But 33% of
bottled waters we surveyed provide no information on labels or websites about how or if the water
is treated; 44% provide no treatment information on labels.

The popular bottled water brand Fiji takes a creative approach to disclosure, claiming that the
rainfall replenishing its aquifer is "purified by equatorial winds." But in 2005, lab tests
commissioned by The Boston Globe in 2005 found "unusually high levels" of bacteria in Fiji water
(Boston Globe, 2005). Furthermore, EWG's label research show that among bottled waters that fail
to print water treatment information on labels, 60% instead print marketing claims of purity, using
words like "pristine source.” Consumers have no way to know if the claims are true.

3. Consumers have a right to know what pollutants are in their bottled water.

Four of every 5 bottled waters do not publish results of water quality testing. For these waters,
consumers have no way to know the range and levels of pollutants found in the water. According
to FDA requirements, bottled water companies are required to test their source water once a year
for chemical contaminants, at a minimum, and once every 4 years for radiological contaminants.
Waters taken from non-public water sources must be tested at least once a week for microbiological
contamination (FDA 2008b).

While tap water suppliers are required to disclose water quality testing results to their consumers,
the FDA only requires that bottlers maintain testing records to show government inspectors (FDA
2002). While some companies choose to make water quality test results available to the pubtic, this
disclosure is voluntary. Many choose to withhold this information. Nor are bottled water companies
required to disclose the potential health effects or likely sources of any contaminants detected
above health-based limits, as community water systems are required to do.

Few water sources are completely free of detectable contaminants. An estimated 25% of bottled
water brands that rely on tap water (NRDC 1999) are drawing from supplies that collectively contain
at least 260 pollutants, according to EWG's 2002-2005 survey of tap water testing conducted by
community water supplies (EWG 2005).

4. Many bottled water labels’ health claims and claims of purity are potentially misleading.

Test results for bottled water may be lacking, but claims of purity abound. Some companies indulge
in superlatives. Volvic, for example, claims that its products are "extremely pure and distinctly

EWG: THE POWER OF INFORMATION
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different” (Volvic 2009). Ice Mountain Natural Spring Waters goes even further, claiming that its
waters are "pure as the driven snow" (Nestlé 2009). The website of Aquamantra Natural Spring
Water wins the prize for original claims, however, stating that its water "resonates with the energy
and frequency of well-being." According to Aquamantra, the quality of the drinker’s thoughts
determines the quality of the water; therefore, the company writes affirmative mantras on the
bottles. Aquamantra asserts that these mantras "actually change the molecular structure of the
water, and most definitely changes the flavor of the water” (Aquamantra 2009). Perhaps the
assertions are true, but without federal standards to regulate claims and require disclosure, buyers
should beware.

RECOMMENDATIONS

To eliminate the imbalance between tap water and bottled water and to give consumers more
information about what they're drinking, EWG recommends that bottled water companies disclose to
consumers on labels and websites the same information that tap water companies are required by
taw to provide. And we recommend that government officials make this disclosure mandatory.

Bottled water companies should:
« Provide easy-to-access water quality reports disclosing all test results.
* List on the label treatment methods used to purify the water; and clear, specific information
on the water source and location.
¢ Test for unregulated chemicals that may leach from plastic bottles.

In conclusion, EWG strongly believes that the public has the right to know where its bottled water
comes from, how or if it's treated, and what chemical contaminants the water contains.

Thank you for your time. I welcome the opportunity to answer any questions you may have.
Attachments

Figures
Report: Bottled Water Scorecard
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Figure1. Some smaller brands identify the
exact water source on the label.

Great Value Drinking Water labels its specific
source: “Municipal supply, Fort Worth, TX.”
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Figure 1 cont. Some large national brands do
not identify the water source on the label.

Dasani label provides no information on its water
source.
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Figure 2. Detailed information on purification
methods fits easily on the label.

Ozarka Drinking Water labels its treatment
methods - “Purified by reverse osmosis, carbon
filtration, microfiltration and ozonation.”
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Figure 3. Posting detailed test results is easy
and boosts consumer confidence.
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Nestle Pure Life Purified Water’'s online water
quality report gives test results for dozens of
chemicals.
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Figure 3 continued. Some national brands like
Aguafina provide no information at all on
contaminant testing.

Aquafina provides no water quality report on its
website.
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Figure 4. Some smaller brands like Sparkietts
provide consumers with 1-800 numbers, most
bottlers do not.
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Figure 5. Some bottled water brands provide
consumers with no information on water
source, treatment, or testing (label or website).

| CRYSTAL CRYSTAL

Crystal Cascade Pure Drinking Water - no
information on label, no website.

Springfield Drinking Water - no information on
label, no website.
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SUMMARY: Bottled water brands that treat,
tast, and tell

Only 2 of 188 hottled waterg Surveyed make pubiic 3 basic fags about thelr products rowinely
hesed by municipal water utilities:

s The water's source;
v Purificatiorn methods; .
» Chernical pollutants remalning after treatiment

Chottied watsr companies.énjoy b regiiatory holiday under the federal Fubd, Drug
ant Cosmetic Act, which grants them-complete latitude to decide what, if any, informiation
abiout thelr water sdivalfged trcustomens.

i contasy svery one of the ration’'s S2 000 municipal watey Slippliess proiduces anatindst
water quality report detaiting both it wargr sourc and polutant testing tesuits; a8 required
under the federal Safe Drinkint Water Aot An sitiinated 58% of these reportsalst desclibe
watsy frepzment mathodds,

EnvirpRmentdl Working Grows TRmanthisirvey 6f botded water labaldant webaites,
induding top domestic and imporied brands, has found that:

s st 2 boted waters - Ozarka Dyivking Waterand Pente WiasPurified Water - st
cific warer sourcad and teatment methods onthaivlebiels, and offera recentwater
guality test report 6n thelr websites.

s Major bottled water brands obscure basie data sbout theit prodicid; None of theitop
10118, domestic botded water brands label otk thelf spedficwater source ang
treatvient sathod foralh thelr groducs.

& Aquifing Poiifipd Drinking Watdy “onginates from gulilicwater §ouries” but
fails o naetham on the lebel Thigwater 18 Tredted througha proceds caliad
THydRO- ™ thatls notexplained on thedabel

8 Arrowhesd Moontatn SpHng Water lists springs in 8 Californiacities or
eounties &5 possible sourcss forthe water we-obtalned, and ghas no
information on how of if the water is weated.

& Crystal Geyser Natdars! Aipine Spting Water is bONIBH AT "the €4 Rokahe Souirde
nearCalifornia’s Mount Shista” but offers o information o treatiment

methods.
o Dagani Ruridfisd Water does notnama it water source orthe labgl, butniotes
thswater inreated throUghravEise OsHEsi
Boitiad Water Sgtrecard Pagel of 28

Enviranm

Noriing Groug 1Y Copyright 2009 Al Rights Reserved



57

@ DeerPark Natural Spring Water lists 7 towns.in Pennsybvania and Maryland as
pussible locations for the'spring water inthe bottied we obidined. No
treatment method i lisved.

a0 fve Mourtain Natuis! Spring Water 1i81s 2 springs in Michigan as possible
souress on the label we assessed and fails 1o desgribe i traatrmeant methods,

o Nestté Pure Life Purified Water's label indicates that the water s drawn from
either & *deep provectad” Pernsylvania well or the public water supply of
Allentowny; PA, and iy tréated by sither revarse osmosiyor distitlation,

o Orarka Drinking Water Is drawn from the "HoustonMunltipal Weter Supply®
and treated using “raverse osmicsis, carbon fltiation, mictilration and

3 bal this information oncther produdts. Labels

atural Spring Water and Aguaped Natuial Spring Water fist

springsin 2 Texas courties as possible sources; and fail 10 reveal how thewater
istraated.

i Spring Natural Soring Water's fabel S8 wowis Tn Maite &9 passible
focattons forits spring water and does not give treatment methods:

& Zephyrhills Natural Spring Water Tists'springsin 3 Floridd counties ag possite
sources for its water and provides noinformation onhow or if the water is
treated.

> Someof these 10 brands tarket their producis with vague terms ke “pure)” "orisp,”
and“parfect” These claims are putentially misieading and Imply anshsence of
contanination not possitie forthe drinking watsr industry to achieve,

Al runicipal water
systernsare reguired by
law to publish water
Guality st reslts
annually. Only 18% of
bottled watersdisclose
guslity reportsthat
inclute contaminant
testing results. Brands

Methadology

EWG launched an investigation fo learn which-brandy of bottled water
1l thelr clstonuers Besi information abaubthe watey — wiidri thejr
waster cores from, Bow L is teated, andwhat contaminants Itaontaing.

Betwaan Febriary and AQHUT 2008, voluntesrs resporided to our
published eraitand website requests ancd sent 1o EWGy W it
e 163 unigue botiled water labels represepting 137 rands from
303 Wi credted 3 datal Filing theé information isted-on sach
Brand's labiel and website,

Grlanisary 1, 2009 Bottled water brands foarketed i Califdimia bagan
postng morelabel and website information veguired by a new state
CEWG warted fo know howorif the law and the sustained
wfromy consimer and public hsalth advodates had affected

fabeling iother Staes.In May drd June 2008, velintedrs sent 85
unigue produdtiabels répresenting 76 brands from 38 sates;

iy Ao our fehwd regestadistl vig-enial aid
pubily oo wetsie, We sappl ol datatis SHEGT
riew Infarmation,

Wi gradad bottiad watérbrands on how fiuch they ell donsumers
aboutwhat'sin the boule, We Tallsd brandy s i) 20 prrovide
anhdry with sigrificant information on wat & radtment and

L W T & and 2000 al tolearn how
fnany rands e telling customers yaore this veat than 1est THE duavwsr
was s heavtening 52%, though in nearly every case brands provided
less nfonmation thEn B water suppliers give their customers,

ERSe gL

thatprovidethis
impsrtant information
o-consumers include-ail
& Nezthddomaitic
brandssurveyed Polingd
Spring. Nestlé Pue Life;
Arrowhead , Calistogs,
Dieer Park loe Mountain;
Oizavka, and Zephyrhilis)

Battisg Water Storétard

Eypvirenmgntal Woeking Group {8 Copyright 2008 81 fights Reseived
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By -contrast, Culligan Purdfied Drinking Water, Refrashe Purified Drinking Water, Giant Acadia
Filtered Drinking Waterand 15T other bortled waters offer theircustomers v waterguality
tastdata

Amierivans accountTor Jess than 5% of the world's sopularion bur drink 185 of the botded
wiater, LS bottled water sales rose 85% between 2000 and 2007 (Rodwan 2008}, drivenby
finelituned marketing that has exploited consumer anxieties shiout tap water poflution.

Butin 2008, bortled water sales declined for the first timein the decade. Thismodest 1% drop,
retrerching from the previous years 6% increass in sales Bodwan 2009 may signat
consumery realizing that bottted watér is not worth premivm prives: Or'sagging demand may
refiect the struggling economy —or bioth,

Anincreasing nomber of stlidies ratie congdrns abbut plastic bottley enigrormental Inpacts
snd the putity of thelr contents. In 2008 Americans threw 36 billion waterbortles intetrash
cans, ortethe lahd 85 itk or into recycling bing (Doss 2008). The Substantial waste
ianagemant challenge preésented by discarded plastic water battles i fregquently in the
FRWS,

Lastyear BWG tommissionad teststhat found bottled waternot necessarily any safer thantap
yratet. Ten brands sampled by EWG containgd 38 pollutants vanging Fromfertilizer résidua to
industrial solvants, Pollutants in 2 brands exdesded state and industry health standards FWG
ZDUR).

Asmbes of grominent rastaurants; inchuding Bal Posto In New York Cty and Restaurant Nora
iy Washington DU now seeve Rltered tap water instead pf bortled water, The city of San
Frafziscono longer allows employees to purchase botriad watér for ity business:

Legislation to clase Joogholas iy hattied water stardards 1S under considetation A Califorhia
Tavw effective January 1, 2009, requires boftled vwater companies 1o post informaticnonthe
water source, reatment and testing on labels and websites A bill introdueed in the US,
Serate asrvear 5 347 Shwould frupose sivilar réguirements natitrwide,

Daily decisions on what 1o deink arer’t eagy when bortled water companiss fall to divilgs
what's i the bortle: EWG recomimends filtered tap water as a first cholge. U Saves rioney, U
purer than tap water, and It helps spive the global plastic bottle problem,

Wealstadvocdte for the consdmer's right 1o know about bottled watler - wherd ftiormes
fromy, howand 1 it's traated, and what cortaminants it contains Batted wiver companlies
should provige this information voluhtasily,

Bottly ¥s Topw The Double Standird

The Ervirormental Protection Agendy (EPA) calls mandatary annual tap water quality reports
the “certerpiece-of the right-to-know provisions inthe 1996 Amendments to the Sefe

Bottled Water Scorecard Page 3ot 28
Environrhental Workihg Groop (CY Comyright 2009 Al RIghts Résetved
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Deinking Water Aot Both ERPA and state regl fes by thority o take
epforcémantaction against waler systemsthat Tl rodermply vath reporing regulvenments, o
esure that consumers fghtwiow [ respetted by atbwater suppliers™ (EFA 20062

Whan i comss 1o bottled water, dn'the sther hand, Sonsumersare often leftin the dutk

Where Does the Water Covse Frim?

kﬁaﬁ%é{i Wa!é;

tpines Fom the
Potomal Rjver,

Foderal law reguires Community top witss supphers 1@ wheandy thetrwatersources, in
Bhiladelohia’s 2008 water quality répdrt residents Tearned that "the waret. somas fromr the
Schuylidll and Delawarg rivers., kach river contributes spprosimieaty one-hatf of the City’
overallsipply Davig, Californiy residents [Bamed et thepdrank Mwater from 20 minicipel
welly arvd one private wall. These walls kapinte squifers benasth the ciiyat depths e 21010
T30 fert belovw groting surfate!

We found thse

Seures watar disclosure - Whats vequired? e —
» B0 of bartled watets

FDAH e ot fetpuire thdt Botted water tompamas name the

specificsourca of the helabel lnstend, Compante provide no
can providie genede terms that sply s enerabsooree by nformation omwater
crilbaivg hydroges) Wated oot wsthods Oy sodrcs whatsomer,
ads {21 CFR 185100 Nohe of thasererais give B3 givedenenic
ffic lncation andname of the weter seurgs infarmation ki
and “spritey” witersare groundivater under "spring” or deep
presure thist fows towdrd the ground surfage: . pristing dystaling

W el A i pumped frorm e Bolebiges

, . rock aguiten”
Othefuis sonstracted T Whie grotnd that

+ Aradivolgeon thelr

GFan aquifen R Y
& Pusified water” Tt B e Wites label the specific
ravned By reatrient metiod ate often municioal WHER fame and focation'of
that Five anderging saditenial reatment. thelr watersbures,
Commpanies that water i s € : Ongsixthofthose
olantwithout flvther pusifiing Bt lebelibe vy s om ivers st of pussinte
HCGHTTY wWatar SEEm ot by, rowyzmenicine) SEURGES, fot thigeiadt
o CRUSE oSt Water bottlels condiutt Sorie additional SpabeE for SEkh Botde,
gt Ty R et i
Coristssts VS Hghr o g shuch mdks.
Weiter Sbraan Fage ot 38

right 2008 All Rights Reserved
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Sarvy drinking water sources are vulberable to pollution. Community watet Systems must

Feport th thelr customars potantial sburces 6f pollution to the

e sources; from detslied

surveys called Source Water Assessments:

Botdecwater companiss face 5o such
miErkating clalma FIL for ndtance o
sand e Brom pollutia
thewater s “essenyial’

Possisly, butitmay just e 1ap wetet

Howeis The Water Trested?

egulation and are free to-rake all sorty of hagzy

36 s Natural Abvesian Water s “untouched bysmian
Labels from some brand
e, of eryetairesh

2

th undisciosed, nyStdrious sources déim

Bottled Watar

The' fediral govetrment does Notreguive bottied water Compaties 1o disclese sxariiv how
thay hava fréated their water: Community waber suppliers sré notfequired 1o disclose
weatmnent methods either, but theyoften do. Oursurvey of 2008 annvel water guality reports

fourgd that 58% 01 §5
they treated thir wasy,

Water treatment disciosure - What's
reGuived?
FON réguistions Siluv tonled wateis
o Habel this oyt withambiguous
TEry sk g fpurified water” or
“demineratized water FRA 20088k
Unforunately for consummers, e
regufations go not reguire Battles o
discloss exactly what [{if anyy reatment
Prcessesthey emplog Nt all
HrEauneRt metheds are sl

& i to RioW whith
FhgthodsEng used €6 they tav make
itfowped dedisiong abnut tHelr
drisiing water.

stor utiities i 48 states and Washington DG wld thelrcustomer s how

Somerconsaniers may believe that bortled water it
purer than g water, Bub 33% of bottled waters we
wirveyed provige noinfarmation whatsoeveran
Tabals or webiitesabout how or i the water i
treated. $4% provide no weatment information on
labeds,

The popular botiled water brand Fijff takes &
creative sppranch fo disciosure, daiming that the
rainfall replenishing it sauifer s "purified by
equatvrialwinds’ Bur labrtests commissionad by
The Biston Globe i 2005 found “upusually high
tevBls™ of batreria i Pl watet (Boston-Glabe; 20055

Botthd Weter Scoregard
Environmmestal Working Group 10 Oy

bt 2008 A ights Resgrved
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EWi3's label research show that among bortled waters thar fall re-printwater treatment
G ¥

information oniabels, G0% ke unisul

tiated ma

g phEnE AT punity, Gsing Words

“riisving souwrde” Consumars have nt way te Kaow il the claims arétrue.

What Pailutants Areln the Water?

dstrinision Sygtem Results
pect ey

Four ofevery S bott

Botded Water

waters do not publish resudtsof watergualit

esting, according 10

lesd
EWG s analyss of 188 products. For these waters, consumers have no way 1o know the range

Fiidt levals of poliutents Tound In the watsn,

Fawr watersources are completly free of deteciable contaminants:

estimpied 259

vkl the

of bottted watdrs That valy or tep wter INRDC 1999} are drawing front supplies

thatrollectively contain at least 260 pollutants. sceording t EWGS 20022005 survsy of tap
yeater testing condocted by Communily vearar sugiplies [EWG.2005).

Wates testing disclosdra - What's veguired?

Agrofding o FOA regulations, hottler water fompanias
e YRouired (o Test thelr sbur Ce viitar for themicdl
contanisantsat least obie @ vepy, and for radinfogival
contansaaniy once dviery & yeas Waters takerr from don-
public water sources st be tested at loast pneca week
for migrobiological contamination (LA 2008R),

Whie tag Suppliers ¢ 330 discinge wate
TesTing RSU 1o their consdmers, the FRA only
res that Holthies aleialn testivig records w shiow
gosBrnment nspectors (FRA 2007} Some compinisy
yohuntadly privide wter quiahty 1Rt sidpilts to the pubitic,
gt prhsirawith thig information, Unl ORI
- bottied watsr compantes araalse not
joses saltheffactsof
5 that vicdate Randards

ALY EET

d

g
Crsatanin

Testresults for bottled water may
be tacking, but mganiigless chajms
of pusity abound, Volvie, for
example. stlvertises that s
producs e "Sxfremely puréang
distinctly differsnt” (Volvic 2008,
Iog Maumtain Natural Spring Waters
boasts that ity waters RIS
the driven stow” (Nestie 20093},

The Polaricd Spring wehsite spéaks
of ‘pureduality” and sssertithat
our TH0% naturel spring wateris
sevad natusaily by the eanthy
capstlred a the sourceand
shitinually tesied wensuréthe

Battied Water Starecard
Erviropmental Working Group () ©

Papge Kool 28
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highestiguality™ (Paland Spring 2009),

Wit BrdandSprng doesn el v s thatin 1988 after conslimers comiphained about taster it
vedalled spme ofies bomled water produrts in Massachuserrs Becitse of high chilerine levels,
Notably nefther the compamenor theocaldeparmmant of haslth announced the tecall
[Commioniveaith SEMastEcinsats 2000},

Thi Poland Sprivg nebsite recounns 15 sourée’s legendaly curative phwirs, saying thatin
1793, the spring cured s manon bisdeath bedyreinvigbratiad, he lived 52 iora years {Nestlé
e aN

Mountaln Valley Speing Wates borits of thelr websing that byl e 8y 79008 the brand's
source water had become well kntwn 8 & retiedy Tor gout, rhbumatism, disbstes and kidsey
disesse Heahl Warers 2009),

Acuarmiaiiiia Waturl Spring Warer takes theprize for imaginative marketing, The compén)
a5sarts thatits water resonites with the energiand freguency ot welkbelng! Rccording
Aguamaniee, theguality ofthe difnkers thoughes devermines e guatity of the witer. The
labels contaly affirmative mantras that sccording to the company, "attually change the
rristeculdr Stritting of the wiater, and most definitely change the Haver of the waee"
{Aduanmiantne 200%L

Recommandations

i 1oL 900 e srove for mbottie of water than thesame amount 6Fisp

LonSimesy
water, et ravsly have batlcinfanmaton showt the product(EWE T008)

EWG recompends that bottled witer labela dng Tt distibsethe samie infor
thedaw requires sEnunicipal water upifites: Wa recomment that goveinmént of
this disclosune mandatory:

Bettied water companiss sl

¥ Provide sagVo-artesy water guality reports distiuking alf test results did vatalning
the information mguired in Cnsdmar Confidencs Reports Tor tap water sippliees,

* Lisven thedabel water nentmethods and clast, spedfic information on the water
Shures anttlotation;

¥ Testfor antegulated ehemicelihal way fesck fom plastie botthes.

K

Weurge consumers tohake therr fivst choloe filterad tap water. They should consider
pordedwaters distant second, anvd then they shouild pltk brands that provids full wate?
SOUFCE; eRTREATah qualiy disclosore i that wse advanced trestrent methods o réimove
@broad range of poliutants,

thedl Water Sooracard Page 7ol IR
Environtraite: Warking Srsup { syright 2008 A ;
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SECTION 1: Bottle vs. Tap - Double Standard

Ask botthed water corsuniys whethey they thirnkos bottfed water 1§ belng held to-significantly
tighter standards thian thp waren:and chances are they will say, *Of coursa®

TratSehat the FRA S Tor vght?

Wong, Ths truth Isithe guive o Tt st bottled water be-any safer than

& icalpatiision standards are neady identical, Thesalrexcaption is
tead: A% teatlimiy for Dottled water iy thiee times strictér than the tRA fead standsrd for
Tapwaler BFAY moe teriient stanidard takes vt atchlint thefact thatindny dliderhouses
have toad plpes s Tead solder (D& 2008 PO 2002),

MR rard et FIIA Ingpaciorswisi Bonles water plants
thai "hortlethwiter plahts generally dre sisigned low

Thewgeno)swebsity ackrowlednes
oriorityfor inspection” (FRA 20023

Thislack of oversight has come atapiice. Two brands hive beeh reealled by FOA IR the past 8
years: Safeway Select 1y 2000 hecayse of contamination with particulate matter FDA 2001}
angSan's Chole a 2008 dus s meldand batterial contiraination (FOA 2008) Increasing
FDAS pacs of inspeciions woild provide s sivch higher chance for these types of grablems o
& yhooverad,

Extensive right-to-Knaiw provisions for tep watey; absent for bottled water

Sirace 7998, the vastmagority of ¢ T Water syst ound the Chuitny have Bedg
reruired th distribiute to thisir custonierns an anmual drinking water guality repor e
“ronsumercotfidericd repartT (CERL &8 8 Wiliimu; these TOR disclse (EPA 20088%

© Thelocaitonand rerie of the Teke, fiver anuifer, or Bthor Source of the dibnRing wWatsn

*  Abrielsumiary of the susceptibiity to contaminetivnmof the facal dinking water
Solfcs, Dased on the sburcew i biyostates;

s insutions on how i et E Copy el the Winer dystam's mn‘:piet‘e SoUiCeE waEter
[xsEsEMS

= Thelevel lrrange of Ibvelg ulany Cortaminant foundia local drinkiyg wats
a8 EPA% health-based standard (maimurm contaminant levelFHorcomparison;

#  Thé likelysoures of that tortaminant in thetocel dinkdng water supsly:

+  The potentiahRealth éffetts of sriy covtaminant detected i violation of sp EFA healtk
staridard, ahd shactiounting of the systent's dctonsto restore safé drinking water

& The FaystEns with other drinking weater riles;

«  Amedbcational statement forvainenble populations sbout avoithng

a5 it

> oA

Ay BEa doridesand

Botticd Water Scora
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s Phane numbers dditional sourcesotinformation, Including the watersysten and
EPA'sSafe Drinking Water Roting.

Becausefinding acoursta, completain
rraarket & neart
products blingdly.

srivstionabout many bottled water products onthe
passible, iv's clear thatmiany bottled water sonsusers are choosing

FDA's history of foot dragaing in bottied water regulations

Thig FDA Has dragged s fabt for years i setling Sicrivater quality statidards for Bonted
waterang in fequiring basic ighttosknaw disclosire for consumers, The FDA hias regulated
botled water insome manner since the'federa! Foud, Drugan sraetie Act FDECA was
ecin 1938 Thiese regulations sddressed el morethan ensurlng basiesanitary opsatsn
wind keepinig, In 1974, the agency devel 3 jts fiegy botted Wardrauahity standards
GAO 1991

Hridder section $100f FDRUA, the FDA has beenvequired dithe by ERASE far:
drinking water contaminanits 1o botthed water or explal Wwhy not Vet 8 1997 indestigation by
“the Govefnmen Accountabifity Dffice found that betiess 1076 ant 1HOT the FOIA Had #iit
copnplied with this teguirement dnce [GAD 1981}, After EPA regulated 7 uolanie chermilcals

1 ey drinkinig water, FDB delaved foralmost 3 years before propasing o
“the same shericals i bortled vt

This prohlem wiss finally sssedin 1H0S when Colgress modified the law, through
ariiendments to the Safe DAnking Water Ady, tosay that if thie FIDA did not ssue botflad witer
reguldtions for hewly regulated contaminants In drinking water, the EPAs fapwater standards
would autorativaly apphe (FDA 20081 In 1895, the FDA issued “dentity stndendsfor bortled
watar For the: st time bordegh watsr lahisled R piing,” Tartesias, o “purifisg™water, far
example, had to melt cerlain reguirathenisor he degmed "misbranded and subject w recall
{FLas 200881

i whafforrs bot el rrnais belhiod rules fortapwater in
1995 Congress seanded theSafe Drnking Water Aot 1o feqiire: amiony other things,

community Watdrsystems prdvide customeiswith annlisl watsr quallty fepoits containiog
exrensive inforration on witer soivte, Sontaminant lavels, potential Solrtes ol oo riaminanTs;
potential Health effectyof inants and ediiational advics for vilnarable popudations.

ey AT ArendnR ird the PR w0 condusts feasibiliy

ot infuimaton dbout bottled water The sgériy collecsd cormmants
snitig ined B97- andin 2000 published it findings in e repon diled "Feasivilitg of
Appropriate Methods of Informing ustomiys of the Contents of Botted Water" ERA 1997

Inhgrepor, the FRA conduded tharitwould be appropriate sndiensitivforeguirsonoofthe
following: i information on bottied watey lbigls that woukd tellconsumers how 1o obesin
waterguality Information fram the manulactirey, (5} some witter quality formaiion’os

Page & of 28
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bottled water labals
informiation padkege with bulludisy

jeravEllabin through Sontact with ths omp
ihuted with Watér deliveries.

Mgre than 12 yesryaftars

bitgan, the FDA hes stll notfilted this gerin public inforviation.

New'Californle law reguires some sddivional disclosire for bottledwater

101 2007, Californis paised o law (S8 220, Corbew requiting bortled water ¢

dischose some basky dghra-know information o consuniers: in Bidar 10 be sold In Cahﬁa:ma,
alipottied water friariuf faciured afrer Jaruary 1, 2009 Must Have @ fabelthat givegeonsaniers

St leastivgwy tuct the mandfactunena it reGuesta water gualify aepaﬁ Thigreport.

rustindude: smdng othe: things:

*  Thesourcenfiiie fed-ater, "tonsidte it snplinable st nd fadery!
regilatonsh
v Abiedds tion of the treatment prit
v Kipferente to the RDAwel site that provides product recall information;
+  The Howled water corrgviny's sddressiand tefephone number Hhay rzabies Lustrwwrs
i ain furtherinformistion cd ing comtaminiants sad potential healthatfecty’

< rfermmtion on thlevelvof umagulatethsubBtandss, Fany. Yor whmw mner bttt
A requiredto monlior pursuant toistate of faderal law g regulation;

s THE Humber for the FON'S Faod and Cosimetic Hotline forcustomers 1o ¢all ey Rave

vestions aboutcontardinantsor potential heslthefecrs;

s Rsthtement Siplaihing how some people raay be wiste Viinerable o contaminaitsin
drjrkivg wathr aid ieectifng to these consianars abolit Hovw they gr lessen the risk
aiinfsction by mmobra CONTRTAES]

A e explaining the viFeus types of contaminants thatriay beprefent in the
botted waterand wiiat thelt sources miay-bey

b Statements dhiut the heslth-fferts of nitate and sienic i thi Tevels in-the bottled
water Sichey Sértain (hreshaids.,

BV sview of Botiled wateys povERased 16 2008 a8 d 2000 show that many sompanies have
upatid thalr labelsiv the Tast 12 mpnths o comply with Califoriata

Bt SEORES By i mpoTiant $ieg in this fght diesCidn roudireinaing
to e done. The labdl i nat reguired to gt iy infortnation: Ande loophiols i the
Lall fo;ma fai s linwe Dottiers of treated 1) Watkr to yivie tess infarmationin thel &t Gusliny
et than disclostig test résalis frdm the finished ;zmd'uct, rhm@‘ e mpamzx afe
H“wd to e the results from t sHcablelitiity's
rgans thateven Teontirnisrs Went (o the trouble of pb
might.noy b abiets Tnd aat whether the bottled wated in question s supstiorto tap water.

plivd volwaters:sold In theswgte, maaning that e vast

Bottieg Page 1008
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SECTION 2: Where Bottled Water Comes From

arrununity water gestems todisdose the narme sral lotationof the dake, river,
¢ athErsoutce of thalrdrinking Water i thely annual Consumer Confidenve Repons

¢ P %

Tap water sourcs disclosore: shore, g, ¢

Thefollowing Guotes, taken frany 2007 and 2008 Cobsumer Confidencs Reports romuardund

gemonstrate how water wtilities can provide remarkably specificand infhrmative
Y lUst o io thiee sentences

SOURCE daty

v Divis - “Lraring 2007, the ity puiiped water from 20wminidpsl wellyand dne
wrivatewell, Thesewells tap Into agquifdes beneath the oty st depths from 21010 1736
feetbelow ground sutface Tty of Davis Tublic Works 2008]

©RUsE TR TS eRRES OF IRE Cityrof RusHn Water Uit receli thalr drinking
water from' g water tragtment plants that punyrsurface water Rofm the Ualosado
s it flows into Lake Austin.” (Rustin Watss Usiliny 2008}

e water that we BEsteomes from e Schuyikil ang Delawa
irface water suphlies Phitadelphia does rot use gioundivae
siver cotiibates apprasindtelyone-half of the Gty averatl shpply (Phaded!
Water Department. 2008}

¥ Sateamiente, CA - ThE Cliy ol Sapranento Bas twoindependent water sowrges, ur
Ay Water source iert water Frond e Ardiden and Sacranients: Rive, which
provide 85 percentof gur water supply. Broundivater provices the ramaining 15
percent ity of Sacraments 2009)

= Tamips, Pl The Hillshorough River isthe surface watersoures that supphesmastof
Tampa's devignd, 8 average ol B2 million gallons a day. Dutiag due diy season,
uswally Apiit throughJune, TEMBE's river Supplyis supplemanted By the Aguifer
Storage and Becuvery (ASR) 38 andrégional groundveater, surface water and
wsalirated seawater purchased from Tampa Bay Water!” {Tamps Water Department
2009

i To-p0TTY cORBLITErS of Ay eisting Sourte watsy
SSESSMENTE pinpoint currentand potential
systems afealso réduired Wrprbids

Cormnunity weter Systemsiare alie ragul
assessERts antt Bow to dbirain them. Thix
sourees of pollytion in the watersource!
a Brief stimmary of the assessmant in the TUR,

Cloarall EWGE found that 3356 of prothutls srieyst com@ingt e sturse infoimation oieither

the labels or austlable weliiiey

Bettied Watsy Sooradard PagErUer e
Epvirorn@ntial Warking Srouh {8 Copyright 2008 Al Rights Regdrvid
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it af the battled witer Jabels we examined; inchucing leading bovtled water brands
sugh 4 ni Purified Water and Penier Sparitling Natural Mineral Warer offerad tai
mforation dboll the watery sHUrts, genaricor specific, Upt! recently, the major brangd
Atpiafina Wiso fell irito this Eatdgory: F - after sxienisive platiare Tom Corporate
Accountability Iner {and other consumer groups; Aguafing agresd fo madiy 18 abels
to-say that the water v sturcsd from unnsnied public water supplie

Athird ofthie labels welnspected included partial orvague sture loditions, providing the
consumer with e of nougelut informition: A & Matural Spring Water oy thi tame
iriplies; suurced fray 3 spring identifled oo the lablas i Wi code 92207, The labels of Voss
Artgsian Watsy and Meljesr Matural Spring Watsh identilfy thelnwater sourndes as "Vatnestror,
Norwdy" and "deep within Michigan's countryside” respectively.

FOA reguires that i thi water tomes fiom en undergraund agoifer; compimies may sdvertise
their product s artesidn water ground watss Spring witer or well water, depehdiig oithow
thewater s rapped or howir flows to thesurface, Companies may achvertise thsir product 88
ririgral wates 115 ground water thar faturslly containg 250 or mitye pars Per millisn of tozpl
dissobved solids.

Acfev branddstand out for sourde disclavire.

National brands Ozarkaand Poland Spiing wetesimong the minority 6f brands thiatdibclosed
procise source fopations ol theld labels: Only 6% of the 188 {3798 analyred revealst
precise sSoUrNes, $uch g the vereof the spring te aguifer tapped. Poland Spring Matural

; ing Watdr named s EpHngs in Maine from whicithe water friayhave been extratted:
OFprka’s Natural Spring Waterand dinking vieter prodicts mamed the springs and
T water systerfras whith the warer.was taken.

Wehsitesof bottled Water brands wire no more Ihformatve.

Ninrs Than NeiF af the products EWG investigared had nowebsites. This regourcs void was
espachally prhndunced amang privae Bbal brawds, Inchuding O Sold Emblen, Amencan
Fare, Kirkland Slgnature and Holiday Panty:

For b obthe produicts ahalyzed, tiuding Nursery Porfied Wathr By infants websites hadng
any IFOIMAtion Orywater spurtes,

Wabsites afanother 28%of the products we analyzed fisted ambiguous soures lodations:

Cinty B9 ofthe TBR progucts anslyzed hada walisite discitsing clear, precise water sourtes
Amionig the sre New Zeatarid Erernal firtesian Water and leeling Spring Natoral lgelandic
Spting Waten, both inoparted: Ofthatdds T3 provided a listof possible sources, 1edving
CHRBIREIS guess exactly Which sturres W used 1o Filw particular bovte,

Hotled Water Scorscard Page 12 of 3§
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Manufacturers of just %o the products In this investigation provided precise source
informiation on both thel productiabels and webiites. These nduded Deer Park Natural
Spring Watérahd Bvian Natural Spiing Water,

Bottied Watsr Stovecard
Erilirohmental Working Group {8 Cogvaght 2005 AN Rights Reserved
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SECTION 3: How Bottled Water Is Treated

Federal fave desgnotreguine information about restment methods o be distriburedto
consuiners forisither bottled wateror tagy water, but EWG's sralysis shows that some
commuhity water systerris vokiatihy give stch Information in their annusl Consumer
Confidehce Repoits AR moraften than botded wiler cormpanies do on thelr product
labels.

EWG tevieed thi rtsy ecest Consumar ConPnes REpors Svaiibls for 35 wisdium 1o
large cities i 4% states; While thetevel of dedil of infe Toreiaritd remendoushy, wa foungd
thaia8% of the CCRs contained at least soime substantive informatian b mynidipat gty
tredtment methods,

te fact chany water quahty reports e bt e pagien o ing g treatmant
p“u(ess O Consuriers Afe,'\am*nmxw WHIEST Systerms don's st thew ety TheliGaRs
explainwhy

xﬁiwr’aunc§ no phvivus relationship bep the sizerof the commanity water systervansithe
ateguaty of Hisdbsure o i nTorEteN. Trearment information disclosure ispve
wsrier o esouvods, bu amat‘mmi‘ Eholce. SoNieery lhrge systims, such as thase in San

lege and Cleveland had no substantive s information iy their CORs b after
D, Cloand Armistan, AL did,

s whier irComes o botthed Water,. EWG found that the labeldof 64%
Of this bottied riahyred ke d dny infofmath Hout eativent tethods. Thiss
products ndronty tncluded sthalt, Brivete labet brands such as Henny's Farmars Market and
Nacy's but dlsonational Brands such as Deer Park Natural €mmg Waber Iog Méuntain Natusst
g Water, Zephyrhills Natural Spripg Water and Crystal Geysey Natorsl Alpine Spring
Wi,

The sy T

Websitesof bottled waters are onlyslightly more fvfarmiative. Thoss 68 abbiit 8 quariersf the
praduits EWG investigated had formation'on wWater purification. Another 21% sites
womained vague ornoinformation on this subleck

Theteiraining 54% had-nt welisites srail.

Crerall; vwid-thirds of bottled wister products provided som degree of Information on how
Threlrwater was purified sither on the product iabel or e website:

FOR s weak woatinent divclosure vulas

Srulen dant inivenss § 2 ipidtiie] TR thieagericy does Bave s fow

mHniMal TR gUIrsenEE. Wadt Abezec: ”dwn §ed“ miustatiually be distiled. To belabistedd
“pirified” s botted watermust mdet certain standards ~ though the dondal treatment misthiod

Smtxed Water 5en
grinianta War
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reed not bedisclosesl. Tolabels produnysterle water” the botder Mustomest Lartdin pudity
standards although thg ativel teatmaat msthod need vovhe disdused.

sk PO SE fsfor bottted water imipaide consuners’ ablifty o follow the Cente
DHsBasd Lontdls 10D advice thet pedpls With compromisad irm & o dfink
Hottedwater treatad Uslng vaverse &3mosts, distillaton anddor Hlration withan dbSohing

migron fitter a@bsnlud ing thetargest holein thie filtert, Thete thyed wisthods ars ke

forpe Sgainst Cryprasponidiumi e p St thatddh lead 1 s8ere iness dreven death in
pldwith a oo systems (C0G S008), But, sthenthan 1or distiled water,

nothing in FOA S rules paniesto difclose thel atrment methiods,

EWG rcommends thet i consumens fide wy Dorted warer they thoose s Brand thet

provides thenTd i infrmalivhron trasty mathods sng ysed some ind of sdvanced

ragtiment

ied Water Sooreciire .
§ ki Grolp 10 Lopyright 200940 Righs Reserven
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SECTION 4: Pollutants in Bottled Water

Unider the fedaral Sate Drinking Water &gt alt annual waterquality reperts iConsumer
Confidénce Reports) issuad by compmumity water suppliers must (EPA 20061 repod

+ Levelof afl requlated cOMtEminants anw unrdgulared cottaminshis for whith
roaitofihgdsrequivat and any disinfection by-products oinvorabial eontemmants
for' whichmonitorng is regquired.

¥ Likelysoury

(si ofall deteried contamingns, 1o the' best ol thely kiivisdge.

= Feheral Maxiten Contamirant Levils ffedersl drinking weterstandards amd
M Contaminant Level Goals heoresical federal sténidards if only health
concertis wre taker o consideration and ecgnomic coneems and technical

feasibiliy were norgonsidersd foreseh oor Ay deteeted.
LI, 8 Sraiments on contimihantsend thelr kely sourgey; indliding nigrobial
contaminants, Norganic CoRtarhinants, pesticides and harbicides, organic chemical

contaminarits s radicactive contartinams,

¥ Ponential heabh eaay associated Witk arsenis, Ritits fead) and the disinfetilon
Syprivducts known as tibalomethariesif détettalile fovels afe balow the MCL but
abve certain health-hased threskolds of toncerr,

Thise rales coverall public waer SysTErs W E0 least 15 SeRAie sirne UGHE-of that regilarly
serve 2k yesrround residents {EPAI0DEEL

Irvvaitrast, borded water companias, which sell ther producisas thogsands ormillionsof
people; ave Aot refuired 1o make publicany of this,

Becguse ofthe Galforria e thet recemtly Went intd effect o o more boded water
COMPENIBS SENM 10 Bavaking avalisble mofe Water quality Information However, BWGES
Analyisshows thar these comparies rerain in theniinority EWG found that ione-of the 163
labels dating Fom 2008 indicsted the avallability of water quality reportswereavaiiable, byt
T4%0 of the 2009 labels contained suchinformation.

Dinly 20%of hottled witsr comibahy WAk Tnditated that vwater guality testing hatf beeh
condurtsd, JustTE% ~ induding Poland Spring; Mestlé Pure Ufe ang Perier - Showed
wiireent bottied water quality fepois, Inchding cormmingnt festingresulis, omwebsites,

Suitied Walesy Sooregaric Page 180F 28
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SECTION 5: California beefs up bottled water
labeling

California’s S8 220 reaul ol e1heh 1 lsbiebthe famisandiocaiion of the
wEter seiurge, S Yo provide donfurmersinith water g
effectve January 1 2008 EWE dsselsed the extentto
matoniide:

oy SEHORS LN Fabues
Brihistaw sfedtediubaling practices

W compared. 2008 ard 2000 Jabels from $ i iater produtts, S found tiat more
sham half of thegs producsare providingmore infarivation, With many of them complying
witth-the Rew Califoinia regiiivérmerts:

» 28 bottled water brands gave custorsers e nformation in 008 than in 2009 (Tabls
1

w7 poeted watsh brands gave custorars less inforfiEton e 2008 thar in 2008 {Table 2);

O E bortled Walsr oohpany the saime information 16 200848 in 2008

{Table:3y

Table 138 bottled water brands gave custormers mote infarmation in 2008 than in
2008

Fregh Gualiny jeforaiaty &y Watetguah
Purified : :
Water i
Sotwoud Veatar Yague souice Ciptaitad stny N R A NI
S i ion o i g Water s 3
Natural Ancient agquilery iy
Spring Magne

gheid MEsadie

Dtlgs PIVMET
385 Labed Sid notgulde Label prwvides conigmewith e phone AL (05 1abel
Bwseyitay CORSUMSES 10 Water it idprall & Horm NG showed
Valye Glintity d jetion © iformiion tefgualit rov-changs from
Spting SOOE
Wager
Czarkd JHg s B Devailed source inf ¢ kit 5 RS QK

tutal H Yt 3 Sepdt YRRy hrings adcaisiin
Hergarson, Watkorand Woold cdunties!

Battleg water Stofecerd sage 17028
Edvironmentst Wodling Grotp (T Copyright: 208% Al Rights Reserved
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# hotled water brantds give customers more inforiation

Spvirigs ioosted i Raobier Spring, Hentersan County;
anWalkérand MaffrSprisg, Wallket Couny
Woot counties Woods Springs, Wodd
Springs, Wod Lotnty, TXT
lset] osouree it S iritormath idedondabel L CTMOICA (2008
Life pravided bnilabel “Deap protecisbuell Bainigavilie PA L lebefom TR
Purified andior Fablic Water Sepply, Allentown, - showed it
Watér PAL [OntariosCA] [Hollis, Maime]" shangein
N 2608
MestldPure.  Label did not guide Labed provides consumsrs with g phone  CY DGR R008
Life CORSUNELS 16 water number and website tn getinfarman tabiel from TH
Puiified guality witymation orvEter guality shiowed no
Water change from
2008
Springl Mo information on water - Water purification pracess detalled or
Natoral O opuification prooess wibiter " Microfiltration; DZnnation;
Spring availableon webisite Ultea Vintet Light {UVy disinfection OH;
Watsr {5 . .
wrowheard  Nesolrgw i naticn Both Inbelbnd webiste name the water  AZICA
Mountait  gives ondabelandonly-  sodirees; Label “Artatis Speng;
Spring VEGUE SHUTTE Calisthga, OA Lokens Spnhy, Bakter, TA;
Waer inforiati lable b Sopiagd Spring, B Doradd County, T4;
vraksitédeThe Sugar Fine Soring, Long B, 08, White
sglircesrange fromthe Masdows Spring 1 Houss G
nalwral SpAngs In US1o.  Rainkibh Lodgs/
Canate inciuding Soririgs, CA Hope Springs, BC, Ganadss
suumesing SR Spting, Mierside County
outsidaof San Arrowhsad Springs, S Bersanding
Fansiscases; Courty, CA Long Point Ranch, Running
St GA; Padoiiar Mountain Granite
Springy (PMGS, Falomar €8 Deer
Carpyor Springs, Sén Bernandine

Couny, Cay Coyote Spnings, Inja
Saunty CAY Welisite Aéosradia
Sy Caliitogs, CA: Lokens Spning:
Sawter, CA Sepiaty Spwing. Bl Derads
Loudy; Sugay Pine Spring, Long
Barm, O White Meadows Spding, Bagiic
House, CA; Rainbi Lotdae/Royal
Gorge, Soda Springs, T4 Hope Span
B, Canatley S8 Spuing, Rivarside County,
LA Adowhead Skrings, San Bermarding
County, O Loty Foint Ranch, Renwing

Sgring, Paigrar Malntain Granite
Springs PMGS) Palinar T Dser

Lanyon Springs, SenBepmarding
County CAsCovote Springs, Inyo:

Bottied Water' s
Envisdirnmiantaty
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sty 28 hottled water brang wstomars moe information

County, CA

rowhead Label did ide  Labelprovid : withs phone | AZCA
Noantal chnsumers towater numberand webshe toiget information” -
Seing quatity rdormation onwiter quality
Water :
& tabel did Dot guide Label provides conmsuraeswith S phone. GRCO
corsmers to water numberand website to get infarmation
iy i el Bt walerguall
Water
Desr Park ot Detailad { ion provided DENAOHGA
Hatyral information avai h o Frontier locatedin New
Spiing. 7 webibitéh Ordginal source.  Tripoll, BA, Barigor, PA; Stcudshirg. PA,
Water ApalEian Hegies, PA Solth Toventay, PAPIg
NMouridaing sutside of Giovs, P Nswmanstoun, PRandiar
{iger Park, Mirgt f o, WD Sprisg of Life ke :
addiional Undiselossd Cousiy, ELandorCysna Springy Pases
fodatiofs Tounty, FloWhite Sptings, Wbty

County FLandior Blue Springs,
Tadison County, FL Glenwiodd ApHing,

Btalbans, MESweatwaterfalls,
Hohenwald, TN . y 3 y
Labeldid not guide Label provides & € it phor CAMEORITo0Y
CONSUTNETS T vates turnber End el o getinformation. . ebels frony DG
quiiity information orwater gushty CENVA DR aEnd
Gl Showed no
change fiom
preeles)
FiN I Websire dithnot provige Vebsite provides puriieativn
Arasian datails ore paniration Techniguay Used in veat thewiter
Waiter a€osthiewiter s Titered, rltrofitterss
andultiavicler ightivapmlisd” WhVAL
T :
FiiNgturst  Gabeidid aurguide Liibel provideoonsimeis with d phone  WEVAITX

Arieiian CENSURETS t vt siavibier and wibisite v get i
girality infororstion oy e guality

R

source TA

{Glatean Nginformistion G watk  VaguE informationon wit
Sinért e i avatiabdeon aite "Most faciliias
Water webiite that purifyand bottle spartwater
proture wakss from munieipal Water
systans ALe few plants however,
eris chaiRed from groteite
¢ taF SSurEs Ged by the
Hartiing plnt Witk Zpprovals fromidodst
8 R authonfieg”
Rirklang Hao punficsids Porifen ointatisn prduitied on Nt
| Bpanuturd Fi o svaliablenn  product webiite "Advanted e

Bottiad W
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more information

Mountain Cropation and Reverse Osmosis
| Spng Tachnelogies
Water
Zéphyhills. | Vague sturce Hed source infy i itakl FL
Nitiral e Ty Gval el prwebsite MireCrystal Springs, Pasco
Spiing 2hsite; Springsin Koty FLCypress Sprifigs, §
Water iday s addit Washingtor Sounty, Pl andor Blue
SPTiNG Soutces Speings, Madison County, FLAET
Market Label did ot guide Label providey consimets with aghaone AR
Paoty CONSUIMETS W walsy funter and webiite toget information
Purifisrd guality nformatian b water gealitg
Watsr
e R Detaited watarspurcssgivenoh fiiens A
§ tanon § :Sanctuany e Evart Springs;
WNataeal Seviral nig ririgy Stanvecod, M Frontier Springs lodaned
Spting the Notheim Unitad in Neiw Tripoll A Bangor, PA Heging,
Witer Statew PA South Cavantry; PARine Grove, PA,
sroudshure PR s v Oaklamd, MOy
Glenwood Spiing, 5T ABERS, ME;
Sweetwater Falls, Hafienwald, TR
Benpetr il Spring, Red Boiling Springs,
et
Label dit not.guidy Labelpravides consumers with aphone WA
constiners 1o watel fimibErand emdi address T get
guality information TN o Waler quaity
Wister
Cryseal e BOUrCe Sevaited witer souroe givenion the N
Springs wfgrhationhavailable o productlabsl TTablérock Shring,
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SECTION 6: Methodology
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Mr. StUuPAK. Thank you.
Mr. Doss, your opening statement, please, sir.

TESTIMONY OF JOSEPH K. DOSS

Mr. Doss. Chairman Stupak, Ranking Member Walden and
members of the subcommittee, my name is Joe Doss. I am presi-
dent and CEO of the International Bottled Water Association. I ap-
preciate very much this opportunity to discuss the regulation of
bottled water.

Bottled water, whether in retail-size packages or in larger con-
tainers used in home and office water coolers, is a safe, healthy,
convenient beverage. It is comprehensively regulated as a packaged
food product at both the federal and State level, and as with other
packaged food and beverages, bottled water must meet FDA’s gen-
eral food regulations which include extensive labeling requirements
for ingredients, the name and place of business of the manufac-
turer, packer or distributor, the product’s net weight, and if re-
quired, nutrition labeling. In addition, FDA has promulgated sepa-
rate standards, as we have heard, separate standards of identity
including labeling requirements that identify the type of bottled
water, standards of quality and good manufacturing practices spe-
cifically for bottled water. Federal law requires FDA bottled water
regulations to be as protective of the public health as EPA stand-
ards for public drinking water systems, and to that end, FDA has
established bottled water standards for quality for more than 90
substances. Most FDA bottled water quality standards are the
same as EPA’s maximum contaminant levels for public water sys-
tems. The few differences in regulated substances are because they
are not found in bottled water or they are regulated under another
provision of law such as FDA’s food additive program.

If a container of bottled water has a contaminant that exceeds
an FDA standard, this fact must by law be disclosed on the label.
Failure of a bottled water container to meet the standards of qual-
ity and to be properly labeled can subject it to recall by the com-
pany and enforcement action by FDA. If a bottled water product
source is a public water system and the finished bottled water
product does not meet the FDA standard of identity for purified or
sterile water, that product label must disclose the fact that it
comes from a public water source.

It is also important to note that the courts have held that FDA’s
jurisdiction over food and beverages extends not only to those prod-
ucts that move in interstate commerce but to those products sold
within a single State if they are using packaging materials that
have moved in interstate commerce such as the bottle, the caps or
the labels, and that is the case for almost every bottled water sold
in the United States. In addition, Congress has created a statutory
presumption of interstate commerce for all FDA-regulated products
including bottled water.

Now, while the current laws regulating bottled water products
protect the public health, IBWA members and others in the food
industry have recently worked with the Energy and Commerce
Committee to update the food safety laws. IBWA supports a risk-
based inspection system that would require inspections of all food
facilities every 6 months to 3 years, a requirement for all food man-
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ufacturers to conduct a hazard analysis and establish and maintain
preventive controls which all IBWA members already do as a condi-
tion of membership in granting FDA authority to mandate recall
under circumstances where a food product presents an imminent
threat of serious adverse health consequences or death.

IBWA supports a consumer’s right to clear, accurate and com-
prehensive information about the bottled water products they pur-
chase. As I mentioned, all packaged food and beverages including
bottled water are subject to extensive FDA labeling requirements
that provide consumers with a great deal of product quality infor-
mation. In addition, virtually all bottled water products include a
phone number on the label that consumers can use to contact the
company. In fact, IBWA petitioned FDA in 2001 to require all bot-
tled water labels to include a phone number on the label. IBWA be-
lieves that the most feasible way to consumers to obtain informa-
tion not already on the label is through a request to the bottler.
In addition, consumers can go to the IBWA Web site to obtain con-
tact information or water quality information for all IBWA member
brands.

Consumers have many options when choosing which bottled
water brand to drink. If a bottled water company does not provide
them with the information that they want, he or she can choose an-
other brand of bottled water. That is not the case with tap water.
Consumers cannot choose which public water system is piped into
their homes, and that is a fundamental issue: consumer choice.

Unfortunately, many people want to make this out to be a bot-
tled water versus tap water issue. We just don’t see it that way.
If people are drinking water, whether it is tap or bottled, that is
a good thing and consumers should be free to choose. In fact, 75
percent of consumers who drink bottled water also choose to drink
tap water. IBWA supports investments to improve the U.S. public
drinking water system in order to maintain the highest quality of
water for all citizens. And with the increase in diabetes, obesity
and heart disease rates in the United States, any actions that
would discourage consumers from drinking bottled water are not in
the public interest. Throughout the years, bottled water companies
have always responded to the need for clean, safe drinking water
after natural disasters such as hurricanes, floods and forest fires,
and in emergency situations such as terrorist attacks and boil
alerts. However, the bottled water industry cannot exist only for
disaster response. The vast majority of bottled water companies in
the United States are primarily family owned and operated small
business that depend on a viable commercial market to provide the
resources necessary to respond in emergency situations. In fact, 90
percent of IBWA’s members have gross sales of less than $10 mil-
lion a year.

In summary, bottled water is a safe, healthy, convenient good
product that is comprehensively regulated at the federal and State
level. IBWA stands ready to assist the subcommittee as it considers
this very important issue. Thank you for considering our views.

[The prepared statement of Mr. Doss follows:]
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Chairman Stupak, Ranking Member Walden, and Members of the Subcommittee, my name is
Joseph K. Doss. I am President and CEO of the International Bottled Water Association
(IBWA)' in Alexandria, Virginia. Thank you for the opportunity to provide the bottled water
industry’s perspective on the regulation of bottled water, particularly as compared with public
drinking water regulation.

L Overview of the Bottled Water Industry

Backeround

IBWA appreciates the opportunity to provide the Subcommittee with our views on the very
important issues being considered at this hearing. Bottled water is a safe, convenient, healthful,
regulated food product that consumers find refreshing and use to stay hydrated. People choose
bottled water for several reasons, including taste, quality, and convenience. Bottled water is also
an alternative to other packaged beverages when consumers want to eliminate or moderate
calories, caffeine, sugar, artificial flavors or colors, alcohol and other ingredients from their diets.
The consumption of water, whether from the bottle or the tap, is a good thing, and any actions
that discourage people from drinking bottled water are not in the public’s interest.

The bottled water industry is the second largest commercial beverage category by volume in the
United States. Nearly all bottled water sold in the United States is sourced domestically. Only
approximately two percent of the total volume is comprised of imported bottled water.

VIBWA is the trade association representing all segments of the bottled water industry, including spring, artesian,
mineral, sparkling, well, groundwater and purified bottled waters. Founded in 1958, IBWA member companies
include United States and international bottlers, distributors and suppliers. Bottled water companies produce a
packaged food product that is comprehensively and siringently regulated by the United States Food and Drug
Administration (FDA). IBWA is committed to working with state and federal governments to establish and
implement stringent standards for assuring the production and sale of safe, high-quality bottled water products. In
furtherance of this objective, IBWA has developed and published a Code of Practice (available at IBWA’s website:
http/Avww bottledwater.ore/public/policies. main.himl), which establishes standards of bottled water production,
quality, and distribution that must be met by IBWA members. In some cases, the IBWA Code of Practice is even
more stringent than state and federal regulations. As a condition of membership, IBWA bottlers must submit to an
annual plant inspection by an independent third party to determine compliance with the Code of Practice and all
applicable FDA regulations.

1700 DIAGONAL ROAD, SUITE 650, ALEXANDRIA, VIRGINIA 22314 TEL (703) 683-5213 FAX (703) 683-4074 WWW.BOTTLEDWATER.ORG
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According to the Beverage Marketing Corporation, in 2008 the total volume of bottled water
consumed in the United States was 8.7 billion gallons, a one percent decrease from 2007, That
translates into an average of 28.5 gallons per person. Sales revenues for the United States bottled
water market in 2008 were approximately $11.2 billion (in wholesale dollars), a 3.2% decrease
over the previous year. Bottled water consumption is about half that of carbonated soft drinks
(CSD’s) and only stightly ahead of milk and beer.

The United States bottled water market is truly consumer driven. This is, in large part, because
people are making healthier beverage choices. The strength of this consumer self-generated
demand is illustrated by the relatively modest amount spent on bottled water advertising. The
2007 bottled water advertising expenses totaled only $54.5 million. For comparison purposes,
$803 million was spent on advertising carbonated soft drinks (nearly fifteen times that for bottled
water), and advertising expenses for beer totaled $1.187 billion (approximately 20 times that for
bottled water).

Bottled Water Industry Profile

The bottled water industry has two primary business models. The first model is home and office
delivery (HOD) of the three and five gallon bottles used with water coolers, which accounts for
about 20% of the bottled water market. This segment of the bottled water market has been
providing consumers with safe, quality products for over one hundred years in the United States.
The second model is retail sales of bottled water to consumers in 2 ¥ gallon, 1 gallon, and
smaller sized bottles (e.g., half liter and one liter), generally through retail, convenience, and
grocery stores, as well as vending machines. Retail business accounts for about 80% of the
bottled water market and is the largest and fastest growing segment of the United States bottled
water industry.

The sources for bottled water products that comprise the United States market can be divided
into two fundamental categories, which are aligned with the Food and Drug Administration’s
(FDA) standards of identity. The largest segment of the bottled water industry — the natural
waters -- is sourced from groundwater. They are artesian, mineral, sparkling, spring and well
water. The remainder of the market is processed water, such as purified, sterile or drinking water.
Groundwater sources, which are used by an estimated two-thirds of bottled water companies, are
exclusively from underground aquifers, while processed water sources can be from either
groundwater or municipal water systems.

Bottlers of natural waters have made extensive investments in developing groundwater sources,
and have been at the forefront of legislative and regulatory efforts to encourage states to enact
groundwater management programs that help ensure the sustainability of this important resource.
From the source, the water is moved to the bottling plant, whether by tanker truck or pipe, where,
if needed for added safety, it is disinfected. The water is then placed in a sealed sanitary
container in the filling room of the bottling plant. A similar process is followed if the source is a
public water system, with the exception of the added processing steps mandated by the United

% Beverage Marketing Corp.
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States Food and Drug Administration (FDA) that must be employed to meet the purified or
sterile standard of the U.S. Pharmacopeia 23 Revision, e.g., distillation, reverse osmosis, or de-
ionization.

Bottled water companies in the United States are primarily family owned and operated small
businesses. Over 60% of the IBWA bottler members have annual sales of less than $1 million
and 90% have sales less than $10 million. Almost all bottled water brands are sold on a local or
regional basis, with the exception of imports and purified waters.

. Regulatory Framework

A. Bottled Water is a Regulated Food Product

Bottled water is comprehensively and stringently regulated in the United States at both the
federal and state levels, which helps ensure its safety and quality. At the federal level, bottled
water is regulated as a packaged food product under the Federal Food, Drug, and Cosmetic Act
(FFDCA), 21 U.S.C. §§ 301 ef seq., and several parts of Title 21 of the Code of Federal
Regulations (CFR). There are four pillars that support the federal bottled water regulatory
framework: general food regulations, specific bottled water Good Manufacturing Practices,
bottled water Standards of Identity, and bottled water Standards of Quality.

First, as a packaged food product, bottled water must comply with the general food provisions
under FFDCA and accompanying regulations. The FFDCA defines “food” as “articles used for
food or drink for man or other animals ... Thus, all food and beverage products are regulated
under the same statutory regime, and bottled water is no different in this respect than juice,
carbonated soda, or energy drinks. Bottled water is subject to the same general FFDCA
prohibitions against adulteration and misbranding as other beverage products, and is subject to
the same general requirements for ingredient labeling, nutrition labeling, and product claims as
other beverage products, as well as good manufacturing practices. From a market and legal
perspective, bottled water is regulated the same as other beverages such as soft drinks, teas, and
juices, which have water as their primary ingredient.

Bottled water containers, as with all food packaging materials, must be made from FDA-
approved food contact substances. Thus, the plastic and glass containers that are used for bottled
water products have undergone FDA scrutiny prior to being available for use in the market place.
FDA has determined that the containers used by the bottled water industry are safe for use with
food and beverage products, including bottled water, and that they do not pose a health risk to
consumers. FDA is continually reviewing published scientific studies on food contact substances
and also working with other federal and international agencies in research on health impacts for a
variety of subsets of the general population. FDA has rigorous standards for research and
evaluation of risk for food contact substances. The bottled water industry and others in the food
industry rely on FDA to evaluate and determine which substances are safe to be used in contact

321 U.S.C. § 321(H) (emphasis added).
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with food. All of the bottled water industry’s packaging containers have been determined to be
safe by FDA.

B. Bottled Water Good Manufacturing Practices

The second pillar in the federal bottled water regulatory framework can be found in FDA’s
bottled water good manufacturing practices. FDA’s testing frequency and other parameters are
specified in 21 C.F R. Part 129, as part of the Good Manufacturing Practices (GMP) for bottled
water. Bottled water is one of only a few food products with its own specific GMP regulations.
Indeed, 21 C.F.R. Part 129 contains GMP’s specific to bottled water. This section entitled
“Processing and Bottling of Bottled Drinking Water” sets guidelines for:

* Bottled Water Plant Construction and Design [including separation of the bottling
room (a fill room), protection of processing operations, adequate ventilation and
enclosure of washing and sanitizing operations]. These requirements are very specific
in the construction of a bottled water facility and must be met by every producer of
bottled water, regardless of size or volume.

o Sanitary Facilities.

—  Source water must be obtained from an approved source and conform to
applicable state and local laws and regulations.

—~  Operations water, if different from source water, must also be obtained
from an approved source and conform to applicable state and local laws
and regulations.

~ Required testing of source water and finished product includes testing for
chemical parameters once a year, rather than over a number of years as
with public water systems; radiological testing once every four years; and
microbiological testing once a week.

— Sampling and analytical methods used must be those recognized and
approved by the government agency of jurisdiction.

Sanitary Operations.

Equipment Design and Construction.

Production and Process Controls (including water analysis, sampling and analytical
methods, sampling and inspection of containers and closures, and record keeping).

Disinfection and Treatment

FDA’s bottled water regulations establish stringent standards of quality but do not mandate any
particular type of treatment techniques to meet those standards. Bottled water products - whether
from groundwater or public water sources - are produced utilizing a multi-barrier approach.
From source to finished product, a multi-barrier approach helps prevent possible harmful
contamination to the finished product as well as storage, production, and transportation
equipment. Measures in a multi-barrier approach may include one or more of the following:
source protection, source monitoring, reverse osmosis, distillation, micro-filtration, carbon
filtration, ozonation, ultraviolet (UV) light or other safe and effective methods. Many of the steps
in a multi-barrier system may be effective in safeguarding bottled water from microbiological
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and other contamination. The piping in and out of plants, as well as storage silos and water
tankers, are also maintained through regular sanitation procedures. In addition, bottled water
products are bottled in a controlled, sanitary environment to prevent contamination during the
filling operation.

In addition to a multi-barrier approach, members of IBWA are required to employ a Hazard
Analysis Critical Control Point (HACCP) approach to quality assurance. (FDA does not
currently require a HACCP program for most food products, including bottled water, but it is
mandated by the IBWA Code of Practice). This practice scrutinizes the steps involved in the
production process — from source to finished product — that are critically important to the safety
of the product and puts in place systems to help ensure that those safety and quality control
processes are functioning effectively. Identification of risk and severity of health effects and
control measures for specific biological, chemical and physical agents are included. Widely used
in the food and pharmaceutical industries, FDA considers HACCP a comprehensive method for
assuring product safety. IBWA supports the provisions of HR 2749, the Food Safety
Enhancement Act, which would require all food manufacturers to conduct a hazard analysis and
establish and maintain preventive controls. Such pro-active procedures will assist producers in
managing the risk of contamination and reduce the need to recall food products.

Differences Between Bottled Water and Public Drinking Water Monitoring

The FDA Standards of Quality for bottled water as contained in 21 C.F.R. § 165.110 (b) apply to
all containers of bottled water sold in the United States. There are no waivers, or averaging of
test results, or exemptions to the standards. Since the FDA bottled water standards of quality
apply to each container of bottled water, anyone is able to have an analysis done on any specific
bottle of water and determine if it meets those standards. This is very different from public water
systerms. You cannot take a sample from your faucet and have it analyzed to determine
compliance with the public drinking water standards because most public water system testing
standards apply to the point of distribution and not the point of consumption. In addition, public
water systems are permitted to average test results for many contaminants over a 12 month
period to determine compliance. They are often subject to reduced monitoring requirements, and
are often granted testing waivers. Both bottled water and public drinking water regulatory
requirements for testing and monitoring are required by law to be equally protective of public
health. In addition, IBWA’s Code of Practice is even more stringent than the FDA requirements
for testing and monitoring.

Bottled water is frequently tested throughout its production. To get an accurate picture and
comparison of the frequency of testing between bottled water and public water systems, one
should examine volume produced, or better yet, consumed. The entire bottled water industry in
the United States annually produces approximately the same volume of water as a city of
150,000 people uses in the same time period. In addition, bottled water companies do not have
waivers or exceptions available to them, as public water systems do.

For coliform testing, for example, the City of New York produces 1.086 billion gallons of tap
water per day and is required to perform a minimum of 480 microbiologic tests, which represents
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one test per 67.875 million gallons produced. If coliform testing for bottled water was done on a
volume basis, a large bottler producing 250,000 gallons per day would be required to perform at
least one microbiological test per 1.875 million gallons or over 30 times as many tests per gallon
of water than a public water system.

A comparison of chemical testing yields similar conclusions when frequency in terms of volume
of water is considered. The National Primary Drinking Water Regulations (NPDWRs) provide a
public water system that uses groundwater with opportunities for monitoring waivers and
reductions in testing frequency. FDA does not permit reduction of testing frequency to less than
once per year, unless a state having jurisdiction over bottled water specifically issues such a
waiver or reduction in monitoring. For example, for inorganic chemicals such as arsenic,
cadmium, chromium, and mercury, a municipal water system with a groundwater source may
receive permission from a state for a reduction in monitoring from every year to once every three
or even nine years. Ironically, the only time that the same public water system source monitors
for these chemicals more frequently than a bottled water source is when the municipal water
system exceeds the MCL for any of the chemicals, at which time the NPDWRSs require four
consecutive quarters of testing for the chemical to demonstrate compliance with the MCL before
a reduction can be considered again. Bottled water must be tested for these same chemicals
annually, without any opportunity to request a reduction in testing frequency from FDA. In terms
of comparing volumes, a municipal water system that distributes 5 million gallons of water per
day and tests for inorganic chemicals every three years would test one sample for every 5.475
billion gallons of water. If the frequency is reduced to every nine years, the municipal water
system would test one sample for every 16.425 billion gallons of water. The bottled water
facility described above would test for the same inorganic chemicals every 91.25 million gallons,
or over 50 times as many test per gallon of water, with no reduction in monitoring frequency
under FDA’s regulations.

Most states have issued statewide or use waivers for certain synthetic organic chemicals (SOCs)
for municipal water system source waters. Therefore, they do not test source water for chemicals
such as glyphosate, endothall, or 2,3,7 8-tetrachlorodibenzo-p-dioxin (“Dioxin”). Bottled water
sources must be tested for these chemicals annually, unless a state drinking water agency has
specifically issued a waiver for the bottled water company’s ground water source. However, this
does not occur frequently, as most bottled water sources are regulated by state agencies that
regulate food products, not public water systems, and these agencies have no authority to issue
those exemptions or waivers under FDA’s regulations. Bottled water finished products are not
eligible for waivers, and must be tested annually. In contrast, a public water system groundwater
system must collect only one or two post-treatment samples (depending on populations served)
at the entry point into the distribution system for SOC analysis during each three-year monitoring
period.

Radiological testing is required for both public water system and bottled water ground water
sources. But, once again, there is a difference in testing frequency. Municipal water systems
must test most radiological parameters once every four years. FDA, on the other hand, requires
source water testing every four years, but finished product water must be tested annually.
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C. Standards of Identity

The third pillar in the federal bottled water regulatory framework is the Standards of Identity.
FDA has promulgated Standards of Identity regulations that define what a given food product is,
its name, and ingredients that must be used, or may be used in the manufacture of the food. In
1995, FDA established standard of identity regulations for bottled water. The Standard of
Identity encompasses (1) a general description of bottled water; (2) names that may be used to
identify bottled water products and what the terms mean (e.g., “bottled water,” “drinking water,”
or alternative terms such as “purified water” or “spring water”); and (3) FDA requirements for
“other label statements” specific to bottled water products. 21 CFR. § 165.110 (a) contains the
standard of identity for bottled water. It provides uniform definitions for the following bottled
water classifications: bottled, drinking, artesian, groundwater, distilled, deionized, reverse
osmosis, mineral, purified, sparkling, spring, sterile and well water.

The FDA definition of bottled water is “water that is intended for human consumption and that is
sealed in bottles or other containers with no added ingredients except that it may optionally
contain safe and suitable antimicrobial agents.” Fluoride may be optionally added within the
limitations established in § 165.110(b)(4)(ii).*

Labeling

The current system of federal labeling laws and regulations protects the public health (including
providing consumers with useful product information) and permits bottled water companies to
sell their products in an efficient and cost effective manner in interstate commerce. All packaged
foods and beverage products, including bottled water, have extensive labeling requirements,
including a statement of identity, compliance with the applicable definitions in the Standards of
Identity, ingredient labeling, name and place of business of the manufacturer, packer or
distributor, the product’s net weight, and if required, nutrition labeling. Any other information
FDA may wish to require by regulation must be considered a material fact, the absence of which
will result in misleading labeling for failure to reveal a material fact. Thus, if consumers are
interested in more information about their choice of bottled water, they have the means to contact
the manufacturer or distributor and request it.

FDA does require that the source be included on bottled water labels in a very specific instance.
If a bottled water product’s source is a municipal water system and the finished bottled water
product does not meet the FDA Standard of Identity for purified or sterile water, it must indicate
on the label that it comes from a public water system source.” Bottled water from a public water
system source that is minimally treated to meet the bottled water quality standards would likely
be labeled “drinking water.” Since public water systems are not likely to meet the bottled water
standards for purified water (United States Pharmacopeia 23" Revi sion) or any other standard of
identity, the source becomes a material fact, the absence of which would make the product
misbranded. The FDA Standards of Identity provide consumers with a clear and concise

421 CFR. §165.110 (a)
*21 CFR. §165.110 0(3)



93

IBWA Testimony — Subcommittee on Oversight and Investigations
July 8, 2009
Page 8 of 23

description of what type of bottled water they are purchasing. All spring water, purified water,
mineral water, and other types of bottled water must all meet the same standards in order to
claim a specific type of bottled water. Thus, consumers can have confidence that all products
labeled “purified water” must meet the same FDA Standard of Identity and all products labeled
“spring water” must be able to document a hydrological connection of the bottled water’s source
with a spring that must continue to flow to the surface from an underground aquifer.

A bottled water product must meet the appropriate Standard of Identity and bear the required
name on its label or it may be deemed misbranded under the FFDCA.” By law, FDA’s standards
of identity regulations pre-empt state laws that are different from the FDA regulations.” In
promulgating the standards of identity and the labeling requirements for bottled water, FDA
solicited, received and responded to numerous recommendations and suggestions on bottled
water nomenclature and regulatory requirements. In fact much of the pre-amble to the final rule
discusses the standards of identity and labeling issues.® The issue of whether or not to require the
source of the main ingredient (water) to be listed on the label was considered and rejected
specifically by FDA. IBWA concurs with the FDA conclusion, as follows:

“Therefore, the agency concludes that the absence of information concerning the exact
water source (e.g., specific municipal source, the well number, spring’s legal name,
address of the source) is not a material omission that would render the labeling
misleading because bottled water must meet FDA’s requirements which provide the
consumer with assurances as to the safety, quality, and type of source. While the agency
recognizes that some States require the geographic source identity, FDA simply is not
persuaded that the additional information is a material fact that must be disclosed.

The brand name and the name of the manufacturer distinguish bottled waters as much as
specific source labeling would. According to § 101.5(a), the label of a food in packaged
form must specify conspicuously the name and place of business of the manufacturer,
packer, or distributor. This labeling requirement provides consumers with the necessary
information to contact the firm and obtain information (e.g., the name and location of the
source, the well number, or the spring’s legal name) that is not provided on the label if
they are interested. Therefore, FDA concludes that there is no basis on which to require
that information conceming the specific source of bottled water appear on the label.”

D. Bottled Water Quality

The fourth pillar of the federal regulatory framework for bottled water is the standards of quality.
FDA establishes standards of quality regulations that set the allowable levels of substances that
may be in a given food product. 21 C.F.R. § 165.110(b) contains the FDA Standards of Quality
for bottled water. This regulation goes on for many pages and establishes quantifiable limits for
microbiological, physical, chemical, and radiological substances for both source water and

21 US.C. § 343 (@)(1).

"21US.CL§343-1 (D

¥ Beverages: Bottled Water: Final Rule, 60 Fed. Reg. § 57076 (November 13, 1995)
? 60 Fed. Reg, § 57104 ~ 57105 (November 13, 1993)
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finished bottled water products. FDA has established standards for more than 90 substances
pursuant to the Standards of Quality for bottled water. As FDA explained in its final rule
amending the Standard of Quality for arsenic, the Standards of Quality regulations for bottled
water are issued under the authority of the Standards of Identity and, therefore, pre-empt state
laws that conflict with the FDA Standards of Quality. "’

Most FDA bottled water quality standards are the same as EPA’s maximum contaminant levels
(MCL) for public water systems. The few differences are usually the result of the substance not
being found in bottled water or the substance is regulated under another provision of law such as
FDA’s food additives program. ' And, in some instances, FDA bottled water Standards of
Quality are more stringent than EPA’s public drinking water standards (e.g., copper, fluoride,
lead, nickel and phenols).

DEHP (Di(2-ethylhexy!) phthalate, or Bis 2-ethylhexyl phthalate) is an example of a substance
for which EPA has issued a regulation for tap water but FDA has not promulgated a similar
standard of quality for bottled water. The three principal materials used in plastic containers in
the bottled water industry -- polyethylene terephthalate (PET), polycarbonate, and high density
polyethylene (HDPE) — do not contain DEHP or any other phthalate chemical. Therefore, DEHP
is not likely to be found in bottled water products. The EPA MCL for DEHP in tap water is 6
parts per billion (ppb). In an effort to maintain parity with the EPA tap water standards, IBWA
adopted an identical standard in our Code of Practice prior to 1998, which all members must
meet as a condition of membership.

(Note: A complete list and a comparison of the FDA standards of quality for bottled water, the
EPA maximum contaminant levels (MCL), and the IBWA standards of quality can be found in
the attached Appendix A of the IBWA Code of Practice. In addition, attached is a Comparison of
US FDA SOQs and US EPA MCLs with IBWA Code of Practice SOQs - revised 7/2007)

Equivalency with Public Drinking Water Standards

Section 410 of FFDCA requires FDA to review all U.S. Environmental Protection Agency
(EPA) National Primary Drinking Water Standards (NPDWS) for public water systems to
determine their applicability to bottled water. i FDA determines that the NPDWS is applicable
to bottled water, it must establish standards of quality for bottled water that are as stringent and
protective of public health as the EPA’s standards for public drinking water. If FDA fails to act
within 180 days of the effective date of any new EPA NPDWS for public water systems, FDA
must then apply the new NPDWS to bottled water.

1 Beverages: Bottled Water, 70 Fed. Reg. § 33694, 33699~ 33700 (2005).

YEDA did not establish an allowable level for acrylamide and epichiorohydrin because EPA determined that
establishing MCLs for these chemicals (used as flocculents in public drinking water) was not feasible, and because
FDA regulations issued under the Food Additives Amendment of 1958 (Pub. L. 85-929) prohibit unsafe use of
acrylamide and epichlorohydrin (as flocculents) in the production of bottied water. Regulations governing food
additives can be found in 21 C.F.R. §§170-180. See 21 U.S.C. §§ 348(cX3)(A).
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As noted, Section 410 of the FFDCA was enacted by Congress to ensure that FDA’s regulation
of bottled water is at least as protective of the public health as EPA’s regulation of public water

12
systems.
1

W

Key elements include:

Under Section 410, whenever EPA issues a primary drinking water regulation under
section 1412 of the Safe Drinking Water Act that establishes a “maximum
contaminant level” (MCL) or “treatment technique” for a contaminant, FDA is
required to either: (a) publish a standard of quality for that contaminant for bottled
water; or (b) make a finding that such a regulation is not necessary to protect the
public health because the contaminant is contained in water in public water systems
but not in water used for bottled drinking water.

FDA is required to publish either the standard of quality or the finding that such
regulation is not necessary not later than 180 days before the EPA regulation becomes
effective. IfFDA fails to act within that time, then the MCL’s and/or treatment
techniques established by the EPA become applicable to bottied water as a matter of
law. If this happens, FDA - not EPA — would be responsible for enforcing the EPA
standard or treatment technique made applicable to bottled water by operation of law.

As noted above, the purpose of Section 410 is to ensure that bottled water is regulated
at least as stringently as public water systems. If EPA sets an MCL, and FDA
determines that such MCL is applicable to bottled water, then FDA is required to set
an allowable level that is “no less stringent” than the MCL set by EPA. Similarly, if
EPA establishes a treatment technique, and FDA determines that such treatment
technique is applicable to bottled water, then FDA is required to set requirements “no
less protective of the public health” than the treatment technique established by EPA.

Examples of how Section 410 has operated are as follows:

1.

FDA establishes a standard of quality regulation. FDA promulgated a regulation
establishing a standard of quality for arsenic of 10 ppb on June 9, 2005," which

became effective on January 23, 2006. This was in response to EPA’s issuance of a
revised arsenic standard for public water systems — at the same level of 10 ppb - that
also became effective on January 23, 2006

On May 29, 2009, FDA promulgated a regulation establishing a zero tolerance for .
coli in the sources for bottled water, as well as in finished product. The rule becomes
effective for bottled water on December 1, 2009."° The regulation provides a standard

12 Federal Food, Drug, and Cosmetic Act § 410, 21 U.S.C. § 349 (2005).

'3 Beverages: Bottled Water, 70 Fed. Reg. § 33694 (2005)

1 National Primary Drinking Water Regulations; Arsenic and Clarifications to Compliance and New Source
Contaminants Monitoring, 66 Fed. Reg. § 6976 (2001)

1574 Fed. Reg. § 25651 (May 29, 2009)
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of quality as protective of public health as the EPA’s Ground Water Rule that also
becomes effective on December 1, 2009

2. EDA determines EPA action not applicable to bottled water, After reviewing EPA’s
Interim Enhanced Surface Water Treatment Rule (IESWTR), FDA concluded in a
Federal Register notice on July 5, 2001," that it would not apply to bottled water,
since bottled water is produced either from groundwater sources that are not under the
influence of surface water or from municipal water systems that would have already
complied with the IESWTR.

3. EDA takes no action. Following EPA’s issuance of MCL’s and monitoring
requirements for nine contaminants, FDA did not amend its Standard of Quality
regulations before the statutory deadline. In that case, Section 410 operated and the
MCL’s established by EPA, as well as, the monitoring requirements, became
applicable to bottled water, as a matter of law.'® This is the only occasion where
FDA has not acted within the statutory timeframe.

Total Coliform and F. Coli

As mentioned above, FDA has just recently established a zero tolerance standard of quality for
E. Coli in bottled water. However, since 1995, FDA has had a microbiological standard of
quality for coliform in bottled water (21 CF R. § 165.110 (b)(2)) that requires bottled water to
meet the following standards, depending on the type of analysis being done:

“1) Multiple-tube fermentation method. Not more than one of the analytical units in the
sample shall have a most probable number (MPN) of 2.2 or more coliform organisms per
100 milliliters and no analytical unit shall have an MPN of 9.2 or more coliform
organisms per 100 milliliters; or

(ii) Membrane filter method. Not more than one of the analytical units in the sample shall
have 4.0 or more coliform organisms per 100 milliliters and the arithmetic mean of the
coliform density of the sample shall not exceed one coliform organism per 100
milliliters.”

On May 29, 2009, FDA published additional microbiological requirements rule that require
bottled water manufacturers to test both source and finished product for the presence of total
coliform bacteria. This new rule is effective December 1, 2009.%

The new rule establishes a “zero tolerance” standard for Escherichia coli (E. coli) for source and
finished product. It mandates that if a bottled water source tests positive for fofal coliform, every
total coliform-positive sample must be confirmed for presence or absence of . coli. The rule

'€71 Fed. Reg § 63574 (November 8, 2006)

1 Beverages: Bottled Water, 66 Fed. Reg. § 35439 (2001).

¥ Bottled Water: Monitoring Requirements, 63 Fed. Reg. § 42199 (1998).
1974 Fed. Reg. § 25651 (May 29, 2009)
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also provides specific detail on what must be done to correct and return a source into service
after a positive £. coli result.

Bottled water manufacturers that obtain their source water from a natural source (e.g., spring or
artesian well) or any other source other than a public water system (PWS) must test their source
water at least weekly for total coliform. If that source water is total coliform positive, the bottled
water manufacturer must conduct follow-up testing to determine whether any of the coliform
organisms are E. coli. Source water found to contain E. coli will not be considered water of a
safe, sanitary quality as required by FDA for use in bottled water. FDA’s decision to include this
provision is based primarily upon the legislative and regulatory requirements under Section 410
of FFDCA to demonstrate that the rule provides at least equivalent protection of public health
when compared to the USEPA Ground Water Rule, which also becomes effective on December
1, 2000,

In 2001, IBWA adopted a zero tolerance standard of quality for E. coli for its members and
provided clear guidance in how to confirm the presence or absence of this more accurate
indicator of fecal contamination. IBWA has urged FDA to establish a zero tolerance for E. coli
for several years and fully supported the adoption of the new rule.

The EPA rule for public drinking water requires that a ground water-based PWS follow up £.
coli-positive test results or possibly other fecal indicators with a series of actions, including
additional testing and corrective action (such as an alternate source, remedying the deficiency or
providing treatment to achieve 4-log virus inactivation). However, the EPA rule does not
prohibit such a contaminated source from being used again in the future as long as cotrective
action has been implemented. To achieve at least an equal level of public health protection, while
not having to rely on a “reactive” set of measures, FDA simply established an absolute standard
of quality at both the source and for finished product. As a result of this strict approach, any non-
PWS bottled water source shown to be positive for . coli is considered unsuitable for use for
bottled water production. In order to resume use of the same source for bottled water production,
FDA mandates that appropriate corrective actions be implemented and followed by a defined
testing regime showing the absence of E. coli.

Before a bottler can use water from a source that has tested positive for . coli, the bottler must
take appropriate measures to rectify or otherwise eliminate the cause of . coli contamination of
that source in a manner sufficient to prevent its reoccurrence. This provision is intended to
eliminate microbial risk to the product from a contaminated source that relies solely on the
bottling process to eliminate the contaminant. While FDA permits bottlers to remove certain
compounds (“undesirable elements”) prior to bottling the product, this new rule does NOT
permit treatment as an acceptable means to “rectify” the problem. A source previously found to
contain . coli can only be considered again for bottled water production when:

a. Corrective actions have been implemented
b. Five samples collected over a 24-hour period from the same sampling site are F. coli
negative.
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This new regulation is more protective of public health than the corresponding rule for public
drinking water, because it does not permit the continued use of a contaminated source for
bottling purposes.

Microorganisms

If pathogenic microorganisms are present in bottled water and potentially injurious to public
health, FDA has authority to classify the product as adulterated®® and subject it to enforcement
action, such as seizure of the product.ll This would apply to such microorganisms as
Cryptosporidium, Legionella, Giardia lamblia, and other pathogens that are generally found in
surface water. However, the Agency has not established standards of quality for these three
microorganisms because bottled water is produced from either groundwater sources that, by
definition, must not be under the influence of surface water,”” or from municipal water systems
that are already compliant with EPA’s Surface Water Treatment Rule ®

111,  Qversight and Inspections
Inspections

In recent years, FDA has increased the frequency of inspections of all food facilities and is
working with state agencies with jurisdiction over food products through contracts to augment
the FDA Office of Regulatory Affairs inspectors with state personnel. In addition, 24 states
require out-of-state bottlers to be either licensed or permitted to do business in the state and as a
condition of obtaining a permit, they require proof of inspection. The 26 states that do not require
out-of-state bottlers to be permitted regulate the in-state bottlers and use either state or county
inspectors to ensure compliance with the federal and/or state bottled water regulations.

Beyond these government inspection programs, IBWA requires its member bottlers to submit to
an annual inspection by an independent, third party organization as a condition of membership.
IBWA members are inspected for compliance with the IBWA Code of Practice, which includes
all FDA regulations as well as several more stringent requirements. The current inspection
companies are Underwriter Laboratories (UL) and NSF International (NSF). IBWA bottler
members must agree to a third party inspection by one of these two companies when they join or
renew their membership.

IBWA members have embraced inspections as a method of enhancing a company’s compliance
and quality programs through the IBWA Code of Practice and its annual independent third party
inspection program. This IBWA program has evolved (and continues to do so) as the industry
and technology have changed, and new scientific developments have provided new information
that will improve the safety and quality of bottled water.

P21 US.C § 342,

121US.C§334.

221 CFR. 165110 (a)(2)i)

* National Primary Drinking Water Regulations: Long Term 2 Enhanced
Surface Water Treatment Rule, 71 Fed. Reg. § 633 (2006).
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For many of our members, the IBW A inspection program is just one of many to which their
facilities are subjected each year. FDA has included bottled water in many of its efforts to secure
the food and agriculture critical infrastructure. Bottled water has been classified by FDA as
warranting increased scrutiny to guard against security risks. In addition, state and federal
agencies have inspected bottled water facilities with increased regularity. Within the private
sector, retailers and distributors have also increased their oversight of their supplier network, as
have manufacturers and processors have for their suppliers. IBWA welcomes this oversight, and
is working with its members, customers and suppliers to better coordinate, manage and
standardize the quality and quantity of inspections. IBWA is looking to such programs as the
Global Food Safety Initiative, which is a world-wide effort to enhance food safety standards, to
assist us in this effort.

HR 2749, as amended, would provide for risk based frequency for inspections by FDA. IBWA
supports this approach because it should provide a better allocation of FDA resources to be
dedicated to higher risk food categories than lower risk food categories. Increased frequencies of
inspections would be welcomed by IBWA members. IBWA members are currently required, as a
condition of membership to undergo annual inspections by an independent third party.
Unfortunately, not all bottled water companies in the United States are subjected to this standard.
Inspection frequency would be particularly important as FDA implements the hazard analysis
and preventative controls provisions of HR 2749.

FDA Enforcement

The FDA Standards of Identity and Standards of Quality apply to each container of bottled
water. If a bottled water product contains a contaminant that exceeds an FDA “Standard of
Quality”, the product must be labeled to reflect this substandard condition (e.g., “contains
excessive ”)424 Failure of a bottled water container to meet the standards of quality and
to be properly labeled may subject it to recall by the company and removal from the market
place. Further, and most importantly, if a bottled water product contains a contaminant that
exceeds the Standard of Quality and it may be injurious to health, such product may be
considered adulterated under the Federal Food, Drug, and Cosmetic Act (FFDCA) and subject to
FDA enforcement action even if its label discloses the contaminant. The following tools are
available to FDA in its enforcement of bottled water regulations:

e Pursuant to section 704 of the FFDCA (21 USC § 374), FDA may inspect any food
manufacturing facility, including a bottled water plant.

e Inthe event a product is deemed misbranded or adulterated, FDA generally seeks
voluntary compliance through the use of warning letters and requests for voluntary
recalls.

o If the company declines to comply with applicable requirements or declines to take
action to correct the violation, FDA may take civil action through either seizure or

o1 CFR. §165.110(), 21 U.S.C. § 343()(D)
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injunction. Depending on the circumstances, a criminal prosecution may also be
warranted.”

¢ FDA may also use its authority to warn the public (e.g., press releases) or to publicize
a product recall.

e Finally, under a new law passed just last year creating a reportable food registry, all
food and beverage companies will be required to report to FDA whenever they have
evidence showing a reasonable probability that their product may cause serious
adverse health consequences or death, and FDA may take enforcement action if a
company fails to do so.

IBWA supports granting FDA authority to mandate a recall under circumstances where an article
of food presents an imminent threat of serious adverse health consequences or death. IBWA
supports the provisions of HR 2749, which provide due process protections and limitations on
FDA'’s authority to issue recalls, subpoenas, civil penalties and quarantine orders. These new
enforcement authorities, along with the ability to suspend a facility’s registration, would provide
FDA with a wide choice of options to assist them in enforcing the U.S. food safety laws and
substantially improving compliance by food companies.

FDA Has Jurisdiction Over Intrastate and Interstate Commerce

FDA's jurisdiction over bottled water products (and any other product regulated by FDA)
extends not only to those products that move in interstate commerce, but to those products sold
within a single state that are enclosed in packaging materials that have moved in interstate
commerce. Known as the component theory of FDA jurisdiction, courts have long held thatif a
component of a food product moves in interstate commerce, FDA has jurisdiction over the
finished product, regardless of whether the finished product itself moves in interstate commerce.
This is because it is a violation of the FFDCA to adulterate or misbrand a food while it is held for
sale after shipping in interstate commerce. ° This position is well established by judicial opinion.

For example, in United States v. An Article of Food, 752 F.2d 11 (Ist Cir. 1985), FDA brought a
seizure and condemnation action against three lots of bottled soft drinks on the premises of a
beverage producer in Puerto Rico. FDA contended that the beverages were adulterated because
they contained an unapproved food additive (i.e., potassium nitrate). The bottler conceded that
the beverages contained potassium nitrate but argued that FDA lacked jurisdiction because,
although the potassium nitrate had been shipped in interstate commerce before addition to the
beverages, the beverages had not. The court quickly disposed of the argument, commenting that
“the ‘shipment in interstate commerce’ requirement is satisfied when adulterated articles held for
in-state sale contain ingredients shipped in interstate commerce.””

21 U.8.C. §333(a). ). Indeed, responsible officials of a food company may face criminal penalties for any
violation of the FFDCA by the company, even if there was no “intent” to violate the law. United States v. Park, 421
U.S. 638 (1975).

®21USC. §331K).

¥ An Article of Food, 752 F. 2d at 15 (citations omitted). This is only one in a long series of federal court decisions
concluding that interstate shipment of a component of a food subjects the finished food to FDA jurisdiction. Sce also
U.S. v. Sullivan, 332 U.S. 689 (1948) (labeling requirements of the Act apply to druggist who obtained drug product




101

IBWA Testimony — Subcommittee on Oversight and Investigations
July 8, 2009
Page 16 of 23

The necessary interstate commerce element would likewise be satisfied based only on a
component of a food product where the component is not edible, such as food packaging®
Indeed, IBWA is confident, based on the judicial precedent discussed above, that a court, if
asked, would likely conclude that FDA has jurisdiction over bottled water if the bottle or other
material used to package the water had been shipped in interstate commerce, even if the bottled
water itself was processed and sold exclusively within the boundaries of a particular state.

Moreover, the FFDCA was amended in 1997 to create a statutory presumption that all FDA-
regulated products have traveled in interstate commerce. Thus, FDA no longer needs to establish
the interstate commerce element to assert jurisdiction. 21 U.S.C. § 379(a) states, “In any action
to enforce the requirements of this Act respecting a device, food, drug or cosmetic the
connection with interstate commerce required for jurisdiction in such action shall be presumed to
exist.”

IV.  Consumer Access to Bottled Water Information

IBWA supports a consumer’s tight to clear, accurate and comprehensive information about the
bottled water products they purchase. IBWA agrees with the conclusion in FDA’s 2000 Final
Study Report, titled “Feasibility of Appropriate Methods of Informing Customers of the Contents
of Bottled Water” (the “Feasibility Study Report”) that placing on bottled water labels all of the
information contained in the Consumer Confidence Reports (CCRs) provided by public water
systems is not feasible for many reasons, including limited space available.” IBWA believes the
most feasible mechanism for consumers to obtain this information is through a request to the
bottler or distributor.

The FDA Feasibility Study Report looked at various ways that bottled water information could
be communicated to consumers, including company contact information on the label, placing
specific contaminant and other information on the label, distributing pamphlets at the point of

in bulk and repackaged it for intrastate sale where bulk product had previously moved in interstate commerce); U.S.
v. Dianovin Pharmaceuticals, Inc., 475 F.2d 100 (1st Cir. 1973) (injectable form of vitamin K constituted drug held
for sale after shipment in interstate commerce where components had moved in interstate commerce; United States
v. Cassaro. Inc., 443 F.2d 153 (1st Cir. 1971) (finding bakers who sell bread and rolls made from flour shipped in
interstate commerce are subject to prosecution for placing the flour in insect-contaminated equipment, thereby
adulterating it), U.S. v. Detroit Vital Foods, Inc., 330 F.2d 78 (6th Cir. 1964) (finding misbranded tablets constituted
drug held for sale after shipment in interstate commerce because ingredients had been shipped in interstate
commerce), United States v. 40 Cases. More or Less, of Pinocchio Brand . . . Oil, 289 F.2d 343 (2d Cir. 1961)
(concluding FDA has authority to proceed against misbranded or adulterated cans of vegetable oil that were mixed
entirely within New York state from properly labeled oils shipped in interstate comumerce), United States v. Varela-
Cruz, 66 F. Supp. 2d 274 (D. Puerto Rico 1999) (rejecting defendants’ contention that FDA lacked authotity to
prosecute milk adulteration case because the sait used to economically adulterate milk had traveled in interstate
commerce, thereby providing necessary interstate commerce clement).

* Cf. Baker v. U.S., 932 F.2d 813, 814, 816 (9™ Cir. 1991) (finding that “shipment in interstate commerce” occurs
“even when only an ingredient is transported interstate™ and that “whether the ingredient is a main one or a minor
one . . .is inconsequential”), U.S. v. Miami Serpentarium Lab.. Food Drug Cosm. L.J, (CCH 38, 164 (S.D. F1. 1982)
(finding federal jurisdiction even when the “interstate constituent comprises only a minute fraction of the article™
and that “it is immaterial whether the ingredient is characterized as “active” or ‘inactive.””).

* 65 Fed. Reg. § 51833-51839 (2000)
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purchase and providing information via the internet. With regard to the feasibility of providing
the same information on a bottled water label that is contained in CCRs provided by public water
systems, FDA concluded that:

“We agree with comments that stated it is not feasible to provide all of the information
that is analogous to that contained in a CCR on a bottled water label. Such information
would be excessive in limited label space, particularly on the small, single serving
bottles. In addition, information that requires frequent changes due to changing test
results may result in a misbranded product. Costs of frequent label changes that are
necessary to ensure accurate information on the contents of a bottled water product, due
to frequently changing information, may present an economic hardship to companies.
Moreover, even annual updates that represent the contaminant history would need
information to put the history for all such CCR-type information in context for the
consumer and would be excessive in limited label spacef’30

IBWA believes that consumers should have timely and easy access to information about their
bottled water products. To help ensure that consumers have access to useful and meaningful
bottled water product information, the IBWA Code of Practice requires all members to comply
with the following:

e All proprietary brand products must include a telephone number on their labels so
consumers can easily contact the company and request product information. (In
2001, IBWA submitted a petition to FDA requesting that the Agency require a
phone number to be listed on the label of all bottled water products.)

¢ IBWA maintains an online member database, which also contains a specific link
to a member company’s water quality information and/or contact information that
may be used to secure a company’s water quality report.

IBWA offers counsel to bottlers as to how to prepare and present water quality reports. Such
assistance is provided one-on-one with bottlers; in educational sessions at national, regional, or
local bottled water industry meetings; and in monthly, weekly, and targeted publications. IBWA
makes available to its members an online Water Quality Reporting Template, which users may
download and enter extensive water quality reporting information based on analytical testing
results for all regulated parameters. IBWA provides either company contact information, a link
to the company website for contact purposes or a direct link to water analysis data by brand on
the IBWA website: www bottledwater.org

Disclosures, such as those required by EPA in Consumer Confidence Reports for public water
systems, are not required of any food or beverage product. These products must meet the safety
standards and must be manufactured according to FDA regulations. However, bottled water
companies voluntarily provide consumers with easy access to information about their products.

%65 Fed, Reg. § 51836 (2000)
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As mentioned earlier, consumers have a plethora of choices in brands of bottled water. That is
not the case with their public water system. Consumers cannot make a choice of which municipal
water is piped into their homes. If a bottled water company does not satisfy a consumer’s request
for more information, that consumer is free to make other brand choices. Such requests are not a
matter of consumer safety because a bottled water product that does not meet the FDA Standards
of Quality, which are the health-based standard for bottled water, may not stay in the market
place and is subject to enforcement action by the FDA

V. Environmental Impact of Bottled Water

The bottled water industry is strongly committed to stewardship of the environment. Whether it
is developing groundwater protection areas, supporting state groundwater management programs
or developing new technology to reduce the plastic needed for its containers, the bottled water
industry has been on the forefront of innovation in the food and beverage industry in developing
policies and technology to promote environmental stewardship. IBWA is dedicated to the
comprehensive management of bottled water packaging to provide the highest quality, cost
effective and environmentally responsible containers possible. IBWA and its members approach
packaging issues in a manner emphasizing the most effective and efficient solutions to reduce the
impact on the environment, while taking into account the equal responsibility of all solid waste
generators. Consideration must also be given to behavioral solutions, such as public education
and enforcement of existing recycling and litter control laws.

Packaging

IBWA and its members believe a comprehensive approach must be utilized, emphasizing
efficient and effective solutions that address the broad array of solid waste and treat all solid
waste, including waste from all food and beverage products, in an equitable manner. IBWA
believes the following set of principles should be a guide in addressing solid waste, recycling and
litter:

* Education and awareness - Behavioral approaches to solid waste reduction and litter
control must be a part of any good public policy.

» Efficient, yet effective, solutions - Programs that more properly balance cost and
convenience with effectiveness should be given a higher priority.

o Curbside recycling programs — Improvements and expansion of curbside recycling and
venue recycling opportunities need to be addressed.

o Equitable treatment for all waste producers - In order to effectively address the total
municipal solid waste stream, proper solutions must look beyond just beverage
containers.

Bottled water is one of thousands of food and beverage products that are packaged in plastic
containers. Members of IBWA recognize their responsibility for their containers and are taking
steps to mitigate its environmental impact. These steps will be outlined later in this testimony.
However, the issue of environmental impact of plastic containers and the impact of those
containers on community landfills is not solely to be bome by the bottled water industry, but
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rather the producers of all consumer products. In addition, the debate must also include how do
we, as a nation, increase the recycling rates and capture more of the plastic packaging for reuse.
Plastic bottles that enter the recycling stream provide a valuable, sought after feedstock for
numerous other consumer products.

The bottled water industry has one segment that has a uniquely positive story on reuse and
recycling. The home and office delivery segment of the bottled water industry uses primarily
three and five gallon plastic containers that are routinely returned, sanitized and reused from 20
to 40 times. The bottles are then sent by the bottler to be recycled. Almost 100% of these
containers are first reused, and then recycled, and the processed plastic is made into a wide
variety of different products. As indicated earlier in this testimony, the home and office delivery
segment of the bottled water represents about 20% of the industry. IBWA is not aware of any
other industry that experiences this incredible reuse and recycling rate.

For the retail market segment of the bottled water industry, the most common plastic used is
PET, although HDPE and other plastics are used as well. These containers are fully recyclable
and the value of the recycled plastic has been steadily increasing. However, bottled water is only
one of many consumer products that use PET plastic in the production of the product. To put the
issue in perspective, in 2006 a total of 244 billion units of ready-to-drink beverages were sold,
and only 33% of those units were packaged in plastic (see attached Chart I). A total of 36 billion
units of bottled water were sold in 2006, amounting to only 15% of all beverage units sold. That
means that 85% of all the beverage units sold in 2006 were for products other than bottled water.

With regard to the lack of recycling of beverage units, bottled water critics claim that our
products are filling up municipal landfills. Beverage containers are recycled at an overall rate of
approximately 25%, a much higher rate than other food containers, and that rate continues to
increase. Bottled water containers, as a subset of all beverage containers, has a recycling rate of
approximately 23%. However, bottled water containers make up only 0.3% of the entire
municipal waste stream in the United States (see attached Chart II). Clearly, bottled water
containers are not significantly contributing to municipal landfills. Significant overall progress
with recycling and the management of municipal waste streams cannot be made unless the public
policy net is cast much more broadly than just bottled water. Efficiently capturing and recycling
of all plastic products should be a priority.

The national recycling rate for PET plastic bottled water containers (.5 liter or 16.9 ounce size)
has improved by 16.42%, according to new data from two new studies: “2008 Post Consumer
PET Bottle Bale Composition Analysis” and “2007 Report on PET Water Bottle Recycling,”
both produced by the National Association for PET Container Resources (NAPCOR).
According to data from an earlier 2006 bale content study for all beverages, the number of PET
bottles counted per pound was approximately 12. In 2008, the total number of PET bottles
increased to 13.78, a reflection of the dramatic increase in water bottle collection, as well as the
continued lightweighting of other plastic containers. The 2007 NAPCOR study on water bottle
recycling has determined that the recycling rate for water bottles is 23.4%, representing a
significant 16.42% increase over the 2006 recycling rate of 20.1%.
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With data compiled during an extensive bale composition study in 15 locations in 14 states, the
2008 NAPCOR PET analysis states: “Water bottles are now the most recycling container in
curbside programs by weight, and overwhelmingly by number.” PET water bottles now account
for 50% of all the PET bottles and containers collected by curbside recycling. This trend was
consistent in all curbside bales sampled nationally, with no major shifts observed in any other
plastic container category. The biggest jump in water bottle collection for recycling was in
California, where a state-funded consumer education campaign, emphasizing that water bottles
are recyclable, seems to be having the desired effect.

In tandem with the new NAPCOR data, IBWA tracked the average amount of plastic used in .5
liter (16.9 ounce) PET bottles, using published data from the Beverage Marketing Corporation
(BMC) to determine the light-weighting trend currently being seen in many brands of bottled
water. In the year 2000, the average weight of a plastic water bottle was 18.90 grams. It has
declined consistently on an annual basis and by 2007, the last year BMC has complete data (as of
this date), the average weight of a PET water bottle was 13.83 grams — a 26.7% decline.

The bottied water industry recognizes that the recycling rate for bottled water containers is not
satisfactory. IBWA has joined with the American Beverage Association, the Food Marketing
Institute, the Grocery Manufacturers Association and the National Recycling Coalition in the
National Recycling Partnership to fund a pilot project in Hartford, Connecticut. The pilot project
will measure the impact of having single stream collection with consumer financial incentives to
recycle. The pilot project is utilizing Recycle Bank. Recycle Bank provides monetary credits on
individual debit cards to each participating household for the amount that they recycle. We are
hopeful that this project will demonstrate a means to increase community recycling rates, while
lowering the impact on landfills. The project was launched in May of 2008, and the preliminary
results have been very promising: volumes recycled by the pilot households more than doubled
from the pre-pilot volumes and the average quantity of recycled material also doubled. In
addition, the Partnership joined with the United States Environmental Protection Agency (EPA)
in funding research on rebranding recycling. This is just one of many efforts in communities
throughout the United States to increase the recycling rates.

More still needs to be done. In 1999, almost 1000 communities around the country provided their
citizens with curbside recycling. However, less than 900 communities offer this service today.
Rather than fewer communities providing curbside recycling, more communities should be
encouraged to establish curbside programs and promote recycling within their jurisdictions. We
all can play a role in making this happen and the bottled water industry stands willing to work
with others to enhance community recycling. Many of IBW A members donate bottled water to
community events, such as fundraising efforts or community promotional events. They often
condition the donation on the event sponsor providing recycling opportunities at the event.

As part of the environmental stewardship of the bottled water industry, innovations and new
technologies are being developed to reduce the environmental impact of the industry. Examples
of such innovation can be seen in the container, itself. As discussed above, the PET bottled water
container is produced using far less plastic than it did 10 years ago. This innovation is readily
apparent to consumers as they can actually feel the difference in their bottled water container.



106

IBWA Testimorny — Subcommittee on Oversight and Investigations
July 8, 2009
Page 21 of 23

Second, many bottled water companies are using some recycled PET material when making their
plastic bottles. This reduces the amount of virgin material necessary to make these containers.
And third, new technologies are being developed to allow bottlers to use a “compostable”
container made from corn. Bottled water is one of only a few food products that have begun to
be packaged in this type of container, and a few IBW A members now use this type container for
bottled water. Since it is relatively new to the market, the use of this new technology may
increase over the next few years.

The bottled water industry should be recognized and supported in its efforts to innovate and find
solutions to reducing the environmental impact of its product. Like all manufacturers of
consumer goods, the industry is finding new ways to reduce the amount of petroleum used to
deliver its product to market, whether using hybrid trucks or configuring delivery routes. These
efforts are ongoing and vital to the continued economic health of the industry.

VL. Water Stewardship

Groundwater is the primary water source for bottled water products sold in the United States.
Because a long-term sustainable supply of high-quality water is literally the foundation and
“lifeblood” of bottled water companies, IBW A member bottlers recognize the critical importance
of environmental conservation and stewardship of all water resources. Bottled water companies
perform hydro-geological assessments, monitor the quality and quantity at source wells,
purchase surrounding land for protection and recharge of their source and participate in local and
regional water stewardship partnerships on aquifer protection.

Groundwater is a renewable natural resource that is replenished through the hydrologic cycle.
The duration of the replenishment cycle is influenced by weather patterns, recharge areas and
characteristics, geologic settings and other site-specific factors. When developing and using
water resources, it is essential that use is balanced with the replenishment cycle and the
requirements of the regional demand for the resource. IBWA supports groundwater management
policies, laws and regulations that are comprehensive, science-based, multi-jurisdictional, treat
all users equitably, and balance the rights of current users against the future needs to provide a
sustainable resource.

The bottled water industry uses minimal amounts of ground water to produce an important
consumer product—and does so with great efficiency. According to a 2005 study by the
Drinking Water Research Foundation (DWRF), annual bottled water production accounts for less
than 2/100 of one percent (0.02%) of the total groundwater withdrawn in the United States each
year.>! Additionally, based on information gathered in the DWRF study, in 2001, 87% of the
water withdrawn by bottled water companies, on average, was actually bottled for consumption
by humans, so the bottling process is a very efficient one.*

3 Drinking Water Research Foundation, 2005, Boitled Water Production in the United States: How Much
Groundwater Is Actually Being Used?
3

Id.
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VII. Bottled Water Plays a Vital Role in Disaster Response

Clean, safe water is a critical need for citizens and first responders immediately following a
natural disaster or other catastrophic event. Unfortunately, the availability of water from public
water systems is often compromised in the aftermath of such an event. During these times,
bottled water is the best option to deliver clean safe drinking water quickly into affected areas.

The bottled water industry has always been at the forefront of relief efforts during natural
disasters and other catastrophic events. Throughout the years, bottled water companies have
immediately responded to the need for clean water after natural disasters, such as Hurricanes
Andrew, Charlie, and Katrina, the earthquakes and forest fires in the West, or the terrorist attacks
on the Pentagon and World Trade Center. Our companies also provided bottled water to those in
need last year in the aftermath of the spring flooding in the Midwest and to the victims of
Hurricanes Gustav and Hanna.

The bottled water industry looks to IBWA to help coordinate activities with state and federal
government agencies and organizations, such as the American Red Cross and Salvation Army.
Working together, we determine the quickest and most effective way to deliver safe bottled
water into affected areas to augment other relief efforts.

An example of this experience was the bottled water industry’s response to the September 11,
2001, attacks on the Pentagon and World Trade Center. IBWA worked with the Salvation Army
in identifying a staging area in Northern Virginia for bottled water being delivered to the
Pentagon. The industry began shipping product to that staging area in the afternoon of
September 11, 2001. In addition, IBWA identified one of its member companies' facilities on the
western shore of the Hudson River as a staging area for bottled water being delivered across the
river to “ground zero” in New York City. IBWA then notified its member bottlers of this
location and they began shipping bottled water to the facility before the end of the day. IBWA
also worked with the Federal Emergency Management Agency (FEMA) and National Guard so
that bottled water and other goods could be staged at the facility and transported into New York

City.

Another example is Hurricane Katrina, a tragic disaster that impacted millions of Americans.
IBWA and its members were actively involved in responding to this monumental disaster. From
IBW A members personally driving truckloads of bottled water and other relief supplies into
affected areas, to shipments of multiple truckloads to remote communities—in many cases as the
first responders on the scene—to the execution of staff/member partnerships to help identify and
make arrangements with stricken communities for direct relief deliveries, the bottled water
industry stepped up to the plate to donate products to those in need. IBWA members provided
tens of millions of bottled water servings, ranging from 16-ounce bottles to five gallon bottled
water cooler containers in the aftermath of Hurricane Katrina. This is in addition to the tankers of
bulk drinking water supplied by IBWA bottlers and the tens of millions of servings provided
through the relief organizations, state emergency management agencies and the Federal
Emergency Management Agency.
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Bottled water companies have also worked with municipal water systems to provide the public
with clean, safe bottled water when the public drinking water infrastructure is compromised or
when the water does not meet state and federal health standards. An example of such a situation
occurred last year in Washington, DC, when lead levels in some parts of the public water supply
exceeded the action level set by the United States Environmental Protection Agency (EPA).
Bottled water and point-of-use systems were used to meet the drinking water needs in the
affected area until the Washington Area Sanitation Commission was able to reduce the lead
levels to meet EPA standards.

The efforts of the industry to provide crucial drinking water to citizens afflicted by disasters are
contingent on a viable commercial market. The commercial market provides them with the
capital and resources to respond when needed. The industry cannot exist only for disaster
response as some industry critics would have people believe. The need for such philanthropic
efforts can only be seen when people need it the most. To discourage the use of bottled water or
question the safety of bottled water does a disservice to an industry that is called upon every year
to provide much needed drinking water.

VIIL. Conclusion

Bottled water provides consumers with a convenient, healthy beverage choice. The standards of
quality for bottled water are as protective of public health as those for public drinking water by
law and practice. Such standards for bottled water are applied to each container and failure to
meet those standards may result in a recall or FDA enforcement action. If a consumer is
interested about what is in their bottled water, they have multiple methods of obtaining it, e.g.,
from the company website, contacting the company directly, researching state websites which
post the information or IBWA’s website. If they are not satisfied with the response or the
information provided, they have many choices among bottled water brands.

IBWA appreciates the opportunity to provide the Subcommittee with this overview of the bottled
water industry. If you would like more information or have further questions, please feel free to
contact us.
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Appendix A
2007 MONITORING MATRIX
IBWA Model Code Monitoring Requirements

| MONITORING PARAMETER GROUP MONITORING 50Qs, MCLs, SMCLs, and Guidelines
[ Individual Group Analytes | FREQUENCY {Apply to finished products)

intorganic Chemicals (i0Cs} ANNUALLY IBWA S0Q FDA $0Q EPA MCL
[ Antimony (1) {Product and Source) 0.006 0.008 0.006
Arsenic 0.01 0.05 0.05
Barium For items with footnote (2), 1 2 2
Beryllium (1) see FDA D/DBP Rule 0.004 0.004 0.004
Bromate (2) Req t 0,010 6,010 0.510
Cadmium on page 21. 0.005 0.005 0.005
Chiorine (2} Q.1 4.0 4.0
Chioramine (2) 40 4.0 40
:| Chlorine dioxide (2) 0.8 0.8 0.8
Chiorite (2) 1.0 1.0 10
Chromium 0.05 0.1 0.1
Cyanide (1) 0.1 0.1 02
Fluoride 3) 3} 4
Lead 0.005 0.005 0.015 AL
ercury 0.001 0.002 0.002
ickel (1) C1 0.1
itrate-N Q 1] 1]
itrite-N
Totaf Nitrate + Nitrite 4] 0 Q
lent 0.01 0.05 .05
3 Thallium (1) 0.002 0.002 0.002
Secondary inorganic Parameters ANNUALLY IBWA SOQ FDA 80Q SMCL. (4)
- Aluminum {Product and Source) 0.2 0.2 0.2
Chioride (5) 250 250 250
Copper 1 1 1AL
| Iron (5) 0.3 03 0.3
o Manganese (5) 0.05 0.05 0.05
| Silver 0.025 01 0.1
| Sulfate (5) 250 250 250
Total Dissolved Solids (TDS) (5) 500 500 500
Zinc (5 5 5 5
e Organic Chemicals (VOCs) ANNUALLY. IBWA $0Q FDA S0Q EPA MCL
1,1,1-Trichioroethane {Product and Source) 0.03 0.2 0.2
1.1,2-Trichloroethane 0.003 0.005 0.005
1,1-Dichioroethylene For items with footnote (2), 0.002 0.007 0.007
1,24 Trichlorobenzene see FDA D/DBP Rule 0.009 0.07 0.07
1,2-Dichloroethane Reg 0.002 0.006 0.005
1,2-Dichloropropane on page 21. 0.005 0.005 0.005
Benzene 0.001 £.005 0.005
Carbon tetrachioride 0.008 0.005 0.005
cis-1,2-Dichioroethylene 0.67 0.07 0.07
1 trans-1,2-Dichloroethylene Q0.1 0.1 0.1
Ethylbenzene 07 0.7 07
Methylene chloride (Dic hane) 0.003 0.005 0.005
:| Monochlorobenzene 0.05 K] 0.1
o-Dichlorobenzene 0.6 0.6 0.6
p-Dichiorobenzene 0.075 0.075 0.075
Haloacetic Acids (HAAS) (2) 0.06 0.06 0.06
| Styrene Q.1 0.1 0.1

1) Included in FDA's 9 contaminant regulations.

(2) Included in FDA's D/DBP rute. See D/DBP monitoring requirements section on page 21 in Appendix A for details,

(3} SOQ dependent upon temperature and other factors. See fluoride section on page 22 of Appendix A for details.

(4) SMCL = Secondary maximum contaminant fevel. SMCLs are guidelines established by the USEPA for use in evaluating aesthetic,

non-health-related properties in water. SMCLs are not enforceable for public water systems.

(5) Mineral water is exempt from allowable level. The exemptions are aesthetically based allowable levels and do not relate to a
health concern,

All SOQs, MCLs, SMCLs, and guidelines in mg/L (ppm) except as noted. Refer to your state bottled

water regulations to determine if additional testing is required.

* Denotes FDA Regulation Page 2 IBWA Code of Practice
Revised 01/07
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Appendix A
2007 MONITORING MATRIX
IBWA Model Code Monitoring Requirements

MONITORING PARAMETER GROUP ] MONITORING 80Qs, MCLs, SMCLs, and Guidelines
‘_‘ Individual Group Analytes | FREQUENCY {Apply to finished products)

Volatile Organic Chemicals (VOCs) {Continued) ANNUALLY IBWA SCQ FDA SOQ EPA MCL.
R t| Tetrachloroethylene {Product and Source) 0,001 0.005 0.005
\|_Toluene 1 1 1
Trichloroethylene Faor items with footnote (2), 0.001 0.005 0.005
Viny! chioride see FDA D/DBP Rule 0.002 0.002 0.002
Xylenes (total) A Req s 1 10 10
Bromodichioremethane on page 21. (8) (6} [(53)
Chiorodibromomethane 6) () {6)
Chioroform 6 &) (&)
Bromoform [ [©)] {6)
| Total Trihalomethanes (2) 0.01 0.08 0.08
tile Organic Cl i {SVOCs) ANNUALLY IBWA S0Q FDA SOQ EPA MCL
Benzo(a)pyrene {Product and Source) 0.0002 0.0002 0.0002
Di(2-ethyhexyhadipate 0.4 0.4 0.4
Di(2-ethyhexyliphthalate 0.006 NA 0.006
Hexachlorob 0.001 0.001 0.001
Hexachlorocyclopentadiene 0.05 0.05 0.05
Total Recoverable Phenclics 0.001 0.001 NA
ANNUALLY. IBWA S0Q FDA SOQ EPA MCL,
{Product and Source) 0.01 0.05 0.05
2,4-D (Dichiorophenoxy acetic acid) {unless otherwise noted) Q.07 0.07 0.07
Alachlor 0.002 0.002 0.002
Aldicarb 0.003 NA 0.003
Aldicarb sulfone 0.003 NA 0.003
Aldicarb sulfoxide 0.004 NA 0.004
Atrazine 0.003 0.003 0.003
Carbofuran 0.04 0.04 0.04
Chiordane 0.002 0.002 0.002
Datapon 0.2 0.2 0.2
| Dibromochiorepropane {DBCP) 0.0002 0.0002 0.0002
Dinoseb 0.007 0.007 0.007
Dioxin (2,3,7 8-Tetrachlorodibenzo-p- Product: Every 3 years 3x10° 3107 3x10°
dioxin} (1)(7) Source: Annually
Diguat (1)(7) 0.02 0.02 0.02
Endothall (1)(7) 0.1 0.1 0.1
Endrin ANNUALLY 0.002 0.002 0.002
Ethylene dibromide {Product and Source) 0.00005 0.00005 0.00005
Glyphosate (1)(7) Product: Every 3 years 07 07 07
Source: Annually
Heptachior ANNUALLY 0.0004 0.0004 0.0004
|| Heptachlor epoxide {Product and Source) 0.0002 0.0002 0.0002
Lindane 0.0002 0.0002 0.0002
Methoxychlor 0.04 0.04 0.04
Oxamyl (vydate) 02 0.2 02
Pentachiorophenot 0.001 0.001 0.001
Picloram 05 05 05
Polychlorinated biphenyls (PCBs) 0.0005 0.0005 0.0005
| Simazine 0.004 0.004 0.004
Toxaphene 0.003 0.003 0.003

i
(1) Included in FDA's 9 contaminant regulations.
(2) Included in FDA's D/DBP Rule. See D/DBP monitoring requirements section in Appendix A for details.

(8) No SOQs or MCLs established for individual trihalomethane contaminants. The sum of the 4 THMs is regulated as totai
trihalomethanes (TTHMs).

FDA requires that the four synthetic organic chemicals (SOC) listed must be tested quarterly for four consecutive quarters for each
type of finished bottled water (e.g., spring, purified, etc.). If none of the SOCs are detected, then once every three years for each
type of finished product. if SOCs are detected, maintain monitoring for four consecutive quarters in each three-year period. New
products and new companies must do an initial round of quarterly monitoring in the first year of operation,

@

All SOQs, MCLs, SMCLs, and guidelines in mg/L (ppm) excepf as noted. Refer to your state bottled
water regulations to determine if additional testing is required.

* Denotes FDA Regulation Page 3 IBWA Code of Practice
Revised 01/07
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Appendix A
2007 MONITORING MATRIX
IBWA Model Code Monitoring Requirements

MONITORING PARAMETER GROUP ] MONITORING 80Qs, MCLs, S8MCLs, and Guidelines
"f Individual Group Analytes 1 FREQUENCY {Apply to finished products)
Additional Regulated Contaminants ANNUALLY IBWA $0Q FDA S0Q EPAMCL
e Methy! tertiary butyl ether (MTBE’ {Product and Source) 007 NA NA
Naphthalene 0.3 NA NA
1,1,2 2-Tetrachloroethane 0.001 NA NA
obiological Contaminants IBWA S0Q FDA SOQ EPA MCL
Total coliform/ E. colf SOURCE: at least once No Eschericia MPN: <22 No more than
each week (21 CFR colf detectable in | organisms per 5% of monthly
§129.35(a)(3}) a 100 mi 100 mi samples valid for
PRODUCT: at least once portion/sample. ME; <4 CFU per | total coliform,
each week (21 CFR No validated 100 mi
§129.35(g)X1) totat coliform
detectable ina
100 ml
portion/sample
as substantiated
by resampling.
NOTE:
Confirmation
AND validation
of all positive
totai colifrm
results in
finished product
required. See
Appendix C of
the Modet Code.
ogical Contaminants SEE BELOW IBWA S0Q FDA SOQ EPAMCL
Gross Alpha Particle Radioactivity SOURCE: Annually 15 pCifl. 15 pCilL 15 pCilt.
Gross Beta Particle and Photon PRODUCT: Every 4 years 50 pCi/L 50 pCirk 50 pCifk.
Radioactivity (8)
Radium 226/228 (combined) SOURCE: Annually 5 pCill. 5 pCift. 5 pCi/l.
PRODUCT: Every 4 years
Uranium SOURCE: Annually 0.030 0.030 0.030
. PRODUCT: Every 4 years
¢ Properties ANNUALLY IBWA S0Q FDA SOQ GUIDELINE
Color {Product and Source) 5 Units 15 Units 5 Units
Turbidity 0.5 NTU S50 NTU 05 NTU
‘pH (9) 5-7/6.5-85 NA 6585
Qdor 3T.ON. 3TON 3T.ON.

&)

'the gross beta particle activi

ifthe average annual concentration of gr

v exceeds 50 pCift, an analysis of the sample must be performed to identify the major radicactive constituents

present. Compliance (with § 141.16) may be assumed without further analys beta particle activity

is less than 50 pCi/t and if the average annual concentrations of tritium and strontium-90 are less than those listed in table A, Provided, That if
both radionuclides are present the sum of their annual dose equivatents to bone marrow shall not exceed 4 millirem/year. Consult with your

testing laboratory for more information.

©

The Modsl Code guideline for pH in purified water is 5.0-7.0

guideline for source water and other product waters is 6.5-8.5. NOTE: This guideline is not enforceable.

see Appendix B for definition and requirements for purified water). The

All SOQs, MCLs, SMCLs, and guidelines in mg/L{ppm) except as noted. Refer to your state bottied
water regulations to determine if additional testing is required.

* Denotes FDA Regulation

Page 4

IBWA Code of Practice

Revised 01/07
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Appendix A
2007 MONITORING MATRIX
IBWA Model Code Monitoring Requirements

FDA D/DBP Rule Monitoring Requirements
Public Water System (PWS) Source Water
If current PWS D/DBP data is available, no source water analysis is required.

If current PWS D/DBP data is NOT available, ANNUAL testing for the following is required:
o Disinfectants: Chiorine, Chioramine, Chiorine dioxide

e Disinfection Byproducts: Bromate, Chlorite, Haloacetic acids (HAAS), and Total
Trihalomethanes (TTHMs)

Natural Water Sources

If no disinfection is applied at the source, including use in bulk water hauling, no source water
analysis is required.

If disinfection is applied at the source, including use in bulk water hauling, ANNUAL testing for the
following is required:

e The residual disinfectant used (chiorine, chloramine, or chlorine dioxide)
e Ozone: Bromate, Haloacetic acids (HAA5), Total Trihalomethanes (TTHMs)

e Chlorine-based disinfectants (chlorine, chioramine, or chlorine dioxide): Haloacetic acids
(HAAS) and Total Trihalomethanes (TTHMs)

ALL FINISHED PRODUCTS

ANNUAL testing is required for ALL of the following in each finished product type:
e Chiorine

Chloramine

Chlorine dioxide

Bromate

Chlorite

Haloacetic acids (HAAS)

Total Trihalomethanes (TTHMs)

* Denotes FDA Regulation Page 5 IBWA Code of Practice
Revised 01/07
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Appendix A
2007 MONITORING MATRIX
IBWA Model Code Monitoring Requirements

FDA Requirements for Fluoride in Bottled Water

Bottled water packaged in the United States to which no fluoride is added shall not contain fluoride in excess of the
levels in Table 1 and these levels shall be based on the annual average of maximum daily air temperatures at the
location where the bottled water is sold at retail.

TABLE 1

*Annual average of maximum daily air temperatures ( °F) Fluoride concentration in milligrams per liter

2.4
22
2.0
1.8
70.7-79.2 1.6
79.3-90.3 1.4

Imported bottled water to which no fluoride is added shall not contain fluoride in excess of 1.4 milligrams per liter.

Bottled water packaged in the United States to which fluoride is added shall not contain fluoride in excess of levels in
Table 2 and these lev-els shall be based on the annual aver-age of maximum daily air tempera-tures at the location
where the bottled water is sold at retail

TABLE 2

S3.7and below . L 1.7
53.8-58.3 ... 1.5
58.4-63.8 1.3
63.9-70.6 ... 1.2

70.7-79.2 1.0
79.3-90.5 08

Imported bottled water to which fluoride is added shall not contain fluoride in excess of 0.8 milligram per liter.

* Denotes FDA Regulation Page 6 IBWA Code of Practice
Revised 01/07
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Comparison of US FDA 80Qs and US EPA MCLs With
IBWA Code of Practice SOQs™

{revised 7/2007)
| MONITORING PARAMETER GROUP IBWAMONITORING SOCs; MCLs, SMCLs, and Guidelines
individual Group Analvtes 1 FREQUENCY

Inotganic Chemicals (IGCs) ANBUALLY: IBWA SOQ FDA 50Q EPAMCL
] Bafium 1 2 2
Chigring LKl i 4.0
Ehremiun 005 1 a1

Ileaa 5605 o GOTEAL
Wieroury G oot 002 0,005
Hickel & 3

S Seleniuny Q.0 205 0.05

Secondary Inorganic Parameters ANNUALLY IBWVA SOQ FDA 00 EPA SMCL
RaEm {Product and Source) 0,028 0 NA
Volatile QE anie Gl i {VOCS) ANNUALLY IBWA SOQ FOA SOQ EPAMCL
s J-Trichiorosthane {Produstand:Source) .03 .2 02

-Trichioroethane. G003 0035, G005
.002 007 8.007
2 ! 0.008 07 g7
2-Pichlbroethans 9.002 D05 0005
Benzens 4.001 1005 0005
Methylene chioride (Dichioromethane) 0.083 005 0005
| Monochiorobenzens 0:05. 1 G
4 Tetrachloroethviene 0001 005 0005
Trichlorosthylens 0.001 005 €.008
Total Trihalomethanes 0.01 ) 0.08
{atile: Organie Chamicals (SVOCs) ANNUALLY 1BWA 500 FDA S0Q EP&MCL
Dif2-sthyheiiphthalate {Produst:and Source) o008 A 0.008
. Total Redoverabie Fhenolics 0801 001 HA
nthetic:Organic-Chemicals {SQCs} ANNUALLY: IBWASOQ FDA SOQ EFA MCL
S 7 A5 TR (Silvex) {Product and Source} 0.01 .05 005
4 Aldiearh i 0:06: NA : Q.00
1 Aldicarh sulfone 000 WA G:00:
Aldicarb sulfoxide 0.004 NA .00
onal Regulated Contaminants ANNUALLY IBWA S0Q FRA-SOG EPA MCL
Methyltertiary bubyl sther (MTBE) {Product and Sourge} 8:07. NA NA
Naphithalene 0:3 A NA
44,2 2 Tabrachiorosthane: 0.08% NA NA
Microbiotogical Contaminants DALY ZWEEKLY AT IBWASON FOA SOQ EPAMCL
APPROVED LAB
Totabcoliform d £ calf NOTE: Confirraation AND | No Eschericls MPN: <92 Nomerethan
validation of all positive col detectablein | organisms per 59 of monthiy
total coliform resuifs 10l mi 100w - 1samplesvalidior
required.. SEE APPENDIX | portioh/sample. £ total coliform:
G-OF THE'MODEL CODE | Novalidated
total coliform
detectable ina
kjele ki)
porticn/sample
a8 substantiated
by resampling,
iar Properties ANNUALLY IBWA 230G FOA SOQ GUIDELINE
Tarbidity 0.5 NTU 5ANTL G5NTU
‘DH B-7/5.5-8:5 NA 8585

*The above i3 & st of contanitngnts for-which IBWA has moresstringent standards:of quality then sither FDis or the USERA.
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Mr. StupAK. Well, thanks. We will start with questions, and
thank you all for your comments.

Mr. Doss, let me ask you this. Is it true 80 percent of the water
bottlers are part of your organization, about 80 percent?

Mr. Doss. I am sorry?

Mr. STUuPAK. Water bottlers in this country, they belong to your
organization?

Mr. Doss. I would say we probably represent 75 percent of the
actual facilities.

Mr. STUPAK. Is Dasani, Coca-Cola, are they part of your:

Mr. Doss. Dasani is not a member of the association.

Mr. StupAK. How about Nestle?

Mr. Doss. Nestle is a member.

Mr. StupaK. OK. And how about Aquafina? That is Pepsi, right?

Mr. Doss. That is not a member.

. I}?/Ir. STUPAK. So are those the three biggest, Coke, Pepsi and Nes-
tle?

Mr. Doss. The largest companies.

M;" STUPAK. So two of the three are not part of your organiza-
tion?

Mr. Doss. That is correct.

Mr. STUPAK. Your standards, which track many of the things we
recommended and GAO and the others, that is voluntary standards
you try to have your member comply with?

Mr. Doss. IBWA has always tried to, you know, have the highest
possible safety standards so we have a mandatory requirement for
our member, and if they don’t meet those standards, then they can-
not be a member of the International Bottled Water Association.

Mr. STUPAK. Do you do anything on the advertising then? I
mean, we have seen these crazy:

Mr. Doss. No, advertising is not an issue that we deal with. Ob-
viously that is a case-by-case situation where there are State and
federal laws that would allow companies to be—action to be
brought against them for deceptive or misleading advertising, so
we don’t do anything in that regard.

Mr. StTuPAK. OK. So like Aquamantra about these mantras in-
herently penetrate the molecular structure of the water, you guys
don’t condone any of that?

Mr. Doss. It is not something—the association does not deal with
advertising issues. That is something that would be left to the
State and federal authorities.

Mr. StuPAK. Well, the company went on to say that it consulted,
and I use the word “consulted” because that is what it said on the
Web site, with a Dr. Marura Emoto who wrote a book called Hid-
den Messages in Water, and the company said that he showed us
the basic principles of quantum theory whereby the molecular
structure of water was changed by a Zen Buddhist monk’s
thoughts. Based on this premise, Aquamantra uses the design on
its labels to affect the molecular structure of California natural
spring water to make it more refreshing and wholesome. Is there
any water studies that a Zen monk can change the molecular struc-
ture of water?

Mr. Doss. Well, I can’t speak to what that company has found.
I just can’t speak to that. I don’t know that they are a member of
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IBWA so I can’t comment on what information they may have
about what they say on their label or other materials.

Mr. STUPAK. Dr. Sharfstein, have you seen anything quite like
this? Do you think those should be part of the labeling of bottled
water, Zen Buddhist monks’ thoughts that can change the struc-
ture of water?

Dr. SHARFSTEIN. I would be highly skeptical.

Mr. STUPAK. But, you know, we have seen it, and Ms. Houlihan
pointed out and a couple others, these are just sort of like fantas-
tical claims. Are they legal? Can they do it underneath your mis-
branding or false advertising?

Dr. SHARFSTEIN. Well, we will definitely look into this case. In
general, misbranding pertains to whether people are claiming to
treat disease. That is the big one. That is where we put our pri-
ority. If people are saying you drink this water and it cures your
cancer, then people may not pursue cancer treatment.

Mr. STUPAK. So like Mr. Ricker of Poland Springs who had a mi-
raculous recovery and lived nearly 52 years and it is good for liver
and kidney diseases, is that

Dr. SHARFSTEIN. Well, there were two that you—you know, the
one with historical fable. I don’t know if that is exactly——

Mr. StuPAK. That is Mr. Ricker.

Dr. SHARFSTEIN. But the other one where you said used in clin-
ical

Mr. StUPAK. Clinical tests, Philadelphia, St. Louis.

Dr. SHARFSTEIN. That one I think we would like to see. I mean,
that to me strikes me as pretty, you know, worth our evaluating.
I am not familiar with that. But I think that would definitely fall
into something we would look closely at.

Mr. StupAK. How about the other one? The makers of H20M
claim that they play music and sounds at their bottling facility that
charge the water with special vibratory frequencies? Would that be
misadvertising?

Dr. SHARFSTEIN. I am not a musician but I would still express
skepticism about that one, and I think that, you know, we have—
the misbranding provision is really about things that we focus on
we really think are going to pose a public health threat, a claim
like that, and you know, the issue about whether it treats kidney
or liver disease, this really does raise that issue.

Mr. STUPAK. You know, in tab 13 is that chart again, and we
might want to put it back up on the board there. And the two re-
ports by GAO and Environmental Working Group talk about the
regulations, and you mentioned a little bit in yours too. If the
bottlers discovered dangerous contaminants of water, they don’t
have to alert the public. Unlike municipalities, bottlers don’t have
to use certified labs. Water bottlers generally are not required to
provide information about test results, the source of their products.
You know, take Dasani here. We mentioned them today, and I have
this bottle that was put on the airplane when I fly back and forth
so I grabbed it with me as I was reading my testimony. When I
go through and read it, you know, their claims aren’t too out-
rageous. It is enhanced with minerals for a pure, fresh taste that
can’t be beat, and then you go to www.makeyourmouthwater.com.
That is out there a little bit but it says bottled by CCDA Waters
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LLC, Millersburg, Pennsylvania, but then underneath it they have
CT and then the symbol for number, 992, then they have NV
07354, NYSHD certificate 173 and then they have another one, L,
but CT, would that be Connecticut? NV, would that be Nevada?
New York State Health Department, I take it, would be New York.
It doesn’t say anything about sources or anything, so you don’t
know where this water really came from, Nevada, Connecticut,
New York or Pennsylvania.

Dr. SHARFSTEIN. I could not decipher that for you.

Mr. STUPAK. Mr. Doss, can you help out on that, these markings?

Mr. Doss. I can’t say for sure because I obviously don’t—I am not
familiar with that brand but it may be that all of those states re-
quire the product to be registered like other food products do with-
in the State. If you are going to sell products within a State, I
think all food products tend to have those registration information
on the bottles.

Mr. STUPAK. So you would have to figure out—the last one is
probably a lot number. You would have to go through and figure
out your lot number to try to figure out where it came from, right,
and whether Nevada, Connecticut, New York or Pennsylvania, or
Coca-Cola in Atlanta, Georgia, because that address is on there too.
Really, a consumer has no way of knowing, and this is one of the
big bottlers.

Mr. Doss. Again, I can only tell you I think that is what that
refers to.

Mr. STuPAK. Mr. Walden.

Mr. WALDEN. Thank you very much, Mr. Chairman.

Just like any food product regulated by the FDA, if dangerous
contaminants are in the bottled water, it is considered adulterated
by the FDA, correct, Doctor?

Dr. SHARFSTEIN. That is correct.

Mr. WALDEN. And it violates the law if it is sold to consumers?

Dr. SHARFSTEIN. People can go to jail if they do it.

Mr. WALDEN. And if we are worried about some of these claims
on the label, isn’t that really also under the jurisdiction of the FTC,
the Federal Trade Commission, on false advertising and labeling?

Dr. SHARFSTEIN. You know, I will have to get back to you. I don’t
know if I can answer that. I think we do have certain jurisdiction
there and I am not sure about the FTC.

Mr. WALDEN. I would assume that they would but I don’t know
that for a fact but it is something we ought to look at because it
would be helpful if they were here today and the EPA was here
today and perhaps somebody from Coca-Cola as well since they are
not represented on this panel but we are singling them out.

Dr. SHARFSTEIN. One thing I might want to mention is, in just
a couple of months FDA is going to launch

Mr. WALDEN. Is your mic on, by the way?

Dr. SHARFSTEIN. Yes.

Mr. WALDEN. OK.

Dr. SHARFSTEIN. In just a couple months, FDA is going to launch
the reportable food registry that was part of legislation that Con-
gress passed, and when that happens, we are anticipating Sep-
tember, companies will have to notify FDA if there is a product re-
lease that could pose a serious risk to health. So some of the gap
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will be filled by that but we really think, you know, the passage
of the food safety legislation is necessary to really close that.

Mr. WALDEN. Yes, we are hopeful that that can be brought up
on the—Mr. Chairman, has that been scheduled for House Floor
consideration yet?

Mr. StuPAK. Not yet. We are still working on the final touches.

Mr. WALDEN. OK. In your testimony, Doctor, you discussed new
FDA testing requirements for bottled water to include testing
source water for total coliforms and establish a zero tolerance for
E. coli. Does the EPA require testing for coliforms in tap water and
did the EPA establish a zero tolerance level for E. coli?

Dr. SHARFSTEIN. Give me one second. I have some information on
that right here. I was curious about that also.

Mr. WALDEN. Because I think you made the case on lead, that
you have zero tolerance for lead in bottled water but EPA allows
a certain

Dr. SHARFSTEIN. I think it illustrates the point that it is just a
little different, the systems. My understanding is that public water
systems are required to collect monthly total coliform samples
throughout their distribution systems and that if they are positive
they must be tested for E. coli. For a system collecting more than
40 samples per month, if more than 5 percent are positive, that
triggers a violation. If it less than 40 samples per month, then one
positive sample triggers a violation. So, you know, for FDA, bottled
water, if there is any violation that kicks in for municipal, it has
to be certain percentage of the tests violative for it to trigger a vio-
lation. So the standards are slightly different. I hope I was able to
explain that clearly enough. They do a whole bunch of tests

Mr. WALDEN. Are they more stringent under your regulations or
the EPA regulations?

Dr. SHARFSTEIN. It is

Mr. WALDEN. Or is it just different?

Dr. SHARFSTEIN. They are different. I mean, you know——

Mr. WALDEN. Because I know here in the District of Columbia,
I think I am correct in saying this, that we all went many years
drinking the tap water believing it to be safe only to discover that
they hadn’t really fully disclosed the amount of lead that was com-
ing into the water through the pipes, and so I don’t know if you
ran into that in Baltimore when you were health commissioner
there, but as I recall you advocated to people to buy it and it would
be safer to drink bottled water.

Dr. SHARFSTEIN. Well, not for the population of Baltimore be-
cause the municipal water supply in Baltimore we felt very com-
fortable with but.

Mr. WALDEN. But for public school children?

Dr. SHARFSTEIN. Public school children. That is right. In fact, I
advised the school superintendent to turn off all the drinking foun-
tains in the Baltimore City public schools because of problems that
they were having with lead.

Mr. WALDEN. And to go to bottled water.

Dr. SHARFSTEIN. And to go to bottled water across the system. It
turned out to be cheaper also, given the expense of testing the mu-
nicipal water because of the old buildings and the problems they
had with the pipes in the school. So, you know, I certainly as a
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health commissioner, I think there are certain scenarios where, for
example, after certain types of disruptions of the water supply, the
water can be unsafe for a period of time and we recommended that
people buy bottled water or boil it.

Mr. WALDEN. Thank you.

Mr. Doss, a question about this notion that consumers are want-
ing to know what it is in their bottled water. While I want to know
that it is safe when I drink it, I am not sure I am going to chase
down what spring it came out of or well, as long as I know it is
safe. How many inquiries do you get through your association of
people who say I want to know the ingredients, I want to know—
I mean, when I take water out of my place here in D.C., there is
no label on the tap that tells me all this stuff. I wouldn’t know
where to go in the D.C. system to even find out, and frankly, as
long as it is safe, I don’t care. How much of this is the case? How
many people are rushing to you and calling your folks saying hey,
I demand to know where this water came from?

Mr. Doss. At IBWA, the association has hardly gotten any com-
ments, any questions from consumers. I have talked to some of my
members including our large members and our small- and mid-
sized members, and they get very few requests. Now, I will say——

Mr. WALDEN. And how do they handle those requests?

Mr. Doss. They provide them with the information.

Mr. WALDEN. Do they disclose?

Mr. Doss. If they want testing results, if they want source infor-
mation, whatever they ask for, you know, in our opinion, that is
what they should provide, and that is, our bottom line is, that if
a consumer has a question, we believe they have the right to have
that information. The real issue is how to best provide that infor-
mation. I think that is the distinction here and that was related
a minute ago. These are two different systems. Bottled water is a
packaged food product in a very different distribution system than
tap water. So there are necessarily some differences in the way you
might want to provide the information, and as far as the overall
safety is concerned, again, they both have to be safe. There are dif-
ferent ways that you get to that goal.

Mr. WALDEN. Because I don’t think in a soft drink bottle they
disclose where the liquid source comes from, right? Because they
put water in a cola beverage, right? Is that right, Doctor?

Dr. SHARFSTEIN. Yes.

Mr. WALDEN. Isn’t that the number one ingredient, is water, in
these beverages we all drink? And the last time I checked, nobody
is saying tell me where the water came from that is in there. It
is not required to be on those labels, is it?

Mr. Doss. And that is why

Mr. WALDEN. So you are kind of being singled out.

Mr. Doss. Bottled water is a food product so we follow the rules
that are in place.

Mr. WALDEN. Is cola a food product?

Dr. SHARFSTEIN. Cola is a food product and it is not subject to
the Good Manufacturing Practices that exist specifically for bottled
water, so there is a——

Mr. WALDEN. So is there less oversight on our soda drinks from
the FDA’s perspective?
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Dr. SHARFSTEIN. Maybe I wouldn’t use the word “oversight” but
I would say there is definitely more regulations and——

Mr. WALDEN. On which?

Dr. SHARFSTEIN. On bottled water.

Mr. WALDEN. Than on cola products? And I am not picking on
cola versus uncola versus, you know, the new cola versus whatever.
I am just talking soft drinks.

Dr. SHARFSTEIN. That is correct.

Mr. WALDEN. So there is less oversight—well, I will use the term
“oversight” but in terms of food safety issues

Dr. SHARFSTEIN. Right, and there are Good Manufacturing Prac-
tices that apply to foods generally that apply to colas, and someone
will tap me if I am getting this totally wrong, but I understand
that the bottled water has a whole set of regulations that are really
just for bottled water, and it relates to the fact——

Mr. WALDEN. Commodity-specific

Dr. SHARFSTEIN. Right.

Mr. WALDEN [continuing]. Regulations which don’t exist for soft
drinks?

Dr. SHARFSTEIN. Right.

Ms. HOULIHAN. Can I also say that one difference between bot-
tled water and soda is also that people choose bottled water be-
cause they think it is healthier and safer than

Mr. WALDEN. Yes, but that is not——

Ms. HOULIHAN [continuing]. In a lot of cases, and that is not the
reason they are choosing colas. So I think that

Mr. WALDEN. Yes, but the question—whether they choose it or
not, the question I thought you were getting at is, consumers have
the right to know the source of the ingredients in the bottle, the
labeling and all that. I mean, I want to know if—I may think a
soda product is better than bottled water.

Ms. HOULIHAN. Water is very different from other kinds of food
products. It makes up more than half of our body and we are ad-
vised to drink at least eight

Mr. WALDEN. Right, because it helps remove toxins and every-
thing else.

Ms. HOULIHAN. Exactly, and so people are choosing bottled water
in particular, not colas, because there is a perception that it is
safer and healthier than tap water, and I think that is why it is
being singled out here over other foods because of the special place
that it holds in people’s minds. Also, because it is almost 2,000
times more expensive than tap water and people

MI‘.?WALDEN. How much more expensive is a soda drink over tap
water?

Ms. HOULIHAN. Maybe a similar amount, but people are making
really tough choices right now about their budgets and so bottled
water is part of that.

Mr. WALDEN. And I have almost doubled over my time.

Mr. STtUuPAK. No, that is all right. We will come back another
time but I want to get to Mrs. Christensen for questions.

Mrs. CHRISTENSEN. Thank you, Mr. Chairman. I just want to go
over the contaminant disclosure issue again so I am clear. Accord-
ing to the new reports released today, it appears that consumers
have access to a lot more information about contaminants in tap
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water than they do about contaminants in bottled water in answer
to some of the questions previously asked.

Mr. Stephenson, under current law, municipal water authorities
have to notify the public within 24 hours when they detect con-
taminants such as E. coli above prescribed levels in tap water. Is
that correct?

Mr. STEPHENSON. That is right.

Mrs. CHRISTENSEN. And they have to send that notice over
broadcast media or in warnings posted in conspicuous locations?

Mr. STEPHENSON. Yes, there are very specific requirements on
how you report those.

Mrs. CHRISTENSEN. But if a bottled water company ran the same
tests on its water and found the same level of E. coli, a level that
both EPA and FDA say is dangerous to human health, they don’t
have to tell the FDA or EPA or the public?

Mr. STEPHENSON. Or the State. Well, some States require it but
not the FDA.

Mrs. CHRISTENSEN. A few States require it but generally no?

Mr. STEPHENSON. Excuse me?

Mrs. CHRISTENSEN. Generally they don’t have to report it?

Mr. STEPHENSON. Generally, they don’t.

Mrs. CHRISTENSEN. Now, under current law, municipal water
systems are also required to issue annual consumer confidence re-
ports that disclose any contamination problems, the likely source of
that contamination, potential health effects of that contamination
and information about the system’s susceptibility to future con-
tamination, correct?

Mr. STEPHENSON. Yes.

Mrs. CHRISTENSEN. But bottled water companies are not required
to make similar disclosures to the public?

Mr. STEPHENSON. That is true. We currently don’t have the au-
thorities to make that requirement.

Mrs. CHRISTENSEN. Dr. Sharfstein, this is a striking disparity in
the information available to consumers. We learn about dangerous
contaminants in our tap water through broad public announce-
ments within 24 hours but we may never learn about the dan-
gerous contaminants in bottled water. Did you say that you sup-
ported a requirement to have the bottled water companies disclose
test results showing contamination above the federal levels?

Dr. SHARFSTEIN. Actually, starting in September, we think, that
requirement will take effect for contamination that poses a risk to
the public.

Mrs. CHRISTENSEN. Is it enough to have the companies report
their lab reports or should there be certified labs and should the
labs be required to tell FDA when a positive result is found? Isn’t
that more reliable?

Dr. SHARFSTEIN. I think it is a very important question. I think
there are two questions there, the certified lab and then whether
labs should be required to report.

Mrs. CHRISTENSEN. Right.

Dr. SHARFSTEIN. So for certified labs, I think FDA would like to
have authority to require labs if we think that that is important
for a particular product, and I think that because of the broad pre-
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ventive authority that this new legislation that has been moving
through the House would give, we would be able to do that.

The second question of requiring labs to report to FDA is a little
bit more complex because there are so many tests that are done.

Mrs. CHRISTENSEN. Just the positive ones.

Dr. SHARFSTEIN. Right. I understand. The concern that is ex-
pressed there is whether or not it inhibits the private sector from
testing at all. If they have a good testing program in place where
there are identifying and keeping things out of the system, you
know, should they be reporting every single positive, which ones
should get reported. Those are questions that are a little bit more
complex because you could be drowning, and if you are thinking
not just for water but all the different foods, all the different tests,
we don’t want to inhibit companies from doing their own testing if
they have good preventive plans in place. We want to not be miss-
ing the forest for the trees in terms of all the information coming
to us. So that question of how much to require, where to get it from
is sort of more complex issue that we would probably look at, you
know, in a particular industry, a particular situation like, you
know, certain types of tests we probably would want to know be-
cause they would be so serious.

Mrs. CHRISTENSEN. And earlier this year, the subcommittee held
two oversight hearings on salmonella poisoning in peanut products
that caused multiple deaths and dozens of illnesses, and we
learned that the Peanut Corporation of America received positive
tests for salmonella and was not required to disclose them to any-
one, and FDA didn’t have the access to those results and couldn’t
access them until people fell ill by invoking another law, the bioter-
rorism law, and so the same legal loophole applies to bottled water
companies. Although the municipal water authorities are required
to disclose their test results, FDA cannot compel bottled water com-
panies to disclose theirs.

So Ms. Houlihan, if a bottled water company tests its water and
finds dangerous levels of E. coli, as far as you understand, is that
required to disclose those results to the public?

Ms. HOULIHAN. As far as I understand, that is the case. We
found a lot of bottled water brands that are posting, 18 percent of
the brands that we looked at that are posting full water quality
test reports online, and we think 100 percent of companies should
be doing that and letting people know right away about contamina-
tion.

Mrs. CHRISTENSEN. I am not really—even though I made a ref-
erence to peanut butter, I am not in any way suggesting that the
water issue is similar. But one important lesson that we learned
is that sometimes disreputable companies have warning signs long
before major problems arise because the systems are faulty, and if
federal or State officials had access to that testing data, they might
be able to flag small problems before they become big ones.

Mr. Doss, your organization represents, I think you said about 75
percent of the bottled water industry. Do you support a require-
ment that bottled water companies make their test records avail-
able to the FDA during routine inspections?

Mr. Doss. We do.
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Mrs. CHRISTENSEN. And I am sure Dr. Sharfstein already an-
swered that question. I guess I am out of time right now and I will
just hold for a second round.

Mr. StUuPAK. Thank you.

Mr. Burgess for questions, 5 minutes.

Mr. BURGESS. Thank you, Mr. Chairman. I apologize for being
gone during your testimony and the earlier questioning. Can any-
one tell me, if bottled water has a certain standard, what about our
cola drinks? Are those bottles held to the same standard as bottled
water?

Dr. SHARFSTEIN. So cola drinks are considered food and there are
food Good Manufacturing Practices that they are held to but cola
drinks are not held to the bottled water Good Manufacturing Prac-
tices which are sort of in addition to the general Good Manufac-
turing Practices.

Mr. BURGESS. To the best of anyone’s knowledge, there is no dif-
ference in the way any of these compounds would leach out of the
plastic into liquid phase whether it be water or cola drinks. Is that
correct?

Dr. SHARFSTEIN. Yes, I don’t know if I know enough to answer
that question. I do think that the point that is there, you know,
from a food safety perspective. You know, there is not a—from a
food safety perspective, water has a whole additional set of regula-
tions compared to cola. It really depends on—and, you know, public
health, you are saying compared to what. If you compare bottled
water to cola, it has got a whole additional set of regulations. If you
compare bottled water to municipal water, then there are certain
disclosure requirements of municipal water that don’t apply to bot-
tled water. So it is sort of just your vantage point, but from a food
safety perspective, you know, there is a whole additional set of reg-
ulations that apply to bottled water compared to cola.

Mr. BURGESS. Well, what about the water that is manufactured
and sold with caffeine added to the water? Does that fall under the
foodstuff or is that a water?

Dr. SHARFSTEIN. That is not a water.

Mr. BURGESS. That is not a water?

Dr. SHARFSTEIN. Yes, I think—and somebody is going to tap me
if I get this wrong but I am pretty sure that it is not a water. It
depends. I think some of those may be—people may be attempting
to market them as dietary supplements and other things but what
they are actually marketed as is a whole separate discussion, but
I don’t think they are considered a water if you put extra caffeine
in.

Mr. BURGESS. It just really underscores the complexity of the
process that you have to deal with.

Now, let me ask the GAO, on the report that two people to in-
spect the $11 billion water industry, and 4 years ago the FDA
changed the risk assessment for bottled water from low risk to high
risk, so the question then comes, how many inspectors should be
required? If two are not enough, what is our limit? We will be
doing the agriculture appropriations bill this afternoon which will
have the funding for the Food and Drug Administration in it. How
do we know that we have got the right number of inspectors so
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that we can then know that we have the right appropriation at-
tached to the FDA?

Mr. STEPHENSON. That is a good question, and we don’t have a
precise number just for this segment of FDA’s overall responsi-
bility. We have said designating food safety a high-risk area over
the past 2 years that the resources are inadequate to do the job
right now, and we have pointed out from a broader standpoint that
food safety is spread over a number of different agencies and of
those agencies, FDA seems to get the smallest proportion of the
budget yet it has 80 percent of the responsibility. So I don’t know
whether two is right or four is right or six is right just for bottled
water. All we are just doing is stating a fact, that that is how many
FTAs are currently dedicated to inspecting bottled water facilities.

Mr. BURGESS. And that in fact does not seem to be a sufficient
number?

Mr. STEPHENSON. It does not seem to be a sufficient number,
given the number of bottled water facilities.

Mr. BURGESS. Also in your testimony, you note that three-quar-
ters of the water bottles produced in the United States in 2006
were recycled. Do we know about the rates of recycle for other bev-
erages?

Mr. STEPHENSON. I think it is probably similar for all plastic bot-
tles. With bottled water being a growing share of the market, there
are more bottles dedicated to water than soda percentage-wise.

Mr. BURGESS. So numerically, there are more in the environ-
ment——

Mr. STEPHENSON. Right, and this isn’t a volume problem, as we
noted. It is less than 1 percent of what is going into a landfill. Nev-
ertheless, they never decompose and they stay there forever, and
recycling is a good thing in general.

Mr. BURGESS. And I would agree with that.

Dr. Sharfstein, in the GAO report it states that the FDA cur-
rently assigns two people yet 4 years ago the Food and Drug Ad-
ministration changed the risk assessment from low to high risk, so
again, I would ask the question, how many inspectors should now
be assigned to oversee the Code of Federal Regulations as it relates
to bottled water?

Dr. SHARFSTEIN. I am not sure that is right, that we changed it
to high risk. I think that in general compared to other foods, we
considered bottled water in the lower risk side. I think that there
are two issues. One is the frequency of inspection and the other is
all the things that go with inspections, and one of the key things
we talked about is just knowing who is making bottled water, and
we have a hard time under the current food safety laws really un-
derstanding that because by law, people can register on paper and
the category is called soft drinks and waters, so everyone is sort
of thrown in together so we don’t have a very good idea—we don’t
have as good an idea as we would like to have or we should have
exactly who is making it. That is sort of the first step to have, like,
you know, a solid system. And then we would like the ability to re-
quire preventive plans and, you know, all the key basic steps there,
and then you put inspections as part of that strategy. But just
thinking of inspections alone with the rest of the way it is, it is
probably going to leave some opportunities for strengthening the
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system off the table if you are just thinking of inspection alone
which is why we would like the parts of the law giving us access
to records, giving FDA the ability to require preventive plans, cer-
tified labs if we think necessary, other things like that.

Mr. BURGESS. Let me ask you a question in the time I don’t have
remaining, and it is not fair to ask you this but I will do it anyway.
We are going to vote on the agriculture appropriations bill today
or tomorrow. Is the number we have in the bill for the Food and
Drug Administration, do we have the right number there?

Dr. SHARFSTEIN. Yes. The President’s budget and what came out
of committee is a historic increase and I think there is no question
the Administration responded very strongly to GAO’s finding this
would be a high risk and putting a lot more resources into food
safety, and if we get that combined with additional authority, I
think we will be able to strengthen the system considerably.

Mr. BURGESS. And just for the record, Mr. President, the beau-
tiful campus that they occupy is actually part of the GSA budget
so none of your food safety dollars are going to build that lovely
campus which we are all so proud of. I will yield back.

Mr. STUPAK. Thanks, Mr. Burgess.

Let us go another round of questions. Dr. Sharfstein, if we do
testing and if they have to report their positive results, wouldn’t
after a while if you see a continued positive results for E. coli or
something from a plant that indicates you have a problem, we have
to get there or at least increase inspections, like the peanut butter
one with the salmonella. We had report after report of problems
but no one ever received a report and no one ever knew, at the
FDA, at least, what was going on there.

Dr. SHARFSTEIN. I agree with you. FDA has to respond to prob-
lems very aggressively and has got to be able to follow up with
manufacturers that aren’t meeting standards and if necessary shut
them down, and, you know, in recent weeks we have taken action
against some firms——

Mr. STUPAK. But you wouldn’t know unless you received positive
results, I mean, unless you received the results. Somewhere, some-
one at the FDA has to receive results and look at them, right?

Dr. SHARFSTEIN. Well, it could be that we got a complaint and
we investigated. It could be testing that FDA does, and FDA does
do some testing. So we can find out problems. We could have some-
body call us and say there is a problem with this company, and so
that leads us to investigate. But once we find the problem, I think
it 1is idmportant to really follow up until that problem is clearly re-
solved.

Mr. StUuPAK. Well, how about for those bottlers who use munic-
ipal water as their source? Wouldn't it make sense to require them
to post a link to the required EPA testing results because they
have to do it once a year? Wouldn’t that make sense to require
them to—25 percent, I think, Ms. Houlihan was in your report, 25
percent of the bottlers use tap water, so why wouldn’t we just re-
quire them to post their Web site?

Dr. SHARFSTEIN. Right. I can totally understand why that would
make sense, why consumers might be interested in that. But the
thing for FDA is, the standard that we have for putting something
on the label is that it would have to be misleading without it, and
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so we can’t—you know, we use that to say that, you know, some-
thing has got to be there or it is misleading without it, and that
is a hard thing to put that, you know, to kind of file that in that
category. So that is not to say we wouldn’t support it but whether
we could do it under our misleading, you know, authority, that we
think is questionable and that it might require a different author-
ity.

Mr. STUPAK. It is misbranding authority that you have?

Dr. SHARFSTEIN. Yes, the misbranding authority. The basic—if
we were to do it, and this would—you know, what standard would
we have to meet, and it would be that it is misleading without it,
and, you know, we don’t require it for other types of foods. You
know, would it really be misleading consumers not to have that,
and that is a hard standard for us to reach. There may be a better
way for Congress to achieve that.

Mr. STUPAK. Mr. Stephenson, if I may, on page 22 of your report
you referred to a poll conducted by Water Research Foundation
that approximately 56 percent of bottled water drinkers cite safety
and health as the primary reason they sought an alternative to tap
water. So is it fair to say that the number one reason people are
buying bottled water is because they think it is safer and healthier
than tap water?

Mr. STEPHENSON. Well, there is that poll and several other re-
search studies that have concluded that, although convenience is a
top reason as well.

Mr. STUPAK. Well, what bothers me about that is the perception
that bottled water is healthier than tap water, in many instances,
bottled water is nothing more than tap water. The Natural Re-
sources Defense Council, they estimated, as I said, 25 percent of
bottled water is just tap water in bottles. Sometimes it is treated,
sometimes it is not. So I guess my question is, and Ms. Houlihan,
I think you cited in your report, is that accurate that 25 percent
of the bottled water is just tap water in a bottle?

Ms. HOULIHAN. Those are the numbers that are publicly avail-
able, and I think it is a big question as to whether it is even more
than that because in so many cases we just don’t have the informa-
tion on what the source actually is and we found almost a third of
all bottled waters have no information on their label.

Mr. STUPAK. But if they take it from tap water and do something
like reverse osmosis or something, then they don’t have to claim it
is tap water, right?

Ms. HOULIHAN. That is right, and there is a provision that re-
quires that bottled waters be labeled as from a municipal supply
if they have not undergone any additional treatment, but any treat-
ment that is, according to FDA, quote, suitable, allows that bottled
water manufacturer not to use that label and just to call it this is
a purified water without giving people information on what the
treatment processes actually were.

Mr. StUuPAK. Well, like I said, I got this on the airplane yester-
day. Does Coca-Cola use municipal water for its Dasani bottled
water?

Ms. HOULIHAN. You can’t tell from the label. There is no informa-
tion at all on the water source for that product.
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Mr. STUPAK. How about Pepsi there that Dr. Burgess is drinking,
the Aquafina bottled water? Does that come from a municipal
source?

Ms. HOULIHAN. Aquafina, we have that label in one of the exam-
ples, if you could pull that up. So on the label, it is labeled as from
a municipal supply for Aquafina. It doesn’t name the municipal
su%ply, which is what so many other bottled waters are choosing
to do.

Mr. STUPAK. But do we know if they do any further treatment
or anything of it? Would it have to be on there?

Ms. HOULIHAN. It doesn’t have to be labeled at all, and we found
44 percent of all labels don’t provide any information on treatment.

Mr. STUPAK. Mr. Doss, if Aquafina was part of your organization,
I understand it is not, but if it was, would the have to put on there
whether they further treated or would they just put down munic-
ipal source?

Mr. Doss. No, they wouldn’t, and I think the issue here is one
maybe of misunderstanding. Purified bottled water, which is what
Dasani is and what Aquafina is, is not just tap water in a bottle.

Mr. STUPAK. Correct. Something else happens to it.

Mr. Doss. When water comes in from a municipal source, it goes
through reverse osmosis, it goes through UV light, it goes through
ozonation and then in a sanitary condition is placed in a bottle.
Now, those purified waters must meet the U.S. pharmacopoeia
standard for purified or sterile water. If it dose not, then that label
must disclose in that bottle that it comes from a municipal source.
So in that case, that water because it doesn’t list it as from a mu-
nicipal source, meets the U.S. pharmacopoeia standard for purified
or sterile water, and that is the big difference, and that goes to the
sourcing of the water. It would be not—to list that this source was
the Dayton whatever county municipal water, that water is quite
different once it gets in that bottle than when it started out, and
that is the distinction here.

Mr. StuPAK. OK, let me ask you this. Let us go back to Dasani
then. And again, I am reading the label right here on what I got
here. It says “noncarbonated, crisp, fresh taste. Dasani is filtered
through a state-of-the-art purification system and enhanced with
minerals for a pure, fresh taste that can’t be beat.” And then if you
go on the other side of the label, it says purified water, magnesium
sulfate, potassium chloride, salt, and then it has as asterisk, “adds
a negligible amount of sodium,” then it has a cross on it and it says
“minerals added for taste, purified by reverse osmosis.” So to get
that clean, crisp taste, are the chemicals they are adding then mag-
nesium sulfate, potassium chloride, salt and sodium or is it other
chemicals?

Mr. Doss. I can’t speak to Dasani specifically but what is done
sometimes is that the water comes in from a municipal source, it
is purified by reverse osmosis and other treatments and then min-
erals are added back for taste. That is what they are disclosing.
Again, I can’t speak to that specific label but in general that is of-
tentimes what happens.

Mr. StupAK. OK. I guess my time is up.

Mr. Walden, questions?

Mr. WALDEN. Thank you.
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Flir?st of all, what the chairman cited, are those chemicals or min-
erals?

Mr. Doss. I believe they are minerals that have been added for
taste, and that is why they disclose it on the label. They are meet-
ing the labeling requirements. They are making sure that they are
informing those who buy it that this is a purified water with min-
erals added back.

Mr. WALDEN. And if they added other things into the water,
would they have to disclose that?

Mr. Doss. I believe they would. It then is a question of the
standard of identity for bottled water, which we talked about which
specifically says if you are spring water, you have to do this, if you
are purified water, you have to do that. So what

Mr. WALDEN. So there are already rules that say that?

Mr. Doss. There are rules that say exactly what you must do if
you want to say you are a purified water, a spring water, an arte-
sian water, well water.

Mr. WALDEN. All right.

Mr. Doss. If you then add something else to the water, then for
labeling purposes you would probably—and this is where FDA—I
will have to make sure we can get back to you on this specifically
but I think in that case, FDA would say you need to then make
sure you are saying this is purified water with minerals added
back, and I think that is why they do it.

Mr. WALDEN. Dr. Sharfstein, do you know or do your folks know
if that is correct?

Dr. SHARFSTEIN. The question is, what you are allowed to put
back in?

Mr. WALDEN. Not what you are allowed to put back in but that
which you put back in, do you have to disclose on the label?

Dr. SHARFSTEIN. I am getting a yes, it is required.

Mr. WALDEN. So it is already required? If I am a bottler of water
and if I go through reverse osmosis and the UV and all that and
then I add things back in, I have to put that on the label?

Dr. SHARFSTEIN. That is what I am understanding.

Mr. WALDEN. OK. I want to ask about the DEHP issue. In your
testimony, you state the FDA has decided to move forward on mak-
ing a decision on DEHP. Can you elaborate on this and tell us
when we can expect a ruling? That is actually what I hear. If I
hear anything about bottled water, it is about this discussion about
what is in the plastic.

Dr. SHARFSTEIN. This is where it gets a little bit confusing, but
basically in the mid-1990s when this was originally done and this
particular chemical was deferred. The reason it was deferred is be-
cause it had been marketed prior to 1958 and had a special grand-
father-like provision as a food additive, and it was thought that it
was in plastic and therefore this provision of the law that we are
talking about conflicted with another provision of the law. Our un-
derstanding has changed since that time. In fact, we don’t believe
that it is being used in water bottles or water caps right now, and
as a result of that, the concern that existed—and I am a pediatri-
cian and not a lawyer—basically the legal conflict that was of con-
cern in the mid-1990s is not of concern now and that we can move
forward and basically testing whether or not there is a reason to—
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there has to be an affirmative reason not to have the same stand-
ard as municipal water so, you know, my presumption would be
that we will move forward with the standard for DEHP like we
have for all the other contaminants. What held it up before was
really the grandfather legal issue, and I think that that may not
apply anymore and we can move forward.

Mr. WALDEN. But I want to get to sort of the heart of the matters
for the people I represent. You are telling me that plastic in the
cap here doesn’t have the phthalate?

Dr. SHARFSTEIN. In our communications with industry, as I un-
derstand, we do not believe that this is regularly used in
Mr. WALDEN. Mr. Doss, can you speak to this issue?

Mr. Doss. I can. It is my understanding that none of the plastic
containers used for bottled water contain DEHP at all, not the
PET, not the polycarbonate, not the HDPE. So none of the bottled
water containers contain any DEHP. However, the International
Bottled Water Association for purposes of parity several years ago,
we have a standard in our model code that is exactly the same as
the EPA, more for parity reasons, but none of the plastic containers
used for bottled water contain DEHP.

Mr. WALDEN. From your knowledge, does that apply also to Dr.
Burgess’s Pepsi bottle there and other bottles used for sodas?

Mr. Doss. If they are using PET, which I believe most are, if
they are using polycarbonate or HDPE, which are the three pri-
nillary uses for all beverage products, then there is no DEHP in
them.

Dr. SHARFSTEIN. So the DEHP issue is really, is it in the water
s}eiparately just because it is in the environment and, you know,
that

Mr. STUPAK. Is there a number that you use for DEHP like PET
has a number 1 on it, and that is what this one is here. But there
is usually a symbol. Is there a symbol that if you use DEHP in a
plastic——

Dr. SHARFSTEIN. I will have to get back to you on that.

Ms. HouLiHAN. Can I also add

Mr. WALDEN. Go ahead. I actually have another question,
though, I want to get to.

Ms. HOULIHAN. The food contact notifications that EPA has ap-
proved show at least 100 different other kinds of plastic additives
that could leach into the water, so this is a problem that is much
bigger than DEHP.

Mr. STUPAK. Go ahead, Mr. Walden.

Mr. WALDEN. I just wanted to get to another point because we
are so focused, and I realize that is the focus of the hearing is on
bottled water and where that water comes from and all of that, but
I am sitting here thinking, if I buy orange juice in a carton that
is made from concentrate, what percent of that is water? It has to
be a huge percent, right? Because we are adding water in and then
the concentrate. And if the issue here is the quality of the water
and the source of the water going into what we consume, then it
seems to me we are kind of myopic here just looking at bottled
water because somebody doesn’t like bottled water or presumes
that it has a higher sort of threshold in our minds about purity.
I would suggest that a lot of us drink orange juice thinking that
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is better than perhaps bottled water because you get other—no of-
fense, but you get other things with it, and yet I am thinking 80
percent, 90 percent of what I am getting in the carton of orange
juice unless it is, you know, fresh squeezed only, not from con-
centrate, is probably water. And so from the FDA’s standpoint, do
you look at the water that goes into that?

Dr. SHARFSTEIN. That is part of what makes food safe is the
water and they need to meet food safety requirements, and

Mr. WALDEN. And that is the same thing you apply to the bottled
water, right?

Dr. SHARFSTEIN. It is more we apply to the bottled water because
we——

Mr. WALDEN. OK.

Dr. SHARFSTEIN. So as I was saying before, a lot of this is com-
pared to what—if you are comparing bottled water to other foods
or other foods that contain water, there are additional regulations
that apply. If you are comparing it to municipal water, then there
is more disclosure on municipal water than there is on bottled
water.

Mr. WALDEN. Well, I

Dr. SHARFSTEIN. It is just your point of comparison.

Mr. WALDEN. Yes, but I guess the question would be, where is
that disclosure? I mean, I have never even—at least there is some-
thing on this label. In my hometown of Hood River, we have it out
of a spring but I don’t get a notice on my tap or on my water bill,
or here in the District of Columbia, for heaven’s sake, I mean, what
it runs through to come out of my tap is scary. That is why I put
a filter on the end and then refilter it in another deal and, you
know, all of that. So anyway, I am over my time. I am done. Thank
you.

Mr. STUPAK. So you get from a municipal water supply and you
don’t get a notice every year? We get a letter, seriously.

Mr. WALDEN. Probably. And I rush out to my mailbox to read it.

Mr. STUPAK. OK.

Mr. WALDEN. And, you know, it is like the sewer notice I get
here. It tells me that when it rains they inflate these inflatable
things to keep the sewage from rushing out into the Potomac un-
less it rains too much and then they deflate them because they
cause too much problems. But that is a whole other issue.

Mr. STUPAK. No, we don’t want them releasing untreated sewage
in our waters, that is for sure.

Mrs. Christensen.

Mrs. CHRISTENSEN. Thank you, Mr. Chairman.

Mr. Stephenson, I note that in your report the surveys were done
in the 50 States and the District of Columbia. Any reason why the
territories are not included or are they generally not included in
surveys done by GAO?

Mr. STEPHENSON. No, no particular reason, just the methodology
we chose.

Mrs. CHRISTENSEN. But they are not generally excluded just

Mr. STEPHENSON. No.

Mrs. CHRISTENSEN [continuing]. That in this particular——
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Mr. STEPHENSON. No, a limited amount of time, a limited
amount of resources dictated 50 States and the District of Colum-
bia.

Mrs. CHRISTENSEN. And Dr. Sharfstein, in your testimony you
say that FDA has broad authority over food that is introduced or
delivered in interstate commerce. So if it is just within a state or
within a territory, FDA doesn’t have any jurisdiction or do you
work with the States then and the territories?

Dr. SHARFSTEIN. That actually is a pretty broad statement be-
cause if the bottle comes from outside the State or the cap comes
from outside the State, even if it is just sold within the State, it
counts as interstate, and there is a presumption, I understand, that
it would be interstate, but in theory there might be products that
could be challenged, our authority over them, although I am not
aware that we heard about a problem that we haven’t been able
to get to either directly or through the State.

Mrs. CHRISTENSEN. Mr. Stephenson, we have talked a lot about
whether bottled water is safer and healthier and there is disagree-
ment on that but there is no disagreement on the fact that bottled
water uses more energy to produce and deliver. On page 26 of your
report, there is a quite amazing statistic where you refer to a study
by the Pacific Institute which examined how much energy it takes
to bring bottled water from different locations throughout the world
to L.A., and in your report this is what it says. “The Institute esti-
mated that the total energy required to bring a typical one-liter
bottle of water weighing about 38 grams to a consumer in Los An-
geles would typically range from about 1,100 to 2,000 times the en-
ergy cost of producing tap water.

Mr. STEPHENSON. That is true.

Mrs. CHRISTENSEN. So if I drink a single bottle of Evian or Fiji
or some other bottled water, which I may not ever drink again,
from overseas, I could be using up to 2,000 times more energy than
if I just walked over to my sink and filled up a glass?

Mr. STEPHENSON. That is true. The import bottled water ac-
counts for a very small percentage of the total bottled water but
that is true.

Mrs. CHRISTENSEN. I see. OK. The study cited in the GAO report
also describes how transporting these bottles can be the single big-
gest cost. According to that study, transportation energy costs can
be as high as 57 percent of the total energy costs for spring water
bottled in France, transported overseas by cargo ship and trans-
ported by rail from the eastern United States to Los Angeles.

Mr. STEPHENSON. That is correct.

Mrs. CHRISTENSEN. Your report also has some other findings re-
lated. For example, you concluded that most plastic water bottles
are discarded rather than recycled.

Mr. STEPHENSON. Yes, we estimate 25 percent are recycled, so 75
percent are discarded.

Mrs. CHRISTENSEN. So Ms. Houlihan, how did we get here? Why
do consumers pay so much, hundreds of times more for bottled
water, taking thousands of times more energy to produce?

Ms. HOULIHAN. You heard some of the marketing claims that are
used by the industry and I think a lot of people are under a
misperception that bottled water must be safer than tap water. A
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lot of people believe that it is free of contaminants. In fact by law,
it is not required to be any safer than tap water. When we tested
10 major brands of bottled water, we found 38 different pollutants,
everything from disinfection byproducts to radioactive isotopes,
even traces of Tylenol and fertilizer residues. So one thing that we
need when it comes to the bottled water industry is just more day-
light, information for consumers on where that water comes from,
how it is treated and what is in it.

Mrs. CHRISTENSEN. I think it is really important for the informa-
tion to be there so that people can make knowledgeable judgment.

I certainly understand that bottles are convenient, but if we are
going to use them, isn’t there a better way than going into the
landfill. This bottle of water is bottled in Virginia and is trans-
ported just a few miles from here to the Capitol and it is biodegrad-
able. Mr. Doss, you represent the bottled water companies. How
many of them are using biodegradable bottles?

Mr. Doss. I am not sure exactly how many are using biodegrad-
able bottles but I will say that as a general statement that bottled
water companies like other food industry companies are trying to
do whatever they can to reduce their environmental footprint. Ob-
viously, going to bottles such as those is one way of doing it. We
have made significant efforts to lightweight the bottled water con-
tainers. Anyone who drinks bottled water knows these days they
are much lighter weight which uses less plastic. We also have some
of our companies that are using recycled content, less virgin mate-
rials. So bottled water is trying to do what it can to reduce the en-
vironmental footprint, but I think it is important to recognize that
bottled water is just one of thousands of food products on the mar-
ket in plastic, and in fact, we are only one-third of 1 percent, as
reported in the GAO report, of the entire waste stream in the
United States so I think that any efforts to reduce the environ-
mental impact of packaging has to focus more broadly on all con-
sumer goods.

Mrs. CHRISTENSEN. Absolutely. Thank you for your answers.

Mr. STUPAK. Thank you.

Mr. Burgess, let us get 5 minutes in before we have to go for
votes.

Mr. BURGESS. Great. Thank you.

Dr. Sharfstein, just to follow up a little bit on what Mr. Walden
was talking about on the lawsuit with the phthalate DEHP that
has been held up. I think Mr. Stupak referenced it has been 15
years in the making. You are now prepared to issue a ruling in
September. Do I understand that correctly, on DEHP? The FDA is
prepared to go ahead with that ruling now or is that

Dr. SHARFSTEIN. So there is questions whether we set a standard
for bottled water, and our intent is to proceed with setting a stand-
ard for bottled water. That is just a matter of preparing the stand-
ard, getting it going. If we come across some reason why this
doesn’t apply to bottled water at all, we are permitted to make the
statement that it doesn’t apply to bottled water at all but it is not
obvious to us there is such a compelling reason at this point, so we
would anticipate then going forward and setting a standard. So at
that point is just as long as it takes to do. What is in the law, and
this gets, you know, there is a 180-day standard in the law which
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is that if EPA sets the standard, FDA needs to set a standard at
least 180 days before so that it can take effect at the same time
as the EPA standard. But with this one where they waited so long
because of this legal thing, that is sort of out the window. It doesn’t
really apply because the EPA’s standard went into effect so long
ago. So really, we would just like to do it in a reasonable time
frame.

Mr. BURGESS. And at this point, any preview, any look ahead as
to what that standard may be?

Dr. SHARFSTEIN. Sure. It would just be the—if we were to do it,
it would be the same standard that EPA has unless we had a really
good reason otherwise, but that would be the assumption, just like
we have done for almost all the other contaminants, the same
standard as EPA.

Mr. BURGESS. Mr. Chairman, on the issue of the high risk, low
risk, apparently there was a ruling issued by the FDA in 2005 in
the risk assessment, and I have a copy of that. With your permis-
sion, we will make that available to the committee for its consider-
ation and adding it to the record.

And then finally, let me just ask a question about recycling, and
really this is for everyone on the panel, about the compounds leach-
ing out of the plastic in greater amounts in recycled materials than
native or first-run materials. So is that a real concern for us to
have? Are there going to be different standards for the recycled bot-
tles or should there be different standards? Do consumers need to
be aware of any difference between a recycled bottle and a first-run
bottle?

Ms. HoULIHAN. We looked at FDA reviews of additives in plastic
and found that there are over different compounds that could leach
out of plastic, so the question you have raised is a very important
question and we think not only do recycled bottles need to be more
closely inspected and tested with regard to that but also new bot-
tles, what is coming out of the plastic into waters, and that kind
of testing is not required. We fully support the greater rates of re-
cycling in industry. That is just a smart move overall.

Mr. BURGESS. Is there another secondary use for the recycled
plastic water bottle other than re-creating another plastic water
bottle? Can they be used in building materials or is there any other
use for these bottles?

Ms. HOULIHAN. That is a fabulous question, and I think we are
creative enough in this country to come up with other uses that
don’t involve direct contact with water.

Mr. BURGESS. Mr. Doss, do you have an opinion?

Mr. Doss. I don’t know anything specifically about the issue you
just raised but I do know that FDA has to clear all contact pack-
aging materials. So if FDA clears it, then the manufacturer is able
to use it and they have made the determination that they are safe
to use.

Mr. BURGESS. So we come to Dr. Sharfstein.

Dr. SHARFSTEIN. There has got to be a standard of safety. Wheth-
er it is recycled or not recycled, there has got to be a standard of
safety, and so that is what FDA enforces, and understanding in
light of, you know, new evidence that comes out about the par-
ticular substances and the latest science and the different concerns
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people have, FDA’s job is to weigh that, but at the end of the day,
it has to be a standard of safety and it has got to apply no matter
what is in the package.

Mr. BURGESS. So where are we right now with the issue of recy-
cling? Should consumers be concerned about buying bottled water
in a recycled product? Are you testing these products currently, or
even are there any available?

Dr. SHARFSTEIN. Well, we test the water, you know. When we
test water, it could be from a recycled bottle or not, but I am not
aware of any special concerns for recycled plastic but I think if
there are concerns people have they should share them with the
agency.

Mr. BURGESS. And I guess I don’t really even know enough to
know whether these recycled materials are then broken down and
reconstituted or do we just simply wash out the bottle and put a
new cap on it. But, I mean, obviously the push is to recycle so we
are going to be seeing more of these products on our shelves and
in our stores.

Dr. SHARFSTEIN. I think you are illustrating why the job is so
challenging because products change and FDA has to be up on
them so we can enforce the same basic safety standards.

Mr. BURGESS. Thank you, Mr. Chairman.

Mr. StuPAK. Thanks, Mr. Burgess.

Just one last question and we will close the hearing. Mr. Ste-
phenson, in your GAO report that we talked about today about con-
sumer confidence reports, and in 1996 Congress directed the FDA
to assess the feasibility of providing bottled water to consumers
with the functional equivalent of a consumer confidence report, and
according to your GAO report that is released today, on August 25,
2000, FDA concluded that it would be feasible to provide con-
sumers with some of the information contained in the consumer
confidence report directly on a bottle label and access the remain-
ing information through an address or phone number, and that is
tab number 3 there in the document. Is that correct?

Mr. STEPHENSON. Yes, that is right.

Mr. STUPAK. So Mr. Doss, any reason why your organization
would object to that or do you think we should have a consumer
confidence report for bottled water?

Mr. Doss. Well, as I think was reported in their study, they did
say it was feasible. They didn’t exactly say what was feasible to put
on the label. I think they were quite skeptical of putting some of
the contaminants, et cetera on the label because it would just clut-
ter the label. Now, as I said before, I think that the bottom line
for us that consumers ought to be able to get information and we
think that a telephone number, call the company and request that
information is the best way to do it and almost all bottled waters
currently as well as other food products have a phone number at
least that a consumer could call the company and say could you
send me the information and that information should be sent, and
if it isn’t, I would say go find another product to buy.

Mr. STUPAK. So you don’t mind the phone number but you don’t
want any other information?

Mr. Doss. We don’t.
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Mr. STEPHENSON. Mr. Chairman, I think there needs to be some
specificity in what is going to be required in those confidence re-
ports. When were checking labels and Web sites, it was very dif-
ficult to get the kind of information we were

Mr. STUPAK. Sure. Your report didn’t say put the whole report
on the bottle.

Mr. STEPHENSON. It doesn’t have to be on the label.

Mr. STUPAK. Just that some information should be on there and
there should at least a phone number to back it up if you want fur-
ther information.

Mr. STEPHENSON. That is right.

Mr. SturpAK. Well, that concludes all of our questioning. I want
to thank all of our witnesses for coming today and for your testi-
mony.

The committee rules provide that members have 10 days to sub-
mit additional questions for the record. That concludes our hearing.
This meeting of the subcommittee is adjourned.

[Whereupon, at 12:00 p.m., the subcommittee was adjourned.]

[Material submitted for inclusion in the record follows:]




138

CONGRESSWOMAN DONNA M. CHRISTENSEN’S STATEMENT
BEFORE THE HOUSE SUBCOMMITTEE ON
OVERSIGHT AND INVESTIGATIONS
ON
THE CURRENT REGULATION OF BOTTLED WATER

July 8, 2009

Thank you Chairman Stupak, and thank you and Ranking member
for continuing the badly needed oversight on products that we use
and ingest — this time on the current federal regulation of bottled

water—an issue that is of concern to us all.

When millions of Americans across the Nation purchase and drink
bottled water, they do so with the confidence that it is safe, pure,
and contaminant free and with the assurance that their government

and the industry have taken the necessary steps to protect them.

Some consumers purchase bottled water because they feel that it is
“safer” than tap water; others choose bottled water for its
convenience. Regardless of the reason, we have a commitment to
our constituents and the Nation’s citizens to continue to make
certain that the necessary regulations are in place to ensure its

safety for human consumption.
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As bottled water sales have exponentially grown, so has the public’s
concern for what producers market as high quality, great tasting

products.

When one looks at FDA, it appears that existing regulations at the
federal, state and local level seek to ensure that bottled water is
regulated by standards of quality and integrity, but FDA staffing
levels and several surveys of bottled waters lead us to question the

presumed safety of these products.

While many bottled waters preducers work avidly to ensure that
their product is of superb quality and standard, we must work

collaboratively to guarantee consistency across the industry,

To date, bottled water has been regarded as a traditional food
product and regulated as such. It is my hope that stronger
regulations if needed, and where applicable and more robust
funding and staffing of the agency will ensure that quality standards
are set and maintained so as to safeguard our public’s health and
peace of mind. We must continue to take responsibility for bottled

water regulations and work to close any regulatory gaps that exist.
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I am pleased that this committee has brought this issue to the

forefront of our legislative agenda as it is a critical one.

I would like to welcome our panelist to today’s hearing. 1 look
forward to your testimony and to working with you on this very

important issue.
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£ GAO

‘Accountability » Integrity * Reftabiiity

United States Government Accountability Office
Washington, DC 20548

August 10, 2009

The Honorable Henry Waxman
Chairman

Committee on Energy and Commerce
House of Representatives

Attention: Earley Greene

Dear Mr. Chairman:

Enclosed is our response to questions submitted for the record by the Honorable
Greg Walden regarding our July 8, 2009, testimony regarding the regulation of bottled
water. If you should have any questions, you may contact me on (202) 512-3841 or
my Assistant Director, Steve Elstein, on (202) 512-6515.

Sincerely yours,

John B. Stephenson
Director, Natural Resources
and Environment

Enclosure
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1. The June 2009 GAQ report on bottled water made only one recommendatio
concerning an FDA standard of quality for bottled water that was not as stringent
as the EPA regulation for public water systems and that was for DEHP. Since
FDA does not currently have a DEHP standard, yvou recommended that FDA
establish a standard for this substance or publish a rationale for not doing so. Are
you aware of any bottled water bottled that contain DEHP? Are you aware of any

instances where FDA's regulation of bottled water is more stringent or protective
of public health than EPA’s regulation of municipal water systems?

GAQ is not aware of any bottled water that contains DEHP. According to the North
American Metal Packaging Alliance, Inc. (NAMPA), an industry association, DEHP is
not used in bottled water packaging. A NAMPA representative stated that at one
point, DEHP may have been used in the closures for glass water bottles, but its use
has been phased out. Aside from packaging, FDA officials stated that they do not
expect to find DEHP in bottled water from other sources because bottled water
comes from groundwater sources, which are generally protected, or from municipal
sources, which are already required to meet EPA’s maximum contaminant level for
DEHP. However, in the absence of a standard of quality and monitoring
requirements, we cannot be assured that bottled water does not contain any DEHP.
Moreover, the NAMPA representative with whom we spoke stated that, in his view, it
would not be problematic for the industry if FDA set a quality standard for DEHP in
bottled water. If FDA concludes that it is not necessary to establish a standard of
quality because DEHP is unlikely to be found in bottled water, the agency should
publish its rationale in the Federal Register, as required.

GAQOQ is aware of several instances where FDA’s regulation of bottled water is more
stringent or protective of public health than EPA’s regulation of municipal water
systems. As noted in Appendix II of our report, FDA’s standards of quality for lead
and copper are more stringent than EPA’s maximum contaminant levels because
leaching of these contaminants from distribution systems and residential plumbing is
not a factor for bottled water. In addition, FDA has a standard of quality for nickel
and total phenols in the absence of an EPA standard for these substances.

Page 2
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2. According to the U.S. Government Accountability Office’s (GAO) r { survey o
50 States and the District of Columbia, there has been no conclusive evidence that
bottled water has caused any illnesses in the past five vears. The Centers for
Disease Control (CDC) estimates that there are anywhere from 4 million to 33
million cases of gastrointestinal illness associated with public drinking water
systems each year. (See the following information on the CDC website:
http//www.cde. govncidod/dpd/healthvwater/estimate hitm) Is the CDC estimate
accurate? Does EPA have information concerning the number of illnesses or
death caused each vear from consuming public drinking water?

The estimates on acute gastrointestinal illness were derived by the Centers for
Disease Control and Prevention (CDC) and the Environmental Protection Agency
(EPA) through a joint effort to develop a national estimate of waterborne disease as
part of the 1996 amendments to the Safe Drinking Water Act. The joint study
attempts to estimate acute gastrointestinal illness based on past reported instances
and other available epidemiological data. On the other hand, the results of our survey
of the 50 states and the District of Columbia focused on collecting information from
state regulatory agencies about cases that were reported. Since not all cases would
be reported to state regulatory agencies and because a direct link to an illness as a
result of bottled water consumption may not always be accurately identified when a
case is reported, the results of our survey are not comparable with the results of the
joint CDC/EPA study.

With regard to the accuracy of the estimates made by the CDC and EPA, and the
information available to EPA concerning drinking waterrelated illnesses, we would
have to understand both the reliability of the data and the statistical models used to
link drinking water consumption with acute gastrointestinal illness or other illnesses.
To conduct such an assessment would require substantially more time than what is
available to respond to this question for the record and would require a separate
request to conduct a review that is consistent with GAQ’s internal controls related to
data reliability and statistical estimates.

Page 3
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eEN\HRONMENTAL WORKING GROQUP

August 10, 2009

Honorable Greg Walden, Ranking Member
Oversight and Investigations Subcommittee
House Energy and Commerce Committee
22322A Rayburn House Office Building
Washington, BC 20515

Dear Ranking Member Walden,

Thank you for your attention to the issue of a consumer’s right to know about the source and
quality of bottled water. I appreciate the opportunity to testify before the Oversight and
Investigations subcommittee at the “Regulation of Bottled Water” hearing on July 8, 2009. We
hope that the subcommittee will continue focusing on this issue, so that consumers will
ultimately get the information they need.

As you may recall, our recent bottled water investigation (EWG 2009) found that:

*  30% of bottled waters surveyed failed to label their products with any information on the
source of the water;

¢ 44% failed to include any information on the label about how or if the water is treated;

*  Only 18% published current water quality test reports on their websites.

In a separate independent review of bottled water labels and water quality reports, the General
Accountability Office (GAQ) found that “additional information about bottled water would be
beneficial to consumers” (GAQ 2009).

Please see the attached answers to the questions you submitted to Environmental Working Group
{EWG) subsequent to my testimony at the July 8, 2009 bottled water hearing.

Thank you again for your attention to this important issue, and for your thoughtful questions and
comments.

Sincerely,
/‘
Z/ET;( AL 445/1____._
Jane Houlihan

Senior Vice President for Research
Environmental Working Group

cc: Honorable Bart Stupak, Chair, Subcommittee on Oversight and Investigations, House Energy
and Commerce Committee

HEADQUARTERS 1438 U St. NW, Suite 100 Washington, DC 20009 ¢ P; 202.667.6982 F: 202.232.2592
CALIFORNIA OFFICE 2201 Broadway, Suite 308 Oakland, CA 94612 ' P: 510.444.0973 F: 510.444.0982
MIDWEST OFFICE 103 E. 6th Street, Suite 201 Ames, 1A 50010 P: 515.598.2221
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Henorable Greg Walden
August 10, 2009
page 2 of 2

WRITTEN RESPONSE OF JANE HOULIHAN, SENIOR VICE PRESIDENT FOR RESEARCH
ENVIRONMENTAL WORKING GROUP
REGARDING “THE REGULATION OF BOTTLED WATER” HEARING BEFORE
THE HOUSE SUBCOMMITTEE ON OVERSIGHT AND INVESTIGATIONS,
HOUSE ENERGY AND COMMERCE COMMITTEE ON JULY 8, 2009

Question #1: “Your July 2009 report on bottled water labels states that the label samples that you
used in your survey were obtained from volunteers responding to your e-mail and website requests.
What was the total number of unique bottled water labels that you reviewed? What was the total
number of states from which you cotlected bottled woter labels? Was this a representative sample of
all bottled water brands sold in the United States? Are your survey results statistically valid?”

Answer: We reviewed labels from 188 unique bottled waters sent from 38 states altogether. Of
note, the number of labels we analyzed was 2.3 times greater than the 83 labels reviewed by
GAD (GAOD 2009). The labels in EWG's survey include top domestic and important brands as well as
a wide cross-section of local brands available, thus covering a broad range of a diverse market.
A census of labels for all bottled water products available to consumers was not possible, since
as noted by GAQ (2009), “FDA's database of registered food firms does not capture data that
would identify all U.S. firms manufacturing bottled water” or the various labels under which the
water is sold. The statistics we present in our investigation are derived from the pool of labels
we reviewed, and are a valid representation of that sample.

Question #2: “In your July 2009 report on bottled water labels, were any labels found to be in
violation of State or Federal laws?”

Answer: Our study did not include an investigation of the bottled water industry’s compliance
with state and federal labeling laws.
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