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'U.S. HOUSE OF REPRESENTATIVES

NEWS RELEASE

FOR IMMEDIATE RELEASE CONTACT: Danny Weiss 202/225-2095
Friday, January B, 1999 Phil Schiliro 202/225-3976

Administration Takes Encouraging
Steps on Toxic Toys

Joint Statement by
U.S. Representatives George Miller and Henry Waxman

WASHINGTON, DC — U.S. Representatives George Miller and Henry Waxmaen expressed their
approval today of the Clinton Administration’s reshonse to concerns they raised in a November
18, 1998 letter signed by 26 other Members of Congress about protecting children from toys
containing phthalates, a toxic component of some plastics. The response from Vice President
Gore (attached), is a promising demonstration of the Administration’s willingness to take
necessary steps to ensure children’s safety and also indicates a reversal of its policy of trying to
dissuade other nations from taking precautionary steps against the risk of phthalates.

Miller and Waxman, both Democrats of California and leaders of Congressional efforts to protect
children from environmental health risks, released the following statement:

“We are encouraged by Vice President Gore’s detailed response to the concern about the
safety of children’s toys. The actions announced by the Administration will help identify and
address environmental health risks to children possibly posed by toys containing phthalates.

“Statements released by the Consumer Product Safety Commission have left parents
uncertain if phthalates in toys pose a hazard to their children. We hope the extensive studies the
Administration has called for will remove the ambiguities and ensure greater safety for children,

“We are also pleased that the Vice President made clear that the United States will not
pressure other nation’s against taking steps they believe will protect children from toxic
expaosure.”
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Record Type: Record

To: Jake Siewert/OPD/EOP
cc: Elena Kagan/OPD/ECP
bec:

Subject: Re: Was This our News? -- What's Left? [Eﬁ

No -- as | understand it we will announce additional actions (studies, funding} in response to this
action by CPSC. Right, Elena?
Jake Siewert

:’HZW Jake Siewert
12/02/98 09:01:15 AM

Record Type: Record

To: Jennifer M. Palmieri/WHO/ECP, Elena Kagan/OPD/EQP

cc:
Subject: Was This our News? -- What's Left?

Commission Won't Seek Toxic Toy Ban

WASHINGTON (AP) -- Government safety regulators are
asking toymakers to quit using a suspected carcinogen as a
plastic-softening compound in baby rattlers and teething toys,
but have decided against trying to ban all toys made with the
sub_stance.

The Washington Post quoted Consumer Product Safety
Commission officials in today's editions as saying studies show
that the amount of the chemical -- diisononyl phthalate --
ingested by small children " *does not even come close to a
harmful level."

The agency was scheduled to announce its actions today, along
with advice to parents to discard soft vinyl toys that their
children chew or hold in their mouths for long periods of times.

* *Few children, if any, are at risk,”' Ronald Medford, the
commission's assistant executive director for hazard identification
and reduction, told the Post. * ~But given the number of
uncertainties, we are -- as a precaution -- asking the toy industry
to take certain steps to reformulate their products intended to go



into children's mouths."'

The newspaper said phthalates have been linked in laboratory
studies to cancer in mice and rats. They also are a suspected
source of liver and kidney damage in laboratory animals.

The commission identified only one line of pacifiers and nipples
-- Clear and Soft made by Gerber Products Co. -- that parents
should immediately discard, the Post said.

Some major retailers, including Kmart and Toys R Us, have
already begun pulling plastic teething toys made with pthalate
from their shelves.

* “We've just been looking at the research and reading up on it,"
Kmart spokeswoman Michele Jasukaitis said in an interview

with The Associated Press. * *We are going forward in the
interest of our customer safety.'’

Jasukaitis said Kmart would continue to monitor other products
containing pthalate, including those that might not be explicitly for
teething but could end up in the mouths of young children
anyway.

Toys R Us, the world's largest retailer of children's products,
promised last month to have the teething toys off its shelf by
Nov.18.

The commission said Sears, Roebuck and Co., Wal-Mart
Stores and Target Stores also have announced plans to remove
phthalate teethers and rattlers from their shelves.

Several toy manufacturers, including Mattel Inc., Walt Disney
Co. and Little Tikes Co., have said they plan to phase out use of
the additive.

Environmental groups had asked the commission to ban the
chemical ingredient and issue an advisory to parents on its
dangers.

At least seven European governments have banned the use of
phthalates in certain toys that commonly are put in children's
mouths.
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Record Type: Record

To: Elena Kagan/OPD/EOP

cc: Marjorie Tarmey/WHQ/EOP, Leslie Bernstein/ WHOQ/EOP
Subject: Phthalates

fyi--how does this play into our own CPS--let me know when your meeting is tomorrow but what
I'd really like is a readout on it
Forwarded by Maria Echaveste/WHO/EOP on 11/30/98 04:44 PM -

LESLIE

BERNSTEIN
11/30/98 03:16:24 PM

==

Record Type: Record

To: Maria Echaveste/WHO/EOP

ce:
Subject: Phthalates

| don't know if | told you, but I've been receiving updates from ENDS (a European environmental
policy journal) on the EU’s actions on this issue. It's probably easiest if [ just email this to you. If
your interest {or that of Europe’s...) has waned, let me know and I'll cease and desist.

Here's today's update:

EU phthalates ban back on the agenda
ENDS Daily - 30/11/98

The potential for children to be harmed by phthalate
softeners used in PVC toys remains a cause for concern, an
EU scientific committee said on Friday. The opinion is
expected to lead to renewed pressure on the European
Commission to propose an emergency ban on the use of two
phthalates in PVC toys.

The EU committee on toxicity, ecotoxicity and the

environment gave its first opinion on phthalate migration

from toys to children's saliva in April (ENDS Daily 29

April}. EU consumer protection commissioner Emma Bonino then
pushed unsuccessfully for the EU to institute an emergency



ban on phthalates {ENDS Daily 12 June). She failed to
achieve the backing of other commissioners by just one vote,
Commission sources now say.

The committee's revised opinion will strengthen Ms Bonino's
hand if she proposes emergency action once more, according
to sources. "The review is definitely showing that this

stuff is not safe,” one told ENDS Daily.

Requested as an update on new evidence, the committee’s
opinion is not radically different from its earlier one.
However, it continues to suggest that children could ingest
quantities of two phthalates above the main safety threshold
of one-hundredth of the "no observed adverse effects level”
or NOAEL.

For DINP - the main phthalate used in PVC toys - the
committee has revised its assessment to give a greater
margin of safety - 75 compared with just 8.8 in its April
opinion. The finding "still raises some concern” since it
remains below the threshold of 100, the committee stresses.

The committee has revised its opinion the other way for
another phthalate, DEHP. Following publication of a study
suggesting that the substance can cause testicular cancer in
mice and rats, the committee assesses the margin of safety

for DEHP at 19, compared with 67 in April. Margins of

safety for another four phthalates - BBP, DNOP, DIDP and

DBP, were between 380 and 26,000, and therefore not a cause
for concern, the committee added.

Reacting to the committee’s opinion today, Greenpeace called

on Emma Bonino to "urgently propose an EU-wide emergency ban
on soft PVC toys for children under three”. An increasing
number of national governments were taking action,

Greenpeace said, as well as toy manufacturers and retailers.

Ms Bonino would show that she was "politically ruined" if

she did not take action now.

Toy industries of Europe, however, suggested that the
committee's opinion revealed "nothing new," and that there
was therefore no more evidence for banning phthalates now
than there had been in the spring. The association also
stressed that DEHP was almost never used to soften PVC toys.

Contacts: European Commission (http://europa.eu.int/comm),
tel: +32 2 295 1111; Greenpeace

{http://www .greenpeace.org), tel: +31 20 523 6222; Toy
Industries of Europe, tel: +32 2 732 7040. References: The
committee’s opinion is to be posted on the web site of the
Commission's consumer protection directorate, DGXXIV
{http://europa.eu.int/comm/dg24/index.html).
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AGENDA FOR MEETING ON TOYS
November 30, 1998

I. Background

There have been recent allegations by environmental and health groups (led by
Greenpeace and the National Environmental Trust) that the Department of Commerce has
lobbied the European Union to prevent it from banning the sale of toys containing chemicals
called phthalate that are harmful to children. Phthalates are used in toys, teethers, and pacifiers
to soften plastic. The allegations have provoked intense media interest and significant public
concern, and have raised two issues: (1) how to respond to claims that the Department of
Commerce -- responding to requests by US toy manufacturers -- improperly influenced the
European Union’s recent decision not to ban the chemicals in Europe; and (2) what action to take
given widespread concern about the danger to children from phthalates.

Scientific Evidence. According to the Consumer Product Safety Commission (CPSC),
there is no definitive scientific evidence of danger to children who put products containing
phthalates in their mouths. (The phthalate most widely used today is DINP. Another phthalate,
DEHP, was voluntarily removed from these products in 1986 when research showed a danger to
children, and DIN. has been used since then in its place.)

There are two types of studies that have been done on phthalates: (1) studies to determine
whether the chemicals actually leach or migrate to the bloodstream when a child sucks or chews
on a product containing it; and (2) studies of the health effects of these chemicals once they have
entered the bloodstream. According to the CPSC, studies on health effects have linked ,
phthalates to liver and kidney damage and to certain types of cancer. At least one study looking
at the risk of ingesting the chemical (a 1998 Dutch study) indicated that these chemicals can
leach in unacceptable amounts, but other studies have shown no danger to children who mouth,
suck, chew or bite products containing phthalates. Yo if Tlay did el ?

The CPSC has conducted ongoing research on this and is scheduled to release a new,
comprehensive study (we believe on December 2). The study evaluates existing research on both
migration and health effects and includes the results of new CPSC conducted research. We
believe that the report will indicate that there is no compelling evidence of danger, but will
recommend further research.

Action in Europe and Canada. After review of the existing science, the European Union
determined that there was not sufficient evidence to impose a ban on phthalates in teethers,
pacifiers and toys. Several member countries have acted, including Denmark, Norway, Sweden,
and Austria, which have imposed bans, and the Netherlands which has urged voluntary action.

Action in US. In response to extensive media attention (print and television) and public
concern, Toys R’ Us has removed all products containing DINP from their shelves. Lego and
Nike have also pledged to remove phthalates from their products. An industry group, the u
American Council on Science and Health, has announced the formation of a blue ribbon



committee of independent scientists and physicians, chaired C. Everett Koop, to review all
available scientific research on the safety of phthalate.

IL. Issues Needing Immediate Attention

A. Response to Release of CPSC Study

B. Response to Congressional Letter to the President (attached)
III. Longer Term Issues

A. Additional Scientific Studies

B. US Coordination/Interaction with European Union
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Congress of the Enited States
Wasghington, BL 20515 s

November 18, 1998

Hon. William Jefferson Clinton
President of the United States
The White House

1600 Pennsylvania Ave.
Washington, DC 20500

Dear Mr. President:

Recently there have been allegations that the Administration may be attempting to block efforts by
the European Union to protect children from a plastic additive used in toys and other products.
We are writing to inquire whether these allegations are true.

According to news reports and numerous environmental and health organizations, the Department
of Commerce is lobbying to prevent the European Union from banning the sale of toys made with
phthalates, a chemical additive used as a softener in plastics. Some studies have indicated that
phthalates used in soft polyvinyl chloride (PVC) baby toys leach out when children suck on them.
Other studies suggest that in sufficient quantity, phthalate exposure is identified as causing
hormonal disturbance, liver and kidney damage, and cancer.

!

The EU is considering the ban to reduce health risks to children based on studies undertaken by
Dutch Ministry of Health, Welfare and Sport, the Netherlands' Health Protection Inspectorate,
Greenpeace, and others. In 1998, a risk analysis of phthalates by the Dutch National Institute of
Public Health and Environment found that “the resulting uptake by young children was estimated
to approximate or exceed the tolerable daily intake,” and the Chief Inspector for Health
Protection recommended that retailers voluntarily withdraw soft baby toys from the market. A
study by Brunel University in the United Kingdom identified other sources of phthalate exposure
in food samples, river water, and printing inks and adhesives used in food packaging.

Several individua! countries and companies are also acting to minimize risks of PVCs and its
chemical additives. Austria, Sweden, Denmark, and Norway have initiated bans on toys
containing phthalates. Lego and Nike have pledged a comprehensive phase-out of vinyl in all of
their products.

We recognize that the science on phthalates is evolving and there is scientific uncertainty about
the risks these compounds pose. Nevertheless, if the reports about the Department of
Commerce's actions are accurate, we are very concerned that they represent an unwarranted
intrusion into the ability of other countries to make their own decisions about public health risks.
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Hon. William Jefferson Clinton
November 18, 1993
Page 2

During the 1993 NAFTA debates, U.S. Trade Representative Kantor wrote members of Congress
that “each government may establish those levels of protection for human, animal or plant life or
health that the government considers to be appropriate” In the context of the General Agreement
on Tanffs and Trade negotiations, the Sanitary and Phytosanitary Standards (SPS) Agreement
specifically recognizes that “the basic aim of the SPS Agreement is to maintain the sovereign nght
of any government to provide the level of health protection it deems appropriate,” so long as
protections are not used to create an unfair trade barrier. Application of these principles to ,

phthalates would seem to require that the United States respect the EU's right to determine for
itself an appropriate level of risk.

To help us better understand these issues, we ask you to provide the Administration's views on
whether toys and other products made with phthalates are potentially hazardous to children's [
health and whether safe alternatives are available as a replacement. The Consumer Product Safety
Commission is undertaking a study of phthalate exposure that will be released shortly. Will the
Administration and relevant agencies consider aggregate exposure of phthalates to children in 7
determining appropriate levels of risk and product safety? In addition, we request a detatled ‘
account of Administration actions with regard to the EU's proposed ban on toys made with
p!lt/ﬁ;ﬁal’@fgLD\id the Departments of Commerce or State lobby against the proposed ban?

The Admunistration has taken the lead on protecting children. Executive Order 13045,

“Protection of Children from Environmental Health Risks and Safety Risks,” which we strongly
support, directs each federal agency to “ensure that its policies, programs, activities, and

standards address disproportionate risks to children that result from environmental health risks or
safety risks.” Consistent with this objective, we urge you to take all necessary steps to ensure that
children's toys and other products are safe for children.

It 1s our understanding that the EU and individual countries are considering this ban in order to
protect children's health. It would be unfortunate if the United States found itself undermining
these efforts for the benefit of toy company profits.

In advance, we appreciate your timely attention to these allegations and the serious nature of
this issue.

%"\i— M(L“\

GEORGE MILLER M.C.

Si
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Hon. William Jefferson Clinton
November 18, 1998
Page 3
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Hon. William Jefferson Clinton
November 18, 1998

Page 4
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SHERROD BROWN, M.C. THOMAS M. BARRETT, M.C.
; - m | .
LLOYD DOGGETT, M. NANCY PELOSI™M.C.

cc: Hon. William Daley, Secretary of Commerce
Hon. Ann Brown, Chairman, Consumer Product Safety Commission
Hon. Carol Browner, Administrator, Environmental Protection Agency
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TTY (202} 225-19C4

Hon. William Jefferson Clinton
President of the United States
The White House

1600 Pennsylvania Ave.
Washington, DC 20500

Dear Mr. President:

I inadvertently left out two names of Members of Congress who joined me today in writing to you
conceming recent allegations that your Administration may be attempting to block efforts by the
European Union to protect children from a plastic additive used in toys and other products.

Reps. Thomas Manton and Donna Christian-Green also agreed to sign the letter.

1 regret this oversight and I waould appreciate your adding their names to the list of those who
signed the letter. '

Thank you very much. :

: Al

George Miller, M.C.

Sin

Ce:  Hon. William Daley, Secretary of Commerce
Hon. Ann Brown, Chairman, Consumer Product Safety Commission
Hon. Carol Browner, Administrator, Environmental Protection Agency

PRINTED OM N{CYCLED PAPER
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Letter to Clinton on Toxic Toys 11/18/98

George Miller
Henry Waxman
Connie Morella
Wayne Gilchrest
George Brown Jr.
Maurice Hinchey
Pete Stark

Dale Kildee

Max Sandlin
Dennis Kucinich -
Sam Farr

Frank Pallone
Martin Meehan
Carolyn Maloney
Lucille Roybal-Aliard
Thomas Allen
Bernard Sanders
Nita Lowey

John Qlver
Elizabeth Furse
Jose Serranc
Barbara Lee-
Sherrod Brown
Lloyd Doggett:
Thomas Barrétt
Nancy Pelosi
Thomas Manton
Donna Christian-Green

Office of Congressman George Miller
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July 1, 1998

The Vice President
The White House
Washington, DC 20501

Dear Mr. Vice President:

We are deeply concermned by recent reports that the Commerce Department, at the behest of
U.S. toy manufaceurers, has instructed U.S. diplomats to block efforts in Europe to control
the use of a class of chemicals called “phthalates” in children’s toys, chemicals that have
been linked to a range of potentally serious health effects. These actions run contrary to
Administration policy to “ensurc that policies, programs, activities, and standards address
disproportionate risks to children that result from environmental health risks or safety
risks” (Executive Order, April 21, 1997).

Commerce officials have explained their actions by pointing to the absence of a scientific
consensus on the health risks associated with phthalates. Even as the Consumer Product
Safety Commission has idendfied carcinogenic, developmental, and other physiological
effects such as liver and kidney damsge associated with various phthalates, no one disputes
the need for more scientific information on this and a range of other toxic-related health
issues. But as scientists and physicians we know all too well how science is manipulated
by lobbyists and policymakers to delay action. We do not believe that precautionary
protections for children should wait years until science renders a final judgment, especially
waar: pezndal offzcts are serious and irreversible. :

Recognizing that protecting children from certain risks should not wait for scientific
certainty, your Adminissation signed the Food Quality Protection Act (FQPA) mandating

specific protection factors for children when full hﬂﬁllhﬁlﬁwﬂm__ﬂilﬁ
lacking. Mﬂmfﬂmw_ﬁﬁf%_%@mn
from Efealrh risks not just clear and present gers.

s
Several European countries, after considering conclusive studies of health effects of
phthalates in animals and proof of leaching from various products, have mandated controls
of phthalates in children’s products. These narions are merely recognizing the principle-
already embodied in the FQPA and your Administration’s executive order that children
deserve greater protection because their developing systems are more vulnerable to
environmental insults and because any developmental impacts they might eXperience are
irreversible. We hope the U.S. Government will respect the decisions of its rading
partners when it comes to precautionary measures conceming marters of public safety,
especially child safery.
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Here in the U.S., polls suggest that vast majorities of the American people believe that
products and technolagies should be proven safe before being placed in commerce. As you
_ know, many of our regulations controlling toxic harms reverse this burden, requiring the
public to prove that 2 product is harmful. With the FQPA and the children’s health. -
executive order, your Administration has taken the very first steps toward bringing our

fe_gglﬁ%'ﬂiﬁtiwe in line with the public's expectations. We hope your
A stration will more vigorously implement the FQPA and the children’s health

executive order and take steps to ensure thar all agencies follow the spirit and letter of these
critically important policies. A good place to start would be to direct the Department of

Commerce [0 end its campaign to proteet U.S. toy conpanies at theexpense of increasing a

health risk to children.

Nicholas Ashford, Ph.D.
Professor of Technology and Policy
Massachusetts Instirute of Technology

Devra Lee Davis, Ph.D.
Strang Cancer Prevention Center
Cornell Medical School

Peter deFur, Ph.D.
Virginia Commonwealth University

Cathey Falvo, MD, MPH
New York Medical Center

Erica Frank, MD
Emory University Schoc! of Madizine

Howard Frumiin, MD, DrPH
Sollins Sckool of Fublc Eeaith

Kenneth Geiser, Ph.D.
Director, Toxics Use Reduction Instinute
University of Massachusetts, Lowell

Molly Tan Hayden, MD
Retired Pathologist

Guy Lanza, PhD.
Professor and Director, Envirotunental
Sciences Program
University of Massachusetts, Amherst

Michael McCally, MD, Ph.D.
Mt Sinai School of Medicine

Peter Montague, Ph.D.
Execurtive Director
Environmental Research Foundation

Robert K. Musil, Ph.D.
Physicians for Social Responsibility

John P;:terson Myers, Ph.D.
W. Alton Jones Foundation

Peter Orris, MD, MPH
Cook County Hospiral

David Ozonoff, Ph.D.
Professor and Chair, Dept. of Environmental

Health . ' o
Bostan University Scheol of Public Health

Ted Schettler, MD, MPH _
Boston Physiciuns for Social Responsibility

Ellen Silbergeld, Ph.D.

Director, Program in Human Health and the
Environment

University of Maryland

MacArthur Fellow

Allen Silverstone, Ph.D.
State University of NY Health Science Center
at Smcu.sa :

Gina M. Solomon, MD, MPH
Nanmural! Resources Defense Council

Abbey Strauss, MD
Private Practice

Tim K. Takaro, MD, MPH

University of Washington, School of
Medicine

David B. Wallinga, MD .
Natural Resources Defense Council
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UNITED STATZE AUPRESENTATIVE
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90 day bz on atey, based on conflicring wientific.cvidanse. This I8 pyticulmly

t:uublmauxﬂmv- mmmmﬂi&m_@h;gl&_&iﬁim‘
mﬂwmmwm Rl

y “Based om i1 ien conld ouse unde -3 re

misanderstandings between the Unjtcd Sttes aad the Eigopern Union. 1t could also
_weakin consumer support for product safery prooesses oa boih ddes. of the Arlanric.




NOv: -30" 98 (FRT) 18:46
m Loerefere, | respecefiiily request that all hagts be taken $o undertaks g theraugh

' [nvestigation of the issuon, and that U States officinls gad industry be given the
-opporamity. to proreat scieitific 4 we ad Futher ] aek that any

decisien, emumau,mhupmdmmmlﬁth_ﬂﬂnaﬂyhmm:
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- RESIDENT HAS SEEN
Vivegs ho. n-lb-qy

Bab:cs put toys in r.heu mouths, then chew and suck on them.

So why i a class of da.ngcrous chemicals still permitted in tecthing rmgs,
srattles and other infant toys? Chcmxca.ls that can leach into the mouths
‘of children.

And why has the Clinton- Gorc Administration not only done no:hmg
to protect American children froimn this group of chemicals, but also tried
to prevent action by health officials across Europe?

The story begins with a plastic called PVC. Some companies useit to
make soft plastic toys. Though safer, alternative materials are available—
including other plastics—PVC is cheap.

Unfortunately, recent laboratory tests confirm that PVC
teething rings and toys, when exposed to saliva, can leach
"up to seven times acceptable levels of toxic compounds
called phthalatcs (thAL-ates).

The phthalates most commonly used in toys have been consistently linked

THE NEW YORK TIMES, SUNDAY, NOVP.MBER 13, 1998
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So why has the Clmton-Gore Ad.rmmstranon tried to -
scuttle these important consumcr hcalth gcuons?

By their own admxssmn, the U.S. Commercc md Sratc Dcpmmenu have W4y
aggressively lobbied to prevent passage of any health restrictions on PVC"' !
toys in Europe. According to their own memoranda, Commerce and State " -
Department officials embarked on a crusade to protect the continued sale

of these products in at least 18 foreign nauons

They've admitted they acted at the request of major Us. oy
manufacturers” including Mattel, as well as the u-adc association that
represents the ULS. toy industry.

Why? As Mattel stated in 2 memo to Commerce Sccrcta:y William Daley:

“These actions [health restrictions] threaten @ Eurapean market that
is of major importance to Mattel and orber U S. toy :ampam:s

What must worry lobbyists for toy. mmufacmreu is that if Europe
bans these chemicals, the Amcncan pubhowr.ll demand the same

d
to organ damage and possibly cancer. Measured by weigh, these toxic safety standards.
compounds can account {6 35 1niach 2540 percent of somc PYC toys.  --- ~We suggest_the Secretary of C Commercc rcn.d thc Executive Order on

The presence of phthalate.softcners is just one of the problems with PVC.
The Attorneys General of eleven states are cooperating in a joint
investigation of lead and eadmium levels in PVC toys. These toxic metals
can also migrate into children’s mouths.

Based on the latest research (part of a growing bedy of worldwide data on -
the danger of pthaJates) 4 ban’ on these additives in PVC baby toys was
recently announced in Austria, Denmark and Sweden. Voluntary
withdrawals from store shelves have been requested by government health
officials in Germany, Holland and Belgium. And the Spanish govcmmcnt
has requested consideration of Europe-wide restrictions.

children's health issued by President Clinton on  April 21, 1997, It staes: k

*Each Federal agency shall ensure that its pa[tcus programs, activities

and standards address d:sprapartwnate risks to children that result
[from environmental bealth risks or safety risks.” \

President Clinton and Vice President Gore, why is your |
Administration protecting toy companies rather than the children

who play with their products?

Alljance to End Childhood Lead Poisoning ¢ Center for International Environmental Law
Cluldn:ns Health Environmental Coalition * Consumer Federation of America * Environmental Working Group
Greenpeace USA + Leamning Disabilities Association * National Consumers League
National Council of the Churches of Christ USA * National Envirenmental Trust
Physicians for Social Responsibility * United Methodist Church (General Board of Church and Society)
U.S. Public Interest Research Group ¢ Cansadian Institure of Child Health
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New phthalate migration tests launched

Two new test methods for predicting how fast phthalate softeners are

Next article likely to leach from PVC toys to young children's saliva provide an
Previous arficle "important advance” in assessing the risks of phthalates in toys,
revious according to the independent UK laboratory that has developed them.

The Laboratory of the Government Chemist (LGC) says the two tests
"represent a solid basis for reaching a common European approach” for
testing phthalate migration. Furthermore, the same tests could also be
used to measure migration of any other organic chemical. The tests are a
"significant step forward" according to Julian Braybrook of the
laboratory, because they are backed by a detailed scientific protocol that
can be followed by other laboratories. Details of the methods have been
sent to official laboratories around the EU, he told ENDS Daily.

Publication of the UK test methods follows completion of a Dutch
method in September (ENDS Daily 22 September). This filled key gaps
in knowledge about phthalate migration; specifically how long children
actually suck or chew on articles such as teething rings that can contain
phthalates, and how fast phthalates leach from items to actual people
rather than in laboratory tests.

The LGC claims that its methods are an advance on the Dutch one,
partly because they can be copied, but also because migration tests it has
performed using the methods have been more comprehensive. Whereas
only one phthalate-softened PVC product and one phthalate compound
were tested in the earlier study, the LGC has tested two phthalates and
five products, according to Dr Braybrook. The laboratory now plans to
test a further 12 products.

The broader range of tests performed also advances understanding of the
actual likely risks of phthalate migration, according to the LGC. The
laboratory says that the tests 1t has carried out suggest similar phthalate
migration levels to those found in the Dutch study, but more firmly.

If further tests confirm the picture then the test could have significant
policy implications. The European Commisston is drafiing a directive on
phthalate migration risks that would ban articles with migration levels
above limits suggested by an EU scientific committee this spring.

Based on tests carried out so far, Dr Braybrook said, "we are not seeing
products that fail the limits set by the Commission”. If further research
gives similar results, and if the Commission's guidelines for safe
migration levels remain unchanged, then a future EU directive on
phthalate migration would have little or no effect on the market.
Furthermore, EU member states planning unilateral action against PVC
baby toys would likely face EU pressure to rescind the measures.

Contacts: Laboratory of the Government Chemuist, tel: +44 181 943
7000.

lof2 11/17/98 9:58 AM
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Denmark bans phthalates in children’s toys

Denmark has become the second EU country in as many months to
decide to ban the use of phthalate plasticisers in toys and child-care
articles for children under three years. The ban, due to take effect from
November, will effectively rule out the use of soft PVC in such items,
prompting complamts from Denmark's PVC industry that it is based on
"emotion and politics” rather than science.

The Danish government's decision was notified to the EU on Tuesday. It
follows a recommendation from the European Commuission last month
that member states should decide for themselves whether regulatory
measures against phthalates are necessary after assessing their health
risks (ENDS Daily 1 July). The recommendation was issued after
Commuissioners decided there was insufficient scientific justification for
an EU-wide ban.

But Denmark's ban goes further than the Commission's recommendation
in two ways. It applies to all toys and child-care articles for children -
whether or not they are intended to be placed in the mouth. The
Commission envisaged possible action only against toys intended to be
sucked, such as teething rings.

It also bans the use of all phthalates, not just the two widely used
chemicals - DEHP and DINP - that the Commission highlighted as
giving cause for concern because of their relatively high rates of
migration from toys when sucked. Lisbet Seedorff, head of the Danish
Environmental Protection Agency's chemicals division, told ENDS
Daily: "We are covering all phthalates because maybe tomorrow a new
one will be used and we will have to start [this process] all over again."

In addition, the EPA says it is "sttll sensitive to the risks associated with
toys for children over the age of three”. It will continue to investigate
whether there is a need for additional action.

The Danish toy industry says it has already voluntarily replaced most
soft PVC toys for children under three in expectation of the EPA's
decision. The PVC Information Council - the industry's trade association
in Denmark - also says the decision "comes as no surprise".

The council's General Manager, Ole Grendahl Hansen, said the EPA had
essentially rejected the argument that restrictions on phthalates should
be based on an assessment of their migration rate from toys when
sucked. He also questioned whether there had been an adequate risk
assessment of the materials likely to replace soft PVC.

He told ENDS Daily: "If you can use the precautionary principle with
such thin arguments as you have in this case, then it can be very serious
for society in the future - if we can ban everything, every chemical with
such thin arguments."

Contacts: Danish EPA, tel: +45 32 66 01 00.

11/17/98 10:00 AM
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U.S. Urges European Union
to Avert Toy Restrictions

sTrade: Firms protest efforts to ban some chemicals.
Studies suggest they may cause.medical problems.

By JAMES GERSTENZANG
TMES STALK WRITER )

WASHINGTON=The Clintorn
administration, eciing al the hohent
of Mattel Inc. and other toy compa-
nias, ju lobbylng against Earopean
ctiorts to ban eohtruversial chemi.-

cal compourds frem testhing vinge - .

and other toys far voung ehilrren,

With tke Eurepear TUnion hear-
ing a decigion on whether to pro-
hibit ths sale of tova made with
polyviny! ¢hloride, or PVC, (he
Commerce Department bas
instrueled C.S. d'plomats to try o
turn aroind scveral zuch bans
ziready in effect.

The toy coripaties ars concerned
about. Lhe patential ban because of
the eventuzl negative impact it

could have on Lheir szles in the
Thited Stales—ag well as Lhe
immeale impact it conld have on
their sales in Earope, -

Al issue ate compoinds known as
phthalates {arouvunced tha'lates):
They are softening cumponertd
tkas provide a spongy, chewy feel
when added to plastics. They slsn
help plasticz azsorh the reds and
yeltaws and ether bright eolors that
children find appealing.

Among the compounds that
would be banned is ore thal has
beer. volunzarily left put of US,

bruduciz for 13 years. But athed

compownls largeted by the Eure:
pean Union 2re sey components of
toys and olher plastic products
made and zold in Lhis eourtey. .

Plesse see TOYS, AD

[Next Page| Return To The PVC Page]
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CPSC Staff Activities to Assess the
Risk of Chronic Toxicity Associated with
Exposure to Diisononyl Phthalate {DINP) in

Children's Polyvinyl Chloride (PVC) Preducta

I. Background

o The U.S. Consumer Product Safety Commission is investigating
the potential exposure and health risks to children under three
years of age from teethers, pacifiers, rattles, and toys that are
made from polyvinyl chloride (PVC) containing various dialkyl
phthalate (DAP) plasticizers. Plasticizers are used by
manufacturers to soften the PVC.

o In 1983, the Commission investigated the use of o

di (2-ethylhexyl) phthalate (DEHP), that was used as a plasticizer
in children's products. At that time, the Commission staff
concluded that DEHP should be considered a probable human
carcinogen based on the findings that it caused cancer in
animals. This conclusion was supported by a Chronic Hazard
Advisory Panel of non-CPSC scientists. At that time,
manufacturers voluntarily removed DEHP from pacifiers, teethers,
and rattles.

o Manufacturers replaced DEHP with another phthalate known as
diisenonyl phthalate (DINP). Over the past year, the Commission
along with several European countries, the European Union, and
Canada have been assessing the potential health risks to children
resulting from the use of DINP.

II. Current Aagtivities

o The CPSC staff 1s evaluating various children's products and
the available scientific literature. Staff is:

- measuring the release (migration rate} of DINP through
laboratory tests intended to simulate mouthing behaviors of young
children and by using human subjects,

- evaluating the observational behavior study conducted by
the Dutch Consensus Group to estimate the amount of time each day
that a child would mouth the products under question, and

- evaluating all existing noncancer and cancer health
effects data.

o The CPSC staff's evaluation will be completed within the
next two weeks. At that time, the Commission will issue its
report and announce its conclusions.

o The report will also provide information to consumers about
the safety of the product and will describe future plans by CPSC
to study this issue further.
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U. S. Urges European Umon
to Avert Toy Restrictions

u Trade: Firms protest efforts to ban some chemicals.
Stuqms suggest'they may cause medical problems.

By JAMES GERSTENZANG :

TIMES STAFE WRITER

WASHINGTON—The Clinton
adminletration, acting at the bahest
of Matiel Inc. and other toy compa-
nies, ia lobbying ageinst European
efforta to han controveraial chemi-

cal compounds-from teething rings .

and other toys for young children,
With the European Unlon neer-
ing o declaion an whether o pro.

" hibit the aale of toys mada Wwith

palyvinyl chloride, or PYC, the
Commerce Department has

. instructad U.S. diplamats' ta try to

turn around-deveral auch bana
already in effect.

The tay companies are concerned
about the potentlal ban begause of
the uvem.ual negative Impact n'

could have an their ggles In the
United States—as well as the

tmmediate Impact it could have nl'l

thejr sales In Eurcpe.
Atfggue are campounds Imown an
; hthalates {pronounced Lha'latea}):
hey ere softening components
that pravide a spongy. chewy fael

whan added to plastics. They alsb

help plaatice absorb the reds and
yellows and othar bright colors thal

. children Snd appealing,
© Among the compounds that

would be-banned 1# one that has
beén volunmtarily left put of 0.5
products for 13 years. But,athet
cempoundr targeted by the Buro=
pean Union are key eomponents df
toys and ather plaatic products
made and eold in lg.h country. '

" Ploase sce TOVS, A9 )
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At lenat one' Danish, study bas'
" guggedted that saomae

phthealetes,
which are used not only In toys but
in the stropg plastle bags thet con-
tain intravancudly -delivared med-
lcations and bleod, may cause can-
eer, disrupt epdoerine function or
weaken immune systems. Othar

studleg have rajsed gimilar con- .

‘eerns and suggested they may-also
cause liver and kidney damege and
disruptiona |n reproduction,
including lowecred sperm eounts.

But the gtudias were conducted

" only an animels, and it s unclear
what {mpact, if any, the chemicaly
have an pegple.

No atudy has replicatad the ni-
tal Danlsh study, dald David Miller,
president of the Toy Manufaciurers
of America. “The dacience 18 not in
Lhat direction," he said in an inter-
visw, “The sclenée is on our gide.”

. Miller'a group representa the -

makera and Importers 6f 85% of the
toyy sold-ln the United States, 320%
of which are made of vinyl.
Encugh questions have been
raisad about ona chemical,

that the 'EU countrias’ nctions aro
having s negative offect on the
markzting of theae preducts absent
of pélendflc-based Information.
The U.S. has found ne apparent
health hazard related to plasticisers
uded in toya, and, in fact, informa-
uon recelved {rom other countries
2zmzletaly contradicts che naed for
thens acUona,” the dapartmeant said
in the cable, :
Sean Fitzgeraid, Mattsl'a vice:
president for corpérate communi-

.tatlons, sald Wednesday the El

Segundo-basaed company had con-
tactad the Commerce Department,
along with reprasentatives of the
chemieal and plastics industries
and the toy manufacturars’ agacel-
atlen, seeking support in their
apposition to a Eurapean baf,
QOfficlals in the Ruropean Unton
edminlgtrative bureaucracy ‘‘ars
approaching thls lsgue without
solid In!urn;:t:lnn and éﬁay‘re
approaching it from a reactlona
ba.]a:ln." he zaid. “There has nevz
becn a formallzed test that accu-

" rately duplicatas the chewing pro-

cena or aucking procesd of Mittle kids
on toya."” = B

- . n

* ) M
Y ot ol S
i

digf 'lhavlphﬂl_nlhl.m or' DEHP,
mahufacturers Voloptarily -

tho
toak, it-out af the formula for the
plasties used ln children's toys in
1985, -substituting ,another
Fhthalate. ' -

“Thare'd not the delinitive atudy
that enys wa've got to slop manu-
facturing thoae ge, but there's
growing evidence and growing
concarn that we're doing a global
expariment on children by dramgt-
ieally altering the chemical envi-

ronment.” sald Michae]l McCally, a -

public health physicien and a pro-
feasor o the department of publie
* health and pravantive mediclne at

the Mt Sinal Medical School in

New York.

U.S. Wants ‘Objective.

Scientific Evidence’

Cctmrlea Ludolph, a deputy
assiatapnt seqgretary of Com-
merce reopanaible for Turopean
affairs, said the U,3 pasition is that
‘decisions on a threat to health

in Mareh, Matte] hired a lsading
Whashington lchbylng firm te fight
leglglation that would require dis-
cloaure of chemicnls used in
children’d products. according to a
newnlstter on lobbylng. Faderal
electian reports show that Mattel

contributad %85,000 to various .

Democratie Parly committaes In
1997 and §25,000 to Jepusi.can
Party comumitiees,

European Efforts

_Gather Steam

In addition to cthe propoasad
reatrictions throughout the

u Unlon, Audtria, Balgium,
the Netherlands and Denmark
have talten steps to remove these

' praducta from the marketplace, and

others might follow, aaid the Com--
meres Depariment cable.

- A, Vernon Weaver, the .S,

ambansadar to the European Unicn,
recantly wrots Lo Hane Beseler, the

senlor EU administrative officer, -

warning that “the sudden ban an

P03

. 002

' . - ‘ | ) ! . ' = '
ahould be bu:ad on objective sclen-

- tifle evidenee" Hea naid the admin-
{ptrotion’ wanta the Europeans Lo
‘delay any dedision unt] they ean

study a report that the U8, Con- -
. aumer Product Safety Commisslon -

is expected o complete next month

" on phthalatos, . '
But Jeff Wige, poliey director of
the National Environmental Trust,
which describes {taelf ra 8 national
publie aducation group focusing on

environmental lasues, said:

“There's always more acience you
can do, There's encugh sclence Lo
{indicate there 14 cohcern.” -

A decigion by the 15-nuatlon
European Unfoa could como as
.early a0 next week,

In December, the Commarce
Deparcnent sent s cable Lo smbaa-
ales throughoul western Burope,

saying it had been contacted: by .

“repregentatives of one of the
leading U.5. toy manufacturers . ..
In an effort to rectify a problam
re Ing the marketing of certain
PVC toye placed on the market in
the BU." B '

“The U.S. remajns concerned

products which have been snld for
yearp and which ia baged on
incompleta and perhapg erronecus

information could couse trade min- -

understandings between tha
United Stateg and the European
Union.”

“The U.S. 'gavernment to

_ expending a fairly large amount of

sa2rgy and timoe on behalf of the
toy induatry,” said Rick Hind, leg-
islntive dlreector pf the tawen cam-
palgn tun by the enviranmental
graup Greenpeace. He said other
softening agents can be subatituted
safely (or the phthalates. .

Hind lained {n a lstter to
Commerce Setrstary Bil Daley
that the department'a position u
“{aconsiptent with U.3, regula-
tions” and with a presidential
executive order inatructing gov-
ernmant agencies ta make sure
their “polieios, pregrams. activities,
and standards addresd dispropor-
Uonate riske to children that resuly
from environmental health riaks or
safatly rlgks. ™

' Ressarchos Tricly Ford cantridgted 1o

, this ateey.
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U.S. Toymakers Battle EU Over Plastic Playthings

y Berd BEasEILI
‘ashingran Post Staff Writar,

‘IheEm:psm Union oext week
qy impose a tempormy ban on
ﬂdrmsmmmmgamhw
wrsial chemirs] comgpound, proangt-
£ 2 fieree coantenoffensive by US.
v mamdactoers who fear aoy Bu-
peag action will damage sales m
& United Sintey and overseas,
Togmakers have enlisted the Clin-
n adminiswarion to join their can-
ign o belp black the EU action
18 Commerce Deprtoment has -
ed US diplomats to lobby against

¢ propasal
Asa:lyasnaiWahaday the
mannnEUwillvutcmpmhhtthe
le of certain childrent’s toys made
= 1 shutle oled mirvicd Sl
ie. or PYC. Bui the mymalkess
neend that the EU is arting on
icertain sclentific evidence.

AL isshe is a group of chewmizeals
own as phthalates These coor
ds are added to plastic toys such
teething ringn and pacifiers to

rake them soft and spongy and give
them a chewy feel

Studies mvdvmghhnutnryzn—
mals have linked phthalates to lver
and lddaey disordsts, danmge to the
reproductive traet and nioegeed ing-
denee of certan kinds of caorer,
These findings have proopted some
Europemn cuntries, mohuding Aus-
tria, the Netherlimds and Belgium to
take gepR to remove these soff
plastic toys from siore shelves, In the

toys.

The EU, however, is aonsideringa
90-day hen om: selling plagte teys that
wnhip Swo Weds of shkfare—
DEEP sud difsencnyl ghrhaiae. or
DINP. Toy manutwhmrers, along
with representatives of the chermiral
and plasticy mdustries, are vigorously
fighting the rmeasire.

“Our concern as 1 company i3 that
tha artions of 2 bandful of individmals

within the Buropean Union are tased
an questionahle sceatific evidence,”
said Sean Pitzgerald, vice presideat
‘of orporate communicatons at Mat-
telloc

“This anld have a huge cftct en
our busioess,” Fiizgemld sid, pomt-

ing out that Europe in Mattel's larg- -

ost market cuttide North Americe.
“But the groceases [in the trsts] that
have been wed ame I question.
There has bewn 0o formalized testing
proceriure that replicates the actual

chewing process.

The UK Conzmer Product Safe-
ty Commission is candocting its own
tests to asmess what, if any, dsk the
phtholates pose Toymakers and
Cammeree affdals are

Department
urg!ngﬂ:cﬂlmmﬁfurﬂ:me-

i are o Frodilogie i g desiziom,
The CE30 sid ae somdy should b
in the next arveral weeks.

“The US. rermine eoncerned that
the EU emmtries’ actions are having
a negative effect on the marketng of
thesa praducts absent of any scieotit-
inbased nformation.” the Coammerce

Department wrote i December i a2
cable sent to embasaes Hroughoust
western Egrope, “The US. has found
uaap;m:uthn]ihhamrdmla:cdm
plasbceers ne=d in toys."

Burt critics of soft plastic toys sy
‘there 8 plenty of scientific daka
showing thesa are petentiaily danger-
cus procixcts. “There 8 enough sd-
o= to say it's quesionable, so le'a
not put &t in qur children's moueh,”
said Rick FHind, legislative directar of

paat

lohhmdharda@mstsn&plasmm
conducting several smdies w showr
the risl prmet v theoe prodeets. -

Fltogerald and =ther oy mduscy
ofidals Tioemod Toonrowoss v uie
necemsanlty alarming consirners, say-
g it Is qust interesied I gicive
puhlicity.

Staff writer Carolina Mayer
contribuled to this report.
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July 1, 1998

The Vice President
The White House
Washington, DC 20501

Dear Mr. Vice President:

We are deeply concerned by recent reports that the Commerce Departrnent, at the behest of
U.S. toy manufacrurers, has instructed U.S. diplomats to block efforts in Europe to control
the use of a class of chemicals called “phthalates™ in children’s toys, chemicals that have
been linked to a range of potenually serious health effects. These actions run contrary to
Administration policy to “ensurc that policies, programs, activities, and standards address
disproportionate risks to children that result from environmental health risks or safety
risks” (Executive Order, April 21, 1997).

Commerce officials have explained their actions by pointing to the absence of a scientific
consensus on the health risks associated with phthalates. Even as the Consumer Product
Safety Commission has identified carcinogenic, developmental, and other physiological
effects such as liver and kidney damage associated with various phthalates, no one disputes
the need for more scientific information on this and a range of other roxic-related health
issues. But as scientists and physicians we know all too well how science is manipulated
by lobbyists and policymakers to delay action. We do not believe that precautionary
protections for children should wait years until science renders a final judgment, especially
where potential effects are serious and irreversible.

Recognizing that protecting children from certain risks should not wait for scientific
certainty, your Administration signed the Food Quality Protection Act (FQPA) mandating
specific protection factors for children when full health information about a chemical is
lacking. And your Administration issued an executive order designed to protect children
from health risks not just clear and present dangers.

Several European countries, after considering conclusive studies of health effects of
phthalates in animals and proof of leaching from various products, have mandated controls
of phthalates in children’s products. These narions are merely recognizing the principle-
already embodied in the FQPA and your Administration’s executive order that children
deserve preater protection because their developing systems are more vulnerable to
environmental insults and because any developmental impacts they might experience are
rreversible. We hope the U.S. Government will respect the decisions of its trading
partners when it comes to precautionary measures concerning marters of public safety,
especially child safery.
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Here in the U.S., polls suggest that vast majorities of the American peaple believe that
products and technologies should be proven safe before being placed in commerce, As you
. know, many of our regulations controlling toxic harms reverse this burden, requiring the
public to prove that a product is harmful. With the FQPA and the children’s health. -
execurive order, your Administration has taken the very first steps toward bringing our
regulatory systemn more in line with the public’s expectations. We hope your
Administration will more vigorously irnplement the FQPA and the children’s health
executive order and take steps to ensure thar all agencies follow the spirit and letter of these
critically important policies. A good place to start would be to direct the Department of
Commerce to end its campaign to protect U.S. toy companies at the expense of increasing a

health risk to children.
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March 8. 1588

The Hor;crable Wiillam M. Dalzy

Secratary of Commercs : Co
14th St & Conatitution Ava., NW : ' P
Washingten. DC 20230 L

Dear Seﬂtary Caley:

= | am writing %o.axpress Mma-l’s appraciailen fer :hs irwaluunta wark belng dene by
© the Eurspean csuntry desk of Commerz='s Market Acceas and Commpllanes (MAC) -
cffice. Under the diracien of Acting Deguty Assistant Secretary of Cemrmerca ‘or
Eurcpe Charles Ludeiph. this cifice has be=a cical in helping the U.S. tmy industry
dafond against acant EU Initlagves o ban the use of paly\nnyl chicrice (FVC) in toys.

.Reacdng to Greerpeace allsgations that lack sciantific justrﬁzsﬂcn saveral EU
member states recantly implamented unilsteral restrictuns on the sais-of PVC tcys
and the Europsan Commissien 18 cumently carsidering the possibility of an EU-wids -
ban. These acions treaten a Eurcpean markat that is of major impertancs © Matie|
ard sther U.S. foy companles, who are the mest compatitve in the warld. In 1897,
oy salas oy Mao=l sicne In Surcpe axtaaded $1 billien. :

Over tha past savaral mor=ma,_Charles Ludsigh and other MAC saff have resc-r;‘.ﬁ_ C
tc our requests for suppcrt énd have wken the lead® within the Administraton n -~
'aggreasively fighting these resirictive Eurcpean acticns. These Commerce sffors |
played 3 majer role In a decision last week by the Emefgarga Commitee of DG-
XXIV to pesirone a vote on impesing a ban on PYC-foys, Had Ludolph and his etaff
net baen there to take charya of this matter in the last faw mcrrtha. _thn U s tr:y

Industy :rrterasis would have Deen sericusily jecpardizsed.

\While the battle en this wssue Is far fram aver, | wanted b: taka this appcrtumty te . "
thank yeu for the exceilent servica that yeur staf! has providsd U.S, lndLs't:rf to da‘b.-

on this Impcrtant matar.

Sincarely,

‘ Fermin Cuzs
2p830801

-
=LA LA e 13T (= » T Wi
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Us6 CGNCERNS OUER REGULATION OF TO?S HLDE

- OF POLYVINYL CHLORIDE (PV().

. THIS IS AN ACTION CABLE. 'PLEASE SEE PARA. -

2. REPRESENTATIVES OF ONE OF THE LEADING

AANFACTURERERS. HAVE CONTACTED THE CONMERCE DEPARTMENT. IN -

AN EFFORY To RECTIFY A PROBLEM REGARDING

ARKETING OF
CERTAIN ‘PVC ToYS' PLACED 0N THE HARKET IN THE EU-

'3. IN APRIL: xqq11 DENHARK g ENVIRGNHEHTAL PROTEtTIoN
AGENCY RECOMMENDED THAT.CERTAIN FLEXIBLE RVC TEETHING
RINGS BE WITHPRAUN FOR TKE, DANISH HIRKETPLACE-

ALTHOUEH
. THERE. HAS BEEN NoO SCIENTIFIC EVIDENCE “To PROVE ANY. DANGER
FOR THE" HEALTH AND SAFETY 0F THE CHXILD. THE DANISH '

'MAINTAIN THAT THERE IS A POSSIBILITY.QF NEGATIVE TOXIC
EFFECTS T0 BABIES STENMING FROM THE PHTHALATES FOUND ‘IN

%

P. 008
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PYC.. IN ADDITION. IT IS REPORTED THAT THE DANISH. .

AUTHORITIES ARE CURRENTLY PREPARING LEGISLATION BANNING

THE USE OF PHTHALATES IN CERTAIN .TYPES OF Toys AND CKRILD
; RELATED PRODUCTS FOR CHILDREN.UNDER 3k RONTHS or AGE - '

4. IN JULY-« THE NETHEKLANDS HINISTRY or . HEALTH HAS sto
URGED ToY INMPORTERS' AND DISTRIBUTORS NOT TO ﬂlRKET soFT
'PVC TOYS FoR BABIES. )

" E. IN AUGUSTn THE - BELGIAN MINISTRY OF HEALTH SENT &...
NOTICE TO RETAILERS ASKING THAT' THE VOLUNTARILY a
'DISCONTINUE- MARKETING PVC TOYS FOR CHILDREN UNDER THREE
YEARS OF AGE- IN.OCTOBERy THE HEALTH FEDERAL MINISTER '
CONFIRMED THIS ACTION "AND RECONMENDED THAT RETAILERS TAKE.
ACTION IHHEDIkTELY-'

‘< IN DECEMBER. THE AUSTRIAN GOUERNHENT IS EXPECTING TO
RELEASE" A DRAFT REGULATION REGARDING THE USE OF FVC IN
TeYS FOR CHILDREH UNDER 3b. HQNTHS.

1HE u 5. BELIEVES .THAT THE nnn:zr RESTRICTIONS PLACE

: ou THESE. PROBUCTS GO BEYOND THE SCOPE OF EXISTING TOY.
SAFETY STANDARDS. ~ THE U.S AND-EU APPLY. IDENTICAL SAFETY
STANDARDS OF -SQLUBLE LEAD AND SOLUBLE cann:un IN TOYS. IN
THE CASE -0F THE U.S. PHTALATES ARE LIMITED To UNDER 3
PERCENT IN PACIPIERS AND TEETHERS UNDER A4 VOLLNTARY..
STANDARD ESTAELISHED BY THE Toy HANUFACTURERS oF AHERICA
(THA)- .

. %+ IN THE U.S. THE cousunsn Paooucr SAFETY cannxss:on
- . HAS PLAYED A PROMINENT ROLE IN.PROTECTING THE PUBLIC-

- ESPgCIALLv CHILDREN FROM THE HAZARDS OF EXPOSURE TO0 .LEAD
AND OTHER TOXIC CHEMICALS. IN 199k CPSC CONDUCTED
SEVERAL TESTS ON LEAD-AND CADRIUM AND PLASTICISERS To

~ ENSURE THE SAFETY oF PVL IN TOYS AND OTHEK. HOUSEHOLD
-ITERS. - IN OCTOBERy 3997, THE CPSC_ REPORTED THAT THE -
QUTCOME OF THESE TESTS AND EVALUATIONS INDICATED THAT
THESE PRODUCTS. WERE NOT FOUND TO BE HAZARDOUS, HEALTH

CANADA CONDUCTED THE . SIHILAR TESTS AND REACHED THE SARE
.CONCLHSIONS

o 9. "THE U-S. REWAINS couc:nu:n .THAT THE EU COUNTRIES
. _ﬂ; ACTIONS ARE HAVING A NEGATIVE EFFECT ON ‘THE MARKETING OF
THESE PRODUCTS ABSENT .OF ANY SCIENTIFIC BASED :
INFORMATION. THE U.S. MAS FOUND NO APPARENT HEALTH
HAZARD RELATED .-TO PLASTICISERS USED IN TOYS, ANMDy IN .
 FACTA. INFORHATION RECEIVED -FROM OTHER COUNTRIES
'COMPLETELY CONTRADICTS THE NEED FOR THESE ACTIONS.
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" 10+ WHILE THE U. 5. GOVERNMENT IS TREHENDOUSLY concsnnzn
© APOUT ISSUES INVOLVING WEALTH AND SAFETY, U.5.-EU TRADE
HAS AND MILL CONTINUE To BE ADVERSELY AFFECTED DUE TO
THIS BAN,. AUSTRIA. BELG6IUMs THE NETHMERLANDS+ AND DENMARK
HAVE ALREADY TAKEN STEPS TO REMOVING THESE RRODUCTS FRoN
TMEIR SHELVES- AND IT IS IMPORTANT To NOTE THAT OTHER. EU
"COUNTRIES NMIGHT ALSO TAKE SIMILAR STEPS RESULTING IN &
ENORHOUS LOSS OF TRADE IN THESE AND. SINILAR PRODUCTS.

'23. " THROUGH THE EFFORTS- OF THE TRANSATLANTIC BUSTNESS
DIALOGUE (TABD), THE UNITED STATES AND EUROPE ARE
ATTEMPTING TO COMPMERCIALLY COOPERATE. AND HARMONIZE
STANDARDS RELATED T6 THESE AND OTHER FRODUCT CATEGORIES.
THEREFORE+ THE ESTABLISHMENT OF A BAN.IN EURD
FRODUCTS THAY ARE INPORTANT EXPORTS. ONLY OBSTRUCTS THE
PROGRESS OF THE TABD INITIATIVE KND UNDERWINES THE GOALS
OF FREE TRADE. ALTHOUEH THE U.S. SUPPORTS EFFECTIVE.
NEASURE TO CONTROL AND/OR REDUCE EMISSIONS OF PRODUCTS IN

" ORDER TO PROTECT HUMAN HEALTH AND THE ENVIRONMENT: UE.
HAVE NEVER. SUFPORTED AN QUTRIGHT BAN ON THESE - PRonucrs.

2. UNDER THE NEG TRAHSATLAHTIC INITIATIUEw THE Us. AND
EU HAVE COMNITTED OURSELVES To STREHGTHENIHG REGULATARY
COOFERATION BY ESTABLISHING AND lCTIVE AND OHGOING ‘
TECHNICAL DIALOGUE WITH REGULATORY AUTHORITIES.  UNDER
THE NTA+ THE U.S. AND EU AGREED THAT THERE WOULD BE
CONSULTATION IN THE EARLY STAGES OF DRAFTING REGULATIONS
THEREBY ALLOWING EACH TO BETTER RELV ON THE OTHER.S
TECHNICAL RESOURCES AND EXPERTISE. - .FINALLY- THIS WOULD
EVENTUALLY MOVE TEUARDS THE HARMONIZATION OF RESULATORY
REQUIREMENTS OR THE ESTABLISHMENT OF A MUTUAL RECGGHITIOH

AGREEMENT FoR THAT PRODUCT. . = - ° ‘ N ‘
}3.- ACTION REQUIRED. USEU = PLEASE PRESENT .CONCERNS lHD

- COLLECT INFORMATION FROM THE CONMISSION AND OTHER

. NECESSARY RESGURCES ON THIS MATTER.. PLEASE. ENPHASIZE THE
NEED FOR UTILIZING THE FACETS OF THE RESULATORY
COGPERATION AGREEMENT BETWEEN THE W.S. AND EU. IN°
ADDITION. USEU IS REQUESTED TO FIND OUT AND REPORT
UMETHER THE EU oR: SEPARATE nsnaeu STATES ARE CONSIDERING .
SIMILAR ACTIONS- .

" 14. ACTION REGUESTED. HENBER STATES ARE ASKED TO''ALSO
 REPORT FINDINGS RELATED To THIS 'MATTER.

5. THE ¥.3. PROPOSES 'THAT AH INMEDIATE MEETING BE HELD.
-_:g * TO ESTABLISH A MECHANISM T0 BEGIN WITHDRAUING EU BANS AND

MARNINGS ON THESE AND OTHER SOFT PVC PRODUCTS IN TINE. FOR

e
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THE CHRISTHAS PURCHASIHG ssxxnu.

Ih- FLEASE StUG RESPONSETS TO DON. HRIGH'h CHARLES LU'D.OLPH
AND KINM COPPERTHITE AT CABLE CODE 421l- “EID AND hlBE
RESPECTIVELY. THANK YOU IN ADVAH(E- : '

"UNCLASSIrIeD
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EFCS:SBALLARD, ECON:MGALLAGEER "

PFCS: ORLODVERSSON L L 8«- —
ms:ﬂnm. . o : | —
coML,

UIEU PRUSSELS . ’
USDBC WASHDC, - INWEDIATE o
SECSTATE WASHDE, IDMEDIATE

ALL EUROPEAN ma':ozr POST cou.ncrm, pnron:my

Uspoc POR- *135/usrcslozo;mww

USDOC FCH 6320/TD/TAX

uwspoe FOR 4211/1-!1:}31:1:/03“3”&::&?53

"USDOG PLS PnsS{NIET/BCOLLIHGSIR.RERSBERGER:HSMNDERS
STATE FOR FB/CIP AND EUR/ERA . .

STATE FPLERSE PASS T0- usrnjsmo.m,

E.O. 12958: W/A
TAGS:ECPS, W, KTRD, KTEE

. SUBJECT: REVP: ~EU PRODUCT s:mr.vr ' SMERGENCIES: cwmm MEETO
. ON MARCH 3 To DISCUSS BAN ON T0%YS cnﬂ!‘mm PV,

1. .THIS IS AN ACTTON REQUEST: (SEE PARAGRAPH 3) WITH STRINGENT °
TIME LIMITS. POSTB ARE REQUESTED. 7O TARE' ACTION BEFORE CLOSZ.
OF BUSINESS' IN, anussm.s ox ncmnx MARCH 2, I.®. 1100 HOURS'

2 H:sszcu EAS LEMRNED THAT mopm comzsaxon ns-xx.w
BESPONSIBLE FOR CONSUMER POLICY IS WORKING ON'A PROPOSAL TO
. RESTRICT TRE USE OF PVC ‘IN CHILOREN'S TOYS OR EVEN BAN IT’
ALTOGETAIZR . RESPONDING TQ CONCERNS RAISED BY EUROPEAN CUNSUMER. -
' ANU ENVIRONMENTAL INTZRES? GROUPS THE ISSUT IS BEING .DISCUSSED
IN' THY CONTEXT OF THE FURCREAH UNION'S GENERAL PRODUCT SAFETY
DIRBCTIVE. TO DISCUSS THIS, TAE.COMMYSSION SAS CALLED A -
MEETING -ON- MARTE -3 IR A SPECIAL EMEHGENCY COMMITTEE WHICH -
CONSISTE OF PRODUCT SAFETY EXPERTS FROM ALL EU MEMEER STATES.
} WE UNDERSTAND KO. VOTE WILL 2B CARRIED OUP X MARCE 2 TO ISSUE-

A SAN, BUT OPINIONS RAXBED WILD INFLUENGCE YUTDRE DECISION ON
TBE" nnm. WHICH COQULD BE TAKEN AS SOON AS LATE MARCH, USEU
AMEASSADCR MAS WRITTEN A LEFTER TO THT DIRECTOR GENERAL OF THR
EU'S DIRECTGRATE GENERAL T (EXTERNAL RRLATIONS)) WITH .COPIRES
TO DIRECIOR GENERALS OF D5~TII(INDUSTRY), DG-XXI (COUSTOMS) AND
" DGeXXLY (CONSUMER POLIZY). IN THAT LBTTER THE massnnon '
POINTS OUT PROBLEMS OF INVOKING AN INTERIM BAN BEFORB A .
CONCLUSIVE INVRSTIGATION HAS BEEN COMPLETED. COFY OF THE

‘ars Aavd. TWEZICIY E EQe+al . ' ASEN KOY4 AE° 31 E6-HYM-ad
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AMBASSADOR'S LETTER WILL BE' SINT OUT T0 ALL ADDRESSFES.

.3 ACTION REQUEST: IF WLSHINGTQN APPROVES, WE JUGGEST FUROPERN
UNION POSTS CONTACT NATTONWAL ACENCIES AND OFFISIALS
RESPONEIBLY FOR CONSUMER .SAFETY TQ W
ISSOE OF BEHALF or U.8. INDUSTRY. CONCERN ARE
RATIORAL MENMEBERE OF THE KU CMERGENCY COMMITTER WHICH WILL MR®T
IN BRUSSELS. OF MARCK 3. DUE TO TIME RESTRAINTS, POST WAS ONLY
ARLE TG PARTLY ACQUTRE THR NAMES OF NATIONAI, MEMBERS OF THEH
| EMFRCENCY COMMITTEE WHICH ARE LISTED BELOW. RELEVANT POSTS ARE -
. ASTED TO CORTACT' TB'EEE INDIVIDEM.S DIR!C‘I‘L!’ Bzrcmx THE MARCH 3
: EEETING.

4. POINTS TO KEEP IN MIND WHEN CALLS ARE BBIN’G mnz. WE HAVE ‘
BEEY WORKING WITH TQ¥ mmmc'rt OoN BOTH SIDES
AND mr:ssm cnncm ‘TO THE o
. - . Y., BOTH AMERICAN
AND ZUROFEAN INDUSTRIES. cmm THAT THE DISCUSSIGK OF A BAN IS
BAS THAN I¥IC. EVIDENCR. VERY LITTLR
SCIENTIFIC DATA SUPPCRTS THE CLAIM FOR A BAN AND NG STANDARD
TEST METHOD HAS BEEN BSTARBLISHED TO. MEASURE THE POTENTIAL HARM
' OF PVC IN TOYS. INDUSTRY THERYFORE SUGSESTS THAT NG DECISION
SHOULD EE TAKEN ON PVC RESTRICTIONS IN TOYS UNTII FURTHER
SCIENTIFIC DATA IS AVATLABLE, WEICW WILL NOT -BE nnrcns M10-
1998.

‘5. NAMES oF INDIVIOUALS. IN THE EQ PRDD‘UC’I‘ s.u'm mﬂcwczm
COMNI{ZTEE RESPONSIBLE rbn THE EJ GENERAL PRODUCT sapm!

" DIRBCTIVE:

A) UNITED RINGDOM: MR PETIER MASCHN, HIHIS‘I"L‘I o* mana AND

INDUSTRY, TEL 44 471 215 0379, .

g; ITALY: DR szwr.n:to LzouE, HIFIS’I“W OF xm:usrn! TEL 39 €
941" -

. C) FRANCE: {2 TGENE JULIAN. HEAD oF QUALIT‘:: ARD SAZETY,

- DGCCRTS (COVERNMENT AGBNUY RESPONSIRLE FUR CONSUMER SAFETY) .,
MISSION UNARBRLE TO PROVIDE A PHONE NUMBER AT THIS STAGE. :
fé ginumt Mm- w::st', Gznwm ECONOMIC HIHISTB!. TEL 45 228 615
RYTHE HBTHmns. MR JAN VOAN LEENT, MINISTRY OF AZALTH., UNIT
ngsr:ms:a:.s FoR :nsptc'rxon mwu Pna'mcrzox TEL 31 70 34 06 -
589,

_ ALL COMMITTER MEMEERS. LISTED ABOVE ms Bauzvzn -ro BE

'PROPONENTE OF DOSTPONING A BAN ONTIL FURTHER R‘ESEARCH DATA Is
AVATILABLE,

(DRAFTED: CS/OHLODVERSSON)WEAVER#SS

VL aows - WADICTY B SE+'d]  NIEN-wodd vc 9l As-guk-g98
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UNITED STATES ARPREBENTATIVE
' TO THE DL
' EURQPBAN UNION -

' 27 February, 1998

_ DauM.r Bmlur

L lmmsbmmyndmymmhmmmwmm R
' the gpooming Product Safity Emengency Commines meeting on Marehi 3, 1958, and sny
activn it might take to ban products comaining phthalmes, [undepstared thatthe - ..
Cammitteewill reviow the work of the Scientific Committes on Toxiciiy, Ecctoxcity. -
" gnd the Exvironmen with a view wward making g determinstion of the risks invalved in
.mmtnph&dm.ﬂ:nmbmumdmnufhﬂﬂwl.asfmmdmmblocdbags,

, Nuﬁiulsysﬂsmdmmuhpmdm . : o o

- Wemwmunnnauhuutauheﬂmlme&mdwmdmmw e
mgguﬂhstinBUcriuMemb:Bme:Mdmmwmwpmnh .
* ‘safety and well bring of its citizens, Howeves, a substantis! body of researrhi Josves fow,
if any unsaswered questians sbout risk from phrhalates, It is 8 prodact that has beenused -
' widsly wnd saikly over a laog peried in a simber of products, [ derstand thet sciemtific - -
- prudies s underway fh Burope, hnmmtyucmdudaﬂ,mdmnwuﬂtalnmﬂmm \
'cnmﬂmﬁmﬂym@dmdmﬂl&dtenfurphﬂmlmmﬂdq I

S navnmdsm:ummdmmboﬁmmuﬂmgcvmm :
i mmmmuyummmcmwmmmuymmwdmm
phthalates, and, i ect, ot Jeas mwd:omfammhﬂmEUnuduaﬂﬁyofﬁuﬂs
'andthmufmyguvcmmmhudnadyukmplu ' _ _

e - Howawe, I wonild like to advxnayuuufmycon:mlﬂlatthe&ndm&fay
Emwcm u:hgaMrymdaDmet:anWSB might invoke en interim
mdvhnonphﬁdms, based on conflicting soientific cvideocs. This iy paytioulmly

. troublessms a5 extensive metng in the United Stites has oy revedled o beaith ok Sozm

-pln'hllm mmmmmmmwmmmmmmmwuam

o8 incomplsts und perhaps errapeais information conld ete tndc PR RPN
mimnderstandings hetween the United Sextea and the Egropaan Union Itr.uuHuhu
* weaken consumer support for product safery prooesyes on both ides of ths Atlantic.




oy -20" 98{FRI) 18:46

N _ Lmomlmmuytqumﬂmmhambeuhnbundmﬂanw
" investigrtion of tha isguam, and that United Sttes officinly aad induerry be given tha
-oppormmity to eyt scicatfic evidencs we have compiled’ Further I ssk that any

&adm.emumnu.mhnpndm:umhngﬂthdmwyhmm: |

thnthmwsh objcbm, ecientific twhw ehll thnaidem:. '

Iwywn.kmgd:h mn:nmduunddusdu:wdunok!hrwnﬂm
tnvmgny mﬂwark wtth the Comn!mﬂn on msﬁmngt!mmm. o

 Stacaly you,

. Ambuisader

| ..MerBuulur

Commixsion afths ..
Eu:uplﬂ Camhe&
" Brassels

cer  Mr: Stefano Micossi S T e g
© Mr Jamwey Carris e T, '
" Mr. Horst Boichoabmeh |

P. 013
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. United States Pravention, Pesticidea April 24, 19397
ST - Environmental Protectlon And Toxic Substances
ST Agency {7508C)

SEPA Questions & Answers

Enforcement Action Against
Hasbro, Inc., for Public Health
Claims on Antibacterial Toys

1. What action is EPA announcing?

The U.S. Environmental Protection Agency (EPA) has reached an enforcement
agrecment that prevents Hasbro, Inc. manufacturer of Playskool toys, from claiming
that toys treated with the antibacterial pesticide, Microban, protect children from
infectious disecases caused by bacteria.

2. What is the basis for EPA’s actlons?

Hasbro recently introduced a new linc of toys that make public health claims to
protect children from germs and disease-causing bacteria, such as E. coli and
Salmonella. The plastic material used in these toys is treated with the antibacterial
pesticide, Microban, which is registered by EPA to inhibit bacterial growth in plastic.
Uuder the Federal Insecumde Funglcme and R.Ddentlc:de Act (FIFRA), pnh]m.hr.ahh

hau:.h::n.gmnted.axmmpmnﬁnm_mgmm thle Macroban is rcglsu:rr:d w1th
EPA to inhibit the growth of bacteria in plastic, neither Microban nor agy toy

coataining Microban have been registered for a public health use. Neverthcless,
Hasbro’s promotional materials suggest that the toys will actually prevent the spread of
disecase-causing bacteria among children.

Hasbro’s promotional material for the antibacterial line of toys claim "After a
day of sharing, sneezing, mouthing and ali the other messy things children cacounter
during play and learn time, parents will appreciate Microban antibacterial protection.

It inhibits the growth of & broad range of bacteria (e.g., E. coli, Salmonella, Staph and
Strep) as well as mold, mildew and fungus. Playskool toys with Microban antibacterial
protection help provide a better environment in which children play and learn." EPA.
cousiders thesc statements to be public health claims. _
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3. Are toys treated with Microban safe considering the behavior of infants and
toddlers, who are likely to chew or snck on them?

Yes. Our safety assessments show no evidence that this chemical, when used in
the plastic matcrial to make toys, poses a health risk to children, EPA's Enforcement
action is based on Hasbro’s distribution of products wbich make unsubstantiated public
health claims. :

4. What are the terms bf the agreement?

Hasbro has agreed to take immediate steps 1o revoke carlicr claims and to
correst the information through advertisements in various print media and appropriaie
store and toy placarding. Hasbro has agreed on the following actions:

relabel products already produced (within 90 days of the agreement)
repackage all affected toys (within 6 weeks of the agreement)

display correctional placards in retail stores

publish correctional advertisements in LISA Thday, Parents,

American Baby, Child, and Parenting magazines

* publish two full-page advertisements in Parenting, Baby Talk,

Child and Amcrican Baby regarding the health-risk related to

children and lead-based paint in the home prior to December 31, 1997
pay a penalty of $120,000.

correct misleading statements-on 1800-PLAYSKOOL immedistsly

£ % + #

5. Does EPA knaw whether Playskool toys or other consumer products
containing Microban are effective against “germs” as claimed?

No. EPA does not have information that demonstrates Microban's cffectiveness
against "germs" Microban is registered for use to protect plastic and textiles from the
growth of bacteria which cause odors or deterioration of the products. Microban
cannot claim to protect public heath.

Under FIFRA, anytime Microban is added to plastic, the plastic may cnly be
advertised as treated with Microban for the sole purpose of protecting the plastic itself.
As a general rule, if a statement suggests to the consumer that a tcated object will have
any pesticidal bepefits other than the protection of the product itself, the treated object
must demonstrate effectiveness for that claim and must be appruvcd by the Federal
government to make such claims.
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6. Whaf is Microban and how is it used?

EPA registered Microban as a 'non-public health antimicrobial pesticide in the late

- 1980s and has approved its use in a variety of plastic and textile produycts to protect the

product_ Tt is used as a bacteriostatic agent (which means it prevents the growth of
bacteria) for the protection and preservation of plastic material and textiles from the
growth of bacteria which cause odors or deterioration of the plastic. Triclosan, the active
ingredient in Microban, is added to plastic material in a concentrated form, This
concentrated form is then marketed to other companies that manufacture plastic products
(e.g., cutting boards, garbage pails, plastic toys, conveyor belts).

7. What Playskool toys are affected by this action?
The following nine Playskool toys are affected by this action:

Stack 'n Scoop Whale
Hourglass '
Rol! 'n Rattle Ball

Busy Beads Pal

Pop 'n Spin Top

Lights ‘n Surprise Laptop
Rockin' Radio

Sounds Around Driver
Animal Scunds Phone

* ¥ 4 X 4 # 4 X »

8. Is EPA concerned that statements like "fights germs, antibacterial
protection, controls fungus® mislead the public?

Yes. If the public believes that the product has a self-sani’u'zing quality, they
may inadvertently not practice standard hygiene (i.e., cleaning with scap and water) to
prevent transtnission of barmful germs. '

- 9. What has EPA done to address the growing trend of unregistered products

that are marketed with public health pesticide claims?

Increasingly, complaints are being brought to EPA's attention tegarding false or
misleading public health benefit claims for products that contain pesticides. Some of
these claims have been determined to be in violation of FIFRA, and the Agency is
pursuing cnforcement actions. If companies misrepresent the performance of products
in a2 manner not authorized by law, we will investigate and take steps as appropriate to
stop the unlawful activity.

RV
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In sddition to this action with Hasbro, EPA has issucd an order to stop the sale
ol 3M’s 0-Cel-O sponges that contain public health claim on the package because of
Agency concern with their advertisements, Furthermore, EPA is developing a
pesticide regulation notice to clarify to companies what claims are acceptable for
pesticide-treated products so that they may be sold without registration upder the
“Treated Articles Exemption.”

10.  What should companies do if they are currently marketing an unregistered
product? :

EPA is becoming very concerned about the number of products that are being
marketed with false or misleading claims with regard to public health protection from
infectious bacteria and viruses. Some of these companies may not understand the EPA
registration procedures. To the extent a company misunderstands the law, they should
come to EPA for clarification of pesticide registration requirements. Any company that is
marketing a product with claims of public heaith protection from infectious organisms, and
the product is not specifically registered for that purpose, should immediately contact the
EPA Office of Enforcement and Compliance Assurance at (202) 564-2325, Self
disclosure of illegal activity and prompt correction of the violation could qualify a
company for substantizlly reduccd penalties, or under certain circumstances, no penalty.

11.  Does EPA require the registration of all products that make pesticidal
claims?

" Under FIFRA all products that make pesticidal claims must be registered by EPA
before they may be legally marketed in the United States, unless they are specifically
exempt from registration. The “treated articles exemption” allows pesticide-treated
products to be sold without registration, so long as any claims are limited to protection of
the product itself. Products making claims that are not limited to protection of the
product itself (e.g. public health claims such as “kills germs, stops E.coli. . .”) need to be
registered. .

12. What can consumers do to make sure that their children’s toys are safe and
free of harmful germs?

Whether products treated “™ Microban have any special germ fighting qualities
o1 not, parenis should take common sense steps to reduce the spread of germs, such as
ywashing children’s hands and toys regularly.
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United States Communicetions, Education,
mironmental Protection And Publle Affails
ency (1703)

SEPA  Press Advisory

Friday, December 12, ~199‘7

EPA ISSUES COMPLAINT FOR ILLEGAL CLAIMS THAT PESTICIDE PRODUCT
PROTECTS CHILDREN FROM BACTERIAL INFECTIONS

Denise Xearns 202-260-4376

On Dec. 5, EPA issued a civil administrative complaint charging Microban Products Co., Huntersville, N.C., with
making unsubstantiated public health claims for its pesticide, Microban Plastic Additive "B." The complaint charges
Microban with making claims that certain consurner products treated with the pesticide protect children from infectious
diseases caused by bacteria such as E. Coli, Staph. and Strep., when in fact the treatment was approved only to protect
the plastic in the products from deterioration. The Agency is seeking $160,500 in civil penalties. With today’s action
against Microban, EPA is assuring that registrants limit their claims to those permitted by the product's registration.
The use of unapproved public health claims in comunction with the sale of consumer goods such as sponges, toys and
cutting boards may pose a risk to the public. In the case of toys, parents and child care providers could easily conclude
from the clairns authorized by Microban that the mere presence of Microban in toys provides protection from harmfl
germs and hence a public health benefit. If parents and child care providers believe that toys are sanitary or
self-ganitizing, they may not practice standard hygiene to prevent transmission of harmful germs, or be as carefual as
they should be. - The net result may be that children's health is less protected. Microban Plastic Additive "B" is
registered by EPA. to inhibit bacterial growth in plastic. No public health-related claims have ever been accepted for
this pesticide. Under the Federal Insecticide, Fungicide, and Rodenticide Act, it is illegal to make claims for any
pesticide which differ from those claims approved in connection with the pesticide's registration. EPA will contact
companies which incorporate regjstered products to emphasize their obligation to comply with the law and to provide
such companies with an oppartunity 1o come into compliance.

R-172 s
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O EPA is taking enforcemsnt action against Microban Products Company for the sale
or distriburion of a registered pestu::de with claims that substantially dxﬁ':r from
- those sccapted in connection with its registration..

0

The Agency is Eﬂebng $160,500 in civil pcnalties.

o In connection withiits sale of Microban Plastic Additive “B” to 2 major toy
manufictyrar, Microban elaimed that its product virtually climinates
microorganisms infectious to man such as Salmonclle and E. Coli.

©  Microban’s registration allows it to make clsims that It inhibits bacterial growth in
plastic.

o Under the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) It is ilicgsal
1o make claims for any pesticide which differ from those claims seccpted in
connection with the pesticide’s rcgistratmn

o Microban's claims must be limited to non-public health grarements and must not
imply that its use in any product can confer public haalth benefits such as
protection of consumers from the tranamission of disoase causing bacteria,

o EPA is concermed sbout the profiferation of products being sold or distributed that
make clsims beyond the scopo of their regisiration, particularly with regard to
public health protection from infectious bacteria. The use of unapproved public
health claims in conjunction with the sale of “consumer goods” such as spanges,
tays, and cutting beards ouay poss a risk to the public,

O In the case of toys, if parenis and child care providers believe that the roys are self-
‘ sanitizing they may not practice standard hygicne to prevent transmiassion of
harmful gorms, ar be as careful as they should be.

Q FIFRA requires all 'pesticide products to be registered prior to marksting, EPA’:
regulatory scheme requires all products that make public health claims 1o
demonstrate effectivencss for those claims by submission of efficacy data.

o EPA cvalustes the data and approves labeling language designed to convey an
accurate gssessment of a pesticlde’s effectiveness. When companies fail to submit
the required data and fiil to receive proper Agency approval for pesticidal claims,
the regulatory systc;-.m rnay be undermined and public haalth may be endangered.
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Groups Seek Ban On Toys
Containing Phthalates

Twelve consumer, environmental and religious
groups yesterday urged the Consumer Product
Safety Commission to ban plastic toys that
contain phthalates, a group of chemicals linked
to health risks in laboratory animals.

The day before, 28 members of Congress led by
Reps. George Miller (D-CA) and Henry
Waxman (D-CA) urged the Clinton admin. not
to intervene in European deliberations over
whether to ban such toys.

Toy makers insist the products in question pose
no risk. But National Environmental Trust Pres.
Philip Clapp said that if the feds fail to act
before Christmas, the NET will sue toy makers
and retailers under CA's right-to-know law. (#1)

QUOTE OF THE DAY

"The key is not merely to balance

the twin goals of economic growth
and environmental protection, but to
connect them."

-- VP Al Gore, on the development of cleaner,
more fuel- efficient cars. (#14)

http://www.cloakroom.com/pubs/greenwire/g981120.htm

TOP NEWS

Plucked From The Patch
The House's new Republican
leadership is dominated by
members from the "Oil Patch.”

(#2)

A Sensitive Move

MT resource officials will
begin taking bids for oil and
gas leases on 5,000 acres of
sensitive lands along the
Rocky Mountain Front. (#7)

Burden On The People
Taxpayers pay a large chunk
of environmental cleanup costs
through "corporate welfare,"
TIME magazine reports. (#11)

Newsweek Tackles Cars
Auto manufacturers worldwide
are moving toward developing
cleaner, more fuel-efficient
vehicles; more. (#14)

Depechez Vous!

France is making slow
progress in addressing enviro
issues, a gov't agency reports.

(#19)

CLO AK The House, Senate and White House use it...

Shouldn't You?
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Approximately 170 million board feet of timber in several national
forests are still required to be sold under the infamous .
"salvage-logging" rider, which was in effect from 7/95 to 12/31/96. (#6)

P SPOTLIGHT STORY

1 PHTHALATES: Critics Raise Pressure On US, Toymakers

Twelve consumer, environmental and religious groups yesterday urged the Consumer
Product Safety Commission to ban plastic toys that contain certain chemicals linked to
health risks in laboratory animals.

The day before, 28 members of Congress asked Pres. Clinton about reports that the
Commerce Dept. was lobbying to keep European markets open to such toys, and they
urged a stop to any such lobbying.

At issue are toys made from polyvinyl chloride (PVC) mixed with plast1c1zers called
phthalates, to make them soft. Chemical manufacturers acknowledge that a commonly used
phthalate called DINP causes health damage in laboratory rodents at high doses, but the
damage occurs via a physiological mechanism "that is not relevant to humans" (Greenwire,
11/16).

The actions by the groups and members of Congress come just days after Canadian
officials advised parents to throw away vinyl teethers and rattles because of possible organ
damage. And it follows the announcement that the Toys "R" Us chain has voluntarily
withdrawn "direct-to-mouth" infant toys containing DINP (Greenwire, 11/18).

National Environmental Trust Pres. Philip Clapp "said it was unacceptable that
American parents would have to go to a Canadian Web site to get authoritative government
advice on the issue."

The product safety commission said yesterday that it is researching how much of the
plasticizer a child can safely ingest, and it is reviewing studies on animals. The
commission hopes to make some kind of announcement soon.

Do Pacifiers Cause Health Damage?

David Miller of the Toy Manufacturers of America "said the plasticizers had been
thoroughly studied, used for years and represented no risk." He said Canadian officials had
"arossly” overestimated the amount of phthalates that could be ingested by a child chewing
on a toy. According to Miller, the toys should not be banned until proven unsafe, because
"on that logic, you can rule out half the products sold in the US today" (Matthew Wald,
New York Times).

But Clapp said if the safety commission fails to respond to the coalition's formal
request before the Christmas toy-buying season, the NET will sue major manufacturers and
retailers under California’s toxics right-to-know law. Such a move would have a national
impact, Clapp said, because all US toymakers sell products in California (Caroline Mayer,
Washington Post).

Lawmakers: Don't Push These Toys On European Kids

Mcanwhile, a bipartisan coalition of lawmakers urged the Clinton administration not to
intervene in European deliberations over whether to ban toys containing phthalates
(Greenwire, 5/29). In an 11/18 letter, the lawmakers -- led by Reps. George Miller (D-CA)
and Henry Waxman (D-CA) -- said "it would be unfortunate if the US found itself
undermining these efforts for the benefit of toy company profits." The group said any such
lobbying by the Commerce Dept. amounts to an "unwarranted intrusion” into the public
health affairs of other countries (Greenwire sources).

The lawmakers also asked Clinton to clarify the administration's stance on whether the
toys pose a risk to children and whether safe alternatives exist (Miller release, 11/18). (All
cites 11/20 unless noted.) (Back to Contents)
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:—‘5) WASHINGTCN, D.C. 20503

November 23, 1998

MEMORANDUM FOR THE CHIEF OF STAFF

FROM: GEORGE T. FRAMPTO *
CC: BRUCE REED
SALLY KATZEN

SUBJECT: “TOXIC TOYS” ISSUE

A recent full-page advertisement, which first ran in the New York Times on November 15, 1998
attacked the Clinton Administration for its opposition to efforts by the European Union (EU) to ban
toys made of polyvinyl chloride (PVC) that may contain or release compounds known as phthalates.
Phthalates are used in PVC toys to soften the plastic, and so are found in teething rings and pacifiers.
among other articles. The advertisement followed a series of critical print news articles and
television coverage that began in late May. A number of environmental and public health
organizations, including the organizations that sponsored the advertisement, wrote to Vice President
Gore in July asking tum to take action. [ have attached a sampling of the press accounts and a letter,
which specifically assert that the Departments of Commerce and State have opposed the EU product
bans at the behest of domestic toy manufacturers, notably Mattel, Inc.

In response to the public criticism, the retailer “Toys ‘R’ Us” has removed from its shelves all
products containing diisonnyl phthalate (DINP) that are intended for “direct to mouth” use, primarily
teething rings and pacifiers. Manufacturers Lego and Nike have pledged similar action.

These responses are taking place despite an apparent dearth of strong evidence about the health risks
involved. The Consumer Product Safety Commission (CPSC), which has primary regulatory
jurisdiction of the articles at issue, does not believe that there is an adequate sctentific basis on which
to ban or restrict use of these products. CPSC believes that there is no data to support the view that
the phthalates in these products are actually released from the plastic or otherwise result in human
exposure. Furthermore. CPSC is concerned that a precipitous move to ban these products will result
in substitution of potentially more hazardous plastics. CPSC plans to release a research report on
health risks of phthalates in toys later this month. We expect the report to conclude that the current
claims of risk are unfounded.

We are working with DPC and NEC to ensure that we have a coherent strategy to address this issue
before the report is released. Clearly, we must take care not to contribute to a public health scare that

Recycled Paper



may be unjustified and may result in product substitutions that present increased risk to children.
We need to look closely at the science that CPSC relies on for its conclusions. and we must also
consider how to respond to the criticisms of State and Commerce.

In the interim. in response to inquiries, we should emphasize that while we do not believe there is

any basis to assume that these products are a risk to children, the White House and CPSC are looking
very seriously at the claims that have been presented to see if further action is warranted.

Attachment

3]
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to Avert Toy Restrictions

w Trade: Firms protest efforts to ban some chenucals.
Stu:jies suggest'théy may cause medical problems.

By JAMES GERSTENZANG

TIMES §TAFF WRITER

WASHINGTON—The Clinlon
adminlstration, acting at the pahest
of Matta] Inc. and other toy compa-
nles, is lobbying againnt European
efforts o ban controversiai chemi-

cal compounds from teething rings .

and other toys for young children.
With the Eumnuan Unlon near-
ing a declaion on whether to pro-

" hibit the aale of toys mada with

polyvinyl chloride, ar PYC, the
Commerce Department has

. Instructad U.S. diplomata to try to

turn around.-.geveral such bana
already 'n affect.

The oy campanied are concernegd
aboyt the potentlal ban begause of

the gventual pegative impact it

could have on thair gales (n the
United States—as .well an the

{mmediate Impact 1t could have qrj

their saled In Eurcpe.
At fgaue are compounds knaum an
hthalates {prancunced Lha'latea):
q‘hey are joftening componsnty
that pravida s spongdy. chewy fael

whan added to plaatics. They alsb

help plastics abaorb the reds and
yellows and other bright colora that

.children Gnd appealing.

Among the compounds thal
wayld be-banned lg one that hua

. beén voluntarily left put of U.S:

products for 13 yearn. But, othe?
compounds targetad by the Eurp:
paan Unlon are Xeoy comgonects of
toys and athar plastic pruduc.a
mnde and aald in
" Please sca 1'0\'8. Ad‘

counkry. e
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Contl;u.nd fl:ur.n: Al oo
Al lenat onc’ Daniah, atudy bas’
suggestad that some phihalules,

which are uacd not only In toys but

{n the atrong plastic baga that con-

tain intravancudly-delivered med-
{cationa and bload, may cause can-
cer, diarupt endocrine fupction or
Weaxen lmmune systemn Othar

atudles have rajeed gimilar con- .

‘eezns and auggesiad they may alse
caude Uver and Xldney darcage and
diaruptjons Iln reproduction,
inciuding lowered aperm csunia.

But tho jtudies were condUctad
cnly on antmals, and it s unclear
what lmpact, if any, the chemicals
have an people.

No study has replieatad the nl-
tal Danlah study, sald David Miller,
prexdent of the Toy Manufaclurers
af Ameriea. “The aciencs {8 not io
that direction,’ he said in an mter.
view, “The sclenée |8 on aur aldes,"”

Millet's group represents the -

makargand Importera of 85%: of the
toyyg acid-1a the United States, 20%
of which are made of vinyl.
Enough gquestions have been
raiswd aboul ona chemlcal,

that the ETJ countries’ actiond ara
having a nagative effact on the
marketing of these products absent
of apy seientific-based (nformacion.
The U.S. has found no apparent
health hazard relared to plasticisars
used in toya, and, In fact, informa-
usn recsived from other enuntries
cormmpletaly contradlicta the need for
these acliona,” e dapartment said
In the cable. :
Sean Fitzgerald, Marttei'a vice
president {or corporate communi-

.callopn, aald Wedneaday the Bl

Segundo-hasad company had con-
tactad the Comunerce Department,

- along with raproasentatives of the

chemical and plastics induatiries
and the toy manufecturcra’ assoel-
atlon, seeking support in thelr
apposition to a Eurapean bar.
Officlals in the Huropsan Unlon
adminlatrative bureaucracy ““ate
np}:ruaching this |goue withour
dolld information and they're
approaching it from, a reactlonary
baals,” he said, ""Thers haz never

. becn a formalized test that accu-

tately duplicates the chewing pro-
cefa or aucking procesa of little idda
on taya.’ L '

y\phthalate, or' DBAP,’

HET IR X

dJathylhe

tha? maenufacturers voluntarily -

e it - out of the ferroula for the
plastics umed tn childrsn's Loys ik
1385, .aubstituting ,ancther
phthalata. : .

“Thara'd not the delgitive study
that saya wa've got Lo stop mabu-
facturing thaas g:.ﬂlnga. byt trere's
growing evidence ard growing
concern that we're doing a globai
expariment on children by dramgpt-
ically altering tha chemical envi-
ronment,'” aald Mlehnel MeCally, a-
public healts physician and a pro-
fessar in the depar-ment of puble

" health and praventive medleing at
the Mt Sinal Mediesl School in
New York.

U.S. Wants ‘Objective .

Scientific Evidence’

CChnr]BS Ludelph, a deputy
asaistant segretary of Com-
.merze PesponsiBla for Taropaan
affarrs, said ‘he J.2 pasition la that
"decisiong on a threat 1o health

1o Mareh, Mattel hired a !eading
Waahington lobbying flem to fight
leglalation that would require dig-
cigaure of chemicnils uzed in
children's products, according o a
nownlatier on lobbylng. Fedoeral
alaction reporta show that Mattel
eantributad $85.000 to various |
Democratie Parly committzes [n
1367 and $25,000 Lo Repubdlican
Party committzes,

European Efforts

‘Gather Steam |

In addition (o the propoasd
regtrictiong throughout the
Eurcopean Unlon, Austria, Belgium,
the Notherlands and Denmark
have taien ateps to remove these

' producta from the marketplace, and

othere might tellow, anid the Com-
mereo Depaptment cable.

- A, Vornpop Weaver, the U.S,
ambagaardor to the Eutopean Union,
recantly wrota to Hana Beseler. tha
senlor Et] admintatrative officer,
warning that “the sudden ben on

. environmental

Poan:

o T :
ghould be based on objuctive acten.
tfle evidenee.” He sald the admin-
istmntlon’ wants the Buropeans w

"delay any decision untl they can
atudy a report that the U.S, Can-
gumer Product Satety Commisston
13 expected w complete neat month .

" on phthalatas, ’

But Jeif Wiae, poliey dizcetar of
the Natenal Environmental T-ust,
which describes itgelf a8 a naticnal
public adueation group fncusing an

lgsues, gaid;
“Therz's always more science you
can do. Tlere's encugh sclence Lo

Indicate tMere !0 toncerm,” -

A declajon by the 15-nation
European Uzlon could come as
cearly aa next weelk. -

[n Dceember. the Commoetce
Department sent a cable Lo embas-
dles throughout westorn Burops,
saylng It had been contacted-oy.
“repragentatives of one of the
leading U.S. toy manufacturers ..
In an effort to rectify a problam
regarding the marketing of certaln
PVC toys piaced on the market in
the EU." :

“The C.S. remalns concernad

producta which have been anlé for
years and which {s based on
incomplata and perhaps erroncous
information could couse trade mis-
understandings between tha
Unitad States and 'he Eurcpean
Union.™

"The U.S. governmen!? ia

~ axpending a fairly large amount of

ercrgy and time an benalf of the
toy induatry,” said Rick Hind, l=g-
ialative directar of “he ‘axic? cam-
paign run by the enviroamental
group Greenpeace. Ha aald other
softaning agents can be gubatituted
safely for the phthnlates, .

Hind cnmgla.ined in a lauter to

Commearce Sec¢ratary 8il Daley
that the department's positicn i
"{nconsiatent with U.5. regula-

tiens” and with a presidentiai
sxgcutive ordar ingtructing gov-
ernmant agencies to make aure
their “policias, programa, activities,
and standards addread dispropor-
Uonata riska g children that result
{rom environmental health ks ar
safaly rloka.”

' Rasanrchor Trcle Ford contributed t

. this atwry.
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Caar Set:'et:ry Caley:

| gm writing io axpress Maf:ais appraciaten fer :!-a nvaluazie werk betng dens by
the Eurcpenn esuniry dask of Commer=='s Markst Acczss and Cemmpllanes (MAC)
cfice. Urder the direcion of Acting Deguty Assistant Secretary of Commerea e
Eurcee Chariss Ludeion, this cilice has be=s cfical in halping the U.S. oy industry
daford againa racart SU INiisgves 1T ban the use of polyvinyl chicrice (FVC; in =vs.

-Reacting tc Gresngeac2 dilagsticns that laek scisntfic justficaticn, saveral EU
memEgr stats recsrty implamented unisteral reatricsuns cn e sals. of FVC ©ys
and the Suropean Cemmissien s currently carszering the possibiiity f an EU-wids
Ban. These actiens threaten @ Eurcpean markat hat (s of majer imperiancs © Matz
and sther U.S. toy compdries, who 2ra the mest csmpeattve in the wcdd ir 1857,

tcy salas by Mael alcre [n Eurcpe exceaded $1 hillicn.

Ovar tha past sevaral monis,_Charles Ludolph and other MAC s&ff have respcn:‘.e-'_ S
1t our requests for suprert and have taken th= le=c® within tha Adminstaten n -
‘aggressively fightng these restrictive Eurcpean sctens. Thesa Commercs sfforts
played 3 majer rcle in a decisicn st week by the Emargarcies Carmmitiee of DG-
XXIV to pestrane a vota en Impoeing a ban on PYC-foys. Had Ludeiph and his gtaft
net bagn there o taka cnarge ¢f this mater in the last ow mcm’?'fa thn U S t"*j

Industy m'terasts wagld Rave Semn saricusiy jecoardizad.

While the batle en tris Esue Is far from over, | wanted to taka this cppcr‘un:ty - I
thank yeu for the exc=ilemt serdce that yeur staf has pmvl:lsd LS, ll'ldL"-'-"-Tf to date

on this impcrtant matssr.

Sincarely,
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Record Type: Record

To: Laura Emmett/WHO/EOP
cc: Jennifer L. Klein/OPD/EOP
Subject: Toxic Toys Letter

This is just FYI for Elena, since Jen and | still need to confer.
---------------------- Forwarded by Bradley M. Campbell/CEQ/EQP on 12/04/38 09:39 AM -

/& 12/04/98 09:18:58:]

A
Record Type: Record
To: Jennifer L. KleinfOPD/ECP, Bruce McNamer/OPD/EOP
ce: Janet Murguia/WHO/EOP, Lisa M. Kountoupes/WHO/ECQP, Roger S. Ballentine/WHO/EOP

Subject: Toxic Toys Letter

)

TOYS_LTR.BCHerewith a letter, revised to reflect events of the week and Commerce/USTR
concerns raised to Bruce {State called me to clear on the previous draft, and they should be even
hapier with this one}. Let's try to conference as soon as you have had a chance to review. (Bruce:
I never received options from you but | think the changes here meet the concerns you raised}.



DRAFT -- Not Administration Policy

Dear Congressman Miller:

Thank you for your letter about potential health risks to children from phthalates in toys. I am
very concerned about this issue.

As you know, the Administration has made a high priority of identifying and addressing these
types of environmental health risks to children. More than a year ago, I signed Executive
Order 13045 (April 2, 1997), directing all Executive Branch agencies to ensure that their
standards and safeguards recognize the special risks to children in the environment, because
children often are more vulnerable than adults to the substances and products found where they
live and play.

The Consumer Product Safety Commission (CPSC), the independent regulatory agency that
has primary jurisdiction over the asserted risks from phthalates in toys, has been investigating
this issue according to the standards I articulated in that Executive Order. In a survey of the

SR, B A

available research and data releasedf"b '?'Wednesday Dece

Hs! REM

On

nations on:this very serious: lssue__,_ Accordmgly, the Admlmstratlon is takmg several further
steps to respond to the concerns raised in your letter.

Most importantly, we will continue our work to uncover and to inform parents of any possible
risk to their children. I have asked CPSC Commissioner Ann Brown to continue and expedite
the Commission’s diligent investigation of this issue, and to consider the issue you raise

concermng aggregate rlsk I also have. OMB-to ensurc that; my budget prov1d'”'"’CPSC




actions to dnscourage md1v1dual countries, whether in the European Umon or elsewhere, from
implementing precautionary measures they deem appropriate to restrict marketing or use of
these products. In addition, the Commerce Department will provide appropriate support to
those manufacturers and retailers of these products who wish to restrict sales of particular
products in response to parents’ CONCerns.

I appreciate your concern about this issue, and the Administration will keep
you apprised of our progress. I look forward to our continued work together
to maintain the highest standards of protection for our children.

Sincerely
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Commission Won't Seek Toxic Toy Ban

WASHINGTON (AP) — Government safety regulators are asking toymakers to quit using a suspected
carcinogen as a plastic-softening compound in baby rattlers and teething toys, but have decided against
trying to ban all toys made with the substance.

The Washington Post quoted Consumer Product Safety Commission officials in today's editions as
saying studies show that the amount of the chemical — diisononyl phthalate — ingested by small
children “*does not even come close to a harmful level "

The agency was scheduled to announce its actions today, along with advice to parents to discard soft
vinyl toys that their children chew or hold in their mouths for long periods of times.

“Few children, if any, are at risk," Ronald Medford, the commission's assistant executive director for
hazard identification and reduction, told the Post. **But given the number of uncertainties, we are — as
a precaution — asking the toy industry to take certain steps to reformulate their products intended to go
into children's mouths."

The newspaper said phthaiates have been linked in laboratory studies to cancer in mice and rats. They
also are a suspected source of liver and kidney damage in laboratory animals.

The commisston identified only one line of pacifiers and nipples — Clear and Soft made by Gerber
Products Co. — that parents should immediately discard, the Post said.

Some major retailers, including Kmart and Toys R Us, have already begun pulling plastic teething toys
made with pthalate from their shelves.

“"We've just been looking at the research and reading up on it,” Kmart spokeswoman Michele Jasukaitis
said in an interview with The Associated Press. **We are going forward in the interest of our customer
safety."

Jasukaitis said Kmart would continue to monitor other products containing pthalate, including those
that might not be explicitly for teething but could end up in the mouths of young children anyway.

Toys R Us, the world's largest retailer of children's products, promised last month to have the teething
toys off its shelf by Nov.18.

The commission said Sears, Roebuck and Co., Wal-Mart Stores and Target Stores also have announced
plans to remove phthalate teethers and rattlers from their shelves.

Several toy manufacturers, including Mattel Inc., Walt Disney Co. and Little Tikes Co., have said they
plan to phase out use of the additive.

Environmental groups had asked the commission to ban the chemical ingredient and issue an advisory
to parents on its dangers.

At least seven European governments have banned the use of phthalates in certain toys that commonly
are put in children's mouths.

home ] us news ] world ] business ] sports ] weather | search ] help ]
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CPSC Won't Seek Phthalate Ban

Agency Asks That the Chemicals Not Be Used in Some
Toys

By Caroline E. Mayer
Washington Post Staff Writer
Wednesday, December 2, 1998; Page C16

Partiers:
gi',a;,—,;,;;_?,é;mﬁw The Consumer Product Safety Commission staff has decided against
Internet Guide recommending a ban on soft plastic toys made with phthalates, a
controversial group of chemical additives that have been linked to
[0 | cancer and kidney and liver damage in animals.
Print Edition
Business Articles In an announcement scheduled for release today, the agency will say
@ﬂ_%,_ day's its studies show that the amount of phthalates ingested by small
g’—“‘._mg% . children "does not even come close to a harmful level."
usiness Articles
— Front P
Fromt Fexe aicies Even so, the agency has asked the nation's toymakers to remove
On Our Site phthalates from soft plastic baby rattles and teething toys because
%ﬁ_s?gﬁ significant uncertainties remain about the chemical used to make

vinyl toys flexible and pliable.

For products already in the home, the CPSC is advising concerned
parents to discard any soft plastic teethers, rattles or toys that their
children may chew or hold in their mouths for long periods of time.

"Few children, if any, are at risk," said Ronald L. Medford, the
CPSC's assistant executive director for hazard identification and
reduction. "But given the number of uncertainties, we are -- as a
precaution -- asking the toy industry to take certain steps to
reformulate their products intended to go into children’s mouths,"
such as teethers and rattles.

~4 Enter symbol:

[ The agency says about 90 percent of the nation's toymakers have
indicated that they will stop making phthalate teethers and rattles by
early next year.
Paip Too MucH . .
For Any G 00D Many of these companies, including Mattel Inc., Walt Disney Co. and
Books Latery? | Little Tikes Co., have already announced plans to discontinue using
CROWN 2 BOOKS' | phthalates in some toys, including ratties and teethers, after an
aggressive publicity campaign by the international environmental
group Greenpeace questioned the safety of children's toys made with
phthalates.

In early November, Toys R Us Inc., the nation's largest toy retailer,
also announced it would pull all phthalate teethers and rattles from its
shelves -- a move that was more critical to toy manufacturers'
decisions to reformulate their products than the CPSC request,
according to an industry official who declined to be named.
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The CPSC also is asking toymakers to reconfigure other soft vinyl
toys containing phthalates -- such as bath toys and squeeze toys --
intended for children under age 3 that could end up in a child's mouth.

But the Toy Manufacturers Association indicated yesterday it is
doubtful that many companies will comply with that request.

"We believe vinyl toys are safe for children of all ages,” said
association President David Miller. Individual companies have agreed
to reformulate their teethers and rattles "not because they're being
precautionary but because Greenpeace has managed to frighten
parents. We as an industry are proud to make safe products and this
[soft vinyl toys] is a safe product. We will not sit idly by and let them
do us in over a safe product.”

In addition to Toys R Us and Kmart Corp., CPSC said Sears,
Roebuck and Co., Wal-Mart Stores Inc. and Target Stores Inc. also
have announced plans to remove phthalate teethers and rattles from
their shelves.

The CPSC found that almost all baby-bottle nipples and pacifiers are
made with latex or silicone and therefore do not pose health concerns.
There was, however, one exception: the Clear and Soft line of
pacifiers and nipples, made by Gerber Products Co., which contain
phthalates. The CPSC said parents should immediately discard these
products, which Gerber has stopped making and had retailers pull
from their shelves.

Gerber also has decided to eliminate any phthalate products designed
for children's mouths -- less than 10 percent of its entire line -- "not
because they are harmful but because there are some doubts and we
build our business on trust and we're doing what's right for babies,"
said Alfred A. Piergallini, Gerber's CEQO.

In recent weeks, the CPSC has come under mounting criticism from
environmental and consumer groups for failing to take action on toys
made with polyvinyl chloride (PVC). Two weeks ago, Canada issued
a health advisory, urging parents to dispose of PVC toys and rattles.
Meanwhile, several European countries have announced plans to ban
PVC toys.

PVC toys often contain high levels of phthalates to make them soft
and pliable. But laboratory studies have shown that phthalates may
damage the liver, kidneys and other organs and cause cancer in mice
and rats.

Rick Hind, legislative director for Greenpeace's toxics campaign,
called CPSC's action "only a baby step because the agency fails to
definitively require any action by toymakers." He said "we'll have to
pursue litigation for any companies that are not responding,” under
California's Proposition 65 product-labeling law. That law requires
health warnings on all products sold in California containing
ingredients that can cause cancer or birth defects.

Twelve years ago, the toy industry decided to limit the use of one

particular phthalate, diethylhexyl-phthalate (DEHP), in viny! toys
because it was found to be carcinogenic.
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The industry replaced DEHP with diisononyl phthalate (DINP) and
other phthalates, which more recent studies have linked to cancer and
other health concerns.

Laboratory animal studies show phthalates to be "clearly toxic,"
Medford said. But even so, he said, that finding, doesn't permit the
CPSC, under its legal authority, to ban the product.

"The agency also needs to prove that there is significant exposure to
the chemical to ban the product,” he said. "And so far, our data shows
that exposure is not at a significant health risk to justify a mandatory
ban."

CPSC said it relied on its own tests and two Dutch studies to come to
its conclusions.

In one CPSC laboratory test, 35 PVC toys were placed in
stainless-steel beakers with artificial saliva and then pounded by a
piston for six hours. Only a moderate amount of phthalates were
released.

But another study, in which 10 human volunteers chewed a PVC toy
and then spit out the accumulated saliva, showed that the amount of
phthalates released was nearly 40 times higher than the beaker test.
Even then, the commission found that the level released was far less
than what it considered the acceptable daily intake. Even so, the
commission's scientists were concerned because they found that the
amount of DINP released from a product varied widely -- and could
not be predicted with any consistency.

"We had expected we would be able to predict how much DINP
would come out, based on how much DINP was in a product or how a
product was made but there was absolutely no correlation," Medford
said.

Meanwhile, a Dutch study that closely observed 42 children showed
that babies, 3 to 12 months old, mouthed toys (excluding pacifiers) an
average of 12 minutes a day. Children 13 to 26 months old chewed
toys (excluding pacifiers) an average of 2.1 minutes a day.

Based on that study, the CPSC calculated that daily exposure to
phthalates was far less than it had expected -- and consequently few if
any children were at risk from DINP.

Because the study was so small, however, the commission wants to
run a larger human observation test, using about 200 children.

© Copyright 1998 The Washington Post Company
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